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EXPOSIÇÃO DE MOTIVOS 

1. CONTEXTO DA PROPOSTA 

• Razões e objetivos da proposta 

1. A proposta visa resolver problemas importantes atualmente existentes no mercado e 

que foram, em primeiro lugar, identificados numa avaliação ex post do 

Regulamento (CE n.º 2003/2003 («atual regulamento relativo aos adubos»), realizada 

em 2010
1
. Também foi identificada como uma das principais propostas legislativas 

no contexto do plano de ação para a economia circular
2
. 

 Primeira razão e primeiro objetivo 

2. Em primeiro lugar, os produtos fertilizantes inovadores, que muitas vezes contêm 

nutrientes ou matéria orgânica reciclada a partir de biorresíduos ou de outras 

matérias-primas secundárias, em conformidade com o modelo de economia circular, 

têm dificuldades em aceder ao mercado interno devido à existência de regras e 

normas nacionais divergentes. 

3. O atual regulamento relativo aos adubos assegura a livre circulação no mercado 

interno de uma categoria de produtos harmonizados que pertencem a um dos tipos de 

produtos enunciados no anexo I do referido regulamento. Esses produtos podem ser 

rotulados como «adubos CE». As empresas que pretendam comercializar produtos de 

outros tipos como adubos CE devem, em primeiro lugar, obter uma nova 

homologação através de uma decisão da Comissão que altera o anexo. Praticamente 

todos os tipos de produtos incluídos no atual regulamento relativo aos adubos são 

adubos convencionais, inorgânicos, geralmente minerais ou produzidos 

quimicamente, em conformidade com um modelo de economia linear. Além disso, os 

processos químicos de produção, por exemplo, de adubos azotados apresentam 

elevados níveis de consumo de energia e de emissão de CO2. 

4. No entanto, cerca de 50 % dos adubos que atualmente existem no mercado estão 

excluídos do âmbito de aplicação do regulamento. É o que acontece com um número 

reduzido de adubos inorgânicos e com quase todos os adubos produzidos a partir de 

matérias orgânicas, como os produtos de origem animal ou outros produtos agrícolas, 

ou a partir de biorresíduos reciclados da cadeia alimentar. A investigação, a inovação 

e o investimento estão a desenvolver-se rapidamente, contribuindo para a economia 

circular através da criação de postos de trabalho a nível local e gerando valor a partir 

de recursos secundários de origem nacional, que, de outro modo, teriam sido 

diretamente utilizados no solo ou eliminados em aterros, provocando eutrofização e 

emissões de gases com efeito de estufa desnecessárias. Há também uma tendência de 

terciarização da atividade, com o aumento da personalização de produtos com base 

em análises do solo onde o adubo vai ser utilizado. As PME e outras empresas em 

toda a Europa estão cada vez mais interessadas em contribuir para este 

desenvolvimento. No entanto, para os produtos personalizados contendo adubos 

orgânicos, o acesso ao mercado interno depende atualmente do reconhecimento 

mútuo, sendo, por isso, muitas vezes entravado.  

5. O problema dos adubos inovadores com a legislação atualmente em vigor 

apresenta-se a dois níveis. 

                                                 
1 http://ec.europa.eu/smart-regulation/evaluation/search/download.do?documentId=4416  
2 COM(2015) 614/2. 

http://ec.europa.eu/smart-regulation/evaluation/search/download.do?documentId=4416
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6. O primeiro ângulo do problema é que a inclusão no atual regulamento relativo aos 

adubos de tipos de produtos produzidos a partir de matérias orgânicas ou de 

matérias-primas secundárias constitui um desafio. Os legisladores hesitam, devido à 

composição relativamente variável e às características dessas matérias. O atual 

regulamento relativo aos adubos é claramente adaptado aos adubos inorgânicos bem 

caracterizados, produzidos a partir de matérias-primas primárias. Não dispõe de 

mecanismos de controlo sólidos nem das garantias necessárias para a criação de 

confiança em produtos de fontes orgânicas intrinsecamente variáveis ou de 

matérias-primas secundárias. Além disso, as ligações com a legislação em vigor em 

matéria de controlo de subprodutos animais e de resíduos não são claras.  

7. Em consequência, os adubos obtidos em conformidade com a economia circular 

continuam a não estar harmonizados. Muitos Estados-Membros têm em vigor regras 

e normas nacionais pormenorizadas aplicáveis a esses adubos não harmonizados, 

com requisitos ambientais (como sejam os limites de contaminação por metais 

pesados) que não se aplicam aos adubos CE. Além disso, a livre circulação entre os 

Estados-Membros através do reconhecimento mútuo tem-se mostrado extremamente 

difícil. Consequentemente, um produtor de adubos produzidos a partir de matérias 

orgânicas ou de matérias-primas secundárias, estabelecido num Estado-Membro e 

que pretenda expandir o seu mercado ao território de outro Estado-Membro, vê-se 

muitas vezes confrontado com procedimentos administrativos que tornam a expansão 

do mercado exageradamente dispendiosa. A consequente falta de massa crítica 

refreia os investimentos neste importante setor da economia circular. O problema é 

particularmente importante para os produtores estabelecidos nos Estados-Membros 

com um mercado nacional pequeno, em comparação com o excedente de matérias 

orgânicas e de matérias-primas secundárias (normalmente estrume) de que dispõem. 

8. Resumindo, no que toca às condições de concorrência entre os adubos produzidos a 

partir de matérias orgânicas ou de matérias-primas secundárias , em conformidade 

com o modelo de economia circular, e os produzidos em conformidade com um 

modelo de economia linear, estes últimos encontram-se em vantagem. Esta distorção 

da concorrência impede o investimento na economia circular. 

9. O problema é agravado pelo facto de um dos principais componentes dos adubos ser 

a rocha fosfática, que foi identificada pela Comissão como matéria-prima essencial. 

No que diz respeito aos adubos fosfatados, a UE é altamente dependente da 

importação de rocha fosfática extraída fora da UE (mais de 90 % dos adubos 

fosfatados utilizados na UE são importados, principalmente de Marrocos, da Tunísia 

e da Rússia). Por outro lado, os resíduos domésticos (nomeadamente as lamas de 

depuração) contêm grandes quantidades de fósforo, que — se recicladas em 

conformidade com um modelo de economia circular — poderão cobrir cerca de 

20-30 % da procura de adubos fosfatados na UE. No entanto, o potencial de 

investimento neste domínio continua, em grande medida, inexplorado, em parte 

devido às dificuldades acima referidas no acesso ao mercado interno. 

10. O segundo ângulo das limitações do atual regulamento relativo aos adubos no que 

diz respeito aos adubos inovadores é que, mesmo em caso de adubos novos 

inorgânicos obtidos a partir de matérias-primas primárias, o procedimento de 

homologação é moroso e não consegue acompanhar o ciclo de inovação do setor dos 

adubos. Por conseguinte, considerou-se necessário reexaminar em profundidade e 

modernizar a técnica legislativa, a fim de aumentar a flexibilidade no que se refere 

aos requisitos relativos aos produtos, mantendo, ao mesmo tempo, um elevado nível 

de proteção da saúde humana e animal e da fitossanidade, da segurança e do 
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ambiente. As considerações desenvolvidas a este respeito são apresentadas em 

pormenor no ponto 3: Resultados das avaliações ex post, consultas das partes 

interessadas e avaliações de impacto 

11. O principal objetivo da iniciativa é, portanto, incentivar a produção de adubos em 

grande escala na UE a partir de matérias-primas orgânicas ou secundárias nacionais, 

em conformidade com o modelo de economia circular, transformando resíduos em 

nutrientes para as culturas. A proposta facultará um quadro normativo que vai 

facilitar radicalmente o acesso desses adubos ao mercado interno, equilibrando assim 

as condições de concorrência com os adubos minerais ou produzidos quimicamente, 

em conformidade com um modelo de economia linear. Isso contribuirá para os 

seguintes objetivos da economia circular: 

 Ajudará a valorizar as matérias-primas secundárias, permitindo, assim, uma 

melhor utilização das matérias-primas e fazendo da eutrofização e dos 

problemas de gestão de resíduos oportunidades económicas para os operadores 

públicos e privados. 

 Aumentará a eficiência dos recursos e reduzirá a dependência das importações 

de matérias-primas essenciais para a agricultura europeia, em especial de 

fósforo. 

 Estimulará o investimento e a inovação na economia circular, criando assim 

postos de trabalho na UE.  

 Contribuirá para retirar da indústria dos adubos parte da atual pressão para 

reduzir as emissões de CO2 no âmbito do RCLE (regime de comércio de 

licenças de emissão), permitindo-lhe produzir adubos a partir de 

matérias-primas com menor intensidade de carbono. 

12. O aumento da produção e do comércio de adubos inovadores também permitirá 

diversificar os adubos à disposição dos agricultores, contribuindo potencialmente 

para tornar a produção alimentar mais eficiente em termos de custos e de recursos.  

 Segunda razão e segundo objetivo 

13. Em segundo lugar, o atual regulamento relativo aos adubos não aborda as questões 

ambientais associadas à contaminação pelos adubos CE dos solos, das águas 

interiores e das águas marinhas e, em última análise, dos géneros alimentícios. Um 

problema amplamente reconhecido é a presença de cádmio nos adubos fosfatados 

inorgânicos. Na falta de valores-limite da UE, alguns Estados-Membros impuseram 

unilateralmente limites de cádmio para os adubos CE nos termos do artigo 114.º do 

TFUE, criando assim uma certa fragmentação do mercado também no aspeto da 

harmonização. A presença de contaminantes nos adubos que estão atualmente 

sujeitos a regras nacionais (por exemplo, nutrientes reciclados de lamas de 

depuração) suscita preocupações semelhantes. 

14. Assim, o segundo objetivo estratégico é resolver esta questão e introduzir limites de 

cádmio harmonizados para os adubos fosfatados. A fixação desses valores-limite, 

com vista a minimizar o impacto negativo da utilização de adubos no ambiente e na 

saúde humana, contribuirá para reduzir a acumulação de cádmio no solo e a 

contaminação dos alimentos e da água com cádmio. Além disso, eliminará a 

fragmentação do mercado originada por esta preocupação e que atualmente existe na 

forma de limites nacionais aplicáveis ao cádmio em alguns Estados-Membros. 
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• Coerência com as disposições existentes da mesma política setorial 

15. A proposta irá revogar o atual regulamento relativo aos adubos, mas permitirá que os 

adubos já harmonizados permaneçam no mercado, sob reserva de conformidade com 

os novos requisitos em matéria de segurança e qualidade. Definirá as condições em 

que os adubos produzidos a partir de resíduos e subprodutos animais podem ficar 

isentos dos controlos previstos pelo Regulamento (CE) n.º 1069/2009 do Parlamento 

Europeu e do Conselho, de 21 de outubro de 2009, que define regras sanitárias 

relativas a subprodutos animais e produtos derivados não destinados ao consumo 

humano e que revoga o Regulamento (CE) n.º 1774/2002 (regulamento relativo aos 

subprodutos animais)
3
 e pela Diretiva 2008/98/CE relativa aos resíduos e que revoga 

certas diretivas
4
, e circular livremente como adubos com marcação CE. 

Complementará o Regulamento (CE) n.º 1907/2006 do Parlamento Europeu e do 

Conselho, de 18 de dezembro de 2006, relativo ao registo, avaliação, autorização e 

restrição dos produtos químicos (REACH)
5
, que continuará a aplicar-se às 

substâncias químicas incorporadas nos produtos fertilizantes. 

• Coerência com outras políticas da União 

16. A iniciativa apoia a agenda da Comissão para o emprego, o crescimento e o 

investimento, estabelecendo o quadro normativo certo para o investimento na 

economia real.  

17. Dará, em especial, dará um contributo importante e concreto para o pacote de 

medidas da Comissão relativas à economia circular. Criará condições equitativas 

para todos os produtos fertilizantes e facilitará o recurso a matérias-primas 

secundárias provenientes da União. 

18. Além disso, apoia o objetivo de criar um mercado interno aprofundado e mais justo, 

dotado de uma base industrial reforçada, eliminando os obstáculos à livre circulação 

de determinados adubos inovadores e facilitando a vigilância do mercado pelos 

Estados-Membros. 

19. A iniciativa está relacionada com as seguintes iniciativas políticas: 

 O pacote da economia circular: a revisão do regulamento relativo aos adubos 

visa criar um quadro normativo que permita a produção de adubos a partir de 

biorresíduos reciclados e de outras matérias-primas secundárias, em 

consonância com a estratégia para a bioeconomia
6
, que abrange a produção de 

recursos biológicos renováveis e a conversão desses recursos e dos fluxos de 

resíduos em produtos de valor acrescentado. Assim, será possível aumentar o 

recurso a nutrientes de plantas produzidos na UE que são essenciais para uma 

agricultura europeia sustentável, incluindo a matéria-prima crucial que é o 

fósforo. A revisão do regulamento contribuirá igualmente para uma melhor 

aplicação da hierarquia dos resíduos, minimizando a deposição em aterro ou a 

valorização energética dos biorresíduos e, consequentemente, contribuirá para 

a resolução de problemas relacionados com a gestão de resíduos. 

 A estratégia para o mercado único: tal como acima se refere, um importante 

obstáculo à livre circulação no mercado interno são os quadros normativos 

nacionais pesados e divergentes para os adubos que não são atualmente 

                                                 
3 3JO L 300 de 14.11.2009, p. 1. 
4 4JO L 312 de 22.11.2008, p. 3. 
5 JO L 396 de 30.12.2006, p. 1. 
6 http://ec.europa.eu/research/bioeconomy/index.cfm 

http://ec.europa.eu/research/bioeconomy/index.cfm
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abrangidos por legislação de harmonização. Embora os operadores económicos 

frequentemente encarem as regras nacionais divergentes como obstáculos que 

lhes impedem a entrada em novos mercados, os Estados-Membros veem-nas 

como essenciais para a proteção da cadeia alimentar e do ambiente. Tendo em 

conta as preocupações relacionadas com a saúde e o ambiente, o 

reconhecimento mútuo revelou-se particularmente difícil no domínio dos 

adubos não harmonizados, tendo os operadores económicos solicitado a 

possibilidade de obter acesso a todo o mercado interno de acordo com regras 

harmonizadas que abordam estas questões a nível da UE. 

 Horizonte 2020: a proposta terá o potencial de estimular atividades de 

investigação pertinentes lançadas no âmbito dos Desafios Societais 2 

(«Segurança alimentar, agricultura e silvicultura sustentáveis, investigação 

marinha e marítima e nas águas interiores, e bioeconomia») e 5 («Ação 

climática, ambiente, eficiência na utilização dos recursos e matérias-primas»), 

que têm como objetivos, entre outros, proporcionar soluções inovadoras para 

uma recuperação mais eficiente e segura dos recursos provenientes dos 

resíduos, das águas residuais e dos biorresíduos e incentivar os investigadores a 

oferecer produtos inovadores em conformidade com as necessidades do 

mercado, as necessidades societais e as políticas de proteção do ambiente. A 

Bio Based Industries Joint Undertaking identificou, entre outras atividades, a 

reciclagem de fósforo para a produção de adubos a partir de resíduos 

(orgânicos) como uma nova cadeia de valor emergente e promissora do ponto 

de vista económico
7
. A facilidade de acesso deste tipo de adubos ao mercado 

interno será uma condição essencial para atingir estes objetivos e colocar no 

mercado os resultados da investigação. 

2. BASE JURÍDICA, SUBSIDIARIEDADE E PROPORCIONALIDADE 

• Base jurídica 

20. O objetivo da proposta é melhorar o funcionamento do mercado interno no que toca 

aos produtos fertilizantes, abordando assim as questões identificadas pela primeira 

vez em 2010, na avaliação ex post do atual regulamento relativo aos adubos. Por 

conseguinte, a base jurídica é o artigo 114.º do Tratado sobre o Funcionamento da 

União Europeia, que constitui também a base jurídica do atual regulamento relativo 

aos adubos. 

• Subsidiariedade (no caso de competência não exclusiva)  

21. O primeiro objetivo da ação proposta consiste em reforçar o investimento na 

produção e na utilização de adubos inovadores, eficazes e seguros produzidos a partir 

de matérias-primas orgânicas ou secundárias, em conformidade com o modelo de 

economia circular e a estratégia para a bioeconomia, ajudando esses produtos a 

atingir massa crítica através do acesso a todo o mercado interno. O recurso mais 

eficiente a esses adubos pode oferecer importantes benefícios ambientais, uma menor 

dependência da importação de matérias-primas essenciais oriundas de fora da UE e 

uma maior variedade de produtos fertilizantes de elevada qualidade para os 

agricultores. Os obstáculos atuais à livre circulação desses produtos, sob a forma de 

quadros normativos nacionais divergentes, não podem ser eliminados através de 

ações unilaterais dos Estados-Membros. Em especial, o reconhecimento mútuo neste 

                                                 
7 http://bbi-europe.eu/sites/default/files/documents/BBI_JU_annual_Work_plan_2014.pdf  

http://bbi-europe.eu/sites/default/files/documents/BBI_JU_annual_Work_plan_2014.pdf
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domínio revelou-se particularmente difícil e é um obstáculo cada vez mais 

importante, à medida que o interesse na produção e comercialização de adubos de 

elevada qualidade obtidos a partir de matérias-primas orgânicas ou secundárias tende 

a aumentar. A ação da UE, por outro lado, poderá assegurar a livre circulação desses 

adubos, estabelecendo critérios ambientais e de segurança harmonizados e de elevada 

qualidade.  

22. O segundo objetivo consiste em combater a contaminação do solo e dos géneros 

alimentícios pelo cádmio resultante da utilização de adubos. Uma vez que a maior 

parte dos adubos que suscitam preocupações (os adubos fosfatados inorgânicos) já se 

encontra harmonizada, os Estados-Membros não podem alcançar este objetivo de 

forma unilateral. Os limites máximos previstos a nível da UE, por outro lado, podem 

reduzir efetivamente para níveis mais seguros os contaminantes presentes em adubos 

harmonizados.  

• Proporcionalidade 

23. O primeiro objetivo desta iniciativa é estimular o investimento na produção de 

adubos eficazes, seguros e inovadores produzidos a partir de matérias-primas 

orgânicas ou secundárias, em conformidade com o modelo de economia circular, 

com as vantagens decorrentes em termos de impacto ambiental, menor dependência 

das importações e maior variedade de produtos de elevada qualidade disponíveis. A 

iniciativa tem por objetivo alcançar uma massa crítica através de um mercado interno 

para esses produtos. O reconhecimento mútuo de adubos não harmonizados 

revelou-se extremamente difícil no passado, ao passo que a legislação de 

harmonização de produtos tem sido uma forma eficaz de garantir o acesso dos 

adubos inorgânicos ao mercado interno. Conclui-se, por conseguinte, que a 

legislação de harmonização de produtos para os adubos produzidos a partir de 

matérias-primas orgânicas ou secundárias não excede o necessário para proporcionar 

a segurança regulamentar necessária para incentivar o investimento em grande escala 

na economia circular. A técnica legislativa escolhida na presente proposta dá aos 

operadores económicos um máximo de flexibilidade para colocar novos produtos nos 

mercados, sem comprometer a segurança e a qualidade. Além disso, os 

Estados-Membros são livres de admitir adubos não harmonizados no mercado, sem 

retirar aos operadores económicos que procuram mercados mais vastos a 

possibilidade de optarem pelos benefícios de um quadro normativo harmonizado. 

24. Considera-se que um regulamento é a forma mais adequada para a harmonização de 

produtos num domínio de tão grande complexidade técnica e de potencial impacto na 

cadeia alimentar e no ambiente como é o dos adubos. Esta conclusão é corroborada 

pelo facto de a legislação de harmonização existente para os adubos também ter a 

forma de um regulamento.  

25. No que se refere ao segundo objetivo – combater a contaminação do solo e dos 

géneros alimentícios pelo cádmio resultante da utilização de adubos, muitos dos 

quais já harmonizados –, o estabelecimento de níveis máximos na legislação relativa 

aos produtos é visto como um meio eficaz de resolver o problema na fonte. Os 

impactos económicos são considerados proporcionais ao objetivo de prevenção de 

uma contaminação irreparável do solo que afete as atuais e futuras gerações de 

agricultores e consumidores.  

26. A questão da proporcionalidade é desenvolvida no ponto 4.2.2 da avaliação de 

impacto. 
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• Escolha do instrumento 

27. Considera-se que um regulamento é a forma mais adequada para a harmonização de 

produtos num domínio de tão grande complexidade técnica e de potencial impacto na 

cadeia alimentar e no ambiente como é o dos adubos. Esta conclusão é corroborada 

pelo facto de a legislação de harmonização existente para os adubos também revestir 

a forma de um regulamento. 

3. RESULTADOS DAS AVALIAÇÕES EX POST, DAS CONSULTAS DAS 

PARTES INTERESSADAS E DAS AVALIAÇÕES DE IMPACTO 

• Avaliações ex post/balanços de qualidade da legislação existente 

28. A avaliação ex post do atual regulamento relativo aos adubos, realizada em 2010, 

concluiu
8
 que o regulamento tinha sido eficaz na consecução dos seus objetivos de 

simplificar e harmonizar o quadro normativo relativo a uma parte importante do 

mercado dos adubos.  

29. Contudo, a avaliação concluiu igualmente que o regulamento poderia ser mais eficaz 

na promoção de adubos inovadores e que seriam igualmente necessárias adaptações 

para uma melhor proteção do ambiente. Além disso, no que respeita aos adubos 

orgânicos, atualmente excluídos do âmbito de aplicação do regulamento, a avaliação 

revelou que nem os operadores económicos nem as autoridades nacionais 

consideraram que o reconhecimento mútuo fosse o instrumento mais adequado para 

assegurar a livre circulação, uma vez que os adubos são produtos relativamente aos 

quais as preocupações legítimas de qualidade, de proteção do ambiente e da saúde 

humana podem justificar a existência de regras estritas. 

• Consulta das partes interessadas 

30. Durante toda a fase preparatória iniciada em 2011, foi realizada uma consulta 

extensiva dos Estados-Membros e de outras partes interessadas, em especial no 

contexto do Grupo de Trabalho sobre Adubos
9
. A consulta pública sobre a Economia 

Circular, publicada em maio de 2015, incluía perguntas sobre este tema
10

. As partes 

interessadas foram igualmente convidadas a dar a sua opinião sobre o roteiro para a 

revisão do regulamento relativo aos adubos, publicado em 22 de outubro de 2015
11

. 

• Obtenção e utilização de competências especializadas 

31. O projeto de relatório de avaliação de impacto baseia-se, em grande medida, na já 

referida avaliação ex post do regulamento relativo aos adubos, de 2010, bem como 

no estudo realizado em 2011 sobre as opções para harmonizar plenamente a 

legislação da UE em matéria de adubos, incluindo a viabilidade técnica e os impactos 

ambiental, económico e social
12

. 

                                                 
8 Ver ponto 4, Conclusões e recomendações. 
9 Os relatórios de atividades das reuniões do grupo podem ser consultados em 

http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=1320&Ne

wSearch=1&NewSearch=1&Lang=PT  
10

 http://ec.europa.eu/environment/consultations/closing_the_loop_en.htm?utm_content=buffer6

8ffa&utm_medium=social&utm_source=twitter.com&utm_campaign=buffer 
11 http://ec.europa.eu/smart-regulation/roadmaps/docs/2012_grow_001_fertilisers_en.pdf  
12

 http://bookshop.europa.eu/pt/study-on-options-to-fully-harmonise-the-eu-legislation-on-fertilis

http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=1320&NewSearch=1&NewSearch=1&Lang=PT
http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=1320&NewSearch=1&NewSearch=1&Lang=PT
http://ec.europa.eu/smart-regulation/roadmaps/docs/2012_grow_001_fertilisers_en.pdf
http://bookshop.europa.eu/pt/study-on-options-to-fully-harmonise-the-eu-legislation-on-fertilising-materials-including-technical-feasibility-environmental-economic-and-social-impacts-pbNB0114252/
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32. A reciclagem de fósforo também foi objeto de projetos de investigação ao abrigo do 

7.º PQ, cujos resultados foram analisados durante o seminário «Circular approaches 

to phosphorus: from research to deployment», realizado em Berlim, em 4 de março 

de 2015
13

. Uma das prioridades da UE é a revisão do regulamento relativo aos 

adubos, com o propósito de alargar o seu âmbito de aplicação aos nutrientes 

provenientes de fontes secundárias (por exemplo, de fosfatos reciclados) e de fontes 

orgânicas. 

• Avaliação de impacto 

33. A proposta é acompanhada de uma avaliação de impacto, cujos principais 

documentos podem ser consultados [Quando o relatório de avaliação de impacto for 

publicado, inserir hiperligação para a ficha de síntese e para o parecer positivo do 

Comité de Controlo da Regulamentação]. Os pareceres do Comité de Avaliação do 

Impacto foram tidos em consideração, fornecendo melhores provas de que as normas 

nacionais divergentes são causa de fragmentação do mercado, clarificando o 

conteúdo das diversas opções avaliadas e justificando melhor os principais impactos 

da proposta.  

34. A avaliação de impacto comparou a manutenção do status quo (opção 1) com quatro 

outras opções estratégicas (opções 2 a 5). Em qualquer uma das opções 2 a 5, o 

âmbito da harmonização poderá ser alargado aos adubos obtidos a partir de 

matérias-primas orgânicas e a outros produtos ligados aos adubos, sendo 

introduzidos valores-limite para os contaminantes. As opções têm por base diferentes 

mecanismos de controlo: na opção 2, a técnica legislativa do regulamento relativo 

aos adubos, a homologação, permaneceria inalterada. Na opção 3, a homologação 

seria substituída por uma lista positiva exaustiva de matérias elegíveis para 

incorporação intencional em adubos. A opção 4 permitiria alcançar o controlo 

necessário através do novo quadro legislativo («NQL»), com um procedimento de 

avaliação da conformidade aplicável a todos os níveis. Por último, a opção 5 poderia 

igualmente basear-se no NQL, mas o procedimento de avaliação da conformidade 

poderia variar em função das categorias de materiais. Para as quatro opções (2 a 5), 

analisou-se igualmente se a harmonização deveria ser obrigatória para todos os 

produtos com uma dada função ou se os adubos poderiam cumprir a legislação 

harmonizada a título facultativo, em alternativa a qualquer legislação nacional 

aplicável e ao reconhecimento mútuo, como é o caso dos adubos inorgânicos, no 

status quo. 

35. A proposta final corresponde à opção 5, conjugada com a variante de harmonização 

facultativa. Foi considerada a melhor opção estratégica, uma vez que conduziria a 

uma simplificação administrativa, em especial no que diz respeito aos produtos 

fertilizantes produzidos a partir de matérias-primas primárias bem identificadas, e 

que asseguraria a flexibilidade, garantindo, ao mesmo tempo, que a utilização de 

produtos fertilizantes não apresenta riscos inaceitáveis para a saúde humana ou para 

o ambiente. 

36. A proposta afetará principalmente os produtores de adubos inovadores produzidos a 

partir de matérias-primas orgânicas ou secundárias em conformidade com o modelo 

de economia circular, que poderão atingir uma massa crítica através de um acesso 

                                                                                                                                                         
ing-materials-including-technical-feasibility-environmental-economic-and-social-impacts-pbNB011425

2/  
13 É possível descarregar o relatório do seminário em 

http://bookshop.europa.eu/pt/circular-approaches-to-phosphorus-pbKI0115204/. 

http://bookshop.europa.eu/pt/study-on-options-to-fully-harmonise-the-eu-legislation-on-fertilising-materials-including-technical-feasibility-environmental-economic-and-social-impacts-pbNB0114252/
http://bookshop.europa.eu/pt/study-on-options-to-fully-harmonise-the-eu-legislation-on-fertilising-materials-including-technical-feasibility-environmental-economic-and-social-impacts-pbNB0114252/
http://bookshop.europa.eu/pt/circular-approaches-to-phosphorus-pbKI0115204/
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radicalmente mais fácil ao mercado interno. Esses produtores beneficiarão da 

iniciativa, em especial nos Estados-Membros que não dispõem de um mercado 

nacional suficientemente grande para novos tipos de adubos. 

37. A iniciativa também afetará os operadores de valorização privados e públicos (como 

os operadores das estações de tratamento de águas residuais ou de instalações de 

gestão de resíduos que produzem composto ou lamas e lodos de digestores), que 

poderão valorizar a sua produção, facilitando desse modo os investimentos nessas 

infraestruturas.  

38. Muitas autoridades nacionais verão reduzida a sua carga de trabalho quando os 

sistemas nacionais de registo ou autorização dos adubos forem total ou parcialmente 

substituídos por mecanismos de controlo a nível da UE.  

39. Por último, os agricultores e outros utilizadores de adubos poderão observar um 

aumento na variedade de produtos ao seu dispor, enquanto o grande público terá uma 

melhor proteção contra a contaminação dos solos, da água e dos alimentos. 

• Adequação e simplificação da legislação 

40. A proposta resultará numa simplificação e redução dos encargos administrativos para 

os produtores de produtos fertilizantes que pretendam ter acesso a mais de um 

território nacional no mercado interno, dado que esse acesso deixará de depender do 

reconhecimento mútuo. Ao mesmo tempo, evitará proibir ou restringir o acesso ao 

mercado dos produtores que não visem o cumprimento das regras a nível da UE, 

deixando em aberto a possibilidade de aqueles acederem aos mercados nacionais sob 

reserva do cumprimento das regras nacionais e do reconhecimento mútuo. 

4. INCIDÊNCIA ORÇAMENTAL 

41. A proposta não terá implicações para o orçamento da UE. Os recursos humanos e 

administrativos na Comissão Europeia manter-se-ão inalterados em relação à 

aplicação e monitorização do atual regulamento relativo aos adubos. 

5. OUTROS ELEMENTOS 

• Planos de execução e acompanhamento, avaliação e prestação de informações 

42. A Comissão Europeia irá apoiar e monitorizar a aplicação do regulamento pelos 

Estados-Membros. Irá igualmente analisar a necessidade de orientações, normas ou 

sistemas que comprovem a sustentabilidade dos produtos fertilizantes, permitindo a 

inscrição de alegações de sustentabilidade nos rótulos dos produtos.  

43. Além disso, a Comissão tenciona incluir outras categorias de matérias nos anexos, a 

fim de acompanhar os progressos tecnológicos que permitem a produção de adubos 

seguros e eficazes a partir de matérias-primas secundárias valorizadas, como sejam o 

biocarvão, as cinzas e a estruvite. Por último, a Comissão manterá sob exame 

permanente os requisitos dos anexos, procedendo à sua revisão sempre que 

necessário, a fim de proporcionar um nível adequado de proteção da saúde humana 

ou animal ou da fitossanidade, da segurança ou do ambiente. 

• Explicação pormenorizada das disposições específicas da proposta 

44. O capítulo 1 do regulamento proposto estabelece o objeto, o âmbito de aplicação e as 

definições, bem como os princípios fundamentais de livre circulação e 

comercialização dos produtos fertilizantes com a marcação CE. A disposição em 
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matéria de requisitos aplicáveis aos produtos remete para os anexos I e II, que 

contêm os requisitos objetivos para as categorias de produtos finais, de acordo com a 

função a que se destinam (anexo I), bem como para as categorias de componentes 

que possam entrar na composição de produtos fertilizantes com marcação CE 

(anexo II). Também faz referência ao anexo III, que especifica os requisitos de 

rotulagem. 

45. O capítulo 2 estabelece as obrigações dos operadores económicos envolvidos na 

disponibilização no mercado de produtos fertilizantes com a marcação CE.  

46. O capítulo 3 estabelece o princípio geral da conformidade dos produtos fertilizantes 

que ostentem a marcação CE. Faz referência ao anexo IV, que descreve em pormenor 

os procedimentos de avaliação da conformidade aplicáveis aos produtos fertilizantes 

com a marcação CE, dependendo das suas categorias de componentes e das suas 

categorias de funções do produto. Faz igualmente referência ao anexo V, que define 

a estrutura do modelo de declaração UE de conformidade. 

47. O capítulo 4 estabelece as disposições relativas aos organismos notificados e o 

capítulo 5 estabelece as disposições em matéria de fiscalização do mercado. O 

capítulo 6 define as condições para a adoção pela Comissão de atos delegados e de 

atos de execução, e o capítulo 7 contém as disposições finais. 
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2016/0084 (COD) 

Proposta de 

REGULAMENTO DO PARLAMENTO EUROPEU E DO CONSELHO 

que estabelece regras relativas à disponibilização no mercado de produtos fertilizantes 

com a marcação CE e que altera os Regulamentos (CE) n.º 1069/2009 e (CE) 

n.º 1107/2009 

(Texto relevante para efeitos do EEE) 

O PARLAMENTO EUROPEU E O CONSELHO DA UNIÃO EUROPEIA, 

Tendo em conta o Tratado sobre o Funcionamento da União Europeia, nomeadamente o 

artigo 114.º, 

Tendo em conta a proposta da Comissão Europeia, 

Após transmissão do projeto de ato legislativo aos parlamentos nacionais, 

Tendo em conta o parecer do Comité Económico e Social Europeu
14

, 

Deliberando de acordo com o processo legislativo ordinário, 

Considerando o seguinte: 

(1) As condições para a disponibilização de adubos no mercado interno foram 

parcialmente harmonizadas através do Regulamento (CE) n.º 2003/2003 do 

Parlamento Europeu e do Conselho
15

, que abrange quase exclusivamente os adubos 

obtidos a partir de matérias inorgânicas minerais ou produzidas quimicamente. 

Verifica-se também a necessidade de utilizar matérias recicladas ou orgânicas como 

fertilizantes. Devem ser estabelecidas condições harmonizadas para a disponibilização 

em todo o mercado interno de adubos obtidos a partir de matérias recicladas ou 

orgânicas, com vista a fornecer um importante incentivo à sua utilização. O âmbito da 

harmonização deve, pois, ser alargado a fim de incluir matérias recicladas e orgânicas. 

(2) Determinados produtos são utilizados em combinação com adubos para melhorar a 

eficiência nutricional, com o efeito benéfico de reduzir a quantidade de adubos 

utilizada e, por conseguinte, o seu impacto ambiental. Para facilitar a sua livre 

circulação no mercado interno, não só os adubos – ou seja, os produtos destinados a 

fornecer nutrientes às plantas – mas também os produtos destinados a melhorar a 

eficiência da nutrição das plantas devem ser abrangidos pela harmonização. 

(3) O Regulamento (CE) n.º 765/2008 do Parlamento Europeu e do Conselho
16

 estabelece 

regras relativas à acreditação dos organismos de avaliação da conformidade, prevê um 

quadro para a fiscalização do mercado dos produtos e para o controlo dos produtos 

                                                 
14 JO C  de , p. . 
15 Regulamento (CE) n.º 2003/2003 do Parlamento Europeu e do Conselho, de 13 de outubro de 2003, 

relativo aos adubos (JO L 304 de 21.11.2003, p. 1). 
16 Regulamento (CE) n.º 765/2008 do Parlamento Europeu e do Conselho, de 9 de julho de 2008, que 

estabelece os requisitos de acreditação e fiscalização do mercado relativos à comercialização de 

produtos, e que revoga o Regulamento (CEE) n.º 339/93 (JO L 218 de 13.8.2008, p. 30). 
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provenientes de países terceiros, e estabelece os princípios gerais da marcação CE. 

Esse regulamento deve ser aplicável aos produtos abrangidos pelo presente 

regulamento, de modo a garantir que os produtos que beneficiam da livre circulação de 

mercadorias na União preenchem os requisitos que garantem um elevado nível de 

proteção dos interesses públicos, como a saúde e a segurança em geral, a proteção dos 

consumidores e a proteção do ambiente. 

(4) A Decisão n.º 768/2008/CE do Parlamento Europeu e do Conselho
17

 estabelece 

princípios comuns e disposições de referência a aplicar à legislação do setor, de modo 

a constituir uma base coerente de revisão ou reformulação dessa legislação. O 

Regulamento (CE) n.º 2003/2003 deve, pois, ser substituído por um regulamento 

redigido, na medida do possível, em conformidade com essa decisão. 

(5) Ao contrário da maior parte das outras medidas de harmonização de produtos na 

legislação da União, o Regulamento (CE) n.º 2003/2003 não impede que os adubos 

não harmonizados sejam disponibilizados no mercado interno em conformidade com a 

legislação nacional e com as regras do Tratado em matéria de livre circulação. Tendo 

em conta a própria natureza local de certos mercados de produtos, esta possibilidade 

deve manter-se. A conformidade com as regras harmonizadas deve, por conseguinte, 

continuar a ser facultativa, devendo apenas ser exigida para os produtos destinados a 

fornecer nutrientes às plantas ou a melhorar a eficiência da nutrição das plantas e que 

ostentem a marcação CE quando são disponibilizados no mercado. O presente 

regulamento não deverá, por conseguinte, aplicar-se a produtos que não ostentem a 

marcação CE quando disponibilizados no mercado. 

(6) As diferentes funções do produto justificam a existência de diferentes requisitos de 

segurança e de qualidade dos produtos adaptados às diversas utilizações previstas. Os 

produtos fertilizantes com a marcação CE devem, portanto, ser divididos em diferentes 

categorias de funções do produto, devendo cada categoria ser sujeita a requisitos 

específicos de segurança e de qualidade. 

(7) De igual modo, os diversos componentes justificam a existência de diferentes 

requisitos de processos e de mecanismos de controlo diferentes adaptados à sua 

perigosidade e variabilidade potenciais. Os componentes dos produtos fertilizantes 

com a marcação CE devem, portanto, ser divididos em diferentes categorias, devendo 

cada categoria ser sujeita a requisitos específicos de processos e mecanismos de 

controlo. Deve ser possível disponibilizar no mercado um produto fertilizante com a 

marcação CE que seja constituído por vários componentes de diferentes categorias de 

matérias, cumprindo cada matéria os requisitos da categoria a que pertence. 

(8) Os contaminantes nos produtos fertilizantes com a marcação CE, como o cádmio, 

podem constituir um risco para a saúde humana e animal e para o ambiente, uma vez 

que se acumulam no ambiente e entram na cadeia alimentar. O seu teor nesses 

produtos deve, por isso, ser limitado. Além disso, as impurezas presentes nos produtos 

fertilizantes com a marcação CE derivados de biorresíduos, em especial de polímeros, 

mas também de metal e vidro, devem ser evitadas ou limitadas, na medida em que for 

tecnicamente possível, através da deteção dessas impurezas em biorresíduos 

recolhidos separadamente antes da transformação.  

                                                 
17 Decisão n.º 768/2008/CE do Parlamento Europeu e do Conselho, de 9 julho de 2008, relativa a um 

quadro comum para a comercialização de produtos, e que revoga a Decisão 93/465/CEE (JO L 218 de 

13.8.2008, p. 82). 
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(9) Os produtos que satisfaçam todos os requisitos do presente regulamento devem ser 

autorizados a circular livremente no mercado interno. Se um ou mais componentes de 

um produto fertilizante com a marcação CE forem abrangidos pelo Regulamento (CE) 

n.º 1069/2009 do Parlamento Europeu e do Conselho
18

, mas chegarem a um ponto na 

cadeia de fabrico para além do qual deixam de representar um risco significativo para 

a saúde pública ou animal (o «ponto final na cadeia de fabrico»), torna-se um encargo 

administrativo desnecessário continuar a sujeitar o produto às disposições do referido 

regulamento. Esses produtos fertilizantes deverão, pois, ser excluídos da aplicação dos 

requisitos desse regulamento. Por conseguinte, o Regulamento (CE) n.º 1069/2009 

deve ser alterado em conformidade. 

(10) Deve ser determinado o ponto final na cadeia de fabrico relativo a cada componente 

pertinente que contenha subprodutos animais, em conformidade com os procedimentos 

estabelecidos no Regulamento (CE) n.º 1069/2009. Se um processo de fabrico previsto 

no presente regulamento começar antes de esse ponto final ser atingido, os requisitos 

em matéria de processos do Regulamento (CE) n.º 1069/2009 e do presente 

regulamento devem aplicar-se cumulativamente aos produtos fertilizantes com a 

marcação CE, o que significa a aplicação do requisito mais estrito nos casos em que 

ambos os regulamentos regulam o mesmo parâmetro.  

(11) Em caso de riscos para a saúde pública ou animal decorrentes de produtos fertilizantes 

com a marcação CE derivados de subprodutos animais, deverá ser possível o recurso a 

medidas de salvaguarda conformes com o Regulamento (CE) n.º 178/2002 do 

Parlamento Europeu e do Conselho
19

, como é já o caso para outras categorias de 

produtos derivados de subprodutos animais. 

(12) Se um ou mais componentes de um produto fertilizante com a marcação CE estiverem 

abrangidos pelo âmbito de aplicação do Regulamento (CE) n.º 1069/2009 e não 

tiverem atingido o ponto final na cadeia de fabrico, seria enganoso prever a marcação 

CE do produto ao abrigo do presente regulamento, uma vez que a colocação do 

produto no mercado está sujeita aos requisitos do Regulamento (CE) n.º 1069/2009. 

Por conseguinte, esses produtos devem ser excluídos do âmbito de aplicação do 

presente regulamento. 

(13) Foi identificada a procura no mercado de certos resíduos valorizados, na aceção da 

Diretiva 2008/98/CE do Parlamento Europeu e do Conselho
20

, para utilização como 

produtos fertilizantes. Além disso, são necessários certos requisitos aplicáveis aos 

resíduos utilizados como recursos na operação de valorização e aos processos e 

técnicas de tratamento, bem como aos produtos fertilizantes resultantes da operação de 

valorização, para garantir que a utilização desses produtos não tem efeitos globalmente 

adversos no ambiente ou na saúde humana. Em relação aos produtos fertilizantes com 

a marcação CE, esses requisitos devem ser estabelecidos no presente regulamento. Por 

conseguinte, a partir do momento em que estão conformes com todos os requisitos do 

                                                 
18 Regulamento (CE) n.º 1069/2009 do Parlamento Europeu e do Conselho, de 21 de outubro de 2009, que 

define regras sanitárias relativas a subprodutos animais e produtos derivados não destinados ao 

consumo humano e que revoga o Regulamento (CE) n.º 1774/2002 (regulamento relativo aos 

subprodutos animais) (JO L 300 de 14.11.2009, p. 1). 
19 Regulamento (CE) n.º 178/2002 do Parlamento Europeu e do Conselho, de 28 de janeiro de 2002, que 

determina os princípios e normas gerais da legislação alimentar, cria a Autoridade Europeia para a 

Segurança dos Alimentos e estabelece procedimentos em matéria de segurança dos géneros alimentícios 

(JO L 31 de 1.2.2002, p. 1). 
20 Diretiva 2008/98/CE do Parlamento Europeu e do Conselho relativa aos resíduos e que revoga certas 

diretivas (JO L 312 de 22.11.2008, p. 3). 
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presente regulamento, estes produtos deixam de ser considerados resíduos na aceção 

da Diretiva 2008/98/CE. 

(14) Certas substâncias e misturas, geralmente referidas como aditivos agronómicos, 

melhoram o padrão de libertação de um nutriente num adubo. As substâncias e 

misturas disponibilizadas no mercado com o objetivo de serem adicionadas aos 

produtos fertilizantes com a marcação CE para esse fim devem satisfazer determinados 

critérios de eficácia à responsabilidade do fabricante dessas substâncias ou misturas, 

devendo, por isso, ser consideradas como produtos fertilizantes com a marcação CE, 

nos termos do presente regulamento. Além disso, os produtos fertilizantes com a 

marcação CE que contenham tais substâncias ou misturas devem estar sujeitos a certos 

critérios de eficácia e segurança. Essas substâncias e misturas devem, 

consequentemente, ser reguladas como componentes para a produção de produtos 

fertilizantes com a marcação CE. 

(15) Determinados micro-organismos, substâncias e misturas, geralmente referidos como 

bioestimulantes para plantas, não são nutrientes enquanto tais, embora estimulem os 

processos de nutrição das plantas. Se estes produtos se destinarem apenas a melhorar a 

eficiência da utilização de nutrientes pelas plantas, a tolerância ao stress abiótico ou a 

qualidade das culturas, eles serão, por natureza, mais semelhantes aos produtos 

fertilizantes do que a maior parte das categorias de produtos fitofarmacêuticos. Estes 

produtos devem, por conseguinte, ser elegíveis para a marcação CE nos termos do 

presente regulamento e excluídos do âmbito de aplicação do Regulamento (CE) 

n.º 1107/2009 do Parlamento Europeu e do Conselho
21

. Por conseguinte, o 

Regulamento (CE) n.º 1107/2009 deve ser alterado em conformidade. 

(16) Os produtos com uma ou mais funções, em que uma delas está abrangida pelo âmbito 

de aplicação do Regulamento (CE) n.º 1107/2009, devem permanecer sob o controlo 

adaptado a esses produtos e previsto por esse regulamento. Se esses produtos tiverem 

igualmente a função de um produto fertilizante, seria enganoso prever a marcação CE 

ao abrigo do presente regulamento, uma vez que a disponibilização de um produto 

fitofarmacêutico no mercado depende de uma autorização válida para o produto no 

Estado-Membro em questão. Por conseguinte, esses produtos deverão ser excluídos do 

âmbito de aplicação do presente regulamento. 

(17) O presente regulamento não deve impedir a aplicação da legislação da União em vigor 

relativa aos aspetos de proteção da saúde, da segurança e do ambiente que não são 

abrangidos pelo presente regulamento. O presente regulamento deverá, pois, ser 

aplicado sem prejuízo do disposto na Diretiva 86/278/CEE do Conselho
22

, na Diretiva 

89/391/CEE do Conselho
23

, no Regulamento (CE) n.º 1907/2006 do Parlamento 

Europeu e do Conselho
24

, no Regulamento (CE) n.º 1272/2008 do Parlamento Europeu 

                                                 
21 Regulamento (CE) n.º 1107/2009 do Parlamento Europeu e do Conselho, de 21 de outubro de 2009, 

relativo à colocação de produtos fitofarmacêuticos no mercado e que revoga as Diretivas 79/117/CEE e 

91/414/CEE do Conselho (JO L 309 de 24.11.2009, p. 1). 
22 Diretiva 86/278/CEE do Conselho, de 12 de junho de 1986, relativa à proteção do ambiente, e em 

especial dos solos, na utilização agrícola de lamas de depuração (JO L 181 de 4.7.1986, p. 6). 
23 Diretiva 89/391/CEE do Conselho, de 12 de junho de 1989, relativa à aplicação de medidas destinadas a 

promover a melhoria da segurança e da saúde dos trabalhadores no trabalho (JO L 183 de 29.6.1989, 

p. 1). 
24 Regulamento (CE) n.º 1907/2006 do Parlamento Europeu e do Conselho, de 18 de dezembro de 2006, 

relativo ao registo, avaliação, autorização e restrição dos produtos químicos (REACH) (JO L 396 de 

30.12.2006, p. 1). 
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e do Conselho
25

, no Regulamento (CE) n.º 1881/2006 da Comissão
26

, na Diretiva 

2000/29/CE do Conselho
27

, no Regulamento (UE) n.º 98/2013 do Parlamento Europeu 

e do Conselho
28

 e no Regulamento (UE) n.º 1143/2014 do Parlamento Europeu e do 

Conselho
29

.  

(18) Se um produto fertilizante com a marcação CE contiver uma substância ou uma 

mistura na aceção do Regulamento (CE) n.º 1907/2006, a segurança das suas 

substâncias constituintes para a utilização prevista deve ser estabelecida mediante 

registo nos termos do referido regulamento. O cumprimento dos requisitos de 

informação deve garantir que a segurança da utilização prevista do produto com a 

marcação CE é demonstrada de forma comparável à alcançada com outros regimes 

regulamentares para os produtos destinados a utilização em solos aráveis ou culturas, 

nomeadamente a legislação nacional dos Estados-Membros sobre fertilizantes e o 

Regulamento (CE) n.º 1107/2009. Por conseguinte, se as quantidades colocadas no 

mercado forem inferiores a 10 toneladas por empresa e por ano, os requisitos de 

informação estabelecidos pelo Regulamento (CE) n.º 1907/2006 para o registo de 

substâncias em quantidades de 10 a 100 toneladas devem aplicar-se excecionalmente 

como condição para a disponibilização nos termos do presente regulamento. 

(19) Se as quantidades reais de substâncias em produtos fertilizantes com a marcação CE 

regulamentados pelo presente regulamento forem superiores a 100 toneladas, os 

requisitos de informações suplementares previstos no Regulamento (CE) 

n.º 1907/2006 deverão aplicar-se diretamente por força do mesmo regulamento. A 

aplicação das restantes disposições do Regulamento (CE) n.º 1907/2006 deve 

igualmente permanecer inalterada pelo presente regulamento. 

(20) Pode esperar-se que uma combinação de diferentes produtos fertilizantes com a 

marcação CE, em que cada um tenha sido objeto de uma avaliação positiva de 

conformidade com os requisitos aplicáveis para esse material, seja adequada para 

utilização como produto fertilizante com a marcação CE, dependendo apenas de 

determinados requisitos adicionais justificados pela combinação. Por conseguinte, para 

evitar encargos administrativos desnecessários, essas combinações devem pertencer a 

uma categoria separada, para a qual a avaliação de conformidade se deve limitar aos 

requisitos adicionais justificados pela combinação. 

(21) Os operadores económicos devem ser responsáveis pela conformidade dos produtos 

fertilizantes que ostentem a marcação CE com o presente regulamento, de acordo com 

o seu respetivo papel no circuito comercial, a fim de assegurar um elevado nível de 

proteção dos aspetos do interesse público abrangidos pelo presente regulamento, e 

igualmente de garantir uma concorrência leal no mercado interno. 

                                                 
25 Regulamento (CE) n.º 1272/2008 do Parlamento Europeu e do Conselho, de 16 de dezembro de 2008, 

relativo à classificação, rotulagem e embalagem de substâncias e misturas (JO L 353 de 31.12.2008, 

p. 1). 
26 Regulamento (CE) n.º 1881/2006 da Comissão, de 19 de dezembro de 2006, que fixa os teores máximos 

de certos contaminantes presentes nos géneros alimentícios (JO L 364 de 20.12.2006, p. 5). 
27 Diretiva 2000/29/CE do Conselho, de 8 de maio de 2000, relativa às medidas de proteção contra a 

introdução na Comunidade de organismos prejudiciais aos vegetais e produtos vegetais e contra a sua 

propagação no interior da Comunidade (JO L 169 de 10.7.2000, p. 1). 
28 Regulamento (UE) n.º 98/2013 do Parlamento Europeu e do Conselho, de 15 de janeiro de 2013, sobre 

a comercialização e utilização de precursores de explosivos (JO L 39 de 9.2.2013, p. 1). 
29 Regulamento (UE) n.º 1143/2014 do Parlamento Europeu e do Conselho, de 22 de outubro de 2014, 

relativo à prevenção e gestão da introdução e propagação de espécies exóticas invasoras (JO L 317 de 

4.11.2014, p. 35). 
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(22) É necessário prever uma repartição clara e proporcionada dos deveres de cada 

operador económico na cadeia de abastecimento e distribuição. 

(23) O fabricante, mais conhecedor do processo de conceção e de produção, encontra-se na 

melhor posição para efetuar o procedimento de avaliação da conformidade. Por 

conseguinte, a avaliação da conformidade dos produtos fertilizantes que ostentem a 

marcação CE deverá continuar a ser um dever exclusivo do fabricante. 

(24) É necessário assegurar que os produtos fertilizantes que ostentem a marcação CE 

provenientes de países terceiros que entram no mercado interno estejam em 

conformidade com o presente regulamento e, em especial, que os procedimentos 

adequados de avaliação da conformidade desses produtos fertilizantes sejam 

respeitados pelos fabricantes. Importa, por conseguinte, prever que os importadores se 

certifiquem de que os produtos fertilizantes com a marcação CE que colocam no 

mercado cumprem os requisitos do presente regulamento e que não coloquem no 

mercado produtos fertilizantes com a marcação CE que não cumpram esses requisitos 

ou que apresentem riscos para a saúde humana ou animal ou para a fitossanidade, para 

a segurança ou para o ambiente. Importa igualmente prever que esses importadores se 

certifiquem de que os procedimentos de avaliação da conformidade foram cumpridos e 

de que a marcação dos produtos fertilizantes com a marcação CE e a documentação 

elaborada pelo fabricante estão à disposição das autoridades nacionais competentes 

para inspeção. 

(25) Ao colocarem um produto fertilizante com a marcação CE no mercado, os 

importadores devem indicar na embalagem desse produto o seu nome, o nome 

comercial registado ou a marca registada e o endereço postal no qual podem ser 

contactados, a fim de permitir a fiscalização do mercado. 

(26) Uma vez que o distribuidor disponibiliza no mercado um produto fertilizante com a 

marcação CE após a colocação deste no mercado pelo fabricante ou importador, deve 

agir com a devida diligência para garantir que a forma como manuseia o produto 

fertilizante não afeta negativamente a conformidade do mesmo com o presente 

regulamento. 

(27) Um operador económico deve ser considerado fabricante e, por conseguinte, cumprir 

as suas obrigações enquanto tal, se colocar no mercado um produto fertilizante com a 

marcação CE em seu próprio nome ou sob a sua marca ou se alterar um produto 

fertilizante com a marcação CE de tal modo que a conformidade com as disposições 

do presente regulamento possa ser afetada. 

(28) Uma vez que os distribuidores e importadores estão próximos do mercado, devem ser 

envolvidos nas atividades de fiscalização do mercado realizadas pelas autoridades 

nacionais competentes e deve-lhes ser exigido que participem ativamente e facultem a 

essas autoridades toda a informação necessária relacionada com o produto fertilizante 

com a marcação CE. 

(29) Garantir a rastreabilidade de um produto fertilizante com a marcação CE ao longo de 

todo o circuito comercial contribui para simplificar e tornar mais eficiente a 

fiscalização do mercado. Um sistema eficaz de rastreabilidade facilita a tarefa das 

autoridades de fiscalização relativamente à identificação do operador económico 

responsável pela disponibilização no mercado de produtos fertilizantes com a 

marcação CE não conformes. Ao manterem a informação exigida para a identificação 

de outros operadores económicos, os operadores económicos não devem ser obrigados 

a atualizá-la no que diz respeito aos operadores económicos que lhes tenham 
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fornecido, ou aos quais eles próprios tenham fornecido, um produto fertilizante com a 

marcação CE, uma vez que, normalmente, não têm acesso a essa informação 

atualizada. 

(30) A fim de facilitar a avaliação da conformidade com os requisitos de segurança e 

qualidade, é necessário conferir uma presunção de conformidade aos produtos 

fertilizantes que ostentam a marcação CE e que respeitam as normas harmonizadas, 

adotadas nos termos do Regulamento (UE) n.º 1025/2012 do Parlamento Europeu e do 

Conselho
30

. 

(31) Se não tiverem sido adotadas normas harmonizadas ou se estas não abrangerem com 

suficiente pormenor todos os elementos dos requisitos de qualidade e segurança 

estabelecidos no presente regulamento, poderá ser necessário estabelecer condições 

uniformes para a aplicação desses requisitos. Por conseguinte, a Comissão deve ficar 

habilitada a adotar atos de execução que estabeleçam essas condições em 

especificações comuns. Por razões de segurança jurídica, deve esclarecer-se que os 

produtos fertilizantes com a marcação CE têm de cumprir essas especificações mesmo 

que sejam considerados conformes com as normas harmonizadas. 

(32) A fim de permitir que os operadores económicos demonstrem e as autoridades 

competentes verifiquem que os produtos fertilizantes com a marcação CE 

disponibilizados no mercado são conformes com os requisitos, é necessário prever 

procedimentos de avaliação da conformidade. A Decisão n.º 768/2008/CE estabelece 

módulos para os procedimentos de avaliação da conformidade, dos menos aos mais 

restritivos, proporcionalmente ao nível de risco em causa e ao nível de segurança 

exigido. A fim de garantir a coerência intersetorial e de evitar variantes ad hoc, 

importa que os procedimentos de avaliação da conformidade sejam escolhidos de entre 

os referidos módulos. No entanto, é necessário adaptar esses módulos para que 

reflitam aspetos específicos dos produtos fertilizantes. Em especial, é necessário 

reforçar os sistemas de qualidade e o envolvimento dos organismos notificados para a 

avaliação da conformidade de determinados produtos fertilizantes com a marcação CE 

derivados de resíduos valorizados. 

(33) Para garantir que os adubos com a marcação CE à base de nitrato de amónio e com 

elevado teor de azoto não põem em causa a segurança e não são utilizados para fins 

diferentes daqueles a que se destinam – por exemplo, como explosivos –, tais adubos 

devem estar sujeitos a requisitos específicos em matéria de ensaio de resistência à 

detonação e de rastreabilidade. 

(34) A fim de assegurar o acesso eficaz à informação para efeitos de fiscalização do 

mercado, a informação relativa à conformidade com todos os atos da União aplicáveis 

aos produtos fertilizantes com a marcação CE deve ter a forma de uma única 

declaração UE de conformidade. A fim de reduzir a carga administrativa que recai 

sobre os operadores económicos, essa declaração UE de conformidade única pode 

consistir num processo constituído pelas várias declarações de conformidade 

pertinentes. 

(35) A marcação CE, que assinala a conformidade de um produto fertilizante, é o corolário 

visível de todo um processo que abrange a avaliação da conformidade em sentido lato. 

                                                 
30 Regulamento (UE) n.º 1025/2012 do Parlamento Europeu e do Conselho, de 25 de outubro de 2012, 

relativo à normalização europeia, que altera as Diretivas 89/686/CEE e 93/15/CEE do Conselho e as 

Diretivas 94/9/CE, 94/25/CE, 95/16/CE, 97/23/CE, 98/34/CE, 2004/22/CE, 2007/23/CE, 2009/23/CE e 

2009/105/CE do Parlamento Europeu e do Conselho e revoga a Decisão 87/95/CEE do Conselho e a 

Decisão n.º 1673/2006/CE do Parlamento Europeu e do Conselho (JO L 316 de 14.11.2012, p. 12). 



PT 19   PT 

Os princípios gerais que regem a marcação CE e a sua relação com outras marcações 

encontram-se estabelecidos no Regulamento (CE) n.º 765/2008. Devem ser 

estabelecidas regras específicas para a aposição da marcação CE no caso dos produtos 

fertilizantes.  

(36) Certos procedimentos de avaliação da conformidade previstos no presente 

regulamento exigem a intervenção de organismos de avaliação da conformidade, que 

são objeto de notificação à Comissão pelos Estados-Membros. 

(37) É essencial que todos os organismos notificados desempenhem as respetivas funções a 

um nível idêntico e em condições de concorrência leal. Para tal, é indispensável o 

estabelecimento de requisitos obrigatórios para os organismos de avaliação da 

conformidade que desejem ser notificados para prestar serviços de avaliação da 

conformidade. 

(38) Deve presumir-se que os organismos de avaliação da conformidade que demonstrem 

conformidade com os critérios estabelecidos nas normas harmonizadas cumprem os 

requisitos correspondentes previstos no presente regulamento. 

(39) A fim de garantir um nível coerente de qualidade no desempenho da avaliação da 

conformidade dos produtos fertilizantes com a marcação CE, é também necessário 

estabelecer requisitos a cumprir pelas autoridades notificadoras e por outros 

organismos envolvidos na avaliação, na notificação e no controlo dos organismos 

notificados. 

(40) O sistema de acreditação previsto no Regulamento (CE) n.º 765/2008 complementa o 

sistema enunciado no presente regulamento. Como a acreditação é um meio 

fundamental para verificar a competência técnica dos organismos de avaliação da 

conformidade, deve ser igualmente utilizada para efeitos de notificação. 

(41) Devido à natureza variável de determinados componentes dos produtos fertilizantes e à 

potencial irreversibilidade de alguns dos danos que podem ser causados pela 

exposição do solo e das culturas a impurezas, a acreditação organizada de forma 

transparente, nos termos do Regulamento (CE) n.º 765/2008, que garante a necessária 

confiança nos certificados de conformidade dos produtos fertilizantes com a marcação 

CE que contenham esses componentes, deve ser o único meio para demonstrar a 

competência técnica dos organismos de avaliação da conformidade. 

(42) Os organismos de avaliação da conformidade subcontratam frequentemente partes das 

respetivas atividades relacionadas com a avaliação da conformidade ou recorrem a 

filiais. A fim de salvaguardar o nível de proteção exigido para os produtos fertilizantes 

com a marcação CE a colocar no mercado, é indispensável que os subcontratados e as 

filiais que desempenham tarefas de avaliação da conformidade cumpram requisitos 

idênticos aos dos organismos notificados relativamente à realização de tarefas de 

avaliação da conformidade. Por conseguinte, é importante que a avaliação da 

competência técnica e do desempenho de organismos a notificar, assim como o 

controlo dos organismos já notificados, abranjam igualmente as atividades efetuadas 

por subcontratados e filiais. 

(43) É necessário garantir um procedimento de notificação eficaz e transparente e, em 

particular, adaptá-lo às novas tecnologias, a fim de permitir a notificação eletrónica. 

(44) Uma vez que os serviços prestados pelos organismos notificados podem dizer respeito 

aos produtos fertilizantes com a marcação CE disponibilizados no mercado em todo o 

território da União, é conveniente que os restantes Estados-Membros e a Comissão 

tenham a oportunidade de levantar objeções em relação a um organismo notificado. 
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Assim, é primordial prever um período durante o qual possam ser esclarecidas 

quaisquer dúvidas e reticências quanto à competência técnica dos organismos de 

avaliação da conformidade, antes de estes iniciarem as suas funções como organismos 

notificados. 

(45) Para facilitar o acesso ao mercado, é crucial que os organismos notificados apliquem 

os procedimentos de avaliação da conformidade sem sobrecarregar 

desnecessariamente os operadores económicos. Pelo mesmo motivo, e a fim de 

favorecer a igualdade de tratamento dos operadores económicos, é necessário 

assegurar que a aplicação técnica dos procedimentos de avaliação da conformidade 

seja feita de forma coerente. A melhor maneira de o conseguir é através de uma 

coordenação e cooperação adequadas entre os organismos notificados. 

(46) A fim de garantir segurança jurídica, é necessário clarificar que as regras em matéria 

de fiscalização do mercado interno e de controlo dos produtos que entram no mercado 

interno, consagradas no Regulamento (CE) n.º 765/2008, se aplicam aos produtos 

fertilizantes com a marcação CE abrangidos pelo presente regulamento. O presente 

regulamento não deve impedir os Estados-Membros de escolher as autoridades 

competentes para desempenhar essas tarefas.  

(47) Os produtos fertilizantes com a marcação CE só devem ser colocados no mercado se 

forem suficientemente eficazes e não apresentarem um risco inaceitável para a saúde 

humana ou animal ou para a fitossanidade, para a segurança ou para o ambiente, 

quando convenientemente armazenados e utilizados para o fim a que se destinam e em 

condições de utilização razoavelmente previsíveis, isto é, quando essa utilização possa 

derivar de um comportamento humano lícito e facilmente previsível. 

Consequentemente, há que estabelecer requisitos de segurança e qualidade, bem como 

mecanismos de controlo adequados. Além disso, a utilização de produtos fertilizantes 

com a marcação CE não deve dar azo a que os géneros alimentícios ou os alimentos 

para animais deixem de ser seguros.  

(48) O Regulamento (CE) n.º 2003/2003 prevê um procedimento de salvaguarda que 

permite à Comissão examinar a justificação de uma medida tomada por um 

Estado-Membro contra adubos CE que se considera constituírem um risco. A fim de 

aumentar a transparência do processo e de abreviar o tempo de tramitação, há que 

melhorar, com base na experiência disponível nos Estados-Membros, o atual 

procedimento de salvaguarda para o tornar mais eficiente. 

(49) O sistema vigente deve ser complementado por um procedimento que permita que as 

partes interessadas sejam informadas das medidas previstas em relação a produtos 

fertilizantes com a marcação CE que apresentem riscos inaceitáveis para a saúde 

humana ou animal ou para a fitossanidade, para a segurança ou para o ambiente. O 

sistema deve permitir igualmente que as autoridades de fiscalização do mercado atuem 

numa fase precoce em relação a esses produtos fertilizantes, em cooperação com os 

operadores económicos em causa. 

(50) Nos casos em que os Estados-Membros e a Comissão concordem quanto à justificação 

de uma medida tomada por um Estado-Membro, não deverá ser necessária qualquer 

outra participação da Comissão, salvo se a não conformidade puder ser imputada a 

deficiências de uma norma harmonizada, aplicando-se nesse caso o procedimento de 

objeção a normas harmonizadas previsto no Regulamento (UE) n.º 1025/2012.  

(51) A fim de assegurar condições uniformes para a execução do presente regulamento, 

devem ser atribuídas competências de execução à Comissão. Essas competências 
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devem ser exercidas em conformidade com o disposto no Regulamento (UE) 

n.º 182/2011 do Parlamento Europeu e do Conselho
31

. 

(52) O procedimento consultivo deverá aplicar-se na adoção de atos de execução que 

exijam aos Estados-Membros notificadores a tomada das medidas corretivas 

necessárias relativamente aos organismos notificados que não cumprem ou deixaram 

de cumprir os requisitos para a sua notificação, uma vez que esses atos não se 

enquadram no âmbito do artigo 2.º, n.º 2, do Regulamento (UE) n.º 182/2011. 

(53) O procedimento de exame deve ser utilizado para a adoção de atos de execução 

respeitantes a produtos fertilizantes com a marcação CE conformes que apresentem 

riscos inaceitáveis para a saúde humana ou animal ou para a fitossanidade, para a 

segurança ou para o ambiente, uma vez que tais atos se enquadram no âmbito do artigo 

2.º, n.º 2, do Regulamento (UE) n.º 182/2011. Pela mesma razão, deve ser igualmente 

utilizado para a adoção, alteração ou revogação de especificações comuns. 

(54) A Comissão deve determinar, através de atos de execução, se as medidas tomadas 

pelos Estados-Membros relativamente aos produtos fertilizantes com a marcação CE 

não conformes se justificam ou não. Uma vez que os referidos atos dirão respeito ao 

caráter justificado ou não das medidas nacionais, não é necessário sujeitá-los ao 

controlo dos Estados-Membros. 

(55) Há progressos técnicos promissores no domínio da reciclagem de resíduos, como a 

reciclagem de fósforo a partir de lamas de depuração e a produção de produtos 

fertilizantes a partir de subprodutos animais, como o biocarvão. Deve ser possível que 

os produtos que contêm ou são constituídos por essas matérias tenham acesso ao 

mercado interno, sem demoras desnecessárias, quando tiverem sido cientificamente 

analisados os processos de fabrico e tiverem sido estabelecidos requisitos de 

processamento a nível da União. Para o efeito, deve ser delegado na Comissão o poder 

de adotar atos em conformidade com o artigo 290.º do Tratado sobre o Funcionamento 

da União Europeia no que diz respeito à definição de categorias mais amplas ou 

adicionais de produtos fertilizantes com a marcação CE ou de componentes elegíveis 

para utilização na produção desses produtos. No caso dos subprodutos animais, as 

categorias de componentes só devem ser aumentadas ou alargadas se tiver sido 

determinado um ponto final na cadeia de fabrico, em conformidade com os 

procedimentos estabelecidos no Regulamento (CE) n.º 1069/2009, dado que os 

subprodutos animais em relação aos quais não tenha sido determinado esse ponto final 

estão, em qualquer caso, excluídos do âmbito de aplicação do presente regulamento. 

(56) Além disso, deverá ser possível reagir de imediato a novas conclusões sobre as 

condições que tornam os produtos fertilizantes com a marcação CE suficientemente 

eficazes e a novas avaliações do risco em matéria de saúde humana ou animal ou de 

fitossanidade, de segurança ou de ambiente. Nesse sentido, o poder de adotar atos em 

conformidade com o artigo 290.º do Tratado deve ser delegado na Comissão, a fim de 

alterar os requisitos aplicáveis às diversas categorias de produtos fertilizantes com a 

marcação CE. 

(57) No exercício destas competências, é particularmente importante que a Comissão 

proceda às consultas adequadas durante os trabalhos preparatórios, inclusive a nível 

dos peritos. Ao preparar e redigir atos delegados, a Comissão deve assegurar a 

                                                 
31 Regulamento (UE) n.º 182/2011 do Parlamento Europeu e do Conselho, de 16 de fevereiro de 2011, que 

estabelece as regras e os princípios gerais relativos aos mecanismos de controlo pelos Estados-Membros 

do exercício das competências de execução pela Comissão (JO L 55 de 28.2.2011, p. 13). 
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transmissão simultânea, atempada e adequada dos documentos pertinentes ao 

Parlamento Europeu e ao Conselho. 

(58) Os Estados-Membros devem estabelecer regras relativas às sanções aplicáveis às 

infrações ao presente regulamento e garantir a aplicação dessas regras. As sanções 

previstas devem ser eficazes, proporcionadas e dissuasivas. 

(59) Há que prever medidas transitórias para permitir a disponibilização no mercado de 

produtos fertilizantes com a marcação CE que tenham sido colocados no mercado em 

conformidade com o Regulamento (CE) n.º 2003/2003 antes da data de aplicação do 

presente regulamento, sem que esses produtos tenham de cumprir quaisquer requisitos 

suplementares aplicáveis aos produtos. Por conseguinte, os distribuidores deverão 

poder fornecer adubos CE colocados no mercado, designadamente as existências que 

já se encontrem na cadeia de distribuição, antes da data de aplicação do presente 

regulamento. 

(60) É necessário prever tempo suficiente para que os operadores económicos cumpram as 

suas obrigações por força do presente regulamento e para que os Estados-Membros 

criem as infraestruturas administrativas necessárias à sua aplicação. A aplicação deve, 

portanto, ser adiada para uma data em que se possa prever razoavelmente que essa 

preparação esteja concluída. 

(61) Atendendo a que o objetivo do presente regulamento – garantir o funcionamento do 

mercado interno, assegurando simultaneamente que os produtos fertilizantes com a 

marcação CE presentes no mercado satisfaçam requisitos que proporcionam um 

elevado nível de proteção da saúde humana e animal e da fitossanidade, da segurança e 

do ambiente – não pode ser suficientemente alcançado pelos Estados-Membros, mas 

pode, devido à sua dimensão e aos seus efeitos, ser mais bem alcançado ao nível da 

União, a União pode adotar medidas em conformidade com o princípio da 

subsidiariedade consagrado no artigo 5.º do Tratado da União Europeia. Em 

conformidade com o princípio da proporcionalidade consagrado no mesmo artigo, o 

presente regulamento não excede o necessário para atingir aquele objetivo, 

ADOTARAM O PRESENTE REGULAMENTO: 

CAPÍTULO 1 

DISPOSIÇÕES GERAIS 

Artigo 1.º 

Âmbito de aplicação 

1. O presente regulamento é aplicável aos produtos fertilizantes que ostentem a 

marcação CE. 

Contudo, o presente regulamento não é aplicável aos seguintes produtos: 

(a) Subprodutos animais que estejam sujeitos aos requisitos do Regulamento (CE) 

n.º 1069/2009; 

(b) Produtos fitofarmacêuticos abrangidos pelo Regulamento (CE) n.º 1107/2009. 

2. O presente regulamento não afeta a aplicação dos seguintes atos: 

(a) Diretiva 86/278/CEE; 

(b) Diretiva 89/391/CEE;  



PT 23   PT 

(c) Regulamento (CE) n.º 1907/2006; 

(d) Regulamento (CE) n.º 1272/2008; 

(e) Regulamento (CE) n.º 1881/2006; 

(f) Diretiva 2000/29/CE; 

(g) Regulamento (UE) n.º 98/2013; 

(h) Regulamento (UE) n.º 1143/2014. 

Artigo 2.º 

Definições 

Para efeitos do presente regulamento, entende-se por: 

(1) «Produto fertilizante»: qualquer substância, mistura, micro-organismo ou 

qualquer outra matéria, aplicada ou que se destine a ser aplicada, isoladamente 

ou misturada com outra matéria, em plantas ou na sua rizosfera, para lhes 

fornecer nutrientes ou melhorar a sua eficiência nutricional; 

(2) «Produto fertilizante com a marcação CE»: um produto fertilizante que ostenta 

a marcação CE quando é disponibilizado no mercado; 

(3) «Substância»: uma substância na aceção do artigo 3.º, n.º 1, do Regulamento 

(CE) n.º 1907/2006; 

(4) «Mistura»: uma mistura na aceção do artigo 3.º, n.º 2, do Regulamento (CE) 

n.º 1907/2006; 

(5) «Micro-organismo»: um micro-organismo na aceção do artigo 3.º, n.º 15, do 

Regulamento (CE) n.º 1107/2009; 

(6) «Disponibilização no mercado»: qualquer oferta de um produto fertilizante 

com a marcação CE para distribuição ou utilização no mercado da União no 

âmbito de uma atividade comercial, a título oneroso ou gratuito; 

(7) «Colocação no mercado»: a primeira disponibilização de um produto 

fertilizante com a marcação CE no mercado da União; 

(8) «Fabricante»: uma pessoa singular ou coletiva que fabrica ou manda conceber 

ou fabricar um produto fertilizante com a marcação CE e que o comercializa 

com o seu nome ou a sua marca comercial; 

(9) «Mandatário»: uma pessoa singular ou coletiva, estabelecida na União, 

mandatada por escrito pelo fabricante para praticar determinados atos em seu 

nome; 

(10) «Importador»: uma pessoa singular ou coletiva estabelecida na União que 

coloca um produto fertilizante com a marcação CE proveniente de um país 

terceiro no mercado da União; 

(11) «Distribuidor»: a pessoa singular ou coletiva no circuito comercial, além do 

fabricante ou do importador, que disponibiliza um produto fertilizante com a 

marcação CE no mercado; 

(12) «Operadores económicos»: os fabricantes, mandatários, importadores e 

distribuidores; 
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(13) «Especificação técnica»: o documento que define os requisitos técnicos que o 

produto fertilizante com a marcação CE tem de cumprir; 

(14) «Norma harmonizada»: a norma harmonizada tal como definida no artigo 2.º, 

n.º 1, alínea c), do Regulamento (UE) n.º 1025/2012; 

(15) «Acreditação»: a acreditação tal como definida no artigo 2.º, n.º 10, do 

Regulamento (CE) n.º 765/2008; 

(16) «Organismo nacional de acreditação»: o organismo nacional de acreditação tal 

como definido no artigo 2.º, n.º 11, do Regulamento (CE) n.º 765/2008;  

(17) «Avaliação da conformidade»: o processo através do qual se demonstra se 

estão preenchidos os requisitos do presente regulamento relativos a um produto 

fertilizante com a marcação CE; 

(18) «Organismo de avaliação da conformidade»: um organismo que efetua 

atividades de avaliação da conformidade, nomeadamente ensaio, certificação e 

inspeção; 

(19) «Recolha»: uma medida destinada a obter o retorno de um produto fertilizante 

com a marcação CE que já tenha sido disponibilizado ao utilizador final; 

(20) «Retirada»: uma medida destinada a impedir que um produto fertilizante com a 

marcação CE presente no circuito comercial seja disponibilizado no mercado; 

(21) «Marcação CE»: a marcação através da qual o fabricante indica que o produto 

fertilizante cumpre todos os requisitos aplicáveis previstos na legislação de 

harmonização da União que prevê a sua aposição; 

(22) «Legislação de harmonização da União»: a legislação da União destinada a 

harmonizar as condições de comercialização dos produtos. 

Artigo 3.º 

Livre circulação 

Os Estados-Membros não podem impedir a disponibilização no mercado de produtos 

fertilizantes com a marcação CE que cumpram o disposto no presente regulamento. 

Artigo 4.º 

Requisitos aplicáveis aos produtos 

1. Um produto fertilizante com a marcação CE deve:  

(a) Cumprir os requisitos fixados no anexo I para a categoria de funções do 

produto pertinente; 

(b) Cumprir os requisitos fixados no anexo II para a categoria ou categorias de 

componentes pertinentes; 

(c) Ser rotulado em conformidade com os requisitos de rotulagem estabelecidos no 

anexo III. 

2. No que diz respeito aos aspetos não abrangidos pelo anexo I nem pelo anexo II, os 

produtos fertilizantes com a marcação CE devem cumprir o requisito que prevê que a 

sua utilização, tal como indicada nas instruções de utilização, não pode dar azo a que 

os géneros alimentícios ou os alimentos para animais deixem de ser seguros, na 

aceção dos artigos 14.º e 15.º do Regulamento (CE) n.º 178/2002, respetivamente. 
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Artigo 5.º 

Disponibilização no mercado 

Os produtos fertilizantes com a marcação CE só podem ser disponibilizados no 

mercado se cumprirem os requisitos do presente regulamento. 

CAPÍTULO 2 

DEVERES DOS OPERADORES ECONÓMICOS 

Artigo 6.º 

Deveres dos fabricantes 

1. Os fabricantes garantem que os produtos fertilizantes com a marcação CE que 

colocam no mercado foram concebidos e fabricados em conformidade com os 

requisitos fixados no anexo I para a categoria de funções do produto em causa e com 

os requisitos estabelecidos no anexo II para a categoria ou categorias de 

componentes pertinentes. 

2. Antes de colocarem no mercado produtos fertilizantes com a marcação CE, os 

fabricantes devem elaborar a documentação técnica e efetuar ou fazer efetuar o 

pertinente procedimento de avaliação da conformidade a que faz referência o artigo 

14.º. Sempre que a conformidade de tais produtos fertilizantes com os requisitos 

aplicáveis do presente regulamento tiver sido demonstrada através desse 

procedimento, os fabricantes devem apor a marcação CE, elaborar uma declaração 

UE de conformidade e garantir que a declaração acompanha o produto fertilizante 

quando este é colocado no mercado.  

3. Os fabricantes devem conservar a documentação técnica e a declaração UE de 

conformidade pelo prazo de 10 anos a contar da data de colocação no mercado do 

produto fertilizante com a marcação CE coberto por esses documentos. 

4. Os fabricantes devem assegurar a existência de procedimentos para manter a 

conformidade com o presente regulamento dos produtos fertilizantes com a marcação 

CE que façam parte de uma produção em série. Devem ser devidamente tidas em 

conta as alterações efetuadas no método de produção ou nas características desses 

produtos fertilizantes, bem como as alterações das normas harmonizadas, das 

especificações comuns referidas no artigo 13.º ou das outras especificações técnicas 

que constituíram a referência para a comprovação da conformidade de um produto 

fertilizante que ostente a marcação CE.  

Sempre que for considerado apropriado no que se refere ao desempenho ou aos 

riscos apresentados por um produto fertilizante com a marcação CE, os fabricantes 

devem realizar ensaios por amostragem desses produtos fertilizantes disponibilizados 

no mercado, investigar e, se necessário, conservar um registo das reclamações, dos 

produtos fertilizantes com a marcação CE não conformes e das recolhas desses 

produtos, e devem informar os distribuidores de todas estas ações de controlo.  

5. Os fabricantes devem garantir que nas embalagens dos produtos fertilizantes com a 

marcação CE que colocaram no mercado figura o tipo, o número do lote ou da série 

ou quaisquer outros elementos que permitam a respetiva identificação ou, se os 

produtos fertilizantes forem fornecidos sem embalagem, que a informação exigida 

consta de um documento que acompanha cada produto fertilizante. 

6. Os fabricantes devem indicar o seu nome, nome comercial registado ou marca 

registada e o endereço de contacto na embalagem do produto fertilizante com a 
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marcação CE ou, se o produto for fornecido sem embalagem, no documento que 

acompanha o produto fertilizante. O endereço deve indicar um único ponto de 

contacto do fabricante. Os dados de contacto devem ser facultados numa língua 

facilmente compreensível pelos utilizadores finais e pelas autoridades de fiscalização 

do mercado. 

7. Os fabricantes devem assegurar que os produtos fertilizantes com a marcação CE são 

rotulados de acordo com o anexo III ou, se o produto fertilizante for fornecido sem 

embalagem, que as menções constantes do rótulo são apresentadas num documento 

que acompanha o produto fertilizante e está acessível para inspeção quando o 

produto é colocado no mercado. As informações constantes do rótulo devem ser 

apresentadas numa língua que possa ser facilmente compreendida pelos utilizadores 

finais, consoante for determinado pelo Estado-Membro em causa, e devem ser claras, 

compreensíveis e inteligíveis. 

8. Os fabricantes que considerem ou tenham motivos para crer que determinado 

produto fertilizante com a marcação CE que colocaram no mercado não está 

conforme com o presente regulamento devem tomar imediatamente as medidas 

corretivas necessárias para assegurar que o produto fertilizante em questão é posto 

em conformidade e proceder à respetiva retirada ou recolha, se for esse o caso.  

Além disso, se os fabricantes considerarem ou tiverem motivos para crer que os 

produtos fertilizantes que tenham colocado no mercado apresentam um risco 

inaceitável para a saúde humana ou animal ou para a fitossanidade, para a segurança 

ou para o ambiente, devem informar imediatamente deste facto as autoridades 

nacionais competentes dos Estados-Membros em que disponibilizaram os produtos 

fertilizantes, fornecendo-lhes dados concretos, nomeadamente no que se refere à não 

conformidade e às medidas corretivas eventualmente aplicadas. 

9. Mediante pedido fundamentado da autoridade nacional competente, os fabricantes 

devem facultar toda a informação e documentação necessárias, em papel ou em 

suporte eletrónico, numa língua facilmente compreendida por essa autoridade, para 

demonstrar a conformidade do produto fertilizante que ostenta a marcação CE com o 

presente regulamento. Devem ainda cooperar com a referida autoridade, a pedido 

desta, em qualquer ação de eliminação dos riscos decorrentes de produtos 

fertilizantes com a marcação CE que tenham colocado no mercado. 

10. O fabricante deve apresentar à autoridade competente do Estado-Membro de destino 

um relatório do ensaio de resistência à detonação previsto no anexo IV para os 

seguintes produtos fertilizantes com a marcação CE: 

(a) adubos inorgânicos sólidos, elementares ou compostos, com macronutrientes à 

base de nitrato de amónio e com elevado teor de azoto, tal como especificados 

na categoria de funções do produto 1(C)(I)(a)(i-ii)(A), no anexo I; 

(b) combinações de produtos fertilizantes, conforme especificadas na categoria 7 

de funções do produto, no anexo I, que contenham um adubo referido na 

alínea a). 

O relatório deve ser apresentado pelo menos cinco dias antes da colocação desses 

produtos no mercado. 
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Artigo 7.º 

Mandatário 

1. Os fabricantes podem designar por escrito um mandatário.  

Não fazem parte do respetivo mandato os deveres previstos no artigo 6.º, n.º 1, e o 

dever de elaborar a documentação técnica referida no artigo 6.º, n.º 2. 

2. O mandatário deve praticar os atos definidos no mandato conferido pelo fabricante. 

O mandato deve permitir ao mandatário, no mínimo: 

(a) Manter à disposição das autoridades nacionais de fiscalização do mercado a 

declaração UE de conformidade e a documentação técnica por um período de 

10 anos a contar da data de colocação no mercado do produto fertilizante com a 

marcação CE coberto por esses documentos; 

(b) Mediante pedido fundamentado de uma autoridade nacional competente, 

facultar-lhe toda a informação e documentação necessárias para demonstrar a 

conformidade do produto fertilizante que ostenta a marcação CE; 

(c) Cooperar com a autoridade nacional competente, a pedido desta, no que se 

refere a qualquer ação para eliminar os riscos decorrentes de produtos 

fertilizantes com a marcação CE abrangidos pelo seu mandato. 

Artigo 8.º 

Deveres dos importadores 

1. Os importadores apenas devem colocar no mercado produtos fertilizantes que 

ostentem a marcação CE conformes. 

2. Antes de colocarem um produto fertilizante com a marcação CE no mercado, os 

importadores devem assegurar que o fabricante aplicou o procedimento de avaliação 

da conformidade adequado a que se refere o artigo 14.º. Devem assegurar que o 

fabricante elaborou a documentação técnica, que o produto fertilizante com a 

marcação CE vem acompanhado da declaração UE de conformidade e dos 

documentos requeridos, e que o fabricante respeitou os requisitos previstos no artigo 

6.º, n.
os

 5 e 6. Sempre que considere ou tenha motivos para crer que um produto 

fertilizante com a marcação CE não está conforme com os requisitos aplicáveis 

previstos no anexo I, no anexo II ou no anexo III, o importador não pode colocar o 

produto fertilizante no mercado até que este seja posto em conformidade. Além 

disso, caso o produto fertilizante com a marcação CE apresente um risco inaceitável 

para a saúde humana ou animal ou para a fitossanidade, para a segurança ou para o 

ambiente, o importador deve informar desse facto o fabricante e as autoridades de 

fiscalização do mercado. 

3. Os importadores devem indicar o seu nome, nome comercial registado ou marca 

registada e o endereço de contacto na embalagem do produto fertilizante com a 

marcação CE ou, se o produto for fornecido sem embalagem, num documento que 

acompanhe o produto fertilizante. Os dados de contacto devem ser facultados numa 

língua facilmente compreendida pelos utilizadores finais e pelas autoridades de 

fiscalização do mercado. 

4. Os importadores devem assegurar que o produto fertilizante com a marcação CE é 

rotulado de acordo com o anexo III, numa língua facilmente compreendida pelos 

utilizadores finais, de acordo com o que o Estado-Membro em causa decidir. 
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5. Enquanto um produto fertilizante com a marcação CE estiver sob a responsabilidade 

do importador, este deve assegurar que , as condições de armazenamento ou de 

transporte não prejudicam a sua conformidade com os requisitos de segurança e de 

qualidade previstos no anexo I ou com os requisitos de rotulagem previstos no anexo 

III. 

6. Sempre que for considerado apropriado no que se refere ao desempenho ou aos 

riscos apresentados por um produto fertilizante com a marcação CE, os importadores 

devem realizar ensaios por amostragem desse produto fertilizante disponibilizado no 

mercado, investigar e, se necessário, conservar um registo das reclamações, dos 

produtos fertilizantes com a marcação CE não conformes e das recolhas desses 

produtos, e devem informar os distribuidores de todas estas ações de controlo.  

7. Os importadores que considerem ou tenham motivos para crer que determinado 

produto fertilizante com a marcação CE que colocaram no mercado não está 

conforme com o presente regulamento devem tomar imediatamente as medidas 

corretivas necessárias para assegurar que o produto fertilizante em questão é posto 

em conformidade e proceder à respetiva retirada ou recolha, se for esse o caso.  

Além disso, se os importadores considerarem ou tiverem motivos para crer que os 

produtos fertilizantes que colocaram no mercado apresentam um risco inaceitável 

para a saúde humana ou animal ou para a fitossanidade, a segurança ou o ambiente, 

devem informar imediatamente deste facto as autoridades nacionais competentes dos 

Estados-Membros em que disponibilizaram o produto fertilizante, fornecendo-lhes 

dados concretos, nomeadamente no que se refere à não conformidade e às medidas 

corretivas eventualmente aplicadas. 

8. Pelo prazo de 10 anos a contar da data de colocação no mercado do produto 

fertilizante com a marcação CE, os importadores devem manter um exemplar da 

declaração UE de conformidade à disposição das autoridades de fiscalização do 

mercado e assegurar que a documentação técnica possa ser facultada a essas 

autoridades, a pedido. 

9. Mediante pedido fundamentado da autoridade nacional competente, os importadores 

devem facultar toda a informação e documentação necessárias, em papel ou em 

suporte eletrónico, numa língua facilmente compreendida por essa autoridade, para 

demonstrar a conformidade do produto fertilizante que ostenta a marcação CE. 

Devem ainda cooperar com a referida autoridade, a pedido desta, em qualquer ação 

de eliminação dos riscos decorrentes de produtos fertilizantes com a marcação CE 

que tenham colocado no mercado. 

10. O importador deve apresentar à autoridade competente do Estado-Membro de 

destino um relatório do ensaio de resistência à detonação previsto no anexo IV para 

os seguintes produtos fertilizantes com a marcação CE: 

(a) adubos inorgânicos sólidos, elementares ou compostos, com macronutrientes à 

base de nitrato de amónio e com elevado teor de azoto, tal como especificados 

na categoria de funções do produto 1(C)(I)(a)(i-ii)(A), no anexo I; 

(b) combinações de produtos fertilizantes, conforme especificadas na categoria 7 

de funções do produto, no anexo I, que contenham um adubo referido na 

alínea a). 

O relatório deve ser apresentado pelo menos cinco dias antes da colocação desses 

produtos no mercado. 
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Artigo 9.º 

Deveres dos distribuidores 

1. Quando disponibilizam um produto fertilizante com a marcação CE no mercado, os 

distribuidores devem agir com a devida diligência em relação aos requisitos do 

presente regulamento. 

2. Antes de disponibilizarem um produto fertilizante com a marcação CE no mercado, 

os distribuidores devem verificar se o mesmo vem acompanhado da declaração UE 

de conformidade e dos documentos exigidos, se está rotulado de acordo com o anexo 

III numa língua facilmente compreendida pelos utilizadores finais no 

Estado-Membro em que o produto fertilizante com a marcação CE é disponibilizado 

no mercado, e ainda se o fabricante e o importador respeitaram os requisitos 

previstos, respetivamente, no artigo 6.º, n.
os

 5 e 6, e no artigo 8.º, n.º 3.  

Sempre que considere ou tenha motivos para crer que um produto fertilizante com a 

marcação CE não está conforme com os requisitos aplicáveis previstos no anexo I, 

no anexo II ou no anexo III, o distribuidor não pode disponibilizar o produto 

fertilizante no mercado até que este seja posto em conformidade. Além disso, caso o 

produto fertilizante com a marcação CE apresente um risco inaceitável para a saúde 

humana ou animal ou para a fitossanidade, a segurança ou o ambiente, o distribuidor 

deve informar desse facto o fabricante ou o importador e as autoridades de 

fiscalização do mercado. 

3. Enquanto um produto fertilizante com a marcação CE estiver sob a responsabilidade 

do distribuidor, este garante que as condições de armazenamento ou de transporte 

não prejudicam a sua conformidade com os requisitos de segurança e de qualidade 

previstos no anexo I ou com os requisitos de rotulagem previstos no anexo III. 

4. Os distribuidores que considerem ou tenham motivos para crer que determinado 

produto fertilizante com a marcação CE que disponibilizaram no mercado não está 

conforme com o presente regulamento devem certificar-se de que são tomadas as 

medidas corretivas necessárias para assegurar que o produto fertilizante em questão é 

posto em conformidade e proceder à respetiva retirada ou recolha, se for esse o caso.  

Além disso, se os distribuidores considerarem ou tiverem motivos para crer que os 

produtos fertilizantes com a marcação CE que tenham disponibilizado no mercado 

apresentam um risco inaceitável para a saúde humana ou animal ou para a 

fitossanidade, para a segurança ou para o ambiente, devem informar imediatamente 

deste facto as autoridades nacionais competentes dos Estados-Membros em que 

disponibilizaram o produto fertilizante com a marcação CE, fornecendo-lhes dados 

concretos, nomeadamente no que se refere à não conformidade e às medidas 

corretivas eventualmente aplicadas. 

5. Mediante pedido fundamentado da autoridade nacional competente, os distribuidores 

devem facultar toda a informação e documentação necessárias, em papel ou em 

suporte eletrónico, para demonstrar a conformidade do produto fertilizante que 

ostenta a marcação CE. Devem ainda cooperar com a referida autoridade, a pedido 

desta, em qualquer ação de eliminação dos riscos decorrentes de produtos 

fertilizantes com a marcação CE que tenham disponibilizado no mercado. 
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Artigo 10.º 

Situações em que as obrigações dos fabricantes se aplicam aos importadores e aos 

distribuidores 

Os importadores ou distribuidores são considerados fabricantes para efeitos do 

presente regulamento, ficando sujeitos aos mesmos deveres que estes nos termos do 

artigo 6.º, sempre que coloquem no mercado um produto fertilizante com a marcação 

CE em seu nome ou ao abrigo de uma marca sua, ou alterem um produto fertilizante 

com a marcação CE já colocado no mercado de tal modo que a conformidade com o 

presente regulamento possa ser afetada. 

Artigo 11.º 

Identificação dos operadores económicos 

1. A pedido das autoridades de fiscalização do mercado, os operadores económicos 

devem identificar: 

(a) O operador económico que lhes forneceu determinado produto fertilizante com 

a marcação CE;  

(b) O operador económico a quem forneceram determinado produto fertilizante 

com a marcação CE.  

2. Os operadores económicos devem estar em condições de apresentar as informações 

referidas no n.º 1 pelo prazo de 10 anos após lhes ter sido fornecido o produto 

fertilizante com a marcação CE, e de 10 anos após terem fornecido o produto 

fertilizante com a marcação CE. 

CAPÍTULO 3 

CONFORMIDADE DOS PRODUTOS FERTILIZANTES QUE 

OSTENTAM A MARCAÇÃO CE 

Artigo 12.º 

Presunção da conformidade 

Sem prejuízo das especificações comuns a que se refere o artigo 13.º, presume-se que 

os produtos fertilizantes com a marcação CE que estão em conformidade com as 

normas harmonizadas, ou partes destas, cujas referências tenham sido publicadas no 

Jornal Oficial da União Europeia, estão conformes com os requisitos previstos nos 

anexos I, II e III abrangidos pelas referidas normas ou por partes destas. 

Artigo 13.º 

Especificações comuns  

A Comissão pode adotar atos de execução que estabeleçam especificações comuns, 

cujo cumprimento deve assegurar a conformidade com os requisitos estabelecidos 

nos anexos I, II e III abrangidos por essas especificações ou por partes delas. Esses 

atos de execução são adotados pelo procedimento de exame a que se refere o artigo 

41.º, n.º 3. 
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Artigo 14.º 

Procedimentos de avaliação da conformidade 

1. A avaliação da conformidade de um produto fertilizante que ostente a marcação CE 

com os requisitos do presente regulamento deve ser efetuada aplicando o 

procedimento de avaliação da conformidade especificado no anexo IV. 

2. Os documentos e a correspondência relativos aos procedimentos de avaliação da 

conformidade devem ser redigidos na ou nas línguas oficiais do Estado-Membro em 

que se encontrar estabelecido o organismo notificado para avaliar a conformidade, ou 

numa língua aceite por esse organismo. 

Artigo 15.º 

Declaração UE de conformidade 

1. A declaração UE de conformidade deve indicar que foi demonstrado o cumprimento 

dos requisitos previstos nos anexos I, II e III. 

2. A declaração UE de conformidade deve respeitar o modelo constante do anexo V, 

conter os elementos especificados nos módulos aplicáveis constantes do anexo IV e 

ser permanentemente atualizada. A referida declaração deve ser traduzida para a 

língua ou línguas exigidas pelo Estado-Membro em cujo mercado o produto 

fertilizante com a marcação CE é colocado ou disponibilizado. 

3. Sempre que um produto fertilizante com a marcação CE estiver sujeito a mais do que 

um ato da União que exija uma declaração UE de conformidade, deve ser elaborada 

uma declaração UE de conformidade única referente a todos esses atos da União. 

Essa declaração deve indicar os atos da União em causa e as respetivas referências de 

publicação. Pode consistir num processo constituído pelas várias declarações de 

conformidade pertinentes. 

4. Ao elaborar a declaração UE de conformidade, o fabricante assume a 

responsabilidade pela conformidade do produto fertilizante que ostenta a marcação 

CE com os requisitos previstos no presente regulamento. 

Artigo 16.º 

Princípios gerais da marcação CE 

A marcação CE está sujeita aos princípios gerais enunciados no artigo 30.º do 

Regulamento (CE) n.º 765/2008.  

Artigo 17.º 

Regras e condições para a aposição da marcação CE 

1. A marcação CE deve ser aposta de forma visível, legível e indelével nos documentos 

que acompanham o produto fertilizante com a marcação CE e na embalagem do 

produto, sempre que este seja fornecido embalado.  

2. A marcação CE deve ser aposta antes de o produto fertilizante que a ostenta ser 

colocado no mercado. 

3. A marcação CE deve ser seguida do número de identificação do organismo 

notificado envolvido na avaliação da conformidade prevista no anexo IV, módulo 

D1. 
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O número de identificação do organismo notificado é aposto pelo próprio organismo 

ou pelo fabricante ou o seu mandatário, segundo as instruções daquele organismo. 

4. Os Estados-Membros devem basear-se nos mecanismos existentes para assegurar a 

correta aplicação do regime de marcação CE e devem tomar as medidas adequadas 

em caso de utilização indevida dessa marcação. 

Artigo 18.º 

Fim do estatuto de resíduo 

Um produto fertilizante com a marcação CE que tenha sido submetido a uma 

operação de valorização e satisfaça os requisitos definidos no presente regulamento 

deve ser considerado conforme com as condições estabelecidas no artigo 6.º, n.º 1, da 

Diretiva 2008/98/CE, devendo, por isso, ser considerado como tendo deixado de 

constituir um resíduo. 

CAPÍTULO 4 

NOTIFICAÇÃO DOS ORGANISMOS DE AVALIAÇÃO DA 

CONFORMIDADE 

Artigo 19.º 

Notificação 

Os Estados-Membros devem notificar a Comissão e os outros Estados-Membros dos 

organismos autorizados a executar atividades de avaliação da conformidade para 

terceiros ao abrigo do presente regulamento.  

Artigo 20.º 

Autoridades notificadoras 

1. Os Estados-Membros devem designar a autoridade notificadora responsável pela 

instauração e pela execução dos procedimentos necessários para a avaliação e a 

notificação dos organismos de avaliação da conformidade, assim como pelo controlo 

dos organismos notificados, incluindo a observância das disposições do artigo 25.º. 

2. Os Estados-Membros podem decidir que a avaliação e o controlo referidos no n.º 1 

são efetuados por um organismo de acreditação nacional na aceção e em 

conformidade com o Regulamento (CE) n.º 765/2008. 

3. Sempre que a autoridade notificadora delegar ou, a outro título, atribuir as tarefas de 

avaliação, notificação ou controlo referidas no n.º 1 a um organismo que não seja 

público, este organismo deve ser uma pessoa coletiva e cumprir, mutatis mutandis, os 

requisitos previstos no artigo 21.º. Além disso, este organismo deve dotar-se de 

capacidade para garantir a cobertura da responsabilidade civil decorrente das 

atividades que exerce. 

4. A autoridade notificadora deve assumir plena responsabilidade pelas tarefas 

executadas pelo organismo a que se refere o n.º 3. 
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Artigo 21.º 

Requisitos aplicáveis às autoridades notificadoras 

1. As autoridades notificadoras devem ser constituídas de modo a evitar conflitos de 

interesse com os organismos de avaliação da conformidade. 

2. As autoridades notificadoras devem estar organizadas e funcionar de modo a garantir 

a objetividade e a imparcialidade das suas atividades. 

3. As autoridades notificadoras devem estar organizadas de modo a que as decisões 

relativas à notificação do organismo de avaliação da conformidade sejam tomadas 

por pessoas competentes diferentes das que realizaram a avaliação. 

4. As autoridades notificadoras não devem propor nem desempenhar qualquer atividade 

que seja da competência dos organismos de avaliação da conformidade, nem prestar 

serviços de consultoria com caráter comercial ou em regime de concorrência 

5. As autoridades notificadoras devem garantir a confidencialidade das informações 

obtidas. 

6. As autoridades notificadoras dispõem de recursos humanos com competência técnica 

em número suficiente para o correto exercício das suas funções. 

Artigo 22.º 

Dever de informação das autoridades notificadoras 

Os Estados-Membros devem informar a Comissão dos seus procedimentos de avaliação e 

notificação dos organismos de avaliação da conformidade e de controlo dos organismos 

notificados, e de quaisquer alterações nessa matéria. 

A Comissão disponibiliza essas informações ao público. 

Artigo 23.º 

Requisitos aplicáveis aos organismos notificados 

1. Para efeitos de notificação, os organismos de avaliação da conformidade devem 

cumprir os requisitos previstos nos n.
os

 2 a 11. 

2. Os organismos de avaliação da conformidade devem ser criados nos termos do 

direito nacional de um Estado-Membro e devem ser dotados de personalidade 

jurídica. 

3. Os organismos de avaliação da conformidade devem ser organismos terceiros 

independentes da organização ou dos produtos fertilizantes com a marcação CE que 

avaliam.  

Pode considerar-se que preenche esses requisitos qualquer organismo que pertença a 

uma organização empresarial ou associação profissional representativa de empresas 

envolvidas em atividades de conceção, fabrico, fornecimento ou utilização dos 

produtos fertilizantes com a marcação CE por si avaliados, desde que prove a 

respetiva independência e a inexistência de conflitos de interesse. 

4. Os organismos de avaliação da conformidade, os seus quadros superiores e o pessoal 

encarregado de executar as tarefas de avaliação da conformidade não podem ser o 

responsável pela conceção, o fabricante, o fornecedor, o comprador, o proprietário ou 

o utilizador dos produtos fertilizantes, nem o mandatário de qualquer dessas pessoas. 

Esta exigência não impede a utilização de produtos fertilizantes que sejam 
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necessários ao desempenho das atividades do organismo de avaliação da 

conformidade nem a sua utilização para fins pessoais.  

Os organismos de avaliação da conformidade, os seus quadros superiores e o pessoal 

encarregado de executar as tarefas de avaliação da conformidade não podem intervir 

diretamente na conceção, no fabrico, na comercialização ou na utilização dos 

produtos fertilizantes, nem ser mandatários das pessoas envolvidas nessas atividades. 

Os referidos organismos não podem exercer qualquer atividade que possa entrar em 

conflito com a independência da sua apreciação ou com a integridade no 

desempenho das atividades de avaliação da conformidade para as quais são 

notificados. Esta disposição é aplicável nomeadamente aos serviços de consultoria.  

Os organismos de avaliação da conformidade devem certificar-se de que as 

atividades das suas filiais ou dos seus subcontratados não afetam a confidencialidade, 

a objetividade e a imparcialidade das suas atividades de avaliação da conformidade.  

5. Os organismos de avaliação da conformidade e o seu pessoal devem executar as suas 

atividades de avaliação da conformidade com a maior integridade profissional e a 

maior competência técnica, e não podem estar sujeitos a quaisquer pressões ou 

incentivos, nomeadamente de ordem financeira, suscetíveis de influenciar a sua 

apreciação ou os resultados das suas atividades de avaliação da conformidade, em 

especial por parte de pessoas ou grupos de pessoas interessados nos resultados dessas 

atividades. 

6. Os organismos de avaliação da conformidade devem ter capacidade para executar 

todas as tarefas de avaliação da conformidade que lhes são atribuídas nos termos do 

anexo IV relativamente às quais tenham sido notificados, quer as referidas tarefas 

sejam executadas por si próprios quer em seu nome e sob a sua responsabilidade. 

Em todas as circunstâncias e para cada procedimento de avaliação da conformidade e 

para cada tipo ou categoria de produtos fertilizantes com a marcação CE para os 

quais tenham sido notificados, os organismos de avaliação da conformidade devem 

dispor de: 

(a) Pessoal com conhecimentos técnicos e experiência suficiente e adequada para 

desempenhar as tarefas de avaliação da conformidade; 

(b) Descrições dos procedimentos de avaliação da conformidade que assegurem a 

transparência e a capacidade de reprodução destes procedimentos. Devem 

dispor de uma política e de procedimentos apropriados para distinguir as 

funções que executam na qualidade de organismos notificados de outras 

atividades; 

(c) Procedimentos que permitam o exercício das suas atividades atendendo à 

dimensão, ao setor e à estrutura das empresas, ao grau de complexidade da 

tecnologia do produto em questão e à natureza do processo de produção em 

massa ou em série. 

Os organismos de avaliação da conformidade dispõem ainda dos meios necessários 

para a boa execução das tarefas técnicas e administrativas relacionadas com as 

atividades de avaliação da conformidade e têm acesso a todos os equipamentos e 

instalações necessários. 

7. O pessoal encarregado das tarefas de avaliação da conformidade deve possuir: 
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(a) Uma sólida formação técnica e profissional, que abranja todas as atividades de 

avaliação da conformidade para as quais os organismos de avaliação da 

conformidade tenham sido notificados; 

(b) Um conhecimento satisfatório dos requisitos das avaliações que efetuam e a 

devida autoridade para as efetuar;  

(c) Conhecimento e compreensão adequados dos requisitos constantes dos anexo I, 

do anexo II e do anexo III, das normas harmonizadas aplicáveis, bem como das 

disposições aplicáveis da legislação de harmonização da União e da legislação 

nacional;  

(d) A aptidão necessária para redigir os certificados, registos e relatórios 

comprovativos de que as avaliações foram efetuadas. 

8. É assegurada a imparcialidade dos organismos de avaliação da conformidade, dos 

seus quadros superiores e do pessoal responsável pela realização das tarefas de 

avaliação da conformidade.  

A remuneração dos seus quadros superiores e do seu pessoal encarregado de executar 

as tarefas de avaliação da conformidade não deve depender do número de avaliações 

realizadas nem do seu resultado. 

9. Os organismos de avaliação da conformidade devem fazer um seguro de 

responsabilidade civil, a não ser que essa responsabilidade seja coberta pelo Estado 

com base no direito nacional ou que o próprio Estado-Membro seja diretamente 

responsável pelas avaliações da conformidade. 

10. O pessoal dos organismos de avaliação da conformidade está sujeito ao sigilo 

profissional no que se refere a todas as informações que obtiver no exercício das suas 

funções ao abrigo do anexo IV, exceto em relação às autoridades competentes do 

Estado-Membro em que exerce as suas atividades. Os direitos de propriedade devem 

ser protegidos. 

11. Os organismos de avaliação da conformidade devem participar nas atividades de 

normalização relevantes e nas atividades do grupo de coordenação dos organismos 

notificados criado ao abrigo do artigo 35.º, ou assegurar que o seu pessoal 

encarregado de executar as tarefas de avaliação da conformidade é informado dessas 

atividades, e devem aplicar como orientações gerais as decisões e os documentos 

administrativos decorrentes dos trabalhos desse grupo. 

Artigo 24.º 

Presunção da conformidade dos organismos notificados 

Presume-se que os organismos de avaliação da conformidade que provem a sua conformidade 

com os critérios estabelecidos nas normas harmonizadas aplicáveis ou em partes destas, cuja 

referência tenha sido publicada no Jornal Oficial da União Europeia, cumprem os requisitos 

previstos no artigo 23.º, na medida em que aquelas normas harmonizadas contemplem estes 

requisitos. 

Artigo 25.º 

Filiais e subcontratados dos organismos notificados 

1. Sempre que o organismo notificado subcontratar tarefas específicas relacionadas com 

a avaliação da conformidade ou recorrer a uma filial, deve assegurar que o 
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subcontratado ou a filial cumprem os requisitos definidos no artigo 23.º e informar a 

autoridade notificadora desse facto. 

2. O organismo notificado assume plena responsabilidade pelas tarefas executadas por 

subcontratados ou filiais, independentemente do local em que estes se encontrem 

estabelecidos. 

3. As atividades só podem ser executadas por um subcontratado ou por uma filial com o 

acordo do cliente. 

4. Os organismos notificados devem manter à disposição da autoridade notificadora os 

documentos relevantes no que diz respeito à avaliação das qualificações do 

subcontratado ou da filial, e do trabalho efetuado por estes ao abrigo do anexo IV. 

Artigo 26.º 

Pedido de notificação 

1. Os organismos de avaliação da conformidade devem apresentar um pedido de 

notificação à autoridade notificadora do Estado-Membro onde se encontram 

estabelecidos. 

2. O pedido de notificação deve ser acompanhado de uma descrição das atividades de 

avaliação da conformidade do módulo ou módulos de avaliação da conformidade e 

do produto ou produtos fertilizantes com a marcação CE em relação aos quais os 

organismos se consideram competentes, bem como de um certificado de acreditação 

emitido por um organismo nacional de acreditação, atestando que os organismos de 

avaliação da conformidade cumprem os requisitos estabelecidos no artigo 23.º. 

Artigo 27.º 

Procedimento de notificação 

1. As autoridades notificadoras apenas podem notificar os organismos de avaliação da 

conformidade que cumpram os requisitos previstos no artigo 23.º. 

2. As autoridades notificadoras informam a Comissão e os outros Estados-Membros 

através do instrumento de notificação eletrónica criado e gerido pela Comissão. 

3. A notificação deve incluir dados pormenorizados das atividades de avaliação da 

conformidade, do módulo ou módulos de avaliação da conformidade e do produto ou 

produtos fertilizantes com a marcação CE em causa, bem como o certificado de 

acreditação a que se refere o artigo 26.º, n.º 2. 

4. O organismo em causa apenas pode exercer as atividades de organismo notificado se 

nem a Comissão nem outros Estados-Membros tiverem levantado objeções nas duas 

semanas seguintes à notificação. 

Apenas esse organismo pode ser considerado um organismo notificado para efeitos 

do presente regulamento. 

5. A autoridade notificadora comunica à Comissão e aos outros Estados-Membros todas 

as alterações relevantes subsequentemente introduzidas na notificação. 

Artigo 28.º 

Números de identificação e listas dos organismos notificados 

1. A Comissão atribui um número de identificação a cada organismo notificado. 
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A Comissão atribui um número único, mesmo que o organismo esteja notificado ao 

abrigo de vários atos da União. 

2. A Comissão publica a lista de organismos notificados ao abrigo do presente 

regulamento, incluindo os números de identificação que lhes foram atribuídos e as 

atividades em relação às quais foram notificados. 

A Comissão assegura a atualização da lista. 

Artigo 29.º 

Alteração da notificação 

1. Sempre que determinar ou for informada de que um organismo notificado deixou de 

cumprir os requisitos previstos no artigo 23.º ou de que não cumpre os seus deveres, 

a autoridade notificadora deve restringir, suspender ou retirar a notificação, 

consoante o caso, em função da gravidade do incumprimento em causa. A autoridade 

notificadora informa imediatamente desse facto a Comissão e os restantes 

Estados-Membros. 

2. Em caso de restrição, suspensão ou retirada de uma notificação, ou caso o organismo 

notificado tenha cessado a sua atividade, o Estado-Membro notificador deve tomar as 

medidas necessárias para que os processos desse organismo sejam tratados por outro 

organismo notificado ou mantidos à disposição das autoridades notificadoras e das 

autoridades de fiscalização do mercado competentes, a pedido destas. 

Artigo 30.º 

Contestação da competência dos organismos notificados 

1. A Comissão investiga todos os casos em relação aos quais tenha dúvidas ou lhe 

sejam comunicadas dúvidas quanto à competência técnica de determinado organismo 

notificado ou quanto ao cumprimento continuado por parte de um organismo 

notificado dos requisitos exigidos e das responsabilidades que lhe estão cometidas. 

2. O Estado-Membro notificador deve fornecer à Comissão, a pedido, todas as 

informações relacionadas com o fundamento da notificação ou com a manutenção da 

competência técnica do organismo notificado em causa. 

3. A Comissão assegura que todas as informações sensíveis obtidas no decurso das suas 

investigações são tratadas de forma confidencial. 

4. Caso a Comissão verifique que um organismo notificado não cumpre ou deixou de 

cumprir os requisitos para a sua notificação, adota um ato de execução exigindo ao 

Estado-Membro que tome as medidas corretivas necessárias, incluindo, se for caso 

disso, a retirada da notificação. 

O referido ato de execução é adotado pelo procedimento consultivo a que se refere o 

artigo 41.º, n.º 2. 

Artigo 31.º 

Deveres funcionais dos organismos notificados 

1. Os organismos notificados devem efetuar as avaliações da conformidade segundo os 

procedimentos de avaliação da conformidade previstos no anexo IV. 

2. As avaliações da conformidade são efetuadas de modo proporcionado, evitando 

encargos desnecessários para os operadores económicos. Os organismos notificados 
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devem exercer as suas atividades tendo devidamente em conta a dimensão das 

empresas, o setor em que exercem as suas atividades, a sua estrutura, o grau de 

complexidade da tecnologia dos produtos e a natureza, em massa ou em série, do 

processo de produção. 

Ao fazê-lo, os referidos organismos devem, contudo, respeitar o grau de rigor e o 

nível de proteção exigido para que os produtos fertilizantes que ostentam a marcação 

CE cumpram o presente regulamento. 

3. Caso um organismo notificado verifique que os requisitos essenciais previstos no 

anexo I, no anexo II ou no anexo III, nas correspondentes normas harmonizadas, nas 

especificações comuns a que se refere o artigo 13.º ou noutras especificações 

técnicas não foram respeitados por um fabricante, deve exigir que esse fabricante 

tome as medidas corretivas adequadas, e não emite o certificado. 

4. Sempre que, durante uma avaliação da conformidade efetuada na sequência da 

emissão de um certificado, o organismo notificado verifique que o produto 

fertilizante com a marcação CE deixou de estar conforme, deve exigir que o 

fabricante tome as medidas corretivas adequadas e, se necessário, suspende ou retira 

o certificado. 

5. Caso não sejam tomadas medidas corretivas, ou caso essas medidas não tenham o 

efeito desejado, o organismo notificado restringe, suspende ou retira o certificado, 

consoante o caso. 

Artigo 32.º 

Procedimento de recurso das decisões do organismo notificado 

Os Estados-Membros asseguram a existência de procedimentos de recurso das 

decisões dos organismos notificados. 

Artigo 33.º 

Obrigação de informação dos organismos notificados 

1. Os organismos notificados devem comunicar à autoridade notificadora as seguintes 

informações: 

(a) As recusas, restrições, suspensões ou retiradas de certificados; 

(b) As circunstâncias que afetem o âmbito ou as condições de notificação; 

(c) Os pedidos de informação sobre as atividades de avaliação da conformidade 

efetuadas que tenham recebido das autoridades de fiscalização do mercado; 

(d) A pedido, as atividades de avaliação da conformidade que efetuaram no âmbito 

da respetiva notificação e todas as outras atividades efetuadas, nomeadamente 

atividades transfronteiriças e de subcontratação. 

2. Os organismos notificados devem disponibilizar aos outros organismos notificados 

ao abrigo do presente regulamento que efetuem atividades de avaliação da 

conformidade semelhantes, abrangendo os mesmos produtos fertilizantes com a 

marcação CE, as informações relevantes sobre questões relativas aos resultados 

negativos da avaliação da conformidade e, a pedido, aos resultados positivos. 
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Artigo 34.º 

Troca de experiências 

A Comissão deve organizar a troca de experiências entre as autoridades nacionais dos 

Estados-Membros responsáveis pela política de notificação. 

Artigo 35.º 

Coordenação dos organismos notificados 

A Comissão deve assegurar o estabelecimento e o bom funcionamento de uma estrutura de 

coordenação e cooperação dos organismos notificados nos termos do presente regulamento, 

sob a forma de grupo setorial de organismos notificados. 

Os Estados-Membros devem assegurar que os organismos por si notificados participam, 

diretamente ou através de representantes designados, nos trabalhos desse grupo. 

CAPÍTULO 5 

FISCALIZAÇÃO DO MERCADO DA UNIÃO, CONTROLO 

DOS PRODUTOS FERTILIZANTES COM A MARCAÇÃO CE 

QUE ENTRAM NO MERCADO DA UNIÃO E 

PROCEDIMENTO DE SALVAGUARDA DA UNIÃO 

Artigo 36.º 

Fiscalização do mercado da União e controlo dos produtos fertilizantes com a marcação 

CE que entram no mercado da União 

Os artigos 16.º a 29.º do Regulamento (CE) n.º 765/2008 são aplicáveis aos produtos 

fertilizantes que ostentam a marcação CE. 

Artigo 37.º 

Procedimento aplicável aos produtos fertilizantes com a marcação CE que apresentam 

um risco a nível nacional 

1. Caso as autoridades de fiscalização do mercado de um Estado-Membro tenham 

motivos suficientes para crer que um produto fertilizante com a marcação CE 

apresenta um risco inaceitável para a saúde humana ou animal ou para a 

fitossanidade, a segurança ou o ambiente, procedem a uma avaliação do produto 

fertilizante em causa que abranja os requisitos previstos no presente regulamento. Os 

operadores económicos envolvidos devem cooperar, na medida do necessário, com 

as autoridades de fiscalização do mercado para esse efeito.  

Sempre que, no decurso da avaliação, as autoridades de fiscalização do mercado 

verifiquem que o produto fertilizante com a marcação CE não cumpre os requisitos 

do presente regulamento, devem exigir imediatamente ao operador económico que 

tome todas as medidas corretivas adequadas, num prazo razoável, para assegurar a 

conformidade do produto fertilizante com esses requisitos ou para o retirar do 

mercado, para o recolher ou para remover a marcação CE. 

As autoridades de fiscalização do mercado devem informar desse facto o organismo 

notificado em causa. 

O artigo 21.º do Regulamento (CE) n.º 765/2008 é aplicável às medidas referidas no 

segundo parágrafo do presente número. 
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2. Caso as autoridades de fiscalização do mercado considerem que a não conformidade 

não se limita ao território nacional, devem comunicar à Comissão e aos outros 

Estados-Membros os resultados da avaliação e as medidas que exigiram que o 

operador económico tomasse. 

3. O operador económico deve assegurar a aplicação de todas as medidas corretivas 

adequadas relativamente a todos os produtos fertilizantes com a marcação CE em 

causa por si disponibilizados no mercado da União.  

4. Caso o operador económico em causa não tome as medidas corretivas adequadas no 

prazo referido no n.º 1, segundo parágrafo, as autoridades de fiscalização do mercado 

devem tomar todas as medidas provisórias adequadas para proibir ou restringir a 

disponibilização do produto fertilizante com a marcação CE no respetivo mercado 

nacional ou para o retirar ou recolher do mercado. 

As autoridades de fiscalização do mercado devem informar imediatamente a 

Comissão e os demais Estados-Membros das medidas tomadas. 

5. As informações referidas no n.º 4, segundo parágrafo, devem conter todos os 

pormenores disponíveis, nomeadamente os dados necessários para identificar o 

produto fertilizante com a marcação CE não conforme, a sua origem, a natureza da 

alegada não conformidade e do risco conexo, a natureza e a duração das medidas 

nacionais tomadas e os argumentos expostos pelo operador económico em causa. As 

autoridades de fiscalização do mercado devem indicar, nomeadamente, se a não 

conformidade se deve a uma das seguintes razões: 

(a) Incumprimento, pelo produto fertilizante com a marcação CE, dos requisitos 

estabelecidos nos anexos I, II ou III;  

(b) Deficiências das normas harmonizadas referidas no artigo 12.º que conferem a 

presunção de conformidade. 

6. Os Estados-Membros, com exceção do Estado-Membro que desencadeou o 

procedimento ao abrigo do presente artigo, devem informar imediatamente a 

Comissão e os outros Estados-Membros das medidas adotadas, dos dados 

complementares de que disponham relativamente à não conformidade do produto 

fertilizante com a marcação CE em causa e, em caso de desacordo com a medida 

nacional tomada, das suas objeções. 

7. Se, no prazo de três meses a contar da receção das informações referidas no n.º 4, 

segundo parágrafo, nem os Estados-Membros nem a Comissão tiverem levantado 

objeções a uma medida provisória tomada por um Estado-Membro, considera-se que 

essa medida é justificada. 

8. Os Estados-Membros devem garantir que são tomadas sem demora as medidas 

restritivas adequadas, tais como a retirada do mercado, em relação ao produto 

fertilizante com a marcação CE em causa. 

Artigo 38.º 

Procedimento de salvaguarda da União 

1. Se, no termo do procedimento previsto no artigo 37.º, n.
os

 3 e 4, forem levantadas 

objeções à medida de um Estado-Membro ou se a Comissão considerar que a mesma 

é contrária à legislação da União, a Comissão inicia, imediatamente, consultas com 

os Estados-Membros e o(s) operador(es) económico(s) em causa e avalia a medida 

nacional. Com base nos resultados dessa avaliação, a Comissão adota um ato de 
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execução sob a forma de decisão que determina se a medida nacional se justifica ou 

não. 

Se a medida nacional for considerada justificada, a decisão deve exigir aos 

Estados-Membros que tomem as medidas necessárias para assegurar que o produto 

fertilizante com a marcação CE não conforme seja retirado dos respetivos mercados 

e que informem desse facto a Comissão.  

Se a medida nacional for considerada injustificada, a decisão deve exigir ao 

Estado-Membro em causa que a revogue. 

Os Estados-Membros são os destinatários dessa decisão, a qual é imediatamente 

comunicada pela Comissão aos próprios Estados-Membros e ao(s) operador(es) 

económico(s) em causa. 

2. Se a medida nacional for considerada justificada e a não conformidade do produto 

fertilizante com a marcação CE for atribuída a uma deficiência das normas 

harmonizadas referidas no artigo 37.º, n.º 5, alínea b), do presente regulamento, a 

Comissão aplica o procedimento previsto no artigo 11.º do Regulamento (UE) 

n.º 1025/2012. 

Artigo 39.º 

Produtos fertilizantes com a marcação CE conformes que apresentam um risco 

1. Caso, após ter efetuado a avaliação prevista no artigo 37.º, n.º 1, um Estado-Membro 

verifique que, embora conforme com o presente regulamento, um produto fertilizante 

com a marcação CE apresenta um risco inaceitável para a saúde humana ou animal 

ou para a fitossanidade, para a segurança ou para o ambiente, deve exigir que o 

operador económico em causa tome todas as medidas corretivas adequadas, num 

prazo razoável, para garantir que o produto fertilizante em causa, uma vez colocado 

no mercado, já não apresenta esse risco, para o retirar do mercado ou para o recolher. 

2. O operador económico deve assegurar que sejam tomadas todas as medidas 

corretivas necessárias relativamente aos produtos fertilizantes com a marcação CE 

em causa por si disponibilizados no mercado da União. 

3. O Estado-Membro deve informar imediatamente desse facto a Comissão e os outros 

Estados-Membros. Essa informação deve incluir todos os pormenores disponíveis, 

em particular os dados necessários à identificação do produto fertilizante com a 

marcação CE em causa, a origem e o circuito comercial desse produto fertilizante, a 

natureza do risco envolvido e a natureza e duração das medidas nacionais adotadas. 

4. A Comissão inicia imediatamente consultas com os Estados-Membros e com os 

operadores económicos em causa e procede à avaliação das medidas nacionais 

tomadas. Com base nos resultados dessa avaliação, a Comissão adota um ato de 

execução sob a forma de decisão que determina se a medida nacional se justifica ou 

não e, se necessário, exige medidas adequadas. 

Esses atos de execução são adotados pelo procedimento de exame a que se refere o 

artigo 41.º, n.º 3. 

Por imperativos de urgência devidamente justificados relacionados com a proteção 

da saúde humana ou animal ou da fitossanidade, da segurança ou do ambiente, a 

Comissão adota atos de execução imediatamente aplicáveis pelo procedimento 

previsto no artigo 41.º, n.º 4. 
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5. Os Estados-Membros são os destinatários dessa decisão, a qual é imediatamente 

comunicada pela Comissão aos próprios Estados-Membros e ao(s) operador(es) 

económico(s) em causa. 

Artigo 40.º 

Não conformidade formal 

1. Sem prejuízo do disposto no artigo 37.º, se um Estado-Membro constatar um dos 

factos a seguir enunciados relativamente a um produto fertilizante com a marcação 

CE, deve exigir ao operador económico em causa que ponha termo à não 

conformidade verificada: 

(a) A marcação CE foi aposta em violação do artigo 30.º do Regulamento (CE) 

n.º 765/2008 ou do artigo 17.º do presente regulamento; 

(b) O número de identificação do organismo notificado foi aposto em violação do 

artigo 17.º ou não foi aposto, apesar de tal ser exigido pelo artigo 17.º; 

(c) A declaração UE de conformidade não acompanha o produto fertilizante com a 

marcação CE; 

(d) A declaração UE de conformidade não foi corretamente elaborada; 

(e) A documentação técnica não está disponível ou não está completa; 

(f) As informações referidas no artigo 6.º, n.º 6, ou no artigo 8.º, n.º 3, estão 

ausentes ou são falsas ou incompletas; 

(g) Não foram respeitados outros requisitos administrativos previstos no artigo 6.º 

ou no artigo 8.º. 

2. Caso a não conformidade referida no n.º 1 persista, o Estado-Membro em causa deve 

tomar as medidas adequadas para restringir ou proibir a disponibilização no mercado 

do produto fertilizante com a marcação CE, para garantir que o mesmo seja recolhido 

ou retirado do mercado ou para que a marcação CE seja removida. 

CAPÍTULO 6 

COMITÉ E ATOS DELEGADOS 

Artigo 41.º 

Procedimento de comité 

1. A Comissão é assistida pelo Comité dos Produtos Fertilizantes. Esse comité deve ser 

entendido como comité na aceção do Regulamento (UE) n.º 182/2011.  

2. Caso se faça referência ao presente número, aplica-se o artigo 4.º do Regulamento 

(UE) n.º 182/2011. 

3. Caso se faça referência ao presente número, aplica-se o artigo 5.º do Regulamento 

(UE) n.º 182/2011. 

4. Caso se faça referência ao presente número, aplica-se o artigo 8.º do Regulamento 

(UE) n.º 182/2011, conjugado com o artigo 5.º do mesmo regulamento. 
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Artigo 42.º 

Alteração dos anexos 

1. A Comissão fica habilitada a adotar atos delegados, em conformidade com o 

artigo 43.º, com vista a alterar os anexos I a IV para os adaptar ao progresso técnico e 

para facilitar o acesso ao mercado interno e a livre circulação de produtos 

fertilizantes com a marcação CE 

(a) Que sejam suscetíveis de ser objeto de um comércio significativo no mercado 

interno, e  

(b) Relativamente aos quais existem dados científicos que comprovam que os 

mesmos não apresentam um risco inaceitável para a saúde humana ou animal 

ou para a fitossanidade, para a segurança ou para o ambiente e que são 

suficientemente eficazes. 

2. Se a Comissão alterar o anexo II a fim de acrescentar novos micro-organismos à 

categoria de componentes de tais organismos, ao abrigo do n.º 1, deve fazê-lo com 

base nos seguintes dados: 

(a) Nome do micro-organismo; 

(b) Classificação taxonómica do micro-organismo; 

(c) Dados históricos sobre a segurança da produção e utilização do 

micro-organismo; 

(d) Relação taxonómica com a espécie de micro-organismos que preenche os 

requisitos de presunção de segurança reconhecida estabelecidos pela 

Autoridade Europeia para a Segurança dos Alimentos; 

(e) Informações sobre os níveis residuais de toxinas; 

(f) Informações sobre o processo de produção; e 

(g) Informações sobre a identidade dos produtos intermédios residuais ou dos 

metabolitos microbianos nos componentes. 

3. Ao adotar atos delegados em conformidade com o n.º 1, a Comissão só pode alterar 

as categorias de componentes definidas no anexo II para acrescentar subprodutos 

animais na aceção do Regulamento (CE) n.º 1069/2009, quando tiver sido 

determinado um ponto final na cadeia de fabrico desses produtos, em conformidade 

com os procedimentos previstos no referido regulamento. 

4. A Comissão fica igualmente habilitada a adotar atos delegados nos termos do artigo 

43.º, de modo a alterar os anexos I a IV com base em novas provas científicas. A 

Comissão utilizará esta competência, se, com base numa avaliação do risco, for 

necessária uma alteração para assegurar que qualquer produto fertilizante com a 

marcação CE conforme com os requisitos do presente regulamento não apresenta, em 

condições normais de utilização, um risco inaceitável para a saúde humana ou animal 

ou para a fitossanidade, para a segurança ou para o ambiente. 

Artigo 43.º 

Exercício da delegação 

1. O poder de adotar atos delegados é conferido à Comissão nas condições 

estabelecidas no presente artigo. 
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2. O poder de adotar atos delegados referido no artigo 42.º é conferido à Comissão por 

um período de cinco anos a contar de [Serviço das Publicações: inserir a data de 

entrada em vigor do presente regulamento]. A Comissão apresenta um relatório 

relativo à delegação de poderes o mais tardar nove meses antes do final do período 

de cinco anos. A delegação de poderes é tacitamente prorrogada por períodos de 

igual duração, salvo se o Parlamento Europeu ou o Conselho a tal se opuserem o 

mais tardar três meses antes do final de cada período. 

3. A delegação de poderes referida no artigo 42.º pode ser revogada em qualquer 

momento pelo Parlamento Europeu ou pelo Conselho. A decisão de revogação põe 

termo à delegação dos poderes nela especificados. A decisão de revogação produz 

efeitos a partir do dia seguinte ao da sua publicação no Jornal Oficial da União 

Europeia ou de uma data posterior nela especificada. A decisão de revogação não 

afeta os atos delegados já em vigor.  

4. Assim que adotar um ato delegado, a Comissão notifica-o simultaneamente ao 

Parlamento Europeu e ao Conselho.  

5. Os atos delegados adotados nos termos do artigo 42.º só entram em vigor se não 

tiverem sido formuladas objeções pelo Parlamento Europeu ou pelo Conselho no 

prazo de dois meses a contar da notificação desse ato ao Parlamento Europeu e ao 

Conselho, ou se, antes do termo desse prazo, o Parlamento Europeu e o Conselho 

tiverem informado a Comissão de que não têm objeções a formular. O referido prazo 

é prorrogado por dois meses por iniciativa do Parlamento Europeu ou do Conselho. 

CAPÍTULO 7 

DISPOSIÇÕES TRANSITÓRIAS E FINAIS 

Artigo 44.º 

Sanções 

Os Estados-Membros estabelecem as regras relativas às sanções aplicáveis às 

infrações ao presente regulamento e tomam as medidas necessárias para garantir a 

sua aplicação. As sanções previstas devem ser eficazes, proporcionadas e 

dissuasivas. Os Estados-Membros devem notificar imediatamente a Comissão dessas 

disposições e medidas e notificar sem demora qualquer subsequente alteração das 

mesmas. 

Artigo 45.º 

Alterações ao Regulamento (CE) n.º 1069/2009 

O artigo 5.º do Regulamento (CE) n.º 1069/2009 passa a ter a seguinte redação: 

(1) No n.º 2, o primeiro parágrafo passa a ter a seguinte redação:  

Relativamente aos produtos derivados referidos nos artigos 32.º, 35.º e 36.º que 

já não constituam um risco significativo para a saúde pública ou animal, pode 

ser determinado um ponto final na cadeia de fabrico, para além do qual deixam 

de ser abrangidos pelos requisitos do presente regulamento.»; 

(2) O n.º 3 passa a ter a seguinte redação:  

«3. Em caso de riscos para a saúde pública ou animal, os artigos 53.º e 54.º 

do Regulamento (CE) n.º 178/2002, relativo a medidas de emergência 

em matéria de saúde, aplicam-se, mutatis mutandis, aos produtos 
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derivados referidos nos artigos 32.º, 33.º e 36.º do presente 

regulamento.» 

Artigo 46.º 

Alterações ao Regulamento (CE) n.º 1107/2009 

O Regulamento (CE) n.º 1107/2009 é alterado do seguinte modo: 

(1) O artigo 2.º, n.º 1, alínea b), passa a ter a seguinte redação: 

«b) Influenciar os processos vitais dos vegetais — por exemplo, 

substâncias que influenciem o seu crescimento, mas que não sejam nutrientes 

ou bioestimulantes para plantas;» 

(2) Ao artigo 3.º é aditado o seguinte número: 

(3) «34. «Bioestimulante para plantas», um produto que estimula os processos 

de nutrição das plantas, independentemente do teor de nutrientes do produto, 

com o único objetivo de melhorar uma ou mais das seguintes características 

das plantas: 

(a) eficiência na utilização de nutrientes; 

(b) tolerância ao stress abiótico; 

(c) qualidade da cultura da planta.» 

Artigo 47.º 

Revogação do Regulamento (CE) n.º 2003/2003 

O Regulamento (CE) n.º 2003/2003 é revogado com efeitos a partir da data referida no 

segundo parágrafo do artigo 49.º. 

As referências ao regulamento revogado devem entender-se como sendo feitas ao presente 

regulamento. 

Artigo 48.º 

Disposições transitórias 

Os Estados-Membros não devem impedir a disponibilização no mercado de produtos que 

tenham sido colocados no mercado como adubos designados «adubos CE», em conformidade 

com o Regulamento (CE) n.º 2003/2003, antes de [Serviço das Publicações: inserir a data de 

aplicação do presente regulamento]. No entanto, o disposto no capítulo 5 é aplicável mutatis 

mutandis a esses produtos. 

Artigo 49.º 

Entrada em vigor e aplicação 

O presente regulamento entra em vigor no vigésimo dia seguinte ao da sua publicação no 

Jornal Oficial da União Europeia. 

O presente regulamento é aplicável a partir de 1 de janeiro de 2018.  

O presente regulamento é obrigatório em todos os seus elementos e diretamente aplicável em 

todos os Estados-Membros. 
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Feito em Bruxelas, em 

Pelo Parlamento Europeu Pelo Conselho 

O Presidente O Presidente 
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ANEXO I 

Categorias de Funções do Produto (Product Function Categories – «PFC») dos produtos 

fertilizantes 

PARTE I 

DESIGNAÇÃO DAS CATEGORIAS FUNCIONAIS DOS PRODUTOS 

1. Adubo 

A. Adubo orgânico 

I. Adubo orgânico sólido 

II. Adubo orgânico líquido 

B. Adubo organomineral 

I. Adubo organomineral sólido 

II. Adubo organomineral líquido 

C. Adubo inorgânico 

I. Adubo inorgânico de macronutrientes 

a) Adubo inorgânico sólido de macronutrientes 

i) Adubo inorgânico elementar sólido de macronutriente 

A) Adubo inorgânico elementar sólido de 

macronutriente à base de nitrato de amónio com 

elevado teor de azoto 

ii) Adubo inorgânico composto sólido de macronutrientes 

A) Adubo inorgânico composto sólido de 

macronutrientes à base de nitrato de amónio com 

elevado teor de azoto 

b) Adubo inorgânico líquido de macronutrientes 

i) Adubo inorgânico elementar líquido de macronutriente 

ii) Adubo inorgânico composto líquido de macronutrientes 

II. Adubo inorgânico de micronutrientes 

a) Adubo inorgânico elementar de micronutriente 

b) Adubo inorgânico composto de micronutrientes 

2. Corretivo alcalinizante 

3. Corretivo de solos 

A. Corretivo de solos orgânico 

B. Corretivo de solos inorgânico 

4. Suporte de cultura 

5. Aditivo agronómico 

A. Inibidor 

I. Inibidor da nitrificação 

II. Inibidor da urease 

B. Agente quelatante 

C. Agente complexante 

6. Bioestimulante para plantas 

A. Bioestimulante microbiano para plantas  

B. Bioestimulante não microbiano para plantas 

I. Bioestimulante não microbiano orgânico para plantas 

II. Bioestimulante não microbiano inorgânico para plantas  

7. Combinação de produtos fertilizantes 
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PARTE II 

REQUISITOS RELATIVOS ÀS CATEGORIAS FUNCIONAIS DOS PRODUTOS 

1. A presente parte estabelece os requisitos relativos às Categorias Funcionais dos 

Produtos («PFC», Product Function Categories) a que pertencem os produtos 

fertilizantes com marcação CE. 

2. Os requisitos previstos no presente anexo para uma dada PFC aplicam-se aos 

produtos fertilizantes com marcação CE de todas as subcategorias dessa PFC. 

3. Sempre que a conformidade com um dado requisito (como a inexistência de um 

determinado contaminante) decorrer certa e incontestavelmente da natureza ou do 

processo de fabrico de um produto fertilizante com marcação CE, essa conformidade 

pode ser presumida na avaliação da conformidade, sem necessidade de verificação 

(por exemplo, mediante ensaio), sob a responsabilidade do fabricante. 

4. Se o produto fertilizante com marcação CE contiver uma substância para a qual 

tiverem sido estabelecidos limites máximos de resíduos em géneros alimentícios e 

alimentos para animais, em conformidade com  

(a) O Regulamento (CEE) n.º 315/93 do Conselho
1
,  

(b) O Regulamento (CE) n.º 396/2005 do Parlamento Europeu e do Conselho
2
,  

(c) O Regulamento (CE) n.º 470/2009 do Parlamento Europeu e do Conselho
3
 ou  

(d) A Diretiva 2002/32/CE do Parlamento Europeu e do Conselho
4
,  

a utilização de produtos fertilizantes com marcação CE de acordo com as instruções 

de utilização não deve conduzir à superação desses limites em géneros alimentícios 

ou alimentos para animais. 

PFC 1: ADUBO 

Um adubo é um produto fertilizante com marcação CE destinado a fornecer 

nutrientes às plantas. 

PFC 1(A): Adubo orgânico 

1. Um adubo orgânico contém  

 carbono (C) e  

                                                 
1 Regulamento (CEE) n.º 315/93 do Conselho, de 8 de fevereiro de 1993, que estabelece procedimentos 

comunitários para os contaminantes presentes nos géneros alimentícios (JO L 37 de 13.2.1993, p. 1). 
2 Regulamento (CE) n.º 396/2005 do Parlamento Europeu e do Conselho, de 23 de fevereiro de 2005, 

relativo aos limites máximos de resíduos de pesticidas no interior e à superfície dos géneros 

alimentícios e dos alimentos para animais, de origem vegetal ou animal, e que altera a Diretiva 

91/414/CEE do Conselho (JO L 70 de 16.3.2005, p. 1). 
3 Regulamento (CE) n.º 470/2009 do Parlamento Europeu e do Conselho, de 6 de maio de 2009, que 

prevê procedimentos comunitários para o estabelecimento de limites máximos de resíduos de 

substâncias farmacologicamente ativas nos alimentos de origem animal, que revoga o Regulamento 

(CEE) n.º 2377/90 do Conselho e que altera a Diretiva 2001/82/CE do Parlamento Europeu e do 

Conselho e o Regulamento (CE) n.º 726/2004 do Parlamento Europeu e do Conselho (JO L 152 de 

16.6.2009, p. 11). 
4 Diretiva 2002/32/CE do Parlamento Europeu e do Conselho, de 7 de maio de 2002, relativa às 

substâncias indesejáveis nos alimentos para animais (JO L 140 de 30.5.2002, p. 10). 
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 nutrientes  

de origem exclusivamente biológica, excluindo matérias fossilizadas ou incorporadas 

em formações geológicas. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Cádmio (Cd) 1,5 mg/kg de resíduo seco, 

 Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

 Mercúrio (Hg) 1 mg/kg de resíduo seco, 

 Níquel (Ni) 50 mg/kg de resíduo seco, 

 Chumbo (Pb) 120 mg/kg de resíduo seco e 

 Biureto (C2H5N3O2) 12 g/kg de resíduo seco. 

3. Uma amostra de 25 g do produto fertilizante com marcação CE não deve conter 

Salmonella spp. 

4. Nenhum dos dois tipos de bactérias seguintes deve estar presente no produto 

fertilizante com marcação CE em concentrações superiores a 1000 UFC/g de massa 

fresca: 

(a) Escherichia coli ou 

(b) Enterococaceae. 

Este facto deve ser demonstrado pela medição da presença de, pelo menos, um 

desses dois tipos de bactérias. 

PFC 1(A)(I): Adubo orgânico sólido 

1. Um adubo orgânico sólido deve conter 40 % ou mais, em massa, de matéria seca. 

2. O produto fertilizante com marcação CE deve conter pelo menos um dos seguintes 

nutrientes declarados nas quantidades mínimas indicadas: 

 2,5 % em massa de azoto (N) total, 

 2 % em massa de pentóxido de fósforo P2O5) total ou 

 2 % em massa de óxido de potássio (K2O) total. 

3. O carbono orgânico (C) deve estar presente no produto fertilizante com marcação CE 

em, pelo menos, 15 % em massa. 

PFC 1(A)(II): Adubo orgânico líquido 

1. Um adubo orgânico líquido deve conter menos de 40 % de matéria seca. 

2. O produto fertilizante com marcação CE deve conter pelo menos um dos seguintes 

nutrientes declarados nas quantidades mínimas indicadas: 

 2 % em massa de azoto (N) total, 

 1 % em massa de pentóxido de fósforo P2O5) total ou 

 2 % em massa de óxido de potássio (K2O) total. 

3. O carbono orgânico (C) deve estar presente no produto fertilizante com marcação CE 

em, pelo menos, 5 % em massa. 
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PFC 1(B): Adubo organomineral 

1. Um adubo organomineral é uma coformulação de  

 um ou mais adubos inorgânicos, tal como se especifica no ponto PFC 1(C) e  

 uma matéria que contenha  

– carbono orgânico (C) e  

– nutrientes  

de origem exclusivamente biológica, excluindo matérias fossilizadas ou 

incorporadas em formações geológicas. 

2. Se um ou mais dos adubos inorgânicos que entram na coformulação for um adubo 

inorgânico elementar ou composto sólido de macronutriente à base de nitrato de 

amónio e com elevado teor de azoto, conforme especificado no ponto 

PFC 1(C)(I)(a)(i-ii)(A), o produto fertilizante com marcação CE não deve conter 

15,75 % ou mais, em massa, de azoto (N) resultante de nitrato de amónio (NH4NO3). 

3. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

(a) Cádmio (Cd) 

(1) Se o produto fertilizante com marcação CE tiver um teor total de fósforo 

(P) de menos de 5 % de equivalente de pentóxido de fósforo (P2O5), em 

massa: 3 mg/kg de resíduo seco ou 

(2) Se o produto fertilizante com marcação CE tiver um teor total de fósforo 

(P) de 5 % de equivalente de pentóxido de fósforo (P2O5) ou mais, em 

massa («adubo fosfatado»):  

 A partir de [Serviço das Publicações, inserir a data de aplicação do 

presente regulamento]: 60 mg/kg de pentóxido de fósforo (P2O5), 

 A partir de [Serviço das Publicações, inserir a data três anos após a 

data de aplicação do presente regulamento]: 40 mg/kg de pentóxido 

de fósforo (P2O5) e 

 A partir de [Serviço das Publicações, inserir a data 12 anos após a 

data de aplicação do presente regulamento]: 20 mg/kg de pentóxido 

de fósforo (P2O5), 

(b) Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

(c) Mercúrio (Hg) 1 mg/kg de resíduo seco, 

(d) Níquel (Ni) 50 mg/kg de resíduo seco e 

(e) Chumbo (Pb) 120 mg/kg de resíduo seco. 

4. Uma amostra de 25 g do produto fertilizante com marcação CE não deve conter 

Salmonella spp. 

5. Nenhum dos dois tipos de bactérias seguintes deve estar presente no produto 

fertilizante com marcação CE em concentrações superiores a 1000 UFC/g de massa 

fresca: 

(a) Escherichia coli ou 
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(b) Enterococaceae. 

Este facto deve ser demonstrado pela medição da presença de, pelo menos, um 

desses dois tipos de bactérias. 

PFC 1(B)(I): Adubo organomineral sólido 

1. Um adubo organomineral deve conter 60 % ou mais, em massa, de matéria seca. 

2. O produto fertilizante com marcação CE deve conter pelo menos um dos seguintes 

nutrientes declarados nas quantidades mínimas indicadas: 

 2,5 %, em massa, de azoto total (N), dos quais 1 %, em massa, do produto 

fertilizante com marcação CE deve ser azoto (N) orgânico ou 

 2 % em massa de pentóxido de fósforo P2O5) total ou 

 2 % em massa de óxido de potássio (K2O) total. 

3. O carbono orgânico (C) deve estar presente no produto fertilizante com marcação CE 

em, pelo menos, 7,5 % em massa. 

4. No produto fertilizante com marcação CE, cada unidade deve conter a matéria 

orgânica e os nutrientes no seu teor declarado. 

PFC 1(B)(II): Adubo organomineral líquido 

1. Um adubo organomineral deve conter menos de 60 % de matéria seca, em massa. 

2. O produto fertilizante com marcação CE deve conter pelo menos um dos seguintes 

nutrientes declarados nas quantidades mínimas indicadas: 

 2 %, em massa, de azoto total (N), dos quais 0,5 %, em massa, do produto 

fertilizante com marcação CE deve ser azoto (N) orgânico ou 

 2 % em massa de pentóxido de fósforo P2O5) total ou 

 2 % em massa de óxido de potássio (K2O) total. 

3. O carbono orgânico (C) deve estar presente no produto fertilizante com marcação CE 

em, pelo menos, 3 % em massa. 

PFC 1(C): Adubo inorgânico 

Um adubo inorgânico é um adubo que não é orgânico nem organomineral. 

PFC 1(C)(I): Adubo inorgânico de macronutrientes 

1. Um adubo inorgânico de macronutrientes destina-se a fornecer às plantas um ou mais 

dos seguintes macronutrientes: azoto (N), fósforo (P), potássio (K), magnésio (Mg), 

cálcio (Ca), enxofre (S) ou sódio (Na). 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

(a) Cádmio (Cd) 

(1) Se o produto fertilizante com marcação CE tiver um teor total de fósforo 

(P) de menos de 5 % de equivalente de pentóxido de fósforo (P2O5), em 

massa: 3 mg/kg de resíduo seco ou 
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(2) Se o produto fertilizante com marcação CE tiver um teor total de fósforo 

(P) de 5 % de equivalente de pentóxido de fósforo (P2O5) ou mais, em 

massa («adubo fosfatado»):  

 A partir de [Serviço das Publicações, inserir a data de aplicação do 

presente regulamento]: 60 mg/kg de pentóxido de fósforo (P2O5), 

 A partir de [Serviço das Publicações, inserir a data três anos após a 

data de aplicação do presente regulamento]: 40 mg/kg de pentóxido 

de fósforo (P2O5) e 

 A partir de [Serviço das Publicações, inserir a data 12 anos após a 

data de aplicação do presente regulamento]: 20 mg/kg de pentóxido 

de fósforo (P2O5), 

(b) Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

(c) Mercúrio (Hg) 2 mg/kg de resíduo seco, 

(d) Níquel (Ni) 120 mg/kg de resíduo seco, 

(e) Chumbo (Pb) 150 mg/kg de resíduo seco, 

(f) Arsénio (As) 60 mg/kg de resíduo seco, 

(g) Biureto (C2H5N3O2) 12 g/kg de resíduo seco e 

(h) Perclorato ClO4
-
) 50 mg/kg de resíduo seco. 

PFC 1(C)(I)(a): Adubo inorgânico sólido de macronutrientes 

Um adubo inorgânico sólido é um adubo inorgânico de macronutrientes que não 

esteja em suspensão nem em solução, na aceção do ponto PFC 1(C)(I)(b) do presente 

anexo. 

PFC 1(C)(I)(a)(i): Adubo inorgânico elementar sólido de macronutriente 

1. Um adubo inorgânico elementar sólido de macronutriente deve ter um teor declarado 

de não mais do que um nutriente. 

2. O produto fertilizante com marcação CE deve conter um dos seguintes nutrientes 

declarados na quantidade mínima indicada: 

 10 % em massa de azoto (N) total, 

 12 % em massa de pentóxido de fósforo P2O5) total, 

 6 % em massa de óxido de potássio (K2O) total, 

 5 % em massa de óxido de magnésio (MgO) total, 

 12 % em massa de óxido de cálcio (CaO) total, 

 10 % em massa de trióxido de enxofre (SO3) total ou 

 1 % em massa de óxido de sódio (Na2O) total. 

PFC 1(C)(I)(a)(ii): Adubo inorgânico composto sólido de macronutrientes 

1. Um adubo inorgânico composto sólido de macronutrientes deve ter um teor 

declarado de mais do que um nutriente. 
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2. O produto fertilizante com marcação CE deve conter mais do que um dos seguintes 

nutrientes declarados nas quantidades mínimas indicadas: 

 3 % em massa de azoto (N) total, 

 3 % em massa de pentóxido de fósforo P2O5) total, 

 3 % em massa de óxido de potássio (K2O) total, 

 1,5 % em massa de óxido de magnésio (MgO) total, 

 1,5 % em massa de óxido de cálcio (CaO) total, 

 1,5 % em massa de trióxido de enxofre (SO3) total ou 

 1 % em massa de óxido de sódio (Na2O) total. 

PFC 1(C)(I)(a)(i-ii)(A): Adubo inorgânico elementar ou composto sólido de macronutrientes 

à base de nitrato de amónio com elevado teor de azoto 

1. Um adubo inorgânico elementar ou composto sólido de macronutrientes à base de 

nitrato de amónio com elevado teor de azoto tem uma base de nitrato de amónio 

(NH4NO3) e contém 28 % ou mais, em massa, de azoto (N) resultante de nitrato de 

amónio (NH4NO3).  

2. Qualquer matéria, exceto o nitrato de amónio (NH4NO3), deve ser inerte em relação 

ao nitrato de amónio (NH4NO3). 

3. O produto fertilizante com marcação CE só pode ser colocado à disposição do 

utilizador final depois de embalado. A embalagem deve ser fechada de tal maneira 

ou por um dispositivo tal que a sua abertura deteriore irremediavelmente o fecho, o 

selo do fecho ou a própria embalagem. É admitida a utilização de sacos com válvula. 

4. A retenção de óleo pelo produto fertilizante com marcação CE, na sequência de dois 

ciclos térmicos conforme descritos no ponto 4.1 do módulo A1, no anexo IV, não 

deve ultrapassar 4 % em massa. 

5. A resistência à detonação do produto fertilizante com marcação CE deve ser tal que  

 na sequência de cinco ciclos térmicos conforme descritos no ponto 4.2 do 

módulo A, no anexo IV, 

 em dois ensaios de resistência à detonação conforme descritos no ponto 4.3 do 

módulo A1, no anexo IV,  

o esmagamento de um ou mais cilindros de suporte de chumbo seja inferior a 5 %. 

6. A percentagem em massa de matéria combustível, determinada sob a forma de 

carbono (C), não deve ultrapassar  

 0,2 % para os produtos fertilizantes com marcação CE com teor de azoto (N) 

igual ou superior a 31,5 % em massa e  

 não deve ultrapassar 0,4 % para os produtos fertilizantes com marcação CE 

com teor de azoto (N) igual ou superior a 28 % mas inferior a 31,5 % em 

massa. 

7. Uma solução de 10 g do produto fertilizante com marcação CE em 100 ml de água 

deve apresentar um pH igual ou superior a 4,5. 
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8. A fração de produto fertilizante com marcação CE que atravessa um peneiro de 

malha de 1 mm não deve ultrapassar 5 % em massa, nem 3 % em massa se a malha 

for de 0,5 mm. 

9. O teor de cobre (Cu) não deve exceder 10 mg/kg e o teor de cloro (Cl) não deve ser 

superior a 200 mg/kg. 

PFC 1(C)(I)(b): Adubo inorgânico líquido de macronutrientes 

Um adubo inorgânico líquido de macronutrientes é um adubo inorgânico de 

macronutrientes, em suspensão ou solução, sendo que 

 uma suspensão é uma dispersão com duas fases, em que as partículas sólidas 

são mantidas em suspensão na fase líquida e 

 uma solução é um líquido sem partículas sólidas. 

PFC 1(C)(I)(b)(i): Adubo inorgânico elementar líquido de macronutriente 

1. Um adubo inorgânico elementar líquido de macronutriente deve ter um teor 

declarado de não mais do que um nutriente. 

2. O produto fertilizante com marcação CE deve conter um dos seguintes nutrientes 

declarados na quantidade mínima indicada: 

 5 % em massa de azoto (N) total, 

 5 % em massa de pentóxido de fósforo P2O5) total, 

 3 % em massa de óxido de potássio (K2O) total, 

 2 % em massa de óxido de magnésio (MgO) total, 

 6 % em massa de óxido de cálcio (CaO) total, 

 5 % em massa de trióxido de enxofre (SO3) total ou 

 1 % em massa de óxido de sódio (Na2O) total. 

PFC 1(C)(I)(b)(ii): Adubo inorgânico composto líquido de macronutrientes 

1. Um adubo inorgânico composto líquido de macronutrientes deve ter um teor 

declarado de mais do que um nutriente. 

2. O produto fertilizante com marcação CE deve conter mais do que um dos seguintes 

nutrientes declarados nas quantidades mínimas indicadas: 

 1,5 % em massa de azoto (N) total, 

 1,5 % em massa de pentóxido de fósforo P2O5) total, 

 1,5 % em massa de óxido de potássio (K2O) total, 

 0,75 % em massa de óxido de magnésio (MgO) total, 

 0,75 % em massa de óxido de cálcio (CaO) total, 

 0,75 % em massa de trióxido de enxofre (SO3) total ou 

 0,5 % em massa de óxido de sódio (Na2O) total. 

PFC 1(C)(II): Adubo inorgânico de micronutrientes 

1. Um adubo inorgânico de micronutrientes é um adubo inorgânico que não é um adubo 

de macronutrientes destinado a fornecer a um ou mais dos seguintes nutrientes: boro 
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(B), cobalto (Co), cobre (Cu), ferro (Fe), manganês (Mn), molibdénio (Mo) ou zinco 

(Zn). 

2. Os adubos de micronutrientes só podem ser colocados à disposição do utilizador 

final depois de embalados.  

3. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

Contaminante 
Concentração mássica máxima, relativamente ao 

teor total do micronutriente 

[mg/kg de boro (B), cobalto (Co), cobre (Cu), ferro 

(Fe), manganês (Mn), molibdénio (Mo) e zinco (Zn) 

total] 

Arsénio (As) 1 000 

Cádmio (Cd) 200 

Chumbo (Pb) 600 

Mercúrio (Hg) 100 

Níquel (Ni) 2 000 

PFC 1(C)(II)(a): Adubo inorgânico elementar de micronutriente 

1. Um adubo inorgânico elementar de micronutriente deve ter um teor declarado de não 

mais do que um nutriente. 

2. O produto fertilizante com marcação CE deve satisfazer uma das tipologias, 

descrições e correspondentes requisitos de teor mínimo de nutrientes apresentados no 

quadro abaixo: 

Tipologia Descrição Teor mínimo de 

nutrientes 

Adubo salino de 

micronutrientes 

Um adubo sólido de 

micronutrientes, obtido por via 

química, que contenha um sal, 

óxido ou hidróxido de um ião 

mineral como componente 

essencial 

10 % em massa do produto 

fertilizante com marcação 

CE é constituído por um 

micronutriente solúvel em 

água 

Adubo à base de 

micronutrientes 

Um adubo de micronutrientes 

que combina um adubo salino de 

micronutrientes com um ou mais 

outros adubos salinos de 

micronutrientes e/ou com um 

único quelato de micronutrientes 

5 % em massa do produto 

fertilizante com marcação 

CE é constituído por um 

micronutriente 

Adubo de micronutrientes 

em solução 

Uma solução aquosa de 

diferentes formas de adubos de 

micronutrientes 

2 % em massa do produto 

fertilizante com marcação 

CE é constituído por um 

micronutriente solúvel em 
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água 

Adubo de micronutrientes 

em suspensão 

Um produto obtido pela 

suspensão de diferentes formas 

de adubos de micronutrientes 

2 % em massa do produto 

fertilizante com marcação 

CE é constituído por um 

micronutriente 

Adubo de micronutrientes 

quelatado 

Um produto solúvel em água em 

que o micronutriente declarado é 

combinado quimicamente com 

um ou vários agentes quelatantes 

que satisfaçam os requisitos do 

ponto PFC 5(B) 

 5 % em massa do 

produto fertilizante com 

marcação CE é 

constituído por um 

micronutriente solúvel 

em água e  

 pelo menos 80 % do 

micronutriente solúvel 

em água deve estar 

quelatado por um agente 

quelatante que satisfaça 

os requisitos do ponto 

PFC 5(B) 

Adubo complexo de 

micronutrientes 

Um produto solúvel em água em 

que o micronutriente declarado é 

combinado quimicamente com 

um ou vários agentes 

complexantes que satisfaçam os 

requisitos do ponto PFC 5(C) 

 5 % em massa do 

produto fertilizante com 

marcação CE é 

constituído por um 

micronutriente solúvel 

em água e  

 pelo menos 80 % do 

micronutriente solúvel 

em água deve estar 

complexado por um 

agente complexante que 

satisfaça os requisitos 

do ponto PFC 5(C) 

PFC 1(C)(II)(b): Adubo inorgânico composto de micronutrientes 

1. Um adubo inorgânico composto de micronutrientes deve ter um teor declarado de 

mais do que um micronutriente. 

2. O produto fertilizante com marcação CE deve conter nutrientes declarados em, pelo 

menos, uma das seguintes quantidades: 

 2 % em massa no caso dos adubos em suspensão ou solução («adubo 

inorgânico composto líquido de macronutrientes»), sendo que 

 uma suspensão é uma dispersão com duas fases, em que as partículas 

sólidas são mantidas em suspensão na fase líquida e 

 uma solução é um líquido que não contém partículas sólidas e  

 5 % em massa no caso dos outros adubos («adubos inorgânicos compostos 

sólidos de micronutrientes»). 
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PFC 2: CORRETIVO ALCALINIZANTE 

1. Um corretivo alcalinizante é um produto fertilizante com marcação CE destinado a 

corrigir a acidez do solo e que contém óxidos, hidróxidos, carbonatos ou silicatos dos 

nutrientes cálcio (Ca) e magnésio (Mg). 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Cádmio (Cd) 3 mg/kg de resíduo seco, 

 Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

 Mercúrio (Hg) 2 mg/kg de resíduo seco, 

 Níquel (Ni) 90 mg/kg de resíduo seco, 

 Chumbo (Pb) 200 mg/kg de resíduo seco e 

 Arsénio (As) 120 mg/kg de resíduo seco. 

3. Devem ser respeitados os seguintes parâmetros determinados em relação à matéria 

seca: 

 Valor neutralizante mínimo: 15 (equivalente CaO) ou 9 (equivalente HO
-
) e 

 Reatividade mínima:  10 % ou 50 % após seis meses (teste de incubação). 

PFC 3: CORRETIVO DE SOLOS 

Um corretivo de solos é um produto fertilizante com marcação CE que se destina a 

ser adicionado ao solo para manutenção, melhoria ou proteção das propriedades 

físicas ou químicas, da estrutura ou da atividade biológica do solo. 

PFC 3(A): Corretivo de solos orgânico 

1. Um corretivo de solos orgânico é composto unicamente de matérias de origem 

exclusivamente biológica, excluindo matérias fossilizadas ou incorporadas em 

formações geológicas. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Cádmio (Cd) 3 mg/kg de resíduo seco, 

 Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

 Mercúrio (Hg) 1 mg/kg de resíduo seco, 

 Níquel (Ni) 50 mg/kg de resíduo seco e 

 Chumbo (Pb) 120 mg/kg de resíduo seco. 

3. Se o produto fertilizante com marcação CE contiver um subproduto animal, tal como 

definido no Regulamento (CE) n.º 1069/2009  

(a) A bactéria Salmonella spp tem de estar ausente de uma amostra de 25 g do 

produto fertilizante com marcação CE. 
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(b) Nenhum dos dois tipos de bactérias seguintes pode estar presente no produto 

fertilizante com marcação CE em concentrações superiores a 1000 UFC/g de 

massa fresca: 

 Escherichia coli ou 

 Enterococaceae. 

Este facto deve ser demonstrado pela medição da presença de, pelo menos, um 

desses dois tipos de bactérias. 

4. O produto fertilizante com marcação CE deve conter 40 % ou mais de matéria seca. 

5. O carbono orgânico (C) deve estar presente no produto fertilizante com marcação CE 

em, pelo menos, 7,5 % em massa. 

PFC 3(B): Corretivo de solos inorgânico 

1. Um corretivo de solos inorgânico é um corretivo de solos que não é um corretivo de 

solos orgânico. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Cádmio (Cd) 1,5 mg/kg de resíduo seco, 

 Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

 Mercúrio (Hg) 1 mg/kg de resíduo seco, 

 Níquel (Ni) 100 mg/kg de resíduo seco e 

 Chumbo (Pb) 150 mg/kg de resíduo seco. 

PFC 4: SUPORTE DE CULTURA 

1. O suporte de cultura deve ser uma matéria diferente do solo destinada a ser utilizada 

como substrato para o desenvolvimento das raízes. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Cádmio (Cd) 3 mg/kg de resíduo seco, 

 Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco, 

 Mercúrio (Hg) 1 mg/kg de resíduo seco, 

 Níquel (Ni) 100 mg/kg de resíduo seco e 

 Chumbo (Pb) 150 mg/kg de resíduo seco. 

3. A bactéria Salmonella spp tem de estar ausente de uma amostra de 25 g do produto 

fertilizante com marcação CE. 

4. Nenhum dos dois tipos de bactérias seguintes pode estar presente no produto 

fertilizante com marcação CE em concentrações superiores a 1000 UFC/g de massa 

fresca: 

(a) Escherichia coli ou 
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(b) Enterococaceae. 

Este facto deve ser demonstrado pela medição da presença de, pelo menos, um 

desses dois tipos de bactérias. 

PFC 5: ADITIVO AGRONÓMICO 

Um aditivo agronómico é um produto fertilizante com marcação CE que se destina a 

ser adicionado a um produto que fornece nutrientes às plantas, com o objetivo de 

melhorar o padrão de libertação de nutrientes desse produto. 

PFC 5(A): Inibidor 

1. Um inibidor é uma substância ou mistura que atrasa ou impede a atividade de grupos 

específicos de micro-organismos ou enzimas. 

2. Todas as substâncias devem ter sido registadas nos termos do Regulamento (CE) 

n.º 1907/2006
5
, num processo que contenha 

(a) as informações previstas nos anexos VI, VII e VIII do Regulamento (CE) 

n.º 1907/2006 e 

(b) um relatório de segurança química, nos termos do artigo 14.º do Regulamento 

(CE) n.º 1907/2006, que abranja a utilização como produto fertilizante, 

salvo se estiverem expressamente abrangidas por uma das isenções ao registo 

obrigatório previstas no anexo IV desse regulamento ou nos pontos 6, 7, 8 ou 9 do 

anexo V do mesmo regulamento. 

PFC 5(A)(I): Inibidor da nitrificação 

1. Um inibidor da nitrificação inibe a oxidação biológica do azoto amoniacal (NH3-N) 

em nitritos (NO2
-
), reduzindo assim a formação de nitratos (NO3

-
). 

2. Um teste de incubação no solo que meça a taxa de oxidação do azoto amoniacal 

(NH3-N) em  

 desaparecimento do azoto amoniacal (NH3-N) ou  

 na soma da produção de nitritos (NO2
-
) e de nitratos (NO3

-
) em função do 

tempo, 

numa amostra de solo à qual foi adicionado o inibidor da nitrificação, mostra uma 

diferença estatística na taxa de oxidação do azoto amoniacal (NH3-N) quando 

comparada com uma amostra de controlo à qual não tenha sido adicionado o inibidor 

da nitrificação. 

PFC 5(A)(II): Inibidor da urease 

1. Um inibidor da urease inibe a ação hidrolítica sobre a ureia (CH4N2O) pela enzima 

urease, com o objetivo principal de reduzir a volatilização do amoníaco.  

2. Uma medição in vitro da velocidade de hidrólise da ureia (CH4N2O) em função do 

tempo, numa amostra de solo à qual foi adicionado o inibidor da uréase, mostra uma 

                                                 
5 No caso de um aditivo recuperado na União Europeia, considera-se que esta condição está preenchida 

se o aditivo for idêntico, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do Regulamento (CE) 

n.º 1907/2006, ao que foi registado num processo que contenha as informações aqui indicadas e se as 

informações estiverem à disposição do fabricante do produto fertilizante, na aceção do artigo 2.º, n.º 7, 

alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 
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diferença estatística da taxa de hidrólise quando comparada com uma amostra de 

controlo à qual não tenha sido adicionado o inibidor da urease. 

PFC 5(B): Agente quelatante 

1. Um agente quelatante é uma substância orgânica destinada a melhorar a 

disponibilidade a longo prazo de nutrientes para as plantas e que consiste numa 

molécula que 

 tem dois ou mais sítios que doam pares de eletrões a um catião central de um 

metal de transição [zinco (Zn), cobre (Cu), ferro (Fe), manganês (Mn), 

magnésio (Mg), cálcio (Ca) ou cobalto (Co)] e que 

 é suficientemente grande para formar uma estrutura em anel com cinco ou seis 

átomos. 

2. A substância deve ter sido registada nos termos do Regulamento (CE) 

n.º 1907/2006
6
, num processo que contenha 

(a) as informações previstas nos anexos VI, VII e VIII do Regulamento (CE) 

n.º 1907/2006 e 

(b) um relatório de segurança química, nos termos do artigo 14.º do Regulamento 

(CE) n.º 1907/2006, que abranja a utilização como produto fertilizante, 

salvo se estiver expressamente abrangida por uma das isenções ao registo obrigatório 

previstas no anexo IV desse regulamento ou nos pontos 6, 7, 8 ou 9 do anexo V do 

mesmo regulamento. 

3. Após 3 dias numa solução-padrão de Hoagland a pH 7 e 8, o produto fertilizante com 

marcação CE deve manter-se estável. 

PFC 5(C): Agente complexante 

1. Um agente complexante é uma substância orgânica destinada a melhorar a 

disponibilidade a longo prazo de nutrientes para as plantas e que pode formar uma 

estrutura plana ou estérica com um catião de um metal de transição divalente ou 

trivalente. 

2. A substância deve ter sido registada nos termos do Regulamento (CE) 

n.º 1907/2006
7
, num processo que contenha 

(a) as informações previstas nos anexos VI, VII e VIII do Regulamento (CE) 

n.º 1907/2006 e 

                                                 
6 No caso de um aditivo recuperado na União Europeia, considera-se que esta condição está preenchida 

se o aditivo for idêntico, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do Regulamento (CE) 

n.º 1907/2006, ao que foi registado num processo que contenha as informações aqui indicadas e se as 

informações estiverem à disposição do fabricante do produto fertilizante, na aceção do artigo 2.º, n.º 7, 

alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 
7 No caso de um aditivo recuperado na União Europeia, considera-se que esta condição está preenchida 

se o aditivo for idêntico, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do Regulamento (CE) 

n.º 1907/2006, ao que foi registado num processo que contenha as informações aqui indicadas e se as 

informações estiverem à disposição do fabricante do produto fertilizante, na aceção do artigo 2.º, n.º 7, 

alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 
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(b) um relatório de segurança química, nos termos do artigo 14.º do Regulamento 

(CE) n.º 1907/2006, que abranja a utilização como produto fertilizante, 

salvo se estiver expressamente abrangida por uma das isenções ao registo obrigatório 

previstas no anexo IV desse regulamento ou nos pontos 6, 7, 8 ou 9 do anexo V do 

mesmo regulamento. 

3. Após um dia numa solução aquosa com um pH de 6 e 7, o produto fertilizante com 

marcação CE deve manter-se estável. 

PFC 6: BIOESTIMULANTE PARA PLANTAS 

1. Um bioestimulante para plantas é um produto fertilizante com marcação CE que 

estimula os processos de nutrição das plantas, independentemente do teor de 

nutrientes do produto, com o único objetivo de melhorar uma ou mais das seguintes 

características das plantas: 

(a) eficiência na utilização dos nutrientes,  

(b) tolerância ao stress abiótico, ou  

(c) qualidade da cultura da planta. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Cádmio (Cd) 3 mg/kg de resíduo seco, 

 Crómio hexavalente (Cr VI) 2 mg/kg de resíduo seco e 

 Chumbo (Pb) 120 mg/kg de resíduo seco. 

3. O bioestimulante para plantas deve produzir os efeitos indicados no rótulo sobre as 

culturas especificadas no mesmo. 

PFC 6(A): Bioestimulante microbiano para plantas 

1. Um bioestimulante microbiano para plantas consiste num único micro-organismo ou 

num conjunto de micro-organismos referidos na categoria de componentes 7, no 

Anexo II. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Mercúrio (Hg) 1 mg/kg de resíduo seco e 

 Níquel (Ni) 50 mg/kg de resíduo seco. 

3. A bactéria Salmonella spp tem de estar ausente de uma amostra de 25 g ou 25 ml do 

produto fertilizante com marcação CE. 

4. A bactéria Escherichia coli tem de estar ausente de uma amostra de 1 g ou 1 ml do 

produto fertilizante com marcação CE. 

5. O produto fertilizante com marcação CE não pode conter Enterococcaceae em 

concentrações superiores a 10 UFC/g de massa fresca. 

6. A bactéria Listeria monocytogenes tem de estar ausente de uma amostra de 25 g ou 

25 ml do produto fertilizante com marcação CE . 

7. A bactéria Vibrio spp tem de estar ausente de uma amostra de 25 g ou 25 ml do 

produto fertilizante com marcação CE. 
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8. A bactéria Shigella spp tem de estar ausente de uma amostra de 25 g ou 25 ml do 

produto fertilizante com marcação CE. 

9. A bactéria Staphylococcus aureus tem de estar ausente de uma amostra de 1 g ou 

1 ml do produto fertilizante com marcação CE. 

10. Os germes aeróbios (contagem em placas) não devem exceder 10
5
 CFU/g ou ml de 

amostra do produto fertilizante com marcação CE, a menos que o bioestimulante 

microbiano seja uma bactéria aeróbia. 

11. A contagem de bolores e leveduras não deve exceder 1000 CFU/g ou ml de amostra 

do produto fertilizante com marcação CE, a menos que o bioestimulante microbiano 

seja um fungo. 

12. Se o bioestimulante microbiano para plantas consistir numa suspensão ou solução, 

sendo que 

 uma suspensão é uma dispersão com duas fases, em que as partículas sólidas 

são mantidas em suspensão na fase líquida, e 

 uma solução é um líquido sem partículas sólidas, 

o bioestimulante para plantas deve ter um pH igual ou superior a 4. 

13. O prazo de validade do bioestimulante microbiano para plantas deve ser de, pelo 

menos, seis meses nas condições de armazenagem especificadas no rótulo. 

PFC 6(B): Bioestimulante não microbiano para plantas 

Um bioestimulante não microbiano para plantas é um bioestimulante para plantas 

que não é um bioestimulante microbiano. 

PFC 6(B)(I): Bioestimulante não microbiano orgânico para plantas 

1. Um bioestimulante não microbiano orgânico para plantas consiste numa substância 

ou mistura contendo carbono (C) de origem exclusivamente animal ou vegetal. 

2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Mercúrio (Hg) 1 mg/kg de resíduo seco e 

 Níquel (Ni) 50 mg/kg de resíduo seco. 

3. A bactéria Salmonella spp tem de estar ausente de uma amostra de 25 g do produto 

fertilizante com marcação CE. 

4. Nenhum dos dois tipos de bactérias seguintes deve estar presente no produto 

fertilizante com marcação CE em concentrações superiores a 1000 UFC/g de massa 

fresca: 

(a) Escherichia coli ou 

(b) Enterococaceae. 

Este facto deve ser demonstrado pela medição da presença de, pelo menos, um 

desses dois tipos de bactérias. 

PFC 6(B)(II): Bioestimulante não microbiano inorgânico para plantas 

1. Um bioestimulante não microbiano inorgânico para plantas é um bioestimulante não 

microbiano para plantas que não é um bioestimulante não microbiano orgânico. 
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2. O produto fertilizante com marcação CE não pode conter contaminantes em 

quantidades superiores às seguintes: 

 Mercúrio (Hg) 2 mg/kg de resíduo seco, 

 Níquel (Ni) 120 mg/kg de resíduo seco e 

 Arsénio (As) 60 mg/kg de resíduo seco. 

PFC 7: COMBINAÇÃO DE PRODUTOS FERTILIZANTES 

1. Uma combinação de produtos fertilizantes é um produto fertilizante com marcação 

CE composto por dois ou mais produtos fertilizantes com marcação CE de uma das 

categorias 1 a 6. 

2. A conformidade de cada um dos produtos fertilizantes que compõem a combinação 

com os requisitos do presente regulamento deve ter sido demonstrada de acordo com 

o procedimento de avaliação da conformidade aplicável a esse produto fertilizante. 

3. A combinação não deve modificar a natureza de cada um dos produtos fertilizantes 

que a compõem  

 de modo a ter um efeito adverso para a saúde humana ou animal ou para a 

fitossanidade, a segurança ou o ambiente, em condições razoavelmente 

previsíveis de armazenagem ou de utilização da combinação de produtos 

fertilizantes com marcação CE, nem  

 de qualquer outra forma significativa. 

4. O fabricante da combinação deve avaliar a conformidade da mesma com os 

requisitos previstos nos n.
os

 1 a 3, assegurar a conformidade da combinação com os 

requisitos de rotulagem estabelecidos no anexo III e assumir a responsabilidade, nos 

termos do artigo 15.º, n.º 4, do presente regulamento, pela conformidade da 

combinação com os requisitos do presente regulamento,  

 elaborando uma declaração UE de conformidade para a combinação de 

produtos fertilizantes com marcação CE, em conformidade com o artigo 6.º, 

n.º 2, do presente regulamento, e 

 possuindo a declaração UE de conformidade de cada um dos produtos 

fertilizantes que fazem parte da combinação. 

5. Os operadores económicos que disponibilizam no mercado combinações de produtos 

fertilizantes com marcação CE devem respeitar as seguintes disposições do presente 

regulamento no que diz respeito à declaração UE de conformidade de cada um dos 

produtos fertilizantes que fazem parte da combinação, bem como da própria 

combinação: 

 Artigo 6.º, n.º 3 (dever dos fabricantes de conservar a declaração UE de 

conformidade); 

 Artigo 7.º, n.º 2, alínea a) (dever dos mandatários de conservar a declaração UE 

de conformidade); 

 Artigo 8.º, n.º 2 (dever dos importadores de assegurar que o produto fertilizante 

com marcação CE vem acompanhado da declaração UE de conformidade); 
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 Artigo 8.º, n.º 8 (dever dos importadores de manter um exemplar da declaração 

UE de conformidade à disposição das autoridades de fiscalização do mercado); 

e 

 Artigo 9.º, n.º 2 (dever dos importadores de verificar se o produto fertilizante 

com marcação CE vem acompanhado da declaração UE de conformidade). 
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ANEXO II 

Categorias de Componentes 

Um produto fertilizante com marcação CE é constituído unicamente por componentes 

conformes com os requisitos aplicáveis a uma ou mais das Categorias de Componentes 

(Component Material Categories – «CMC») seguidamente enunciadas. 

Os componentes ou as matérias que entram na sua produção não devem conter nenhuma das 

substâncias para as quais são indicados valores-limite máximos no anexo I do presente 

regulamento em concentrações suscetíveis de pôr em causa a conformidade do produto 

fertilizante com marcação CE com os requisitos aplicáveis desse anexo. 

PARTE I 

LISTA DAS CATEGORIAS DE COMPONENTES 

CMC 1: Substâncias e misturas à base de matérias virgens  

CMC 2: Plantas, partes de plantas ou extratos de plantas não transformados ou 

transformados mecanicamente 

CMC 3: Composto 

CMC 4: Digerido de culturas energéticas 

CMC 5: Outro digerido, além do digerido de culturas energéticas 

CMC 6: Subprodutos da indústria alimentar 

CMC 7: Micro-organismos 

CMC 8: Aditivos agronómicos 

CMC 9: Polímeros de nutrientes 

CMC 10: Outros polímeros, além dos polímeros de nutrientes 

CMC 11: Certos subprodutos animais 

PARTE II 

REQUISITOS RELATIVOS ÀS CATEGORIAS DE COMPONENTES 

Esta parte define os componentes que devem constituir exclusivamente os produtos 

fertilizantes com marcação CE. 

CMC 1: SUBSTÂNCIAS E MISTURAS À BASE DE MATÉRIAS VIRGENS 

1. Um produto fertilizante com marcação CE pode conter substâncias e misturas, à 

exceção de
8
  

(a) resíduos, na aceção da Diretiva 2008/98/CE, 

(b) subprodutos, na aceção da Diretiva 2008/98/CE, 

(c) matérias que tenham anteriormente constituído uma das matérias mencionadas 

num dos pontos a) ou b),  

                                                 
8 A exclusão de uma matéria da CMC 1 não a impede de ser um componente elegível em virtude de outra 

CMC que estipule requisitos diferentes. Ver, por exemplo, a CMC 11 relativa aos subprodutos animais, 

as CMC 9 e 10 relativas aos polímeros e a CMC 8 relativa aos aditivos agronómicos. 
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(d) subprodutos animais, na aceção do Regulamento (CE) n.º 1069/2009,  

(e) polímeros, ou 

(f) substâncias ou misturas destinadas a melhorar o padrão de libertação de 

nutrientes do produto fertilizante que ostenta a marcação CE no qual estão 

incorporados. 

2. Todas as substâncias incorporadas no produto fertilizante com marcação CE, por si 

sós ou quando contidas numa mistura, devem ter sido registadas nos termos do 

Regulamento (CE) n.º 1907/2006, num processo que contenha 

(a) as informações previstas nos anexos VI, VII e VIII do Regulamento (CE) 

n.º 1907/2006 e 

(b) um relatório de segurança química, nos termos do artigo 14.º do Regulamento 

(CE) n.º 1907/2006, que abranja a utilização como produto fertilizante, 

salvo se estiverem expressamente abrangidas por uma das isenções ao registo 

obrigatório previstas no anexo IV desse regulamento ou nos pontos 6, 7, 8 ou 9 do 

anexo V do mesmo regulamento. 

CMC 2: PLANTAS, PARTES DE PLANTAS OU EXTRATOS DE PLANTAS NÃO TRANSFORMADOS 

OU TRANSFORMADOS MECANICAMENTE 

1. Um produto fertilizante com marcação CE pode conter plantas, partes de plantas ou 

extratos de plantas que tenham sido submetidos apenas aos seguintes tratamentos: 

corte, trituração, centrifugação, prensagem, secagem, liofilização ou extração com 

água. 

2. Para efeitos do ponto 1, entende-se que as plantas incluem algas e excluem algas 

azuis. 

CMC 3: COMPOSTO 

1. Um produto fertilizante com marcação CE pode conter composto obtido através de 

compostagem aeróbia exclusivamente de uma ou mais das seguintes matérias de 

base: 

(a) Biorresíduos, na aceção da Diretiva 2008/98/CE, resultantes da recolha seletiva 

de biorresíduos na fonte; 

(b) Subprodutos animais das categorias 2 e 3, em conformidade com o 

Regulamento (CE) n.º 1069/2009; 

(c) Organismos vivos ou mortos ou partes deles, não transformados ou 

transformados apenas por meios manuais, mecânicos ou gravitacionais, por 

dissolução na água, por flotação, por extração com água, por destilação a vapor 

ou por aquecimento, exclusivamente para fins de remoção da água, ou ainda 

extraídos da atmosfera por qualquer meio, exceto 

 a fração orgânica de resíduos domésticos urbanos mistos, separada por 

processos mecânicos, físico-químicos, biológicos e/ou manuais,  

 lamas de depuração, lamas industriais ou lamas de dragagem e 

 subprodutos animais da categoria 1, em conformidade com o 

Regulamento (CE) n.º 1069/2009; 
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(d) Aditivos de compostagem necessários para melhorar o desempenho do 

processo ou o desempenho ambiental do processo de compostagem, desde que 

 o aditivo esteja registado nos termos do Regulamento (CE) 

n.º 1907/2006
9
, num processo que contenha 

– as informações previstas nos anexos VI, VII e VIII do 

Regulamento (CE) n.º 1907/2006 e 

– um relatório de segurança química, nos termos do artigo 14.º do 

Regulamento (CE) n.º 1907/2006, que abranja a utilização como 

produto fertilizante,
 
 

salvo se estiver expressamente abrangido por uma das isenções ao registo 

obrigatório previstas no anexo IV desse regulamento ou nos pontos 6, 7, 

8 ou 9 do anexo V do mesmo regulamento e 

 a concentração total de todos os aditivos não exceder 5 % do peso total 

das matérias de base ou 

(e) Quaisquer matérias referidas nas alíneas a) a d), que  

 tenham sido previamente convertidas em digerido e 

 não contenham mais de 6 mg/kg de matéria seca de PAH16
10

. 

2. A compostagem deve ter lugar em instalações  

 que processem apenas as matérias de base referidas no ponto 1 e 

 em que os contactos físicos entre matérias de base e matérias produzidas sejam 

evitados, inclusivamente durante a armazenagem. 

3. O processo de compostagem aeróbia consiste na decomposição controlada de 

materiais biodegradáveis, que é predominantemente aeróbia, com uma produção 

biológica de calor que permite a obtenção de temperaturas adequadas ao 

desenvolvimento de bactérias termófilas. Todas as partes de cada lote devem ser 

remexidas de forma regular e exaustiva, de modo a assegurar a higienização e a 

homogeneidade corretas do material. Durante o processo de compostagem, todas as 

partes de cada lote devem apresentar uma variação da temperatura em função do 

tempo que corresponda a uma das seguintes situações: 

 65 ºC ou mais durante, pelo menos, cinco dias, 

 60 ºC ou mais durante, pelo menos, sete dias ou 

 55 ºC ou mais durante, pelo menos, 14 dias. 

4. O composto não deve conter  

(a) mais de 6 mg/kg de matéria seca de PAH16
11

 e  

                                                 
9 No caso de um aditivo recuperado na União Europeia, considera-se que esta condição está preenchida 

se o aditivo for idêntico, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do Regulamento (CE) 

n.º 1907/2006, ao que foi registado num processo que contenha as informações aqui indicadas e se as 

informações estiverem à disposição do fabricante do produto fertilizante, na aceção do artigo 2.º, n.º 7, 

alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 
10 Soma de naftaleno, acenaftileno, acenafteno, fluoreno, fenantreno, antraceno, fluoranteno, pireno, 

benzo[a]antraceno, criseno, benzo[b]fluoranteno, benzo[k]fluoranteno, benzo[a]pireno, 

indeno[1,2,3-cd]pireno, dibenzo[a,h]antraceno e benzo[ghi]perileno. 
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(b) mais de 5 g/kg de matéria seca de impurezas macroscópicas sob a forma de 

vidro, metal e plástico de dimensão superior a 2 mm. 

5. A partir de [Serviço das Publicações: inserir a data correspondente a cinco anos após 

a data de aplicação do presente regulamento], o composto não deve conter mais de 

2,5 g/kg de matéria seca de impurezas macroscópicas, sob a forma de plástico de 

dimensão superior a 2 mm. Até [Serviço das Publicações: inserir a data 

correspondente a oito anos após a data de aplicação do presente regulamento], o 

valor-limite de 2,5 g/kg de matéria seca deve ser reavaliado, a fim de ter em conta os 

progressos realizados no que diz respeito à recolha seletiva dos biorresíduos. 

6. O composto deve preencher, pelo menos, um dos seguintes critérios de estabilidade: 

(a) Taxa de consumo de oxigénio: 

 Definição: indicador do grau de decomposição da matéria orgânica 

biodegradável num período de tempo especificado. O método não é 

adequado para matérias com um teor superior a 20 % de partículas de 

dimensão > 10 mm, 

 Critério: máximo de 25 mmol O2/kg de matéria orgânica/h ou 

(b) Fator de autoaquecimento:  

 Definição: temperatura máxima alcançada por um composto em 

condições normalizadas, que constitui um indicador do seu nível de 

atividade biológica aeróbia, 

 Critério: mínimo Rottegrad III. 

CMC 4: DIGERIDO DE CULTURAS ENERGÉTICAS 

1. Um produto fertilizante com marcação CE pode conter digerido obtido através de 

digestão anaeróbia exclusivamente de uma ou mais das seguintes matérias de base: 

(a) Plantas que não tenham sido utilizadas para outros fins. Para efeitos do 

presente número, entende-se que as plantas incluem algas e excluem algas 

azuis; 

(b) Aditivos de digestão necessários para melhorar a eficácia do processo ou o 

desempenho ambiental do processo de digestão, desde que: 

 o aditivo esteja registado nos termos do Regulamento (CE) 

n.º 1907/2006
12

, num processo que contenha 

– as informações previstas nos anexos VI, VII e VIII do 

Regulamento (CE) n.º 1907/2006 e 

                                                                                                                                                         
11 Soma de naftaleno, acenaftileno, acenafteno, fluoreno, fenantreno, antraceno, fluoranteno, pireno, 

benzo[a]antraceno, criseno, benzo[b]fluoranteno, benzo[k]fluoranteno, benzo[a]pireno, 

indeno[1,2,3-cd]pireno, dibenzo[a,h]antraceno e benzo[ghi]perileno. 
12 No caso de um aditivo recuperado na União Europeia, considera-se que esta condição está preenchida 

se o aditivo for idêntico, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do Regulamento (CE) 

n.º 1907/2006, ao que foi registado num processo que contenha as informações aqui indicadas e se as 

informações estiverem à disposição do fabricante do produto fertilizante, na aceção do artigo 2.º, n.º 7, 

alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 
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– um relatório de segurança química, nos termos do artigo 14.º do 

Regulamento (CE) n.º 1907/2006, que abranja a utilização como 

produto fertilizante,  

salvo se estiver expressamente abrangido por uma das isenções ao registo 

obrigatório previstas no anexo IV desse regulamento ou nos pontos 6, 7, 

8 ou 9 do anexo V do mesmo regulamento e 

 a concentração total de todos os aditivos não exceder 5 % do peso total 

das matérias de base ou 

(c) Quaisquer matérias referidas nas alíneas a) e b), que tenham sido previamente 

digeridas. 

2. A digestão anaeróbia deve ter lugar em instalações  

 que processem apenas as matérias de base referidas no ponto 1 e 

 em que os contactos físicos entre matérias de base e matérias produzidas sejam 

evitados, incluindo durante a armazenagem. 

3. A digestão anaeróbia consiste na decomposição controlada de materiais 

biodegradáveis, que é predominantemente anaeróbia e a temperaturas propícias ao 

desenvolvimento de bactérias mesófilas e termófilas. Todas as partes de cada lote 

devem ser remexidas de forma regular e exaustiva, de modo a assegurar a 

higienização e a homogeneidade corretas do material. Durante o processo de 

digestão, todas as partes de cada lote devem apresentar uma variação da temperatura 

em função do tempo que corresponda a uma das seguintes situações: 

(a) Digestão anaeróbia termófila a 55 ºC durante, pelo menos, 24 horas e tempo de 

retenção hidráulica de, pelo menos, 20 dias; 

(b) Digestão anaeróbia termófila a 55 ºC, com um processo de tratamento que 

inclua uma fase de pasteurização (70 ºC – 1h); 

(c) Digestão anaeróbia termófila a 55 ºC, seguida de compostagem a 

 65 ºC ou mais durante, pelo menos, cinco dias, 

 60 ºC ou mais durante, pelo menos, sete dias ou 

 55 ºC ou mais durante, pelo menos, 14 dias; 

(d) Digestão anaeróbia mesófila a 37-40 ºC, com um processo de tratamento que 

inclua uma fase de pasteurização (70 ºC – 1h) ou 

(e) Digestão anaeróbia mesófila a 37-40 ºC, seguida de compostagem a 

 65 ºC ou mais durante, pelo menos, cinco dias, 

 60 ºC ou mais durante, pelo menos, sete dias ou 

 55 ºC ou mais durante, pelo menos, 14 dias. 

4. Tanto a fase sólida como a fase líquida do digerido devem preencher, pelo menos, 

um dos seguintes critérios de estabilidade: 

(a) Taxa de consumo de oxigénio: 

 Definição: indicador do grau de decomposição da matéria orgânica 

biodegradável num período de tempo especificado. O método não é 
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adequado para matérias com um teor superior a 20 % de partículas de 

dimensão > 10 mm. 

 Critério: máximo de 50 mmol O2/kg de matéria orgânica/h ou 

(b) Potencial de produção de biogás residual:  

 Definição: indicador do gás libertado por um digerido durante um 

período de 28 dias e medido em função da volatilidade dos sólidos 

presentes na amostra. O ensaio é realizado em triplicado, sendo o 

resultado médio utilizado para demonstrar a conformidade com os 

requisitos. Os sólidos voláteis são os sólidos presentes numa amostra de 

material que se perdem por incineração a 550 ºC em estado seco. 

 Critério: máximo 0,45 l de biogás por grama de sólidos voláteis. 

CMC 5: OUTRO DIGERIDO, ALÉM DO DIGERIDO DE CULTURAS ENERGÉTICAS 

1. Um produto fertilizante com marcação CE pode conter digerido obtido através de 

digestão anaeróbia exclusivamente de uma ou mais das seguintes matérias de base: 

(a) Biorresíduos, na aceção da Diretiva 2008/98/CE, resultantes da recolha seletiva 

de biorresíduos na fonte; 

(b) Subprodutos animais das categorias 2 e 3, em conformidade com o 

Regulamento (CE) n.º 1069/2009; 

(c) Organismos vivos ou mortos, ou partes deles, não transformados ou 

transformados apenas por meios manuais, mecânicos ou gravitacionais, por 

dissolução na água, por flotação, por extração com água, por destilação a vapor 

ou por aquecimento, exclusivamente para fins de remoção da água, ou ainda 

extraídos da atmosfera por qualquer meio, exceto 

 a fração orgânica de resíduos domésticos urbanos mistos, separada por 

processos mecânicos, físico-químicos, biológicos e/ou manuais,  

 as lamas de depuração, lamas industriais ou lamas de dragagem, 

 os subprodutos animais da categoria 1, em conformidade com o 

Regulamento (CE) n.º 1069/2009; 

(d) Aditivos de digestão necessários para melhorar o desempenho do processo ou o 

desempenho ambiental do processo de digestão, desde que 

 o aditivo esteja registado nos termos do Regulamento (CE) n.º 1907/2006
 

13
, num processo que contenha 

– as informações previstas nos anexos VI, VII e VIII do 

Regulamento (CE) n.º 1907/2006 e 

                                                 
13 No caso de um aditivo recuperado na União Europeia, considera-se que esta condição está preenchida 

se o aditivo for idêntico, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do Regulamento (CE) 

n.º 1907/2006, ao que foi registado num processo que contenha as informações aqui indicadas e se as 

informações estiverem à disposição do fabricante do produto fertilizante, na aceção do artigo 2.º, n.º 7, 

alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 



 

PT 27   PT 

– um relatório de segurança química, nos termos do artigo 14.º do 

Regulamento (CE) n.º 1907/2006, que abranja a utilização como 

produto fertilizante, 

salvo se estiver abrangido pela isenção de registo obrigatório prevista no 

anexo IV desse regulamento ou nos pontos 6, 7, 8 ou 9 do anexo V do 

mesmo regulamento, e 

 a concentração total de todos os aditivos não exceder 5 % do peso total 

das matérias de base ou 

(e) Quaisquer matérias referidas nas alíneas a) a d), que  

 tenham sido previamente convertidas em composto ou em digerido e 

 não contenham mais de 6 mg/kg de matéria seca de PAH16
14

. 

2. A digestão anaeróbia deve ter lugar em instalações  

 que processem apenas as matérias de base referidas no ponto 1 e 

 em que os contactos físicos entre matérias de base e matérias produzidas sejam 

evitados, incluindo durante a armazenagem. 

3. A digestão anaeróbia consiste na decomposição controlada de materiais 

biodegradáveis, que é predominantemente anaeróbia e a temperaturas adequadas para 

bactérias mesófilas e termófilas. Todas as partes de cada lote devem ser remexidas de 

forma regular e exaustiva, de modo a assegurar a higienização e a homogeneidade 

corretas do material. Durante o processo de digestão, todas as partes de cada lote 

devem apresentar uma variação da temperatura em função do tempo que corresponda 

a uma das seguintes situações: 

(a) Digestão anaeróbia termófila a 55 ºC durante, pelo menos, 24 horas e tempo de 

retenção hidráulica de, pelo menos, 20 dias; 

(b) Digestão anaeróbia termófila a 55 ºC, com um processo de tratamento que 

inclua uma fase de pasteurização (70 ºC – 1h); 

(c) Digestão anaeróbia termófila a 55 ºC, seguida de compostagem a 

 65 ºC ou mais durante, pelo menos, cinco dias, 

 60 ºC ou mais durante, pelo menos, sete dias ou 

 55 ºC ou mais durante, pelo menos, 14 dias; 

(d) Digestão anaeróbia mesófila a 37-40 ºC, com um processo de tratamento que 

inclua uma fase de pasteurização (70 ºC – 1h) ou 

(e) Digestão anaeróbia mesófila a 37-40 ºC, seguida de compostagem a 

 65 ºC ou mais durante, pelo menos, cinco dias, 

 60 ºC ou mais durante, pelo menos, sete dias ou 

 55 ºC ou mais durante, pelo menos, 14 dias. 

                                                 
14 Soma de naftaleno, acenaftileno, acenafteno, fluoreno, fenantreno, antraceno, fluoranteno, pireno, 

benzo[a]antraceno, criseno, benzo[b]fluoranteno, benzo[k]fluoranteno, benzo[a]pireno, 

indeno[1,2,3-cd]pireno, dibenzo[a,h]antraceno e benzo[ghi]perileno. 
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4. Nem a fase sólida nem a fase líquida do digerido devem conter mais de 6 mg/kg de 

matéria seca de PAH16
15

.  

5. O digerido não deve conter mais de 5 g/kg de matéria seca de impurezas 

macroscópicas sob a forma de vidro, metal e plástico de dimensão superior a 2 mm. 

6. A partir de [Serviço das Publicações: inserir a data correspondente a cinco anos após 

a data de aplicação do presente regulamento], o digerido não deve conter mais de 

2,5 g/kg de matéria seca de impurezas macroscópicas sob a forma de plástico de 

dimensão superior a 2 mm. Até [Serviço das Publicações: inserir a data 

correspondente a oito anos após a data de aplicação do presente regulamento], o 

valor-limite de 2,5 g/kg de matéria seca deve ser reavaliado, a fim de ter em conta os 

progressos realizados no que diz respeito à recolha seletiva dos biorresíduos. 

7. Tanto a fase sólida como a fase líquida do digerido devem preencher, pelo menos, 

um dos seguintes critérios de estabilidade: 

(a) Taxa de consumo de oxigénio: 

 Definição: indicador do grau de decomposição da matéria orgânica 

biodegradável num período de tempo especificado. O método não é 

adequado para matérias com um teor superior a 20 % de partículas de 

dimensão > 10 mm. 

 Critério: máximo de 50 mmol O2/kg de matéria orgânica/h ou 

(b) Potencial de produção de biogás residual:  

 Definição: indicador do gás libertado pelo digerido durante um período 

de 28 dias e medido em função da volatilidade dos sólidos presentes na 

amostra. O ensaio é realizado em triplicado, sendo o resultado médio 

utilizado para demonstrar a conformidade com os requisitos. Os sólidos 

voláteis são os sólidos presentes numa amostra de material que se perdem 

por incineração a 550 ºC em estado seco. 

 Critério: máximo de 0,45 l de biogás por grama de sólidos voláteis. 

CMC 6: SUBPRODUTOS DA INDÚSTRIA ALIMENTAR 

1. Um produto fertilizante com marcação CE pode conter componentes constituídos por 

uma das seguintes substâncias:  

(a) Cal da indústria alimentar, ou seja, matérias provenientes da indústria 

agroalimentar obtidas pela carbonização de matérias orgânicas, exclusivamente 

a partir de cal viva de fontes naturais; 

(b) melaço, ou seja, um subproduto viscoso da refinação de cana-de-açúcar ou de 

beterraba-sacarina em açúcar; ou 

(c) vinhaça, ou seja, um subproduto viscoso do processo de fermentação de 

melaço em etanol, ácido ascórbico ou outros produtos. 

                                                 
15 Soma de naftaleno, acenaftileno, acenafteno, fluoreno, fenantreno, antraceno, fluoranteno, pireno, 

benzo[a]antraceno, criseno, benzo[b]fluoranteno, benzo[k]fluoranteno, benzo[a]pireno, 

indeno[1,2,3-cd]pireno, dibenzo[a,h]antraceno e benzo[ghi]perileno. 
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2. A substância deve ter sido registada nos termos do Regulamento (CE) 

n.º 1907/2006
16

, num processo que contenha 

(a) as informações previstas nos anexos VI, VII e VIII do Regulamento (CE) 

n.º 1907/2006 e 

(b) um relatório de segurança química, nos termos do artigo 14.º do Regulamento 

(CE) n.º 1907/2006, que abranja a utilização como produto fertilizante, 

salvo se estiver expressamente abrangida por uma das isenções ao registo obrigatório 

previstas no anexo IV desse regulamento ou nos pontos 6, 7, 8 ou 9 do anexo V do 

mesmo regulamento. 

CMC 7: MICRO-ORGANISMOS 

Um produto fertilizante com marcação CE pode conter micro-organismos, incluindo 

micro-organismos com células mortas ou vazias e elementos residuais não nocivos 

do meio em que foram produzidos, que 

 não tenham sido submetidos a tratamentos além de desidratação ou liofilização 

e 

 estejam enumerados no quadro a seguir: 

Azotobacter spp. 

Mycorrhizal fungi  

Rhizobium spp. 

Azospirillum spp. 

CMC 8: ADITIVOS AGRONÓMICOS 

1. Um produto fertilizante com marcação CE só pode conter uma substância ou mistura 

destinada a melhorar o padrão de libertação de nutrientes desse produto se tiver sido 

demonstrado, de acordo com o procedimento de avaliação da conformidade aplicável 

a esse aditivo agronómico, que a substância ou mistura em questão cumpre os 

requisitos do presente regulamento aplicáveis a um produto da categoria PFC 5 do 

anexo I. 

2. O produto fertilizante deve conter uma quantidade do aditivo agronómico conforme 

que seja adequada para  

(a) produzir o efeito alegado na informação fornecida ao utilizador sobre o produto 

fertilizante que ostenta a marcação CE e 

(b) não provocar um efeito globalmente adverso para a saúde humana ou animal 

ou para a fitossanidade, a segurança ou o ambiente, em condições 

                                                 
16 No caso de uma substância recuperada na União Europeia, considera-se que esta condição está 

preenchida se a substância for idêntica, na aceção do artigo 2.º, n.º 7, alínea d), subalínea i), do 

Regulamento (CE) n.º 1907/2006, à que foi registada num processo que contenha as informações aqui 

indicadas e se as informações estiverem à disposição do fabricante do produto fertilizante, na aceção do 

artigo 2.º, n.º 7, alínea d), subalínea ii), do Regulamento (CE) n.º 1907/2006. 
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razoavelmente previsíveis de armazenagem ou de utilização do produto 

fertilizante com marcação CE. 

3. Um produto fertilizante com marcação CE só pode conter um inibidor da nitrificação 

conforme, referido no ponto PFC 5(A)(I) do anexo I, se pelo menos 50 % do teor 

total de azoto (N) do produto fertilizante se apresentar nas formas de ião amónio 

(NH4+) e de ureia (CH4N2O). 

4. Um produto fertilizante com marcação CE só pode conter um inibidor da urease 

conforme, referido no ponto PFC 5(A)(II) do anexo I, se pelo menos 50 % do teor 

total de azoto (N) do produto fertilizante se apresentar na forma de ureia (CH4N2O). 

5. O fabricante do produto fertilizante com marcação CE deve estar na posse da 

declaração UE de conformidade do aditivo agronómico conforme. 

6. Os operadores económicos que disponibilizam no mercado os produtos fertilizantes 

com marcação CE devem respeitar as seguintes disposições do presente regulamento 

no que diz respeito à declaração UE de conformidade tanto dos produtos fertilizantes 

com marcação CE como do aditivo agronómico conforme: 

(a) Artigo 6.º, n.º 3 (dever dos fabricantes de conservar a declaração UE de 

conformidade); 

(b) Artigo 7.º, n.º 2, alínea a) (dever dos mandatários de conservar a declaração UE 

de conformidade); 

(c) Artigo 8.º, n.º 2 (dever dos importadores de assegurar que o produto fertilizante 

com marcação CE vem acompanhado da declaração UE de conformidade); 

(d) Artigo 8.º, n.º 8 (dever dos importadores de manter um exemplar da declaração 

UE de conformidade à disposição das autoridades de fiscalização do mercado); 

e 

(e) Artigo 9.º, n.º 2 (dever dos importadores de verificar se o produto fertilizante 

com marcação CE vem acompanhado da declaração UE de conformidade). 

CMC 9: POLÍMEROS DE NUTRIENTES 

1. Um produto fertilizante com marcação CE pode conter polímeros constituídos 

exclusivamente por substâncias monoméricas conformes com a descrição da 

categoria CMC 1, se o objetivo da polimerização consistir em controlar a libertação 

de nutrientes de uma ou mais substâncias monoméricas. 

2. Pelo menos 3/5 dos polímeros devem ser solúveis em água quente. 

3. Os polímeros não devem conter formaldeído. 

CMC 10: OUTROS POLÍMEROS, ALÉM DOS POLÍMEROS DE NUTRIENTES 

1. Um produto fertilizante com marcação CE só pode conter outros polímeros além dos 

polímeros de nutrientes nos casos em que o objetivo do polímero seja  

(a) Limitara penetração de água nas partículas de nutrientes e, consequentemente, 

a libertação de nutrientes (neste caso, o polímero é frequentemente designado 

«agente de revestimento»), ou 

(b) Aumentar a capacidade de retenção de água do produto fertilizante com 

marcação CE. 
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2. A partir de [Serviço das Publicações, inserir a data correspondente a três anos após a 

data de aplicação do presente regulamento], deve ser cumprido o seguinte critério: O 

polímero deve ser capaz de decomposição física e biológica, de modo a que a maior 

parte do mesmo acabe por se decompor em dióxido de carbono (CO2), biomassa e 

água. Pelo menos 90 % do seu carbono orgânico deve ser convertido em CO2 no 

máximo em 24 meses, num ensaio de biodegradabilidade conforme especificado nas 

alíneas a) a c). 

(a) O ensaio deve ser realizado a uma temperatura de 25 ºC ± 2 ºC. 

(b) O ensaio deve ser realizado em conformidade com o método de determinação 

da biodegradabilidade aeróbia final das matérias plásticas nos solos, medindo a 

carência de oxigénio ou a quantidade de dióxido de carbono libertado. 

(c) No ensaio deve ser utilizada como material de referência celulose 

microcristalina em pó com a mesma dimensão do material de ensaio. 

(d) Antes do ensaio, o material de ensaio não deve ser sujeito a condições ou 

procedimentos destinados a acelerar a degradação da película, como a 

exposição ao calor ou à luz. 

3. Nem o polímero nem os subprodutos da sua degradação podem ter um efeito 

globalmente adverso para a saúde humana ou animal ou para a fitossanidade, a 

segurança ou o ambiente, em condições razoavelmente previsíveis de utilização do 

produto fertilizante com marcação CE. O polímero tem de passar num ensaio para a 

toxicidade aguda no crescimento das plantas, num ensaio para a toxicidade aguda em 

minhocas e num ensaio de inibição da nitrificação em presença de micro-organismos 

do solo, do seguinte modo: 

(a) No ensaio para a toxicidade aguda no crescimento das plantas, a taxa de 

germinação e a biomassa vegetal da espécie vegetal cultivada no solo exposto à 

substância de ensaio devem ser superiores a 90 % da taxa de germinação e da 

biomassa vegetal da mesma espécie vegetal cultivada num solo de referência 

correspondente não exposto à substância de ensaio.  

(b) Os resultados só serão considerados válidos se, nos controlos (solo de 

referência): 

 a emergência de plântulas for de, pelo menos, 70 %; 

 as plântulas não apresentarem efeitos fitotóxicos visíveis (por exemplo, 

clorose, necrose, murchidão, deformação das folhas e do caule) e se as 

plantas apresentarem apenas a variação no crescimento e na morfologia 

que é normal para a espécie em questão; 

 a sobrevivência média das plântulas de controlo que surgiram for de, pelo 

menos, 90 % durante todo o estudo; e 

 as condições ambientais para uma determinada espécie forem idênticas e 

os suportes de cultura contiverem a mesma quantidade de matriz do solo, 

de meios de cultura ou de substrato proveniente da mesma fonte. 
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(c) No ensaio para a toxicidade aguda em minhocas, a mortalidade observada e a 

biomassa de minhocas sobreviventes no solo exposto à substância de ensaio 

não deve diferir em mais de 10 % em relação aos valores do solo de referência 

correspondente não exposto à substância de ensaio. Os resultados serão 

considerados válidos, se 

 a percentagem de mortalidade observada no controlo (solo de referência) 

for < 10 % e 

 a perda média de biomassa (peso médio) das minhocas no solo de 

referência não for superior a 20 %. 

(d) No ensaio de inibição da nitrificação com a presença de micro-organismos do 

solo, a formação de nitritos no solo exposto à substância de ensaio deve ser 

superior a 90 % do valor observado no solo de referência correspondente não 

exposto à substância de ensaio. Os resultados serão considerados válidos se a 

variação entre repetições das amostras de controlo (solo de referência) e das 

amostras de ensaio for inferior a ± 20 %. 

CMC 11: CERTOS SUBPRODUTOS ANIMAIS 

Um produto fertilizante com marcação CE pode conter subprodutos animais na 

aceção do Regulamento (CE) n.º 1069/2009 que tenham atingido o ponto final na 

cadeia de fabrico, tal como determinado nos termos daquele regulamento, que são 

enumerados e especificados no quadro que se segue: 
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ANEXO III 

Requisitos de rotulagem 

O presente anexo estabelece os requisitos de rotulagem aplicáveis aos produtos 

fertilizantes que ostentem a marcação CE. Os requisitos previstos nas partes 2 e 3 do 

presente anexo para uma dada categoria de funções do produto (PFC), tal como 

especificados no anexo I, aplicam-se aos produtos fertilizantes com marcação CE de 

todas as subcategorias dessa PFC. 

PARTE 1 

REQUISITOS GERAIS DE ROTULAGEM 

1. Os elementos de informação exigidos pelo presente regulamento devem ser 

claramente separados de quaisquer outros dados. 

2. Devem ser fornecidos os seguintes elementos: 

(a) A denominação da categoria de funções do produto («PFC»), tal como indicada 

na parte I do anexo I; 

(b) A quantidade do produto fertilizante com marcação CE, indicada em massa ou 

volume; 

(c) As instruções para a utilização prevista, incluindo a dose de aplicação prevista 

e as plantas a que se destina; 

(d) Todas as informações pertinentes sobre as medidas recomendadas para 

controlar os riscos para a saúde humana ou animal ou para a fitossanidade, a 

segurança ou o ambiente e 

(e) Uma descrição de todos os componentes que constituam mais de 5 %, em peso, 

do produto, por ordem decrescente de grandeza em peso seco, incluindo uma 

indicação da respetiva categoria de componentes («CMC»), conforme indicada 

no anexo II. 

3. Se o procedimento de avaliação da conformidade tiver envolvido um organismo 

notificado, deve ser indicado o número de identificação desse organismo. 

4. Se o produto fertilizante com marcação CE contiver subprodutos animais na aceção 

do Regulamento (CE) n.º 1069/2009, além de estrume, deve conter a seguinte 

instrução para os utilizadores: «Os animais de criação não devem ser alimentados, 

diretamente ou por pastagem, com erva proveniente de terra à qual foi aplicado o 

produto, exceto se o corte ou a pastagem ocorrerem após o termo de um período de 

espera mínimo de 21 dias.» 

5. Se o produto fertilizante com marcação CE contiver uma substância para a qual 

foram estabelecidos limites máximos de resíduos em géneros alimentícios e 

alimentos para animais em conformidade com o Regulamento (CEE) n.º 315/93, com 

o Regulamento (CE) n.º 396/2005, com o Regulamento (CE) n.º 470/2009 ou com a 

Diretiva 2002/32/CE, as instruções a que se refere o ponto 2, alínea c), devem 

garantir que a utilização prevista do produto fertilizante com marcação CE não 

conduz à superação desses limites em géneros alimentícios ou alimentos para 

animais. 

6. A denominação da categoria de funções do produto («PFC»), tal como indicada no 

anexo I, não deve ser indicada num produto fertilizante com marcação CE que não 
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tenha sido objeto de uma avaliação de conformidade positiva, de acordo com o 

presente regulamento, relativamente a essa PFC. 

7. Os elementos de informação que forem fornecidos além dos exigidos nos pontos 2 a 

6 

(a) não devem induzir o utilizador em erro, nomeadamente atribuindo ao 

produto características que este não possui ou sugerindo que o produto 

possui características únicas que produtos semelhantes também têm; 

(b) devem dizer respeito a elementos verificáveis e 

(c) não devem conter alegações como «sustentável» ou «respeitador do 

ambiente», a menos que tais alegações possam ser objetivamente 

verificadas de acordo com orientações, normas ou regimes amplamente 

reconhecidos. 

8. A expressão «pobre em cloro» ou semelhante só pode ser utilizada se o teor de 

cloreto (Cl
-
) for inferior a 30 g/kg. 

PARTE 2 

REQUISITOS DE ROTULAGEM PARA PRODUTOS ESPECÍFICOS 

PFC 1: ADUBO 

1. O teor de azoto (N), fósforo (P) e potássio (K) só deve ser declarado se esses 

nutrientes estiverem presentes no produto fertilizante com marcação CE na 

quantidade mínima indicada no anexo I para a respetiva categoria de funções do 

produto (PFC). 

2. As regras seguintes aplicam-se aos adubos que contêm inibidores da nitrificação ou 

da urease, tal como especificado nos pontos 3 e 4 da categoria de componentes 

(«CMC») 8 do anexo II: 

(a) O rótulo deve incluir a expressão «inibidor da nitrificação» ou «inibidor da 

urease», conforme o caso, bem como o número de identificação do organismo 

notificado que analisou a avaliação da conformidade do inibidor da nitrificação 

ou do inibidor da urease. 

(b) O teor do inibidor da nitrificação deve ser expresso em percentagem da massa 

do azoto total (N) presente como azoto amoniacal (NH4+) e azoto ureico 

(CH4N2O). 

(c) O teor do inibidor da urease deve ser expresso em percentagem da massa do 

azoto total (N) presente como azoto ureico (CH2N2O). 

(d) Devem ser fornecidas informações técnicas que permitam ao utilizador 

determinar os períodos de utilização e as doses de aplicação adequados à 

cultura a que o adubo se destina. 

PFC 1(A): Adubo orgânico 

Devem ser fornecidos os seguintes elementos: 

(a) os nutrientes declarados azoto (N), fósforo (P) ou potássio (K), com os 

respetivos símbolos químicos, pela ordem N-P-K; 

(b) os nutrientes declarados magnésio (Mg), cálcio (Ca), enxofre (S) ou sódio 

(Na), com os respetivos símbolos químicos, pela ordem Mg-Ca-S-Na; 
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(c) números indicando o teor total dos nutrientes declarados azoto (N), fósforo (P) 

ou potássio (K), seguidos de números entre parênteses indicando o teor total de 

magnésio (Mg), cálcio (Ca), enxofre (S) ou sódio (Na), 

(d) o teor dos seguintes nutrientes declarados e outros parâmetros, pela ordem que 

se segue e em percentagem em massa do adubo,  

 Azoto (N) total 

– quantidade mínima de azoto (N) orgânico, seguida de uma 

descrição da origem da matéria orgânica utilizada; 

– azoto (N), sob a forma de azoto amoniacal; 

 Pentóxido de fósforo (P2O5) total; 

 Óxido de potássio (K2O) total; 

 Óxido de magnésio (MgO), óxido de cálcio (CaO), trióxido de enxofre 

(SO3) e óxido de sódio (Na2O), expressos 

– se esses nutrientes forem totalmente solúveis em água, apenas em 

teor solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do 

teor total dos nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total; 

 Cobre (Cu) e zinco (Zn) totais, se forem superiores a 200 e 600 mg/kg de 

matéria seca, respetivamente; 

 Carbono orgânico (C) e 

 Matéria seca. 

PFC 1(B): Adubo organomineral 

1. Devem ser fornecidos os seguintes elementos relativos aos macronutrientes: 

(a) os nutrientes declarados azoto (N), fósforo (P) ou potássio (K), com os 

respetivos símbolos químicos, pela ordem N-P-K; 

(b) os nutrientes declarados magnésio (Mg), cálcio (Ca), enxofre (S) ou sódio 

(Na), com os respetivos símbolos químicos, pela ordem Mg-Ca-S-Na; 

(c) números indicando o teor total dos nutrientes declarados azoto (N), fósforo (P) 

ou potássio (K), seguidos de números entre parênteses indicando o teor total de 

magnésio (Mg), cálcio (Ca), enxofre (S) ou sódio (Na); 

(d) o teor dos seguintes nutrientes declarados, pela ordem que se segue e em 

percentagem em massa do adubo: 

 Azoto (N) total 

– quantidade mínima de azoto (N) orgânico, seguida de uma 

descrição da origem da matéria orgânica utilizada; 

– azoto (N), sob a forma de azoto nítrico; 

– azoto (N), sob a forma de azoto amoniacal; 

– azoto (N), sob a forma de azoto ureico; 
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 Pentóxido de fósforo (P2O5) total; 

– Pentóxido de fósforo (P2O5) solúvel em água; 

– pentóxido de fósforo (P2O5) solúvel em citrato de amónio neutro; 

– em caso de presença de fosfato macio, pentóxido de fósforo (P2O5) 

solúvel em ácido fórmico; 

 Óxido de potássio (K2O) total; 

– Óxido de potássio (K2O) solúvel em água; 

 óxido de magnésio (MgO), óxido de cálcio (CaO), trióxido de enxofre 

(SO3) e óxido de sódio (Na2O), expressos 

– se esses nutrientes forem totalmente solúveis em água, apenas em 

teor solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do 

teor total dos nutrientes, em teor total e em teor solúvel em água 

– nos outros casos, em teor total e 

(e) em caso de presença de ureia (CH4N2O), informação sobre o possível impacto 

na qualidade do ar devido à libertação de amoníaco proveniente da utilização 

do adubo, e um convite aos utilizadores para que apliquem as medidas 

corretivas adequadas. 

2. Os seguintes elementos devem ser indicados em percentagem por massa do produto 

fertilizante com marcação CE: 

 Teor de carbono orgânico (C); e 

 Teor em matéria seca. 

PFC 1(B)(I): Adubo organomineral sólido 

Se um ou vários dos micronutrientes boro (B), cobalto (Co), cobre (Cu), ferro (Fe), 

manganês (Mn), molibdénio (Mo) e zinco (Zn) apresentarem o teor mínimo indicado 

em percentagem em massa no quadro abaixo, 

 devem ser declarados, caso sejam adicionados intencionalmente ao produto 

fertilizante com marcação CE e  

 podem ser declarados noutros casos: 

Micronutriente Destinado a utilização em 

culturas arvenses, arbóreas e 

arbustivas 

Destinado a culturas 

hortícolas  

Boro (B) 0,01 0,01 

Cobalto (Co) 0,002 n.a. 

Cobre (Cu) 0,01 0,002 

Ferro (Fe) 0,5 0,02 

Manganês (Mn) 0,1 0,01 
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Molibdénio (Mo) 0,001 0,001 

Zinco 0,01 0,002 

Devem ser declarados após as informações relativas aos macronutrientes. Devem ser 

fornecidos os seguintes elementos: 

(a) indicação dos nomes e símbolos químicos dos micronutrientes declarados, pela 

ordem que se segue: boro (B), cobalto (Co), cobre (Cu), ferro (Fe), manganês 

(Mn), molibdénio (Mo) e zinco (Zn), seguidos do nome ou nomes dos seus 

contraiões; 

(b) O teor total do micronutriente expresso em percentagem em massa do adubo 

– se esses nutrientes forem totalmente solúveis em água, apenas em teor 

solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do teor 

total dos nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total; 

(c) Se os micronutrientes declarados forem quelatados por agentes quelatantes, o 

seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: 

– «quelatado por...», seguido do nome do agente quelatante ou da respetiva 

sigla e da quantidade de micronutriente quelatado em percentagem do 

produto fertilizante com marcação CE, em massa; 

(d) Se o produto fertilizante com marcação CE contiver micronutrientes 

complexados por agentes complexantes: 

– o seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: «complexado por...», seguido da quantidade de 

micronutriente complexado em percentagem do produto fertilizante com 

marcação CE, em massa; e 

– o nome do agente complexante ou a sua sigla. 

(e) A declaração seguinte: «A utilizar apenas em caso de comprovada necessidade. 

Não ultrapassar as doses recomendadas». 

PFC 1(B)(II): Adubo organomineral líquido 

Se um ou vários dos micronutrientes boro (B), cobalto (Co), cobre (Cu), ferro (Fe), 

manganês (Mn), molibdénio (Mo) e zinco (Zn) apresentarem o teor mínimo indicado 

em percentagem em massa no quadro abaixo, 

 devem ser declarados, caso sejam adicionados intencionalmente ao produto 

fertilizante com marcação CE e  

 podem ser declarados noutros casos: 

Micronutriente Percentagem em massa 

Boro (B) 0,01 
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Cobalto (Co) 0,002 

Cobre (Cu) 0,002 

Ferro (Fe) 0,02 

Manganês (Mn) 0,01 

Molibdénio (Mo) 0,001 

Zinco 0,002 

Devem ser declarados após as informações relativas aos macronutrientes. Devem ser 

fornecidos os seguintes elementos: 

(a) indicação dos nomes e símbolos químicos dos micronutrientes declarados, pela 

ordem que se segue: boro (B), cobalto (Co), cobre (Cu), ferro (Fe), manganês 

(Mn), molibdénio (Mo) e zinco (Zn), seguidos do nome ou nomes dos seus 

contraiões; 

(b) O teor total do micronutriente expresso em percentagem em massa do adubo 

– se esses nutrientes forem totalmente solúveis em água, apenas em teor 

solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do teor 

total dos nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total; 

(c) Se os micronutrientes declarados forem quelatados por agentes quelatantes, o 

seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: 

– «quelatado por...», seguido do nome do agente quelatante ou da respetiva 

sigla e da quantidade de micronutriente quelatado em percentagem do 

produto fertilizante com marcação CE, em massa; 

(d) Se o produto fertilizante com marcação CE contiver micronutrientes 

complexados por agentes complexantes: 

– o seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: «complexado por...», seguido da quantidade de 

micronutriente complexado em percentagem do produto fertilizante com 

marcação CE, em massa; e 

– o nome do agente complexante ou a sua sigla. 

(e) A declaração seguinte: «A utilizar apenas em caso de comprovada necessidade. 

Não ultrapassar as doses recomendadas». 

PFC 1(C): Adubo inorgânico 

PFC 1(C)(I): Adubo inorgânico de macronutrientes 

1. Devem ser fornecidos os seguintes elementos relativos aos macronutrientes: 

(a) os nutrientes declarados azoto (N), fósforo (P) ou potássio (K), com os 

respetivos símbolos químicos, pela ordem N-P-K; 
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(b) os nutrientes declarados magnésio (Mg), cálcio (Ca), enxofre (S) ou sódio 

(Na), com os respetivos símbolos químicos, pela ordem Mg-Ca-S-Na; 

(c) números indicando o teor total dos nutrientes declarados azoto (N), fósforo (P) 

ou potássio (K), seguidos de números entre parênteses indicando o teor total de 

magnésio (Mg), cálcio (Ca), enxofre (S) ou sódio (Na); 

(d) o teor dos seguintes nutrientes declarados, pela ordem que se segue e em 

percentagem em massa do adubo:  

 Azoto (N) total; 

– azoto (N), sob a forma de azoto nítrico; 

– azoto (N), sob a forma de azoto amoniacal; 

– azoto (N), sob a forma de azoto ureico; 

– Azoto (N) proveniente de ureia-formaldeído, isobutilideno-diureia 

e crotonilideno-diureia; 

– Azoto (N) de azoto cianamídico; 

 Pentóxido de fósforo (P2O5) total; 

– Pentóxido de fósforo (P2O5) solúvel em água; 

– pentóxido de fósforo (P2O5) solúvel em citrato de amónio neutro; 

– em caso de presença de fosfato macio, pentóxido de fósforo (P2O5) 

solúvel em ácido fórmico; 

 Óxido de potássio (K2O) solúvel em água; 

 óxido de magnésio (MgO), óxido de cálcio (CaO), trióxido de enxofre 

(SO3) e óxido de sódio (Na2O), expressos 

– se esses nutrientes forem totalmente solúveis em água, apenas em 

teor solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do 

teor total dos nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total e 

(e) em caso de presença de ureia (CH4N2O), informação sobre o possível impacto 

na qualidade do ar da libertação de amoníaco proveniente da utilização do 

adubo, e um convite aos utilizadores para que apliquem as medidas corretivas 

adequadas. 

PFC 1(C)(I)(a): Adubo inorgânico sólido de macronutrientes 

1. O adubo deve ser rotulado como 

(a) «complexo», quando todas as partículas contêm todos os nutrientes declarados 

no seu teor declarado, e 

(b) «misto», nos restantes casos. 

2. A granulometria do adubo deve ser indicada, expressa em percentagem do produto 

que passa num determinado peneiro. 
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3. A forma das partículas do produto deve ser indicada com uma das seguintes 

menções: 

(a) grânulo,  

(b) pastilha,  

(c) pó, se pelo menos 90 % do produto puder passar num peneiro com abertura de 

malha de 10 mm ou 

(d) esférula. 

4. No caso dos adubos revestidos, devem ser indicados o nome do(s) agente(s) de 

revestimento e a percentagem de adubos revestidos por cada agente de revestimento, 

seguidos de: 

(a) Tempo de libertação, definido em meses, da fração ou das frações 

impregnadas, seguido da percentagem de nutrientes libertados durante esse 

tempo para cada fração; 

(b) O nome do meio (solvente ou substrato) utilizado no ensaio realizado pelo 

fabricante para determinar o tempo de libertação; 

(c) A temperatura a que se efetuou o ensaio; 

(d) No caso dos adubos revestidos de polímeros, a seguinte menção: «A 

velocidade de libertação de nutrientes pode variar em função da temperatura do 

substrato. Pode ser necessário proceder a um ajustamento da fertilização» e 

(e) No caso dos adubos revestidos de enxofre (S) e dos adubos revestidos de 

enxofre (S)/polímeros, a seguinte menção: «A velocidade de libertação dos 

nutrientes pode variar em função da temperatura do substrato e da atividade 

biológica. Pode ser necessário proceder a um ajustamento da fertilização». 

5. Se um ou vários dos micronutrientes boro (B), cobalto (Co), cobre (Cu), ferro (Fe), 

manganês (Mn), molibdénio (Mo) e zinco (Zn) apresentarem o teor mínimo abaixo 

indicado em percentagem em massa, 

 devem ser declarados, caso sejam adicionados intencionalmente ao produto 

fertilizante com marcação CE e  

 podem ser declarados noutros casos: 

Micronutriente Destinado a utilização em 

culturas arvenses, arbóreas e 

arbustivas 

Destinado a culturas 

hortícolas  

Boro (B) 0,01 0,01 

Cobalto (Co) 0,002 n.a. 

Cobre (Cu) 0,01 0,002 

Ferro (Fe) 0,5 0,02 

Manganês (Mn) 0,1 0,01 

Molibdénio (Mo) 0,001 0,001 
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Zinco 0,01 0,002 

Devem ser declarados após as informações relativas aos macronutrientes. Devem ser 

fornecidos os seguintes elementos: 

(a) indicação dos nomes e símbolos químicos dos micronutrientes declarados, pela 

ordem que se segue: boro (B), cobalto (Co), cobre (Cu), ferro (Fe), manganês 

(Mn), molibdénio (Mo) e zinco (Zn), seguidos do nome ou nomes dos seus 

contraiões; 

(b) O teor total do micronutriente expresso em percentagem em massa do adubo 

– se esses nutrientes forem totalmente solúveis em água, apenas em teor 

solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do teor 

total dos nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total; 

(c) Se os micronutrientes declarados forem quelatados por agentes quelatantes, o 

seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: 

– «quelatado por...», seguido do nome do agente quelatante ou da respetiva 

sigla e da quantidade de micronutriente quelatado em percentagem do 

produto fertilizante com marcação CE, em massa; 

(d) Se o produto fertilizante com marcação CE contiver micronutrientes 

complexados por agentes complexantes: 

– o seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: «complexado por...», seguido da quantidade de 

micronutriente complexado em percentagem do produto fertilizante com 

marcação CE, em massa e 

– o nome do agente complexante ou a sua sigla. 

(e) A declaração seguinte: «A utilizar apenas em caso de comprovada necessidade. 

Não ultrapassar as doses recomendadas». 

PFC 1(C)(I)(b): Adubo inorgânico líquido de macronutrientes 

1. O rótulo deve indicar se o adubo está em suspensão ou em solução, sendo que 

 uma suspensão é uma dispersão com duas fases, em que as partículas sólidas 

são mantidas em suspensão na fase líquida e 

 uma solução é um líquido sem partículas sólidas. 

2. O teor de nutrientes deve ser indicado em percentagem por massa ou volume do 

produto fertilizante com marcação CE. 

3. Se um ou vários dos micronutrientes boro (B), cobalto (Co), cobre (Cu), ferro (Fe), 

manganês (Mn), molibdénio (Mo) e zinco (Zn) apresentarem o teor mínimo abaixo 

indicado em percentagem em massa, 

 devem ser declarados, caso sejam adicionados intencionalmente ao produto 

fertilizante com marcação CE e  
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 podem ser declarados noutros casos: 

Micronutriente Percentagem em massa 

Boro (B) 0,01 

Cobalto (Co) 0,002 

Cobre (Cu) 0,002 

Ferro (Fe) 0,02 

Manganês (Mn) 0,01 

Molibdénio (Mo) 0,001 

Zinco 0,002 

Devem ser declarados após as informações relativas aos macronutrientes. Devem ser 

fornecidos os seguintes elementos: 

(a) indicação dos nomes e símbolos químicos dos micronutrientes declarados, pela 

ordem que se segue: boro (B), cobalto (Co), cobre (Cu), ferro (Fe), manganês 

(Mn), molibdénio (Mo) e zinco (Zn), seguidos do nome ou nomes dos seus 

contraiões; 

(b) O teor total do micronutriente expresso em percentagem em massa do adubo 

– se esses nutrientes forem totalmente solúveis em água, apenas em teor 

solúvel em água; 

– se o teor solúvel desses nutrientes for, pelo menos, um quarto do teor 

total dos nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total; 

(c) Se os micronutrientes declarados forem quelatados por agentes quelatantes, o 

seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: 

– «quelatado por...», seguido do nome do agente quelatante ou da respetiva 

sigla e da quantidade de micronutriente quelatado em percentagem do 

produto fertilizante com marcação CE, em massa; 

(d) Se o produto fertilizante com marcação CE contiver micronutrientes 

complexados por agentes complexantes: 

– o seguinte qualificativo, após o nome e o identificador químico do 

micronutriente: «complexado por...», seguido da quantidade de 

micronutriente complexado em percentagem do produto fertilizante com 

marcação CE, em massa e 

– o nome do agente complexante ou a sua sigla. 

(e) A declaração seguinte: «A utilizar apenas em caso de comprovada necessidade. 

Não ultrapassar as doses recomendadas». 



 

PT 43   PT 

PFC 1(C)(II): Adubo inorgânico de micronutrientes 

1. Os micronutrientes declarados presentes no produto fertilizante com marcação CE 

devem ser enumerados com os seus nomes e símbolos químicos, pela ordem que se 

segue: boro (B), cobalto (Co), cobre (Cu), ferro (Fe), manganês (Mn), molibdénio 

(Mo) e zinco (Zn), seguidos do nome ou nomes dos seus contraiões;  

2. Se os micronutrientes declarados forem quelatados por agentes quelatantes e cada 

agente quelatante puder ser identificado e quantificado e quelatar pelo menos 1 % do 

micronutriente solúvel em água, deve ser aditado o seguinte qualificativo após o 

nome e o identificador químico do micronutriente: 

– «quelatado por...», seguido do nome do agente quelatante ou da respetiva sigla 

e da quantidade de micronutriente quelatado em percentagem do produto 

fertilizante com marcação CE, em massa. 

3. Se os micronutrientes declarados forem complexados por agentes complexantes, o 

seguinte qualificativo deve ser aditado, após o nome e o identificador químico do 

micronutriente:  

– «complexado por...», seguido da quantidade de micronutriente complexado em 

percentagem do produto fertilizante com marcação CE, em massa, e 

– o nome do agente complexante ou a sua sigla. 

4. A seguinte menção deve figurar no rótulo: «A utilizar apenas em caso de 

comprovada necessidade. Não ultrapassar as doses recomendadas». 

PFC 1(C)(II)(a): Adubo inorgânico elementar de micronutriente 

1. O rótulo deve indicar a tipologia pertinente, tal como referida no quadro do ponto 

PFC 1(C)(II)(a), na parte II do anexo I. 

2. O teor total do micronutriente deve ser expresso em percentagem em massa do adubo 

– se o micronutriente for totalmente solúvel em água, apenas em teor solúvel em 

água; 

– se o teor solúvel do micronutriente for, pelo menos, um quarto do teor total 

desse nutriente, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total. 

PFC 1(C)(II)(b): Adubo inorgânico composto de micronutrientes 

1. Os micronutrientes só podem ser declarados se estiverem presentes no adubo nas 

seguintes quantidades: 

Micronutriente Não quelatado nem 

complexado 

Quelatado ou complexado 

Boro (B) 0,2 n.a. 

Cobalto (Co) 0,02 0,02 

Cobre (Cu) 0,5 0,1 

Ferro (Fe) 2 0,3 
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Manganês (Mn) 0,5 0,1 

Molibdénio (Mo) 0,02 n.a. 

Zinco 0,5 0,1 

2. Se o adubo estiver em suspensão ou em solução, o rótulo deve indicar «em 

suspensão» ou «em solução», consoante for aplicável. 

3. O teor total do micronutriente deve ser expresso em percentagem em massa do adubo 

– se os micronutrientes forem totalmente solúveis em água, apenas em teor 

solúvel em água; 

– se o teor solúvel dos micronutrientes for, pelo menos, metade do teor total 

desses nutrientes, em teor total e em teor solúvel em água e 

– nos outros casos, em teor total. 

PFC 2: CORRETIVO ALCALINIZANTE 

Os seguintes parâmetros devem ser declarados pela ordem seguinte: 

– Valor neutralizante; 

– Granulometria, expressa em percentagem de produto que passa num determinado 

peneiro; 

– CaO total, expresso em percentagem, em massa, do produto fertilizante com 

marcação CE; 

– MgO total, expresso em percentagem, em massa, do produto fertilizante com 

marcação CE; 

– Reatividade, exceto no caso dos corretivos alcalinizantes sob forma de óxidos e 

hidróxidos e 

– no caso das escórias e dos carbonatos de origem natural: método de determinação da 

reatividade. 

PFC 3: CORRETIVO DE SOLOS 

Os seguintes parâmetros devem ser declarados pela ordem seguinte e expressos em 

percentagem, em massa, do produto fertilizante com marcação CE: 

– Matéria seca; 

– Teor de carbono orgânico (C); 

– Teor de azoto (N) total; 

– Teor de pentóxido de fósforo (P2O5) total; 

– Teor de óxido de potássio (K2O) total; 

– Teor total de cobre (Cu) e zinco (Zn), se forem superiores a 200 e 600 mg/kg de 

matéria seca, respetivamente; e 

– pH. 
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PFC 4: SUPORTE DE CULTURA 

Os parâmetros devem ser declarados pela ordem seguinte: 

– Condutividade elétrica, exceto no caso da lã mineral; 

– pH; 

– Quantidade  

 Para a lã mineral, expressa em número de artigos e nas três dimensões 

(comprimento, altura e largura), 

 Para outros suportes de cultura pré-formados, expressa em dimensão em, pelo 

menos, duas dimensões e 

 Para outros suportes de cultura, expressa em volume total; 

– Com exceção dos suportes de cultura pré-formados, quantidade expressa em volume 

de materiais com granulometria superior a 60 mm; 

– Azoto (N) total; 

– Pentóxido de fósforo (P2O5) total; e 

– Óxido de potássio (K2O) total. 

PFC 5: ADITIVO AGRONÓMICO 

Apenas os requisitos gerais de rotulagem se aplicam a esta PFC. 

PFC 6: BIOESTIMULANTE PARA PLANTAS 

Devem ser fornecidos os seguintes elementos: 

(a) Forma física; 

(b) Data de fabrico e data de validade; 

(c) Condições de armazenagem; 

(d) Método(s) de aplicação; 

(e) Dose, período de utilização (fase de desenvolvimento da planta) e frequência 

de aplicação; 

(f) Efeito alegado para cada planta a que se destina e 

(g) Todas as instruções relacionadas com a eficácia do produto, incluindo práticas 

de gestão dos solos, fertilização química, incompatibilidade com produtos 

fitofarmacêuticos, dimensão recomendada das tubeiras pulverizadoras e 

pressão de pulverização recomendada. 

PFC 6(A): Bioestimulante microbiano para plantas 

O rótulo deve comportar a seguinte indicação: «Os micro-organismos podem 

provocar reações sensibilizantes». 

PFC 7: COMBINAÇÃO DE PRODUTOS FERTILIZANTES 

Todos os requisitos de rotulagem aplicáveis a cada um dos produtos fertilizantes com 

marcação CE que fazem parte da combinação são também aplicáveis à combinação 
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de produtos fertilizantes com marcação CE e devem ser expressos em relação à 

combinação final de produtos fertilizantes com marcação CE. 

PARTE 3 

TOLERÂNCIAS 

1. O teor declarado de nutrientes ou as características físico-químicas declaradas de um 

produto fertilizante com marcação CE só podem desviar-se do seu valor real dentro 

das tolerâncias estabelecidas nesta parte para a respetiva categoria de funções do 

produto. As tolerâncias destinam-se a ter em conta as variações de fabrico, de 

amostragem e de análise. 

2. As tolerâncias admitidas em relação aos parâmetros declarados indicados nesta parte 

são valores positivos e negativos em percentagem, em massa.  

3. O fabricante, importador ou distribuidor não pode sistematicamente tirar partido das 

tolerâncias. 

4. Em derrogação do n.º 1, o teor real, num produto fertilizante com marcação CE, de 

um componente cujo teor mínimo ou máximo esteja especificado no anexo I ou no 

anexo II nunca pode ser inferior ao teor mínimo nem superior ao teor máximo. 

PFC 1: ADUBO 

PFC 1(A): Adubo orgânico 

 Tolerância admissível para o teor declarado de 

nutrientes e para outros parâmetros declarados 

Carbono orgânico (C) Desvio relativo de ± 20 % em relação ao valor 

declarado, até um máximo de 2,0 pontos percentuais 

em termos absolutos   

Teor em matéria seca ± 5,0 pontos percentuais em termos absolutos 

Azoto (N) total Desvio relativo de ± 50 % em relação ao valor 

declarado, até um máximo de 1,0 pontos percentuais 

em termos absolutos 

Azoto (N) orgânico Desvio relativo de ± 50 % em relação ao valor 

declarado, até um máximo de 1,0 pontos percentuais 

em termos absolutos 

Pentóxido de fósforo (P2O5) 

total 

Desvio relativo de ± 50 % em relação ao valor 

declarado, até um máximo de 1,0 pontos percentuais 

em termos absolutos 

Óxido de potássio (K2O) total Desvio relativo de ± 50 % em relação ao valor 

declarado, até um máximo de 1,0 pontos percentuais 

em termos absolutos 
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Óxido de magnésio, óxido de 

cálcio, magnésio, trióxido de 

enxofre ou óxido de sódio, totais 

e solúveis em água 

± 25 % do teor declarado desses nutrientes, até um 

máximo de 1,5 pontos percentuais em termos 

absolutos 

Cobre (Cu) total  Desvio relativo de ± 50 % em relação ao valor 

declarado, até um máximo de 2,5 pontos percentuais 

em termos absolutos 

Zinco (Zn) total Desvio relativo de ± 50 % em relação ao valor 

declarado, até um máximo de 2,0 pontos percentuais 

em termos absolutos 

Quantidade Desvio relativo de - 5 % em relação ao valor declarado 

PFC 1(B): Adubo organomineral 

Tolerância admissível para o teor declarado das formas do macronutriente 

inorgânico 

N P2O5 K2O MgO CaO SO3  Na2O   

± 25 % do teor declarado das 

formas dos nutrientes 

presentes, até um máximo de 2 

pontos percentuais em termos 

absolutos. 

± 25 % do teor declarado desses 

nutrientes, até um máximo de 1,5 

pontos percentuais em termos 

absolutos 

± 25 % do teor 

declarado, até um 

máximo de 0,9 

pontos percentuais 

em termos 

absolutos 

 

Adubos de micronutrientes  Tolerância admissível para o teor 

declarado das formas do micronutriente 

Concentração inferior ou igual a 

2 % 

 ± 20 % do valor declarado 

Concentração entre 2,1 % e 10 % ± 0,3 pontos percentuais em termos absolutos 

Concentração superior a 10 % ± 1,0 pontos percentuais em termos absolutos 

Carbono orgânico: Desvio relativo de ± 20 % em relação ao valor declarado, até um máximo 

de 2,0 pontos percentuais em termos absolutos   

Azoto orgânico: Desvio relativo de ± 50 % em relação ao valor declarado, até um máximo de 

1,0 pontos percentuais em termos absolutos 

Cobre (Cu) total  Desvio relativo de ± 50 % em relação ao valor declarado, até um 

máximo de 2,5 pontos percentuais em termos absolutos 

Zinco (Zn) total Desvio relativo de ± 50 % em relação ao valor declarado, até um 

máximo de 2,0 pontos percentuais em termos absolutos 

Teor em matéria seca: ± 5,0 pontos percentuais em termos absolutos 

Quantidade: Desvio relativo de -5 % em relação ao valor declarado 
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PFC 1(C): Adubo inorgânico 

PFC 1(C)(I): Adubo inorgânico de macronutrientes 

Tolerância admissível para o teor declarado das formas do macronutriente 

N P2O5 K2O MgO CaO SO3  Na2O   

± 25 % do teor declarado das 

formas dos nutrientes 

presentes, até um máximo de 2 

pontos percentuais em termos 

absolutos 

± 25 % do teor declarado desses 

nutrientes, até um máximo de 1,5 

pontos percentuais em termos 

absolutos 

± 25 % do teor 

declarado, até um 

máximo de 0,9 

pontos percentuais 

em termos 

absolutos 

Granulometria: Desvio relativo de ± 10 % aplicável à percentagem declarada de material que 

passa num determinado peneiro 

Quantidade:  Desvio relativo de ± 5 % em relação ao valor declarado 

PFC 1(C)(II): Adubo inorgânico de micronutrientes 

Adubos de micronutrientes  Tolerância admissível para o teor 

declarado das formas do micronutriente  

Concentração inferior ou igual a 

2 % 

 ± 20 % do valor declarado 

Concentração entre 2,1 % e 10 % ± 0,3 pontos percentuais em termos absolutos 

Concentração superior a 10 % ± 1,0 pontos percentuais em termos absolutos 

Quantidade:  Desvio relativo de ± 5 % em relação ao valor declarado 

PFC 2: CORRETIVO ALCALINIZANTE 

 Tolerâncias admissíveis para o 

parâmetro declarado 

Valor neutralizante ± 3 

Granulometria Desvio relativo de ± 10 % aplicável à 

percentagem declarada de material que 

passa num determinado peneiro 

Óxido de cálcio total ± 3 pontos percentuais, em termos 

absolutos 

Óxido de magnésio total 

Concentração inferior a 8 % 

Concentração entre 8 e 16 % 

Concentração igual ou superior a 16 % 

 

± 1,0 pontos percentuais em termos 

absolutos 

± 2,0 pontos percentuais em termos 
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absolutos 

± 3,0 pontos percentuais em termos 

absolutos 

Reatividade  ± 15 pontos percentuais em termos 

absolutos 

Quantidade Desvio relativo de - 5 % aplicável ao valor 

declarado 

PFC 3: CORRETIVO DE SOLOS 

Formas do nutriente declarado e 

outros critérios de qualidade 

declarados 

Tolerâncias admissíveis para o parâmetro 

declarado 

pH ± 0,7 no momento do fabrico 

± 1,0 em qualquer momento na cadeia de 

distribuição  

Carbono orgânico (C) Desvio relativo de ± 10 % em relação ao valor 

declarado, até um máximo de 1,0 pontos 

percentuais em termos absolutos 

Azoto (N) total Desvio relativo de ± 20 %, até um máximo de 

1,0 pontos percentuais em termos absolutos 

Pentóxido de fósforo (P2O5) total Desvio relativo de ± 20 %, até um máximo de 

1,0 pontos percentuais em termos absolutos 

Óxido de potássio (K2O) total Desvio relativo de ± 20 %, até um máximo de 

1,0 pontos percentuais em termos absolutos 

Matéria seca  Desvio relativo de ± 10 % em relação ao valor 

declarado 

Quantidade  Desvio relativo de - 5 % em relação ao valor 

declarado no momento do fabrico 

Desvio relativo de - 25 % em relação ao valor 

declarado em qualquer momento da cadeia de 

distribuição 

Carbono (C) org. / Azoto (N) org. Desvio relativo de ± 20 % em relação ao valor 

declarado, até um máximo de 2,0 pontos 

percentuais em termos absolutos 

Granulometria  Desvio relativo de ± 10 % aplicável à 

percentagem declarada de material que passa 

num determinado peneiro. 
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PFC 4: SUPORTE DE CULTURA 

Formas do nutriente declarado e 

outros critérios de qualidade 

declarados  

Tolerâncias admissíveis para o parâmetro 

declarado 

Condutividade elétrica  Desvio relativo de ± 50 % no momento do 

fabrico 

Desvio relativo de ± 75 % em qualquer momento 

da cadeia de distribuição 

pH ± 0,7 no momento do fabrico 

± 1,0 em qualquer momento da cadeia de 

distribuição 

Quantidade em volume (litros ou m³) - 5 % de desvio relativo, no momento do fabrico 

Desvio relativo de - 25 % em qualquer momento 

da cadeia de distribuição 

Determinação da quantidade 

(volume) dos materiais com 

granulometria superior a 60 mm  

Desvio relativo de - 5 % no momento do fabrico 

Desvio relativo de - 25 % em qualquer momento 

da cadeia de distribuição 

Determinação da quantidade 

(volume) do suporte de cultura 

pré-formado  

Desvio relativo de - 5 % no momento do fabrico 

Desvio relativo de - 25 % em qualquer momento 

da cadeia de distribuição 

Azoto (N) solúvel em água Desvio relativo de ± 50 % no momento do 

fabrico 

Desvio relativo de ± 75 % em qualquer momento 

da cadeia de distribuição 

Pentóxido de fósforo (P2O5) solúvel 

em água 

Desvio relativo de ± 50 % no momento do 

fabrico 

Desvio relativo de ± 75 % em qualquer momento 

da cadeia de distribuição 

Óxido de potássio (K2O) solúvel em 

água  

Desvio relativo de ± 50 % no momento do 

fabrico 

Desvio relativo de ± 75 % em qualquer momento 

da cadeia de distribuição 

PFC 6: BIOESTIMULANTE PARA PLANTAS 

Teor declarado em g/kg ou g/l a 20 ºC Tolerância admissível 

Até 25 Desvio relativo de ± 15 % para a categoria 

PFC 6 

Desvio relativo de ± 15 % quando os 

bioestimulantes para plantas são combinados 

com outros produtos fertilizantes com a 
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marcação CE no âmbito da categoria PFC 7 

Mais de 25 até 100 Desvio relativo de ± 10 % 

Mais de 100 até 250 Desvio relativo de ± 6 % 

Mais de 250 até 500 Desvio relativo de ± 5 % 

Mais de 500 ± 25 g/kg ou ± 25 g/l 
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ANEXO IV 

Procedimentos de avaliação da conformidade 

PARTE 1 

APLICABILIDADE DOS PROCEDIMENTOS DE AVALIAÇÃO DA CONFORMIDADE 

A presente parte estabelece a aplicabilidade dos módulos de procedimento de 

avaliação da conformidade, tal como especificados na parte 2 do presente anexo, para 

os produtos fertilizantes com marcação CE, em função das respetivas categorias de 

componentes, tal como especificadas no anexo II («CMC»), e das categorias 

funcionais dos produtos, tal como especificadas no anexo I («PFC»). 

1. APLICABILIDADE DO CONTROLO INTERNO DA PRODUÇÃO (MÓDULO A) 

1. O módulo A pode ser utilizado para um produto fertilizante com marcação CE que 

seja constituído exclusivamente por um ou mais dos seguintes componentes:  

(a) substâncias ou misturas à base de matérias virgens, tal como especificadas na 

categoria CMC 1,  

(b) digerido de culturas energéticas, tal como especificado na categoria CMC 4, 

(c) subprodutos da indústria alimentar, tal como especificados na categoria 

CMC 6,  

(d) micro-organismos, tal como especificados na categoria CMC 7, 

(e) aditivos agronómicos, tal como especificados na categoria CMC 8 ou 

(f) polímeros de nutrientes, tal como especificados na categoria CMC 9. 

2. O módulo A também pode ser utilizado para uma combinação de produtos 

fertilizantes, tal como especificada na categoria PFC 7. 

3. Em derrogação ao disposto nos n.
os

 1 e 2, o módulo A não pode ser utilizado para 

(a) um adubo inorgânico sólido, elementar ou composto, de macronutrientes à base 

de nitrato de amónio e com elevado teor de azoto, tal como especificado na 

categoria PFC 1(C)(I)(a)(i-ii)(A), ou uma combinação de produtos fertilizantes 

que contenha esse produto, 

(b) um inibidor da nitrificação, tal como especificado na categoria PFC 5(A)(I), 

(c) um inibidor da urease, tal como especificado na categoria PFC 5(A)(II) ou 

(d) um bioestimulante para plantas, tal como especificado na categoria PFC 6. 

2. APLICABILIDADE DO CONTROLO INTERNO DA PRODUÇÃO E DO ENSAIO 

SUPERVISIONADO DO PRODUTO (MÓDULO A1) 

O módulo A1 deve ser utilizado para um adubo inorgânico sólido, elementar ou 

composto, de macronutrientes à base de nitrato de amónio e com elevado teor de 

azoto, tal como especificado na categoria PFC 1(C)(I)(a)(i-ii)(A), e para uma 

combinação de produtos fertilizantes, tal como especificada na categoria PFC 7, que 

contenha esse produto. 
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3. APLICABILIDADE DO EXAME UE DE TIPO (MÓDULO B) E CONFORMIDADE COM O 

TIPO BASEADA NO CONTROLO INTERNO DA PRODUÇÃO (MÓDULO C) 

1. O módulo B pode ser utilizado em combinação com o módulo C para um produto 

fertilizante com marcação CE que seja constituído exclusivamente por um ou mais 

dos seguintes componentes: 

(a) Plantas, partes de plantas ou extratos de plantas não transformados ou 

transformados mecanicamente, conforme especificados na categoria CMC 2,  

(b) Outros polímeros além dos polímeros de nutrientes, tal como especificados na 

categoria CMC 10,  

(c) Certos subprodutos animais, tal como especificados na categoria CMC 11 ou 

(d) Substâncias da categoria CMC elegíveis para o módulo A, nos termos do n.º 1 

do ponto 1 sobre a aplicabilidade desse módulo. 

2. O módulo B e o módulo C podem também ser utilizados para  

(a) um inibidor da nitrificação, tal como especificado na categoria PFC 5(A)(I), 

(b) um inibidor da urease, tal como especificado na categoria PFC 5(A)(II),  

(c) um bioestimulante para plantas, tal como especificado na categoria PFC 6 e 

(d) um produto elegível para o módulo A, nos termos do n.º 2 do ponto 1 sobre a 

aplicabilidade desse módulo. 

3. Em derrogação ao disposto nos n.
os

 1 e 2, o módulo B e o módulo C não podem ser 

utilizados para um adubo inorgânico sólido, elementar ou composto, de 

macronutrientes à base de nitrato de amónio e com elevado teor de azoto, tal como 

especificado na categoria PFC 1(C)(I)(a)(i-ii)(A), nem para uma combinação de 

produtos fertilizantes que contenha esse produto. 

4. APLICABILIDADE DA GARANTIA DE QUALIDADE DO PROCESSO DE PRODUÇÃO 

(MÓDULO D1) 

1. O módulo D1 pode ser utilizado para qualquer produto fertilizante com marcação 

CE. 

2. Em derrogação ao disposto no ponto 1, o módulo D1 não pode ser utilizado para um 

adubo inorgânico sólido, elementar ou composto, de macronutrientes à base de 

nitrato de amónio e com elevado teor de azoto, tal como especificado na categoria 

PFC 1(C)(I)(a)(i-ii)(A), nem para uma combinação de produtos fertilizantes que 

contenha esse produto. 

PARTE 2 

DESCRIÇÃO DOS PROCEDIMENTOS DE AVALIAÇÃO DA CONFORMIDADE 

MÓDULO A – CONTROLO INTERNO DO FABRICO 

1. Descrição do módulo 

1. O controlo interno da produção constitui o procedimento de avaliação da 

conformidade mediante o qual o fabricante cumpre os deveres definidos nos pontos 

2, 3 e 4 e garante e declara, sob a sua exclusiva responsabilidade, que os produtos em 

causa cumprem os requisitos aplicáveis do presente regulamento. 
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2. Documentação técnica 

2.1 O fabricante deve elaborar a documentação técnica. Essa documentação deve 

permitir a avaliação da conformidade do produto fertilizante que ostenta a marcação 

CE com os requisitos aplicáveis e incluir uma análise e uma avaliação adequadas 

do(s) risco(s).  

2.2 A documentação técnica deve especificar os requisitos aplicáveis e abranger, se tal 

for relevante para a avaliação, a conceção, o fabrico e a utilização do produto 

fertilizante com marcação CE. A documentação técnica deve conter, no mínimo, os 

seguintes elementos: 

(a) Uma descrição geral do produto fertilizante que ostenta a marcação CE,  

(b) os desenhos e esquemas de conceção e de fabrico, 

(c) as descrições e explicações necessárias para a compreensão dos referidos 

desenhos e esquemas e da utilização do produto fertilizante que ostenta a 

marcação CE, 

(d) uma lista das normas harmonizadas, aplicadas total ou parcialmente, cujas 

referências foram publicadas no Jornal Oficial da União Europeia e, caso 

essas normas harmonizadas não tenham sido aplicadas, descrições das soluções 

adotadas para cumprir os requisitos essenciais do presente regulamento, 

incluindo uma lista de especificações comuns ou outras especificações técnicas 

pertinentes aplicadas. No caso de terem sido parcialmente aplicadas normas 

harmonizadas, a documentação técnica deve especificar as partes que foram 

aplicadas, 

(e) os resultados dos cálculos de conceção, dos controlos efetuados, etc. e 

(f) relatórios dos ensaios. 

3. Fabrico 

3. O fabricante deve tomar todas as medidas necessárias para que o processo de fabrico 

e o respetivo controlo garantam a conformidade dos produtos fertilizantes com 

marcação CE fabricados com a documentação técnica mencionada no ponto 2 e com 

os requisitos do presente regulamento que lhes são aplicáveis. 

4. Marcação CE e declaração UE de conformidade 

4.1. O fabricante deve apor a marcação CE a todos os produtos fertilizantes que estejam 

em conformidade com os requisitos aplicáveis do presente regulamento. 

4.2. O fabricante deve redigir uma declaração UE de conformidade para cada lote de 

produto fertilizante com marcação CE e mantê-la, com a documentação técnica, à 

disposição das autoridades nacionais, por um período de dez anos a contar da data de 

colocação no mercado do produto fertilizante com marcação CE. A declaração UE de 

conformidade deve especificar o produto fertilizante com marcação CE para o qual 

foi elaborada. 

4.3. Todos os produtos fertilizantes com a marcação CE devem ser acompanhados por 

uma cópia da declaração UE de conformidade. 

5. Mandatário 

5. Os deveres do fabricante, enunciados no ponto 4, podem ser cumpridos, em seu 

nome e sob a sua responsabilidade, pelo seu mandatário, desde que se encontrem 

especificados no mandato. 
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MÓDULO A1 – CONTROLO INTERNO DA PRODUÇÃO E ENSAIO SUPERVISIONADO DO 

PRODUTO 

1. Descrição do módulo 

1. O controlo interno da produção e o ensaio supervisionado do produto constituem o 

procedimento de avaliação da conformidade mediante o qual o fabricante cumpre os 

deveres definidos nos pontos 2, 3, 4 e 5 e garante e declara, sob a sua exclusiva 

responsabilidade, que os produtos em causa cumprem os requisitos aplicáveis do 

presente regulamento. 

2. Documentação técnica 

2.1. O fabricante deve elaborar a documentação técnica. Essa documentação deve 

permitir a avaliação da conformidade do produto fertilizante que ostenta a marcação 

CE com os requisitos aplicáveis e incluir uma análise e uma avaliação adequadas 

do(s) risco(s). 

2.2. A documentação técnica deve especificar os requisitos aplicáveis e abranger, se tal 

for relevante para a avaliação, a conceção, o fabrico e a utilização do produto 

fertilizante com marcação CE. A documentação técnica deve conter, se for aplicável, 

pelo menos os seguintes elementos: 

(a) Uma descrição geral do produto fertilizante que ostenta a marcação CE, 

(b) os desenhos e esquemas de conceção e de fabrico, 

(c) As descrições e explicações necessárias para a compreensão dos referidos 

desenhos e esquemas e a utilização do produto fertilizante que ostenta a 

marcação CE, 

(d) os nomes e endereços das instalações onde o produto e os seus principais 

componentes foram produzidos, bem como dos responsáveis pela exploração 

dessas instalações, 

(e) Uma lista das normas harmonizadas, aplicadas total ou parcialmente, cujas 

referências foram publicadas no Jornal Oficial da União Europeia e, caso 

essas normas harmonizadas não tenham sido aplicadas, descrições das soluções 

adotadas para cumprir os requisitos essenciais do presente regulamento, 

incluindo uma lista de especificações comuns ou outras especificações técnicas 

pertinentes aplicadas. No caso de terem sido parcialmente aplicadas normas 

harmonizadas, a documentação técnica deve especificar as partes que foram 

aplicadas, 

(f) os resultados dos cálculos de conceção, dos controlos efetuados, etc. e 

(g) relatórios dos ensaios. 

3. Fabrico 

3. O fabricante deve tomar todas as medidas necessárias para que o processo de fabrico 

e o respetivo controlo garantam a conformidade dos produtos fertilizantes com 

marcação CE fabricados com a documentação técnica mencionada no ponto 2 e com 

os requisitos do presente regulamento. 
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4. Controlos do produto para determinar a retenção de óleo e a resistência à 

detonação 

4. Os ciclos e o ensaio referidos nos pontos 4.1-4.3 devem ser realizados com uma 

amostra representativa do produto, pelo menos uma vez em cada três meses, em 

nome do fabricante, a fim de verificar a conformidade com  

(a) o requisito de retenção de óleo, referido no n.º 4 do ponto 

PFC 1(C)(I)(a)(i-ii)(A) do anexo I do presente regulamento, e  

(b) o requisito de resistência à detonação, referido no n.º 5 do ponto 

PFC 1(C)(I)(a)(i-ii)(A) do anexo I do presente regulamento. 

Os ensaios serão efetuados sob a responsabilidade de um organismo notificado 

escolhido pelo fabricante. 

4.1. Ciclos térmicos antes de um ensaio de conformidade com o requisito de retenção de 

óleo referido no n.º 4 do ponto PFC 1(C)(I)(a)(i-ii)(A) do anexo I 

4.1.1. Princípio e definição 

4.1.1. Num frasco Erlenmeyer, a amostra à temperatura ambiente é aquecida até 50 ºC e 

mantida a esta temperatura durante duas horas (fase a 50 ºC). Seguidamente, a 

amostra é arrefecida até à temperatura de 25 ºC e mantida a esta temperatura durante 

duas horas (fase a 25 ºC). A combinação das duas fases sucessivas a 50 ºC e a 25 ºC 

constitui um ciclo térmico. Depois de ter sido sujeita a dois ciclos térmicos, a 

amostra de ensaio é mantida à temperatura de 20 (± 3) ºC para determinação do valor 

da retenção de óleo. 

4.1.2. Aparelhos e utensílios 

4.1.2. Material corrente de laboratório, nomeadamente: 

(a) banhos de água regulados por termóstato a 25 ( 1) ºC e 50 ( 1) ºC, 

respetivamente, 

(b) Frascos Erlenmeyer com uma capacidade de 150 ml cada um. 

4.1.3. Procedimento 

4.1.3.1. Cada amostra de ensaio de 70 ( 5) g é colocada num frasco Erlenmeyer que é, de 

seguida, fechado com uma rolha. 

4.1.3.2. De duas em duas horas, cada frasco Erlenmeyer deve ser mudado do banho a 50 ºC 

para o banho a 25 ºC e vice-versa. 

4.1.3.3. Manter a água de cada banho a temperatura constante e em movimento por meio de 

agitadores rápidos para assegurar que o nível de água fica acima do nível da amostra. 

Proteger a rolha da condensação por meio de uma cápsula de espuma de borracha. 

4.2. Ciclos térmicos antes do ensaio de resistência à detonação referido no n.º 5 do ponto 

PFC 1(C)(I)(a)(i-ii)(A) do anexo I 

4.2.1. Princípio e definição 

4.2.1. Numa caixa estanque, a amostra é aquecida da temperatura ambiente até 50 ºC e 

mantida a esta temperatura durante uma hora (fase a 50 ºC). Seguidamente, a amostra 

é arrefecida até à temperatura de 25 ºC e mantida a esta temperatura durante uma 

hora (fase a 25 ºC). A combinação das duas fases sucessivas a 50 ºC e a 25 ºC 

constitui um ciclo térmico. Depois de ter sido submetida ao número requerido de 
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ciclos térmicos, a amostra de ensaio é mantida à temperatura de 20 (±3) ºC até à 

realização do ensaio de detonação. 

4.2.2. Aparelhos e utensílios 

(a) Um banho de água, regulado por termóstato num intervalo de temperatura de 

20 a 51 ºC, com uma taxa mínima de aquecimento e arrefecimento de 10 ºC/h, 

ou dois banhos de água, um regulado por termóstato a uma temperatura de 

20 ºC e o outro a 51 ºC. A água do(s) banho(s) deve ser continuamente agitada; 

o volume do(s) banho(s) deve ser suficientemente grande para garantir uma 

ampla circulação da água. 

(b) Uma caixa de aço inoxidável, totalmente estanque e equipada com um 

termopar no centro. A largura exterior da caixa deve ser de 45 ( 2) mm e a 

espessura da parede de 1,5 mm (ver figura 1). A altura e o comprimento da 

caixa podem ser escolhidos em função das dimensões do banho de água, por 

exemplo, 600 mm de comprimento e 400 mm de altura. 

4.2.3. Procedimento 

4.2.3. Introduzir na caixa, que é seguidamente fechada com a tampa, uma quantidade de 

adubo suficiente para uma única detonação.  Colocar a caixa no banho de água. 

Aquecer a água até 51 ºC e medir a temperatura no centro do adubo. Uma hora após 

o centro ter atingido a temperatura de 50 ºC, arrefecer a água. Uma hora após o 

centro ter atingido a temperatura de 25 ºC , aquecer de novo a água, para dar início 

ao segundo ciclo. No caso de se aplicarem dois banhos de água, transferir a caixa 

para o outro banho depois de cada período de aquecimento/arrefecimento. 

Figura 1 
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4.3. Ensaio de resistência à detonação referido no n.º 5 do ponto PFC 1(C)(I)(a)(i-ii)(A) 

do anexo I 

4.3.1. Descrição 

4.3.1.1 O ensaio deve ser efetuado sobre uma amostra representativa do produto fertilizante 

com marcação CE. Antes da execução do ensaio de detonação, a amostra será 

submetida na sua totalidade a um máximo de cinco ciclos térmicos em conformidade 

com as disposições do ponto 4.2. 

4.3.1.2. O produto fertilizante com marcação CE deve ser submetido ao ensaio de detonação 

num tubo de aço horizontal, nas condições seguintes: 

(a) tubo de aço sem costura, 

(b) Comprimento do tubo: não inferior a 1 000 mm, 

(c) Diâmetro nominal exterior: não inferior a 114 mm, 

(d) Espessura nominal da parede: não inferior a 5 mm, 

(e) Detonador: o tipo e a massa do detonador devem ser escolhidos por forma a 

maximizar a solicitação detonante aplicada à amostra, para que se possa 

determinar a sua suscetibilidade à propagação da detonação, 

(f) Temperatura de ensaio: 15-25 ºC, 

(g) Cilindros testemunha de chumbo para detetar a detonação: 50 mm de diâmetro 

e 100 mm de altura 

(h) colocados a intervalos de 150 mm e suportando o tubo horizontalmente. 

Far-se-ão dois ensaios. O ensaio é considerado concludente se o esmagamento 

de um ou mais cilindros de suporte de chumbo for inferior a 5 % em cada 

ensaio. 

4.3.2. Princípio 

4.3.2. A amostra de ensaio é fechada num tubo de aço e submetida ao choque detonante de 

uma carga detonadora. A propagação da detonação é determinada com base no grau 

de esmagamento dos cilindros de chumbo sobre os quais repousa horizontalmente o 

tubo durante o ensaio. 

4.3.3. Materiais 

(a) Explosivo plástico com um teor de 83 a 86 % de pentrite 

 Densidade: 1 500 a 1 600 kg/m
3
  

 Velocidade de detonação: 7 300 a 7 700 m/s 

 Massa: 500 ( 1) grama. 

(b) Sete pedaços de fio detonador flexível com revestimento não metálico 

 Massa do enchimento: 11 a 13 g/m 

 Comprimento de cada fio: 400 ( 2) mm. 

(c) Comprimido de explosivo secundário, com cavidade para receber o detonador 

 Matéria explosiva: hexogeno/cera 95/5, ou tetril ou explosivo secundário 

análogo, com ou sem adição de grafite. 

 Densidade: 1 500 a 1 600 kg/m
3
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 Diâmetro: 19 a 21 mm. 

 Altura: 19 a 23 mm 

 Cavidade central para detonador: diâmetro de 7 a 7,3 mm, profundidade 

de 12 mm. 

(d) Tubo de aço sem costura, de acordo com a norma ISO 65 – 1981 – Série 

Grandes Secções, com dimensões nominais DN 100 (4'') 

 Diâmetro exterior: 113,1 a 115,0 mm 

 Espessura da parede: 5,0 a 6,5 mm 

 Comprimento do tubo: 1 005 ( 2) mm. 

(e) Placa de fundo 

 Material: aço facilmente soldável 

 Dimensões: 160  160 mm 

 Espessura: 5 mm a 6 mm. 

(f) 6 cilindros de chumbo 

 Diâmetro: 50 ( 1) mm. 

 Altura: 100 a 101 mm 

 Material: chumbo macio, de pureza não inferior a 99,5 %. 

(g) Lingote de aço 

 Comprimento: não inferior a 1 000 mm 

 Largura: não inferior a 150 mm 

 Altura: não inferior a 150 mm 

 Massa: pelo menos 300 kg, se não houver uma base firme para o lingote. 

(h) Cilindro de plástico ou cartão para a carga detonadora 

 Espessura da parede: 1,5 a 2,5 mm 

 Diâmetro: 92 a 96 mm 

 Altura: 64 a 67 mm. 

(i) Detonador de ignição (elétrico ou outro) de força 8 a 10 

(j) Disco de madeira 

 Diâmetro: 92 a 96 mm. Diâmetro a adaptar ao diâmetro interno do 

cilindro de plástico ou cartão [alínea h) supra] 

 Espessura: 20 mm. 

(k) Haste de madeira, com as mesmas dimensões que o detonador [alínea i) supra] 

(l) Pequenos alfinetes de costureira (no máximo com 20 mm de comprimento) 
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4.3.4. Técnica 

4.3.4.1. Preparação da carga detonadora a colocar no tubo de aço 

4.3.4.1. Há dois métodos alternativos para iniciar o explosivo da carga detonadora, 

dependendo das disponibilidades de materiais:  

 por iniciação simultânea em sete pontos, tal como mencionada no ponto 

4.3.4.1.1. ou 

 por iniciação central por comprimido explosivo, tal como mencionada no ponto 

4.3.4.1.2. 

4.3.4.1.1. Iniciação simultânea em sete pontos 

4.3.4.1.1. A carga detonadora, pronta para utilização, está representada na figura 2. 

4.3.4.1.1.1. Perfurar o disco de madeira [alínea j) do ponto 4.3.3. supra], paralelamente ao 

seu eixo, no centro e em seis pontos repartidos simetricamente sobre uma 

circunferência concêntrica de diâmetro de 55 mm. O diâmetro dos furos deve ser de 

6 a 7 mm (ver corte A-B na figura 2), dependendo do diâmetro do fio detonador 

utilizado [alínea b) do ponto 4.3.3. supra]. 

4.3.4.1.1.2. Cortar sete pedaços de fio detonador flexível [alínea b) do ponto 4.3.3. supra] 

com 400 mm de comprimento cada um, evitando qualquer perda de explosivo nas 

extremidades por meio de corte rápido e vedação imediata com cola. Enfiar os sete 

pedaços de fio nos sete furos do disco de madeira [alínea j) do ponto 4.3.3. supra] até 

que as suas extremidades ultrapassem em alguns centímetros o outro lado do disco. 

De seguida, inserir transversalmente no revestimento têxtil do fio, a uma distância 

compreendida entre 5 e 6 mm a partir de cada uma das extremidades, um pequeno 

alfinete de costureira [alínea l) do ponto 4.3.3. supra], e aplicar adesivo em torno do 

exterior dos fios numa extensão de 2 cm adjacente a cada alfinete. Finalmente, puxar 

a extremidade longa de cada pedaço de fio para pôr o alfinete em contacto com o 

disco de madeira. 

4.3.4.1.1.3. Dar ao explosivo plástico [alínea a) do ponto 4.3.3. supra] a forma de um 

cilindro de 92 a 96 mm de diâmetro, dependendo do diâmetro do cilindro [alínea h) 

do ponto 4.3.3. supra]. Colocar este cilindro na vertical, sobre uma superfície plana, 

e inserir explosivo em forma de cilindro. Em seguida, introduzir o disco de madeira 
17

, munido dos seus sete pedaços de fio detonador, no topo do cilindro e empurrá-lo 

contra o explosivo. A altura do cilindro (64-67 mm) deve ser ajustada de modo a que 

o seu bordo superior não ultrapasse o nível da madeira. Finalmente, fixar o cilindro, 

por exemplo com agrafos ou pequenos pregos, ao disco de madeira, em todo o seu 

contorno. 

4.3.4.1.1.4. Agrupar as extremidades livres dos sete pedaços de fio detonador em torno da 

haste de madeira [alínea k) do ponto 4.3.3. supra], de modo a ficarem num plano 

perpendicular à mesma; em seguida, prendê-las em feixe, com fita adesiva, em torno 

da haste
18

. 

4.3.4.1.2. Iniciação central por comprimido explosivo 

4.3.4.1.2. A carga detonadora, pronta para utilização, está representada na figura 3. 

                                                 
17 O diâmetro do disco deve sempre corresponder ao diâmetro interno do cilindro. 
18 NB: Quando os seis fios periféricos ficarem esticados depois da montagem, o fio central deve ficar 

ligeiramente frouxo. 
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4.3.4.1.2.1. Preparação do comprimido 

4.3.4.1.2.1. Tomando as devidas precauções, deitar 10 g de um explosivo secundário 

[alínea c) do ponto 4.3.3. supra] num molde com um diâmetro interno de 19 a 21 mm 

e compactar até se obter uma forma e densidade corretas. (A razão diâmetro: altura 

deve ser cerca de 1:1). O fundo do molde deve ter no seu centro um espigão de 

12 mm de altura e 7,0 a 7,3 mm de diâmetro (dependendo do diâmetro do detonador 

utilizado), de modo a modelar no comprimido uma cavidade cilíndrica com vista à 

colocação do detonador. 

4.3.4.1.2.2. Preparação da carga detonadora 

4.3.4.1.2.2. Introduzir o explosivo [alínea a) do ponto 4.3.3. supra] no cilindro [alínea h) 

do ponto 4.3.3. supra] colocado na posição vertical sobre uma superfície plana e a 

seguir empurrar o explosivo para baixo utilizando um cunho de madeira que permita 

dar-lhe uma forma cilíndrica com uma cavidade central. Introduzir o comprimido 

nesta cavidade. Cobrir o explosivo moldado em cilindro e contendo o comprimido 

com um disco de madeira [alínea j) do ponto 4.3.3. supra] que tenha um furo central 

de 7,0 a 7,3 mm de diâmetro com vista à colocação de um detonador. Fixar o disco 

de madeira e o cilindro em conjunto com fita adesiva colocada em cruz. Assegurar 

que o furo feito no disco e a cavidade no comprimido são coaxiais pela introdução da 

haste de madeira [alínea k) do ponto 4.3.3. supra]. 

4.3.4.2. Preparação dos tubos de aço para os ensaios de detonação 

4.3.4.2. Numa extremidade do tubo [alínea d) do ponto 4.3.3. supra], abrir dois furos 

diametralmente opostos, de 4 mm de diâmetro, radialmente através da parede, a uma 

distância de 4 mm do seu bordo. Soldar a placa de fundo [alínea e) do ponto 4.3.3. 

supra] à extremidade oposta do tubo, enchendo completamente o ângulo reto 

formado por esta placa e pela parede do tubo com metal de adição a toda a volta da 

circunferência do tubo. 

4.3.4.3. Enchimento e carregamento do tubo de aço 

4.3.4.3. Vejam-se as figuras 2 e 3. 

4.3.4.3.1. A amostra de ensaio, o tubo de aço e a carga detonadora devem ser 

condicionados à temperatura de 20 ( 5) ºC. Para dois ensaios são necessários 16 a 

18 kg de amostra. 

4.3.4.3.2.1 Colocar o tubo na posição vertical, com a sua placa de fundo em esquadria 

assente sobre uma superfície plana e firme, de preferência de betão. Encher o tubo 

com a amostra de ensaio até cerca de 1/3 da sua altura e deixá-lo cair cinco vezes na 

vertical, de uma altura de 10 cm, a fim de que os perolados ou grânulos se 

compactem o mais possível no tubo. Para acelerar o processo de compactação, fazer 

vibrar o tubo, entre as quedas no solo, por meio de um total de dez pancadas de 

martelo aplicadas sobre a parede lateral (massa do martelo: 750 a 1 000 g). 

4.3.4.3.2.2. Repetir este método de carregamento com outra porção da amostra de ensaio. 

A última quantidade a acrescentar deve ser escolhida de modo a que, depois da 

compactação obtida através de dez levantamentos e quedas do tubo e de vinte 

pancadas de martelo dadas entretanto, a carga encha o tubo até 70 mm do seu 

orifício. 

4.3.4.3.2.3 A altura de enchimento deve ser ajustada ao tubo de aço de modo a que a carga 

detonadora (mencionada no ponto 4.3.4.1.1. ou 4.3.4.1.2.) a colocar posteriormente 

fique, em toda a sua superfície, em contacto íntimo com a amostra. 
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4.3.4.3.3. Introduzir a carga detonadora no tubo de modo a ficar em contacto com a 

amostra; a face superior do disco de madeira deve ficar 6 mm abaixo do bordo do 

tubo. Assegurar o contacto íntimo indispensável entre o explosivo e a amostra pela 

adição ou subtração de pequenas quantidades da amostra. Como se indica nas figuras 

2 e 3, introduzir pinos fendidos nos furos perto da extremidade aberta do tubo e abrir 

as suas abas até ao contacto do tubo. 

4.3.4.4. Posicionamento do tubo de aço e dos cilindros de chumbo (ver figura 4) 

4.3.4.4.1. Numerar as bases dos cilindros de chumbo [alínea f) do ponto 4.3.3. supra] de 

1 a 6.  Sobre a linha mediana de um lingote de aço (4.3.7) deitado sobre uma base 

horizontal, fazer seis marcas distanciadas de 150 mm, situando-se a primeira a uma 

distância de pelo menos 75 mm do bordo do lingote.  Colocar verticalmente sobre 

cada uma dessas marcas um cilindro de chumbo, com a base de cada cilindro 

centrada sobre a sua marca. 

4.3.4.4.2. Colocar o tubo de aço preparado de acordo com 4.3.4.3. horizontalmente sobre 

os cilindros de chumbo, de modo a que o seu eixo fique paralelo à linha mediana do 

lingote de aço e o bordo soldado do tubo se encontre a uma distância de 50 mm do 

cilindro de chumbo n.º 6. Para evitar que o tubo role, intercalar pequenas cunhas de 

madeira entre os topos dos cilindros de chumbo e a parede do tubo (uma de cada 

lado) ou colocar entre o tubo e o lingote de aço duas barras de madeira em cruz. 

Nota: Convém garantir que o tubo se encontra em contacto com todos os cilindros de 

chumbo; pode-se compensar uma ligeira curvatura na superfície do tubo rodando-o em 

torno do seu eixo longitudinal; se algum dos cilindros exceder em altura os restantes, 

dão-se ligeiras pancadas de martelo sobre o cilindro em causa até este atingir a altura 

necessária. 

4.3.4.5. Preparação do tiro 

4.3.4.5.1. Instalar o sistema de ensaio descrito no ponto 4.3.4.4. numa casamata ou local 

subterrâneo adaptado para esse efeito (galeria de mina, túnel). Durante o ensaio, a 

temperatura do tubo de aço deve ser mantida a 20 ( 5) ºC antes da detonação. 

Nota: Na falta de locais de tiro deste tipo, pode eventualmente adaptar-se um local 

num fosso revestido de betão, coberto com traves de madeira. Dado que a detonação 

pode projetar estilhaços de aço com elevada energia cinética, é necessário respeitar 

uma distância adequada entre o local da mesma e os lugares habitados ou as vias de 

comunicação. 

4.3.4.5.2. Se se utilizar a carga detonadora com iniciação em sete pontos, os fios 

detonadores devem ser esticados como se descreve na nota de rodapé do ponto 

4.3.4.1.1.4 e dispostos o mais horizontalmente possível. 

4.3.4.5.3. Por último, remover a haste de madeira e substituí-la pelo detonador. O tiro só 

pode ser realizado depois da evacuação da zona perigosa e quando os operadores 

estiverem abrigados. 

4.3.4.5.4. Detonar o explosivo. 

4.3.4.6.1 Depois do tempo de espera necessário para a dissipação dos fumos do tiro (produtos 

de decomposição gasosos, por vezes tóxicos, por exemplo gases nitrosos), 

recuperam-se os diferentes cilindros de chumbo. Medir a altura desses cilindros por 

meio de uma craveira. 



 

PT 63   PT 

4.3.4.6.2. Para cada um dos cilindros de chumbo marcados, registar o grau de 

esmagamento em percentagem da altura original de 100 mm. Em caso de 

esmagamento oblíquo dos cilindros de chumbo, registar o valor mais elevado e o 

mais baixo a partir dos quais se calcula a média. 

4.3.4.7. Pode ser utilizada uma sonda para a medição contínua da velocidade de detonação; a 

sonda deve ser introduzida longitudinalmente no eixo do tubo ou ao longo da sua 

parede. 

4.3.4.8. Executar dois tiros por amostra. 

4.3.5. Relatório de ensaio 

4.3.5. O relatório de ensaio deve indicar os parâmetros seguintes, para cada um dos dois 

tiros: 

 valores realmente medidos do diâmetro externo do tubo de aço e da espessura 

da sua parede, 

 dureza Brinell do tubo de aço, 

 temperatura do tubo e da amostra no momento do tiro, 

 densidade de acondicionamento (em kg/m
3
) da amostra carregada no tubo de 

aço, 

 altura de cada um dos cilindros de chumbo depois do tiro, especificando o 

número do cilindro a que corresponde, 

 método de iniciação utilizado para a carga detonadora. 

4.3.5.1. Avaliação dos resultados do ensaio 

4.3.5.1. O ensaio é considerado concludente se, para cada um dos dois tiros, o esmagamento 

de pelo menos um cilindro de chumbo for inferior a 5 %. 
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Figura 2 
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Figura 3 
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Figura 4 

 

5. Marcação de conformidade e declaração UE de conformidade 

5.1. O fabricante deve apor a marcação CE a todos os produtos fertilizantes que estejam 

em conformidade com os requisitos aplicáveis do presente regulamento. 

5.2. O fabricante deve redigir uma declaração UE de conformidade para cada lote de 

produto fertilizante com marcação CE e mantê-la, com a documentação técnica, à 

disposição das autoridades nacionais, por um período de dez anos a contar da data de 

colocação no mercado do produto fertilizante com marcação CE. A declaração UE de 
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conformidade deve especificar o produto fertilizante com marcação CE para o qual 

foi elaborada. 

6. Mandatário 

6. Os deveres do fabricante, enunciados no ponto 5, podem ser cumpridos, em seu 

nome e sob a sua responsabilidade, pelo seu mandatário, desde que se encontrem 

especificados no mandato. 

MÓDULO B – EXAME UE DE TIPO 

1. O exame UE de tipo é a parte do procedimento de avaliação da conformidade 

mediante a qual um organismo notificado examina a conceção técnica de um produto 

fertilizante com marcação CE e verifica e declara que o mesmo cumpre os requisitos 

do presente regulamento. 

2. A avaliação da adequação da conceção técnica do produto fertilizante com marcação 

CE pode ser efetuada mediante a análise da documentação técnica e dos elementos 

comprovativos enunciados no ponto 3.2 e o exame de espécimes de um ou mais 

componentes essenciais do produto representativos da produção prevista 

(combinação de tipo de produção e tipo de conceção). 

3.1. O fabricante deve apresentar o pedido de exame UE de tipo a um único organismo 

notificado da sua escolha. 

3.2. O pedido deve incluir: 

(a) o nome e o endereço do fabricante e, se apresentado pelo mandatário, 

igualmente o nome e o endereço deste último, 

(b) uma declaração escrita em como o mesmo pedido não foi apresentado a 

nenhum outro organismo notificado, 

(c) a documentação técnica. Essa documentação técnica deve permitir a avaliação 

da conformidade do produto fertilizante com marcação CE com os requisitos 

aplicáveis do presente regulamento e incluir uma análise e uma avaliação 

adequadas dos riscos. A documentação técnica deve especificar os requisitos 

aplicáveis e abranger, se tal for relevante para a avaliação, a conceção, o 

fabrico e a utilização do produto fertilizante com marcação CE. A 

documentação técnica deve conter, se for caso disso, pelo menos, os seguintes 

elementos: 

 uma descrição geral do produto fertilizante que ostenta a marcação CE, 

 os desenhos e esquemas de conceção e de fabrico 

 as descrições e explicações necessárias para a compreensão dos referidos 

desenhos e esquemas e a utilização do produto fertilizante que ostenta a 

marcação CE, 

 uma lista das normas harmonizadas, aplicadas total ou parcialmente, 

cujas referências foram publicadas no Jornal Oficial da União Europeia 

e, caso essas normas harmonizadas não tenham sido aplicadas, descrições 

das soluções adotadas para cumprir os requisitos essenciais do presente 

regulamento, incluindo uma lista de especificações comuns ou outras 

especificações técnicas pertinentes aplicadas. No caso de terem sido 
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parcialmente aplicadas normas harmonizadas, a documentação técnica 

deve especificar as partes que foram aplicadas, 

 os resultados dos cálculos de conceção, dos controlos efetuados, etc., 

 os relatórios dos ensaios e 

 se o produto contiver ou for constituído por subprodutos animais na 

aceção do Regulamento (CE) n.º 1069/2009, os documentos comerciais 

ou certificados sanitários exigidos nos termos do referido regulamento e 

provas de que os subprodutos animais atingiram o ponto final na cadeia 

de fabrico, na aceção desse regulamento; 

(d) os exemplares representativos da produção prevista. O organismo notificado 

pode solicitar exemplares suplementares, se o programa de ensaios assim o 

exigir; 

(e) os elementos de suporte relativos à adequação da solução de conceção técnica. 

Estes elementos de suporte devem mencionar todos os documentos que tenham 

sido utilizados, designadamente nos casos em que as normas harmonizadas 

pertinentes não tenham sido aplicadas na íntegra. Devem incluir, se necessário, 

os resultados dos ensaios realizados em conformidade com outras 

especificações técnicas relevantes pelo laboratório competente do fabricante ou 

por outro laboratório de ensaios em nome e sob a responsabilidade do 

fabricante. 

4. O organismo notificado deve proceder do seguinte modo: 

(a) Para o produto fertilizante que ostenta a marcação CE: 

(1) Examinar a documentação técnica e os elementos de suporte que 

permitem avaliar a adequação da conceção técnica do produto fertilizante 

com marcação CE. 

(b) Para o(s) exemplares(s): 

(2) Verificar se o exemplar foi produzido em conformidade com a 

documentação técnica e identificar os elementos concebidos de acordo 

com as disposições aplicáveis das normas harmonizadas e/ou 

especificações técnicas, bem como os elementos cuja conceção esteja em 

conformidade com outras especificações técnicas relevantes; 

(3) Efetuar, ou mandar efetuar, os exames e os ensaios adequados para 

verificar, caso o fabricante tenha optado pelas soluções constantes das 

normas harmonizadas e/ou especificações técnicas pertinentes, se essas 

soluções foram corretamente aplicadas; 

(4) Realizar ou mandar realizar os exames e os ensaios adequados para 

verificar se, caso as soluções constantes das normas harmonizadas e/ou 

especificações técnicas aplicáveis não tenham sido aplicadas, as soluções 

adotadas pelo fabricante cumprem os requisitos essenciais 

correspondentes do presente regulamento; 

(5) Acordar com o fabricante o local de realização das verificações e dos 

ensaios. 

5. O organismo notificado deve elaborar um relatório de avaliação que indique quais as 

atividades desenvolvidas de acordo com o ponto 4 e os respetivos resultados. Sem 
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prejuízo dos seus deveres para com as autoridades notificadoras, o organismo 

notificado só pode divulgar a totalidade ou parte do conteúdo desse relatório com o 

acordo do fabricante. 

6.1. Quando o tipo satisfizer os requisitos do presente regulamento aplicáveis ao produto 

fertilizante com marcação CE em causa, o organismo notificado deve entregar ao 

fabricante um certificado de exame UE de tipo. O certificado deve conter o nome e o 

endereço do fabricante, as conclusões do exame, as condições, se as houver, da sua 

validade e os dados necessários à identificação do tipo homologado. O certificado 

pode ser acompanhado de um ou mais anexos.  

6.2. O certificado e os seus anexos devem conter todas as informações necessárias para 

permitir a avaliação da conformidade dos produtos fertilizantes com marcação CE 

fabricados com o tipo examinado e para permitir o posterior controlo em serviço. 

6.3. Nos casos em que o tipo não cumpra os requisitos do presente regulamento, o 

organismo notificado deve recusar emitir um certificado de exame UE de tipo e deve 

informar o requerente desse facto, fundamentando especificadamente as razões da 

sua recusa. 

7.1. O organismo notificado deve manter-se a par das alterações no estado da técnica 

geralmente reconhecido que indiquem que o tipo aprovado pode ter deixado de 

cumprir os requisitos do presente regulamento e determinar se tais alterações 

requerem exames complementares. Em caso afirmativo, o organismo notificado deve 

informar o fabricante desse facto. 

7.2. O fabricante deve informar o organismo notificado que possui a documentação 

técnica relativa ao certificado de exame UE de tipo de todas as modificações ao tipo 

aprovado que possam afetar a conformidade do produto fertilizante que ostenta a 

marcação CE com os requisitos do presente regulamento ou as condições de validade 

do certificado. Tais modificações exigem uma aprovação complementar sob a forma 

de aditamento ao certificado de exame UE de tipo original. 

8.1. Cada organismo notificado deve informar a respetiva autoridade notificadora dos 

certificados de exame UE de tipo e/ou de quaisquer aditamentos que tenha emitido 

ou retirado e, periodicamente ou a pedido, disponibiliza a essa autoridade a lista de 

certificados e/ou de quaisquer aditamentos aos mesmos que tenha recusado, 

suspendido ou submetido a quaisquer outras restrições. 

8.2. Cada organismo notificado deve informar os outros organismos notificados dos 

certificados de exame UE de tipo e/ou de quaisquer aditamentos aos mesmos que 

tenha recusado, retirado, suspendido ou submetido a quaisquer outras restrições e, a 

pedido, dos certificados que tenha emitido e/ou dos aditamentos que tenha 

introduzido nos mesmos. 

8.3. A Comissão, os Estados-Membros e os outros organismos notificados podem, a 

pedido, obter cópia dos certificados de exame UE de tipo e/ou dos aditamentos aos 

mesmos. A pedido, a Comissão e os Estados-Membros podem obter cópia da 

documentação técnica e dos resultados das verificações efetuadas pelo organismo 

notificado.  

8.4. O organismo notificado deve conservar uma cópia do certificado de exame UE de 

tipo e dos respetivos anexos e aditamentos, assim como do processo técnico, 

incluindo a documentação apresentada pelo fabricante, até ao termo da validade do 

certificado. 
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9. O fabricante deve manter à disposição das autoridades nacionais cópia do certificado 

de exame UE de tipo e dos respetivos anexos e aditamentos, assim como da 

documentação técnica, durante dez anos a contar da data de colocação no mercado do 

produto fertilizante com marcação CE.  

10. O mandatário do fabricante pode apresentar o pedido referido no ponto 3 e cumprir 

todos os deveres previstos nos pontos 7 e 9, desde que se encontrem especificados no 

mandato. 

MÓDULO C – CONFORMIDADE COM O TIPO BASEADA NO CONTROLO INTERNO DA 

PRODUÇÃO 

1. Descrição do módulo 

1. A conformidade com o tipo baseada no controlo interno da produção é a parte do 

procedimento de avaliação da conformidade mediante a qual o fabricante cumpre os 

deveres estabelecidos nos pontos 2 e 3 e garante e declara que os produtos 

fertilizantes com marcação CE em causa estão em conformidade com o tipo descrito 

no certificado de exame UE de tipo e satisfazem os requisitos do presente 

regulamento que lhes são aplicáveis. 

2. Fabrico 

2. O fabricante deve tomar todas as medidas necessárias para que o processo de fabrico 

e o respetivo controlo garantam a conformidade dos produtos fertilizantes com 

marcação CE fabricados com o tipo descrito no certificado de exame UE de tipo e 

com os requisitos do presente regulamento que lhe são aplicáveis. 

3. Marcação de conformidade e declaração UE de conformidade 

3.1 O fabricante deve apor a marcação CE a cada produto fertilizante que esteja em 

conformidade com o tipo descrito no certificado de exame UE de tipo e que cumpra 

os requisitos previstos no presente regulamento. 

3.2 O fabricante deve redigir uma declaração UE de conformidade para um lote de 

produto fertilizante com marcação CE e mantê-la à disposição das autoridades 

nacionais, por um período de dez anos a contar da data de colocação no mercado do 

produto fertilizante com marcação CE. A declaração UE de conformidade deve 

especificar o lote de produto fertilizante com marcação CE para o qual foi elaborada. 

3.3. Deve ser fornecida às autoridades competentes, a pedido destas, uma cópia da 

declaração UE de conformidade. 

4. Mandatário 

4. Os deveres do fabricante podem ser cumpridos, em seu nome e sob a sua 

responsabilidade, pelo seu mandatário, desde que se encontrem especificados no 

mandato. 

MÓDULO D1: GARANTIA DA QUALIDADE DO PROCESSO DE PRODUÇÃO 

1. Descrição do módulo 

1. A garantia de qualidade do processo de produção constitui o procedimento de 

avaliação da conformidade mediante o qual o fabricante do produto fertilizante com 

marcação CE cumpre os deveres definidos nos pontos 2, 4 e 7 e garante e declara, 
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sob a sua exclusiva responsabilidade, que os produtos em causa cumprem os 

requisitos aplicáveis do presente regulamento. 

2. Documentação técnica 

2. O fabricante do produto fertilizante com marcação CE deve elaborar a documentação 

técnica. Essa documentação deve permitir a avaliação da conformidade do produto 

com os requisitos aplicáveis e incluir uma análise e uma avaliação adequadas do(s) 

risco(s). A documentação técnica deve especificar os requisitos aplicáveis e abranger 

se tal for relevante para a avaliação, a conceção, o fabrico e a utilização do produto. 

A documentação técnica deve comportar, se for esse o caso, pelo menos, os seguintes 

elementos: 

(a) Uma descrição geral do produto; 

(b) os desenhos e esquemas de conceção e de fabrico, incluindo uma descrição por 

escrito e um diagrama do processo de produção, com uma clara identificação 

de cada tratamento, recipiente de armazenagem e zona em questão, 

(c) As descrições e explicações necessárias para a compreensão dos referidos 

desenhos e esquemas e a utilização do produto fertilizante que ostenta a 

marcação CE; 

(d) Uma lista das normas harmonizadas, aplicadas total ou parcialmente, cujas 

referências foram publicadas no Jornal Oficial da União Europeia e, caso 

essas normas harmonizadas não tenham sido aplicadas, descrições das soluções 

adotadas para cumprir os requisitos essenciais do presente regulamento, 

incluindo uma lista de especificações comuns ou outras especificações técnicas 

pertinentes aplicadas. No caso de terem sido parcialmente aplicadas normas 

harmonizadas, a documentação técnica deve especificar as partes que foram 

aplicadas, 

(e) os resultados dos cálculos de conceção, dos controlos efetuados, etc., 

(f) os relatórios dos ensaios e 

(g) se o produto contiver ou for constituído por subprodutos animais na aceção do 

Regulamento (CE) n.º 1069/2009, os documentos comerciais ou certificados 

sanitários exigidos nos termos do referido regulamento e provas de que os 

subprodutos animais atingiram o ponto final na cadeia de fabrico, na aceção 

desse regulamento. 

3. Disponibilidade da documentação técnica 

3. O fabricante deve manter a documentação técnica à disposição das autoridades 

nacionais competentes por um período de dez anos a contar da data de colocação no 

mercado do produto fertilizante com marcação CE. 

4. Fabrico 

4. O fabricante deve aplicar um sistema aprovado de qualidade à produção, inspeção do 

produto final e ensaio dos produtos em causa, como se refere no ponto 5, e ser 

submetido a fiscalização, conforme especificado no ponto 6. 

5. Sistema de qualidade 

5.1. O fabricante deve aplicar um sistema de qualidade que garanta a conformidade do 

produto fertilizante que ostenta a marcação CE com os requisitos do presente 

regulamento que lhe são aplicáveis.  
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5.1.1. O sistema de qualidade deve incluir os objetivos de qualidade e uma estrutura 

organizativa, com as responsabilidades e competências técnicas dos quadros de 

gestão, no que respeita à qualidade dos produtos.  

5.1.1.1. Em relação aos compostos da categoria de componentes («CMC») 3 e ao digerido da 

categoria CMC 5, tal como definido no anexo II, os quadros superiores da 

organização do fabricante devem: 

(a) Assegurar a disponibilidade de recursos suficientes (pessoas, infraestruturas e 

equipamentos) para criar e aplicar o sistema de qualidade; 

(b) Nomear um membro da administração da empresa que será responsável por: 

 Garantir o estabelecimento, aprovação, implementação e manutenção de 

processos de gestão da qualidade; 

 Prestar informações aos quadros superiores da organização do fabricante 

sobre o desempenho da gestão da qualidade e a eventual necessidade de 

melhorias; 

 Assegurar a promoção da sensibilização para as necessidades dos clientes 

e os requisitos legais em toda a organização do fabricante e sensibilizar o 

pessoal para a pertinência e a importância dos requisitos de gestão da 

qualidade para cumprir os requisitos do presente regulamento; 

 Garantir que cada pessoa cujos deveres afetam a qualidade do produto é 

suficientemente formada e mandatada e 

 Assegurar a classificação dos documentos de gestão da qualidade 

mencionados no ponto 5.1.4; 

(c) Realizar uma auditoria interna todos os anos, ou mais cedo do que o previsto se 

desencadeada por quaisquer alterações significativas que possam afetar a 

qualidade do produto fertilizante com marcação CE e 

(d) Assegurar que são estabelecidos, dentro e fora da organização, processos de 

comunicação adequados e que existe comunicação sobre a eficácia da gestão 

da qualidade. 

5.1.2. O sistema de qualidade deve ser implementado através de técnicas, processos e ações 

sistemáticos de fabrico, de controlo da qualidade e de garantia de qualidade. 

5.1.2.1. Para os compostos da categoria de componentes («CMC») 3 e o digerido da 

categoria CMC 5, tal como definidos no anexo II, o sistema deve assegurar a 

conformidade com os critérios do processo de compostagem e de digestão 

especificados nesse anexo. 

5.1.3. O sistema de qualidade deve incluir exames e ensaios que devem ser efetuados antes, 

durante e depois do fabrico, com uma frequência especificada.  

5.1.3.1. Para os compostos da categoria CMC 3 e o digerido da categoria CMC 5, tal como 

definidos no anexo II, os exames e ensaios devem incluir os seguintes elementos: 

(a) Devem ser registadas as seguintes informações relativamente a cada lote de 

recursos: 

(1) Data de entrega; 

(2) Peso ou estimativa baseada no volume e densidade; 
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(3) Identidade do fornecedor dos recursos; 

(4) Tipo de recursos; 

(5) Identificação de cada lote e local de entrega nas instalações. Deve ser 

atribuído um código de identificação único ao longo de todo o processo 

de produção, para fins de gestão da qualidade e 

(6) Em caso de recusa, os motivos da rejeição do lote e o local para onde foi 

enviado. 

(b) Cada remessa de recursos deve ser submetida a uma inspeção visual por 

pessoal qualificado e à verificação da compatibilidade com as especificações 

dos recursos enunciados no anexo II para as categorias CMC 3 e CMC 5. 

(c) O fabricante deve recusar qualquer remessa de um determinado tipo de 

recursos se a inspeção visual o fizer suspeitar de  

 presença de resíduos perigosos ou substâncias prejudiciais para o 

processo de compostagem ou de digestão ou para a qualidade do produto 

fertilizante com marcação CE final ou  

 incompatibilidade com as especificações dos recursos enunciados no 

anexo II para as categorias CMC 3 e CMC 5, nomeadamente pela 

presença de plásticos que levem à superação do valor-limite para 

impurezas macroscópicas. 

(d) O pessoal deve ter formação sobre  

 as potenciais propriedades perigosas que podem ser associadas aos 

recursos utilizados e  

 as características que permitem detetar propriedades perigosas e a 

presença de plásticos. 

(e) Devem ser colhidas amostras dos materiais produzidos, a fim de verificar o 

respeito das especificações dos componentes estabelecidas para os compostos e 

os digeridos das categorias CMC 3 e CMC 5, no anexo II, e que as 

propriedades dos materiais produzidos não põem em causa a conformidade do 

produto fertilizante que ostenta a marcação CE com os requisitos aplicáveis 

estabelecidos no anexo I. 

(f) As amostras de materiais produzidos devem ser recolhidas, no mínimo, com a 

seguinte frequência: 

Recursos anuais 

(toneladas) 

Amostras/ano 

≤ 3000 1 

3001 – 10000 2 

10001 – 20000 3 

20001 – 40000 4 

40001 – 60000 5 

60001 – 80000 6 
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80001 – 100000 7 

100001 – 120000 8 

120001 – 140000 9 

140001 – 160000 10 

160001 – 180000 11 

> 180000 12 

(g) Se uma amostra de material produzido não cumprir um ou mais dos limites 

aplicáveis especificados nas secções pertinentes dos anexos I e II do presente 

regulamento, a pessoa responsável pela gestão da qualidade referida no ponto 

5.1.1.1, alínea b), deve: 

(1) Identificar claramente os produtos não conformes e o respetivo local de 

armazenagem, 

(2) Analisar as razões da não conformidade e tomar todas as medidas 

necessárias para evitar a sua repetição, 

(3) Assinalar, nos registos de qualidade a que se refere o ponto 5.1.4, se é 

efetuado o reprocessamento ou se o produto é eliminado. 

5.1.4. O fabricante deve conservar os registos relativos à qualidade, tais como relatórios de 

inspeção e dados de ensaios, dados de calibragem, relatórios sobre a qualificação do 

pessoal envolvido, etc.  

5.1.4.1. Para os compostos da categoria de componentes («CMC») 3 e o digerido da 

categoria CMC 5, tal como definidos no anexo II, os registos de qualidade devem 

demonstrar um controlo efetivo dos recursos, da produção, da armazenagem e da 

conformidade dos recursos e dos materiais produzidos com os requisitos aplicáveis 

do presente regulamento. Cada documento deve ser legível e estar disponível no seu 

lugar de utilização, devendo qualquer versão obsoleta ser prontamente retirada de 

todos os locais onde é utilizada ou, pelo menos, identificada como obsoleta. A 

documentação de gestão da qualidade deve incluir, pelo menos, as seguintes 

informações: 

(a) Um título, 

(b) O número da versão, 

(c) A data de emissão, 

(d) O nome da pessoa que a emitiu, 

(e) Registos sobre o controlo efetivo dos recursos utilizados, 

(f) Registos sobre o controlo efetivo do processo de produção, 

(g) Registos sobre o controlo efetivo dos materiais produzidos, 

(h) Registos das situações de não conformidade, 

(i) Relatórios sobre todos os acidentes e incidentes que ocorram no local, as suas 

causas conhecidas ou de que se suspeita e as medidas tomadas, 

(j) Registos das queixas de terceiros e da forma como foram tidas em conta, 
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(k) Registo da data, do tipo e do tema da formação seguida pelas pessoas 

responsáveis pela qualidade do produto, 

(l) Resultados da auditoria interna e das medidas adotadas e 

(m) Resultados da análise da auditoria externa e das medidas adotadas. 

5.1.5 A obtenção da qualidade exigida dos produtos e a eficácia do funcionamento do 

sistema de qualidade devem ser controladas. 

5.1.5.1. Para os compostos da categoria de componentes («CMC») 3 e o digerido da 

categoria CMC 5, tal como definidos no anexo II, o fabricante deve estabelecer um 

programa anual de auditoria interna, a fim de verificar a conformidade do sistema de 

qualidade, com os seguintes componentes:  

(1) Deve ser estabelecido e documentado um procedimento que defina as 

responsabilidades e os requisitos para o planeamento e a realização de 

auditorias internas, a criação de registos e a comunicação de resultados. Deve 

ser elaborado um relatório que identifique as não conformidades do sistema de 

qualidade e todas as medidas corretivas devem ser comunicadas. Os registos da 

auditoria interna devem ser anexados à documentação de gestão da qualidade. 

(2) Deve ser dada prioridade aos casos de não conformidade identificados em 

auditorias externas. 

(3) Os auditores não devem auditar o seu próprio trabalho. 

(4) A administração responsável pelo setor auditado deve assegurar que as 

medidas de correção necessárias sejam tomadas sem demora injustificada.  

(5) A auditoria interna realizada no âmbito de outro sistema de gestão da qualidade 

pode ser tida em conta, desde que seja preenchida por uma auditoria dos 

requisitos deste sistema de qualidade. 

5.2. O fabricante deve apresentar um pedido de avaliação do seu sistema de qualidade 

para os produtos em causa a um organismo notificado acreditado da sua escolha. O 

pedido deve incluir: 

- o nome e o endereço do fabricante e, se apresentado pelo mandatário, 

igualmente o nome e o endereço deste último, 

- uma declaração escrita em como o mesmo pedido não foi apresentado a 

nenhum outro organismo notificado, 

- todas as informações relevantes para a categoria de produto em causa, 

- a documentação relativa ao sistema de qualidade,  

- a documentação técnica de todos os elementos do sistema de qualidade 

indicados no ponto 5.1 e nos seus parágrafos. 

5.3. Todos os elementos, requisitos e disposições adotados pelo fabricante devem ser 

documentados de modo sistemático e ordenado, sob a forma de normas, 

procedimentos e instruções escritas. A documentação relativa ao sistema de 

qualidade deve permitir uma interpretação coerente dos programas, planos, manuais 

e registos de qualidade. Deve conter, em especial, uma descrição adequada de todos 

os elementos da gestão da qualidade referidos no ponto 5.1 e nos seus parágrafos. 

5.4.1. O organismo notificado deve avaliar o sistema de qualidade para determinar se este 

satisfaz os requisitos referidos no ponto 5.1 e nas suas subdivisões. 
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5.4.2. O organismo notificado deve presumir que são conformes com esses requisitos os 

elementos do sistema de qualidade que cumpram as correspondentes especificações 

da norma harmonizada pertinente. 

5.4.3. Para além de experiência em sistemas de gestão da qualidade, a equipa auditora deve 

incluir pelo menos um membro com experiência na avaliação no domínio dos 

produtos e da tecnologia dos produtos em causa e com conhecimento dos requisitos 

aplicáveis do presente regulamento. A auditoria deve incluir uma visita de avaliação 

às instalações do fabricante. A equipa auditora deve analisar a documentação técnica 

referida no ponto 2 para verificar a capacidade do fabricante de identificar os 

requisitos aplicáveis do presente regulamento e realizar os exames necessários, com 

vista a garantir a conformidade do produto fertilizante que ostenta a marcação CE 

com esses requisitos. 

5.4.4. A decisão deve ser notificada ao fabricante. A notificação deve conter as conclusões 

da auditoria e a decisão de avaliação fundamentada. 

5.5. O fabricante deve comprometer-se a cumprir os deveres decorrentes do sistema de 

qualidade aprovado e a mantê-lo em condições de adequação e eficácia.  

5.6.1. O fabricante deve manter o organismo notificado que tiver aprovado o sistema de 

qualidade ao corrente de qualquer alteração planeada para o referido sistema. 

5.6.2. O organismo notificado deve avaliar as alterações propostas e decidir se o sistema da 

qualidade alterado continua a satisfazer os requisitos referidos no ponto 5.2 ou se é 

necessária uma reavaliação. 

5.6.3. Este organismo deve notificar o fabricante da sua decisão. A notificação deve conter 

as conclusões do exame e a decisão de avaliação fundamentada. 

6. Vigilância sob a responsabilidade do organismo notificado 

6.1 O objetivo desta vigilância é garantir que o fabricante cumpre devidamente os 

deveres decorrentes do sistema de qualidade aprovado. 

6.2. O fabricante deve permitir ao organismo notificado o acesso, para fins de avaliação, 

aos locais de fabrico, inspeção, ensaio e armazenagem, devendo facultar-lhe todas as 

informações necessárias, em especial: 

- a documentação relativa ao sistema de qualidade, 

- a documentação técnica referida no ponto 2, 

- os registos relativos à qualidade, tais como relatórios de inspeção e dados de 

ensaios, dados de calibragem e relatórios sobre a qualificação do pessoal 

envolvido. 

6.3.1 O organismo notificado deve proceder a auditorias periódicas para se certificar de 

que o fabricante mantém e aplica o sistema de qualidade e fornecer-lhe os relatórios 

dessas auditorias.  

6.3.2 Para os compostos da categoria de componentes («CMC») 3 e o digerido da 

categoria CMC 5, tal como definidos no anexo II, o organismo notificado deve, 

durante cada auditoria, recolher e analisar amostras de materiais produzidos, devendo 

as auditorias ser realizadas com a seguinte frequência: 

(a) Durante o primeiro ano de vigilância da instalação em causa pelo organismo 

notificado: com a mesma frequência que a frequência da colheita de amostras 

indicada no quadro do ponto 5.1.3.1, alínea f) e 
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(b) Durante os anos de vigilância seguintes: com metade da frequência que a 

frequência da colheita de amostras indicada no quadro do ponto 5.1.3.1, alínea 

f). 

6.4 Além disso, o organismo notificado pode efetuar visitas sem aviso prévio às 

instalações do fabricante. Durante essas visitas, o organismo notificado pode, se 

necessário, realizar ou mandar realizar ensaios de produtos para verificar se o sistema 

de qualidade está a funcionar corretamente. O organismo notificado deve fornecer ao 

fabricante relatórios das visitas, bem como dos eventuais ensaios. 

7. Marcação de conformidade e declaração UE de conformidade 

7.1. O fabricante deve apor a marcação CE e, sob a responsabilidade do organismo 

notificado referido no ponto 5.2, o número de identificação deste último a cada 

produto que esteja em conformidade com os requisitos aplicáveis do presente 

regulamento. 

7.2.1 O fabricante deve redigir uma declaração UE de conformidade para cada lote de 

produto fertilizante com marcação CE e mantê-la à disposição das autoridades 

nacionais, por um período de dez anos a contar da data de colocação no mercado do 

produto fertilizante com marcação CE. A declaração UE de conformidade deve 

especificar o lote de produto para o qual foi elaborada. 

7.2.2. Deve ser fornecida às autoridades competentes, a pedido destas, uma cópia da 

declaração UE de conformidade. 

8. Disponibilidade da documentação do sistema de qualidade 

8. O fabricante deve manter à disposição das autoridades nacionais, durante um período 

não inferior a dez anos a contar da data de colocação no mercado do produto: 

- A documentação referida no ponto 5.3; 

- A alteração, aprovada, a que se refere o ponto 5.6 e os seus parágrafos; 

- As decisões e os relatórios do organismo notificado referidos nos pontos 5.6.1 

a 5.6.3, no ponto 6.3 e no ponto 6.4. 

9. Dever de informação dos organismos notificados 

9.1. Cada organismo notificado deve informar as respetivas autoridades notificadoras das 

aprovações de sistemas de qualidade que tenha emitido ou retirado e, periodicamente 

ou a pedido, disponibilizar a essas autoridades a lista de aprovações de sistemas de 

qualidade que tenha recusado, suspendido ou submetido a quaisquer outras 

restrições. 

9.2. Cada organismo notificado deve informar os outros organismos notificados das 

aprovações de sistemas de qualidade que tenha recusado, suspendido ou retirado e, a 

pedido, das aprovações de sistemas de qualidade que tenha emitido. 

10. Mandatário 

Os deveres do fabricante, enunciados nos pontos 3, 5.2, 5.6.1 a 5.6.3, 7 e 8, podem 

ser cumpridos, em seu nome e sob a sua responsabilidade, pelo seu mandatário, 

desde que se encontrem especificados no mandato. 
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ANEXO V 

Declaração UE de conformidade (n.º XXX)
19

 

1. Produto fertilizante com marcação CE (número de produto, de lote, de tipo ou de 

série): 

2. Nome e endereço do fabricante e, se for caso disso, do respetivo mandatário: 

3. A presente declaração UE de conformidade é emitida sob a exclusiva responsabilidade 

do fabricante. 

4. Objeto da declaração (identificação do produto que permita o seu rastreio; pode 

incluir-se uma imagem, se necessário para a identificação do produto fertilizante com 

marcação CE): 

5. O objeto da declaração acima mencionada está em conformidade com a legislação da 

União aplicável em matéria de harmonização: 

6. Referências às normas harmonizadas aplicáveis utilizadas ou às outras especificações 

técnicas em relação às quais é declarada a conformidade: 

7. Se for aplicável, o organismo notificado ... (nome, número) efetuou … (descrição da 

intervenção) e emitiu o certificado: 

8.  Informações complementares:  

Assinado por e em nome de:  

(local e data da emissão): 

(nome, cargo) (assinatura): 

                                                 
19 É facultativo para o fabricante atribuir um número à declaração UE de conformidade. 
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Introduction 

The market of fertilising products covers different categories namely fertilisers, soil 

improvers, liming materials, growing media, plant biostimulants, fertiliser additives and 

mixtures thereof. For an explanation see also glossary of technical terms in Section 10. Each 

product category has different characteristics and safety profiles depending on the nature of 

the feedstock used in manufacturing them (mined feedstock, domestic organic and secondary 

raw materials from waste streams or industrial by-products) as well as different market 

dynamics.  

Fertilisers provide 'food for plants'. They replenish soils with nutrients and help professionals 

and private consumers to maintain or increase crop yields to produce food and non-food 

products (e.g. energy commodity crops) for the world's growing population. They accounted 

for approximately 60% of the registered yield increase in the last 50 years. Consequently, the 

access to efficient fertilisers to feed an additional 2 billion people by 2050 is a relevant issue.  

Fertilisers can be divided into three sub-categories: 

1. inorganic fertilisers composed of synthetic chemicals and/or minerals such as various 

nitrogen, phosphate, and potassium substances; 

2. organic fertilisers mainly made of organic matter from various sources such as 

processed manure and compost; 

3. organo-mineral fertilisers which result from the chemical reaction between organic 

and inorganic fertilisers with the objective to delay the release of nutrients. 

Alongside fertilisers, other product categories such as soil improvers, liming materials and 

growing media are also used in agriculture to improve crop yield.  

Soil improvers include products added to soil in situ to maintain or improve its physical, 

chemical or biological properties (e.g. increasing organic matter/carbon content through 

adding compost, limiting soil dewatering and erosion…). 

Liming materials are inorganic products whose main function is to correct soil acidity. 

Growing media are products used in horticulture to offer a growing substrate for root 

development, e.g. off-soil greenhouse production systems, potted plants in nurseries. 

Plant biostimulants are products that, when applied to a crop or to its rhizosphere (on the soil 

close to the roots), will influence its nutrition pathways and hence will either enhance its 

nutrition efficiency or its resistance to abiotic stress, or modify the quality traits of the plant, 

mainly by improving the crop’s capacity for nutrient uptake or by improving its nutrient use 

efficiency.  

Agronomic fertiliser additives are products which influence the release patterns of nutrients 

present in fertilising products to modify their availability for feeding crops more efficiently.  

As illustrated in Figure 1 below, the inorganic fertiliser business represents 80% of the 

estimated total value of the EU fertilising product market. Not all inorganic fertilisers are 

marketed as EC fertilisers (See Section 2). The organic fertiliser market represents around 

4.5% of the market. This figure however excludes raw manure which is an important source 

of nutrients for crops but is mainly used by farmers directly on their own or neighbouring 

fields generally without commercial transactions. Commercial transaction of raw manure 
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between Member States is subject to mutual agreement under Regulation (EC) No 1069/2009
1
 

laying down health rules as regards animal by-products and derived products not intended for 

human consumption (hereinafter the Animal By-Products Regulation - ABPR). By 

convention raw manure is therefore not considered as a fertilising product in the sense of the 

future regulation on fertilising products and should not be included in its scope. 

Organo-mineral fertilisers, soil improvers, liming materials and growing media represent 

about 12.5 % of the current value of the EU fertiliser market. Plant biostimulants represent 

only 2.25% but with a strong market development potential. Lastly agronomic fertiliser 

additives represent less than 1% of the current market value but again with a strong market 

development potential. See Annex I for more details on the current size and future market 

trends for each sub-category. 

Figure 1: Market value distribution per category of fertilising products. 

(Source: the Fertilisers Study) 

 
Note: ’Other products’ can be defined as products the primary objective is not to bring nutrients to the plants. 

According to Eurostat and the Fertilisers Study
2
, the EU fertilising product market as 

presented above, is an economic sector that has between EUR 20 billion and EUR 25 billion 

in annual turnover. Around 95 000 to 100 000 jobs (expressed as Full Time Equivalent) are 

involved: i.e. approximately 1% of European Gross Value Added for the whole 

manufacturing sector and 0.2-0.3% of the workforce in manufacturing. 

Due to the lack of available statistics in Eurostat (except for inorganic fertilisers), the number 

of SMEs active in the sector was estimated on the basis of information collected from various 

industry federations. In the inorganic fertilisers (which are international trade commodities), 

large companies represent 75% of the total market value whereas for the other groups of 

products, SMEs represent approximately 98%. In total, 90% of the number of enterprises 

active in the production, sales and imports of fertilising products are estimated to be SMEs. 

As fertilising products are key ingredients for crop production, a competitive European 

fertilising product industry is essential to ensure a reliable access of European agriculture to 

fertilising products at competitive prices. 

                                                 
1  OJ L 300, 14.11.2009, p 1 
2 http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/final_report__23jan2012_en.pdf. 
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1. PROCEDURAL ISSUES AND CONSULTATION OF INTERESTED PARTIES 

1.1. Identification 

Lead Directorate General: Internal Market, Industry, Entrepreneurship and SMEs (DG 

GROW). 

Other Directorates-General involved in the ISSG: Environment, Health, Agriculture, Trade, 

Secretariat General and Legal Service. 

Agenda Planning/WP Reference: 2012/ENTR/001. 

1.2. Organisation and timing 

DG Growth set up an Inter-service Steering Group (ISSG) on the revision of Regulation (EC) 

No 2003/2003 (hereinafter the ‘Fertilisers Regulation’) to which the above-mentioned 

Services were invited. The ISSG met in July 2012, February 2013, May 2013, September 

2013, March 2014, May, July and October 2015 in order to discuss the preparation of the 

impact assessment and the legal proposal. The members of the ISSG were also invited to 

participate in meetings with industry and Member States representatives held during the 

preparation of this report. 

1.3. Consultation and expertise 

In September 2009, the French Ministry for Food, Agriculture, Fisheries and Rural Affairs 

and the French Ministry for Economy, Financial Affairs and Industry organised a workshop
3
 

to identify the main regulatory failures that hamper the functioning of the EU fertilising 

product market. It concluded that the intra-EU trade of fertilising products not covered by the 

Fertilisers Regulation is hindered by diverging national requirements. The entry into force of 

Regulation (EC) No 764/2008
4
 of the European Parliament and of the Council of 9 July 2008 

(hereafter the ‘Mutual Recognition Regulation’) that applies to non-harmonised products has 

not entirely met the expectations of the economic operators in terms of reducing the 

administrative burden. Many Member States hold negative opinions towards applying mutual 

recognition to fertilising products covered by national rules as described in Section 3.2. 

In December 2010, the Commission published the results of an ex-post evaluation
5
 of the 

Fertilisers Regulation and the implications of the entry into force of the Mutual Recognition 

Regulation for the fertilising products sector (hereinafter 'the ex-post evaluation'). The 

evaluation covered 10 Member States representing around 75% of the total EU fertilising 

products consumption in 2008, 28 companies and 4 European Trade associations. The 

evaluation concluded that the Fertilisers Regulation had been effective in simplifying and 

harmonising the regulatory framework for the inorganic fertiliser market. However, the 

limited scope of the current Fertilisers Regulation was seen as the most important deficiency 

to be addressed in order to ensure a functioning internal market. The findings of the ex-post 

evaluation are further detailed in the problem definition and are all addressed by this impact 

assessment. 

In January 2011, the Commission mandated an external study for the collection of data on the 

EU fertilising product market and the assessment of different policy options in view of the 

potential extension of the scope of the Fertilisers Regulation. During the preparation of this 

                                                 
3 300 Participants from 20 Member States represented the EU fertiliser industry, public administration, farmer 

organisations and NGOs. 
4 OJ L 218, 13.8.2008, p. 21-29. 
5 Available at: http://ec.europa.eu/growth/sectors/chemicals/specific-chemicals/index_en.htmas  
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study (hereinafter the ‘Fertiliser Study’
6
), a broad range of businesses and competent 

authorities
7
 were invited to share their expertise on the current legal framework for the 

placing on the market of fertilising products through several questionnaires and interviews.  

The consultation confirmed that the intra-EU trade of fertilising products other than those 

covered by the Fertilisers Regulation is hindered by major differences between national 

legislation covering the placing on the market of national fertilising products (i.e. fertilising 

products not covered by the Fertilisers Regulation). More details are available in Section 3 

and Annex II. 

These differences lead to considerable additional costs of product registration for producers 

(according to the analysis described in Table 23 of Annex III this could amount up to 

EUR 25.2 million annually for the whole industry).  

In December 2011, the results of the study and a set of policy options for the revision of the 

Fertilisers Regulation were presented to the Working Group of the Competent Authorities 

responsible for the implementation of the Fertilisers Regulation (hereinafter referred to as the 

‘Fertilisers WG’), which is composed of representatives of the Member States and open to 

observers from EU fertilising products manufacturers, non-EU producing countries, 

environmental NGOs, Trade Unions, Farmers and Consumer associations
8
. The options 

examined in this impact assessment were presented in detail and stakeholders were requested 

to provide their initial views on the options either orally in the meeting or by sending written 

comments to the Commission in the subsequent weeks. Since 2011, the members of the 

Fertilisers WG were regularly consulted on the developments of a future proposal for a 

revised Regulation and at the beginning of 2014 bilateral meetings took place in several 

European capitals to discuss the possible consequences of the revision of the Fertilisers 

Regulation for the competent authorities and local stakeholders. The outcomes of the Member 

States consultation are detailed in Section 6 for each examined option. 

In the framework of the implementation of the Small Business Act, requests for inputs on the 

various options examined in this impact assessment report were submitted to Small and 

Medium Size Enterprises (SMEs) during the last quarter of 2012 via the Enterprise Europe 

Network
9
. The aim of this consultation was to ensure that the specific concerns of SMEs 

involved in the production and/or marketing of fertilising products could be considered. 

61 companies in 10 Member States participated in the consultation. In summary, the replies 

show that SMEs are in favour of a flexible regulatory approach to allow an easy access to the 

market of safe products.  

In line with the Commission Communication on Industrial Policy
10

 "to ensure that all policy 

proposals with a significant effect on industry undergo a thorough analysis for their impacts 

on competitiveness", a consultant team was mandated to further deepen the economic analysis 

                                                 
6 http://ec.europa.eu/smart-regulation/evaluation/search/download.do?documentId=4416 
7 23 Member States plus Norway and 38 companies replied to the fertiliser survey 
8 COPA COGECA, CEN (European Committee for Standardisation), EEB (European Environmental Bureau), 

IMPHOS (World Phosphate Institute), Fertilisers Europe (European Fertilisers Association), EFBA 

(European Fertilisers Blenders Association), EFIA (European Fertilisers Imports Association), EBIC 

(European Biostimulant Industry Council), EPAGMA (European Peat and Growing Media Association), 

ECN (European Compost Network), EBA (European Biogas Association)… 
9 See the annex of the European Commission guidelines on Impact Assessment concerning the “SME test” at: 

http://ec.europa.eu/enterprise/policies/sme/files/docs/sba/iag_2009_annex_en.pdf. 
10 COM(2010) 614 "An Integrated Industrial Policy for the Globalisation Era: Putting Competitiveness and 

Sustainability at Centre Stage". 
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of the effects of the various options on business competitiveness – hereinafter referred to as 

‘the Competitiveness Proofing’
11

 – in several key sectors. Annex IV (SME test and 

competitiveness proofing) summarises the results of the SMEs survey as well as the analysis 

of impacts on competitiveness. 

In the course of 2012, the Commission organised 13 meetings of four ad-hoc technical 

working groups composed of representatives of competent authorities, the fertilising products 

industry and NGOs to discuss a broad range of technical issues related to the implementation 

of the different options identified in the Fertiliser Study. The overall structure of a possible 

proposal, definitions of the various categories of products, agronomic and safety criteria as 

well as labelling and enforcement issues were addressed. A summary of the main outcomes of 

the stakeholders consultations carried out since 2012 is available in Annex XII. 

In 2013, the Commission mandated an external consultant to carry out an analysis of existing 

regulatory approaches in the Member States and third countries for plant biostimulants and 

agronomic fertiliser additives. Although there are grounds and support from the technical 

working groups to cover these product categories in a future proposal, some details about 

information on safety and quality requirements needed to be further worked out
12

 in 

cooperation with representatives of the industry and Member States.  

The various consultations conducted as part of the preparation of this impact assessment 

report have been carried out in compliance with the Commission's minimum standards on 

consultation
13

. Since mid-2010, all the relevant target groups have been consulted. In each 

consultation, the Commission has allowed sufficient time for participation. All the opinions 

expressed in writing and/or orally during the consultation procedure have been considered by 

the Commission. During the consultation period, DG GROW made an extensive use of the 

Fertilisers Working Group as an open platform for Member States, industry and NGOs to 

collect feedback on various issues relating to the revision and in particular on the content of 

the various options (see Annex XII). An open public consultation to help the Commission to 

better identify and define the main barriers to the development of a more circular economy 

was organised mid 2015. The outcomes of that consultation regarding the market of 

secondary raw materials for fertiliser use are reported in Annex XII. 

1.4. Scrutiny by the Commission Impact Assessment Board 

The Impact Assessment Board of the European Commission assessed a draft version of the 

present impact assessment and issued its first opinion on 22 January 2014. The Impact 

Assessment Board made several recommendations to improve the quality of the report 

Therefore a revised draft impact assessment report: 

– Better showed the magnitude of the problems related to the fragmentation of the 

internal market, mutual recognition of fertilisers and weaknesses of the Fertilisers 

Regulation (amendments to section 3, Annex II, Annex XI);  

                                                 
11 http://bookshop.europa.eu/en/competitiveness-proofing-fertilising-materials-pbNB0413158/ 
12 Plant biostimulants and agronomic fertiliser additives include a huge variety of different products. The level 

of details in data to be required for the assessment of such products will depend on the potential risks that 

they can cause to the environment and human health.  The study has been used as input to determine an 

adequate approach as regard the level of information that operators will have to submit 

http://ec.europa.eu/growth/sectors/chemicals/specific-chemicals/index_en.htm 
13 Available at: http://www.cc.cec/home/dgserv/sg/stakeholder/index.cfm?lang=en&page=guidance . 
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– Better demonstrated that diverging national rules create adverse consequences in 

terms of trade within the EU and competition distortions in different segments of 

fertilisers' market (amendments to sections 2, 3.1, Annex II); 

– Better presented the operational set-up of the various options and clarified the 

content of their safety and quality requirements (amendments to section 5 and Annex 

VII); 

– Clarified how the proposed maximum limit values for contaminants were selected 

and how they relate to the current values in commercialised products and limit values 

in national legislation (amendments to section 3.3, Annexes VI and XI; 

– Improved the assessment of the economic, environmental and social impacts of the 

proposed limit values for contaminants and clarified any significant international 

impacts ( amendments to sections 3.5, 3.6 and 5, Annexes VI); 

– Explained how stakeholders' concerns as regards the preferred option have been 

addressed and described the results of the consultations carried out in view of the 

preparation of the revision. 

The Impact Assesment Board issued its second opinion on the revised report on 16
th

 July 

2014.  

In light of the recommendations in the second opinion, this final report: 

– Provides more evidence regarding the extent of the market fragmentation, the role of 

the diverging national rules as a driver and the size of environmental and public 

health concerns (amendments to Sections 3.1, 3.2.1, 3.3.1, 6.3.3); 

– Better defines the content of each option, the need for harmonised standards, 

transitional provisions and the intervention logic (amendments to Section 5 and  

Annex VII); 

– Explains the reasons for setting the proposed limit values for contaminants, how a 

consensus was achieved and under which conditions Member States can deviate from 

them under Article 114 TFEU (Amendments to Sections 3.3.1, 6.3.3 and 3.7.2); 

– Explains in deeper details the order of magnitude of key impacts (Amendments to 

Section 6 and Annex XIII); 

– Better justifies the assumptions underpinning the calculations of the development 

costs of harmonised standards (Annex III); 

– Better presents stakeholders views throughout the report 

2. REGULATORY CONTEXT 

Regulation (EC) No 2003/2003
14

 of the European Parliament and of the Council of 

13 October 2003 relating to fertilisers only covers inorganic fertilisers listed in its Annex I. 

Other fertilising products are – if at all – currently governed by national legislation in the 

Member States. 

The Fertilisers Regulation replaced Council Directive 76/116/EEC which covered inorganic 

fertilisers and had been amended several times. The Fertilisers Regulation intended to 

                                                 
14 OJ L 304, 21.11.2003, p. 1-194 
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harmonise the inorganic fertiliser market and to reduce the complexity of the regulatory 

environment in the pre-2003 period in line with the SLIM initiative (‘Simpler Legislation for 

the Internal Market’). According to the ex-post evaluation, the Fertilisers Regulation has 

effectively contributed to this objective by removing the various procedures required by 

national legislation, thus eliminating the former trade barriers for 60 to 70% of inorganic 

fertilisers although the marketing of national inorganic fertilisers is still permitted
15

. It has 

also facilitated the import of inorganic fertilisers from third countries as reported by the 

European Fertilisers Importers Association (EFIA).  

Still, such a benefit from the Regulation is not able to counterbalance the generally negative 

trend in the EU exports of fertilisers (See Annex I, Section 2) during the last decade that 

reflects, primarily, the lower production costs in certain non-EU countries (e.g. Russia, North 

African countries) due to the availability of cheaper raw materials (gas, phosphate rocks) in 

those regions. 

The Fertilisers Regulation (See Annex X) lays down rules for ‘EC Fertilisers’ with regard to 

their agronomic efficacy and information about their nutrient content to farmers. However the 

result of the consultations described under section 1.3 indicates that there is a need to 

strengthen the environmental and human health protection aspects in the Fertilisers 

Regulation, in particular through setting limit values for potential contaminants in inorganic 

fertilisers (for more details see section 3.3 below). 

The Fertilisers Regulation does not affect fertilising products placed on the market in Member 

States in accordance with national rules which consist of a basic law supplemented by 

technical annexes that are subject to regular updates as confirmed by notifications under 

Directive 98/34.  Around 50% of the fertilising product market value is out of the scope of the 

Fertilisers Regulation. 

In general, Member States' fertilising product laws are not limited to inorganic fertilisers but 

cover a broader range of fertilising products. As confirmed in the ex-post evaluation, national 

rules diverge with regard to; inter alia, definitions and scope, forms of national registration 

and authorisation procedures, environmental or safety requirements, labelling, national 

standards for control and market surveillance. National regulatory approaches for domestic 

organic and secondary raw materials differ also as regards the origin of the authorised waste 

materials used for their production as well as regards the limit values for contaminants and 

product standards applying to them. Lastly, some rules can be contained not only in fertilising 

product law but also in legislation pertaining to waste, water protection or chemical 

legislation. (See Annex XI for more details on the scope of national laws and evidence 

showing their divergences and Annex II for examples of additional compliance costs due to 

the current regulatory framework).  

Fertilising products legally placed on the market according to national rules should circulate 

freely within the internal market according to the mutual recognition principle. This concept 

is based on the assumption that Member States are applying equivalent criteria for the 

protection of the environment and human health so that a product lawfully produced and 

marketed in one Member State enjoys a basic right to free movement in another Member 

State. However, as described in Section 3.2 and in Annex II, there are indications that mutual 

recognition is not functioning well for fertilising products covered by national rules. 

                                                 
15  Manufacturers can also market inorganic fertilisers according to national rules to satisfy demand for products 

with different compositions from those defined in the Fertilisers Regulation. On average, 30 to 40% of the 

volume of inorganic fertilisers marketed in Europe is still covered by national legislation. 
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Several Member States are already engaged in the development of a local market for 

fertilising products in line with the objectives of the circular economy action plan on the use 

of recycled nutrients. However, the current regulatory context, i.e. the non-functioning mutual 

recognition of national authorisations makes the access to the entire EU market for the 

producers of such products often prohibitively expensive. The resulting lack of critical mass 

for such fertilising products limits their visibility for end users and hampers investment in the 

sector. The problem is of particular importance for producers established in Member States 

with a small domestic market compared to the surplus of organic, secondary raw materials 

(typically manure) of which they dispose. 

3. PROBLEM DEFINITION 

3.1. Lack of awareness about nutrient recycling   

Further efforts to manage the nutrient cycle in a more resource-efficient, sustainable and cost-

effective way are required under the General Union Environment Action Programme to 2020 

'Living well, within the limits of our planet'. 

Global competition for resources is increasing worldwide. Concentration of phosphorus mines 

and gas fields outside the EU makes the EU fertilising product industry and the European 

society dependent and vulnerable on imports, high prices of raw materials as well as the 

political situation in supplying countries. The transition to nutrient recycling would therefore 

be a key element to increase the European food security. 

The production of inorganic fertiliser is high energy intensive. It has been estimated that 2% 

of the world's energy production is devoted to the production of inorganic nitrogen fertilisers 

(Source: International Fertilisers Industry Association - IFA). In 2007, the global inorganic 

fertiliser industry (including nitrogen and phosphorus fertilisers) generated 465 million tons 

of CO2 (Source: IFA). Nutrient recycling would contribute to mitigation of climate change via 

less energy demanding technologies which can combine sometimes the production of 

alternative energy sources (e.g. digestion of bio-wastes generating bio-gas and heat) thereby 

contributing to a transition towards a low-carbon and more sustainable economy. 

Disrupted nutrient recycling is a problem for Europe and all over the world. Phosphorus and 

nitrogen are lost across environmental media during food production or are wasted instead of 

being used for plant nutrition. The leaks of nitrogen and phosphorus from human activities 

have led to ecological deterioration of surface water via eutrophication and "dead-sea" 

bottoms in coastal oceans along the EU coastlines close to mined phosphorus factories. The 

total losses to water and landfill are substantial and would account for 30% to 35% of the 

annual usage of phosphorus fertilisers (Source: The European Sustainable Phosphorus 

Platform). 

By maintaining the value of the raw materials and energy used in products from extraction to 

recycling, the transition towards a more circular economy
16

 can promote innovation, 

increased competitiveness in the sector and lead to job creation (See also annex VIII Section 

3.1.1 for more details).  

Possibilities to stimulate further substitution of inorganic phosphate fertilisers by alternatives 

have been examined in the Commission Communication on future steps in bio-waste 

management in the EU
17

 as well as in the Consultative Communication on sustainable use of 

                                                 
16  http://ec.europa.eu/smart-regulation/impact/planned_ia/docs/2015_env_065_env+_032_circular_economy_en.pdf 
17 COM (2010) 235 final 
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phosphorus
18

. Priority actions include rigorous enforcement of the targets on diverting bio-

waste away from landfills
19

 as well as proper application of the waste hierarchy and other 

provisions of the Waste Framework Directive to introduce separate collection systems as a 

matter of priority. Progress in this regards can be accelerated with initiatives such as the 

technical report supporting the End of Waste criteria for biodegradable waste (e.g. compost 

and digestate) finalised by the Joint Research Centre in January 2014
20

 (hereinafter 'the JRC 

EoW report').  

Several other EU legislations are also regulating the safe use of fertilising products to ensure 

the protection of water resources and air quality. Annex V contains a list of relevant existing 

EU legislations with information on their relation to fertilising products. 

3.2. Lack of internal market 

The internal market only exists for a majority of inorganic fertilisers and several types of 

liming materials. Fertilising products derived from the recycling of bio-wastes and biomass 

do not have access to the internal market due to the existence of diverging national rules and 

standards. 

Inclusion in the current Fertiliser Regulation of such products is challenging. This Regulation 

as it stands is clearly tailored for well characterised, inorganic fertilisers from primary raw 

materials. The current Regulation lacks robust control mechanisms and safeguards necessary 

for creating trust in products from inherently variable composition.  

As illustrated in Annex II and in Table 22 of Annex III, the multiplicity of diverging national 

rules leads to additional compliance costs for non-harmonised products
21

 which discourage 

economic operators to find new markets. For example, a company active in the production of 

organic fertilisers mentioned that total compliance costs to five national legislation  can 

amount up to EUR 90 000. Given the low profit margin of the sector (around 10%), the 

investment would be only paid off after 10 years. 

The lack of an internal market can also be illustrated by the costs of marketing fertilising 

products in various Member States. According to an EU fertiliser association, prices of 

similar organic fertilisers can vary by a factor of two between Member States. A maximum 

price difference of 60% for organo-mineral fertilisers between Member States was also 

reported. 

Table 52 of Annex IV shows that the costs of registration, compliance check and labelling are 

the top three identified costs for SMEs. A range of estimated compliance costs per type of 

requirements is also described in table 52. 

This situation hampers intra–EU trade of organic fertilisers although there is a growing 

interest from industry to find new markets as mentioned in Section 3.2 and Figure 16 of 

Annex IV which shows that around 80% of SMEs supports the harmonisation process. It is 

                                                 
18  COM (2013) 517 final 
19 The Landfill Directive requires that waste is treated before being landfilled. Member States shall 

progressively reduce landfilling of municipal biodegradable waste by 35% in 2016 compared to 1995. A 

landfilling ban by 2025 is foreseen under the renewed Circular Economy Package  
20  http://ipts.jrc.ec.europa.eu/publications/pub.cfm?id=6869 
21  In this regard, the costs of registration of new products in the EU (estimated to be around EUR 25 million 

annually – see annex III) does not take into account direct compliance costs (e.g. fees) and indirect 

compliance costs (e.g. searching information on how to register products, costs of translation) that are 

illustrated with few examples in Annex II. Identical products are sometimes treated differently between 

Member States as there is no common definition for organic based materials. 
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however difficult to assess the impacts of the lack of harmonisation as there is no information 

about the number of companies that were discouraged to trade because of the complex legal 

environment. 

The lack of an internal market concerns products derived from various types of organic 

materials such as some organic fertilisers or organic soil improvers for which, according to 

some national legislation, users need an environmental permit from waste management 

authorities to dispatch the material
22

. However, compost or digestate for example that do not 

require a permit or an exemption under waste law but are recognised as organic fertiliser or 

organic soil improver can be used at lower costs. The UK's Quality Protocol for compost, for 

example, allows the use of compliant compost in England and Wales without having to pay an 

exemption fee related to waste status. The avoided costs were estimated at more than GBP 

2/tonne of compost (The Composting Association, 2006). 

It has also been reported that farmers are hesitant to use materials classified as waste as it may 

be perceived as causing adverse impacts to the environment and agricultural produce. In that 

case, compost price for example is often very low compared to its actual agricultural benefits. 

In fact, it is likely that the agronomic value of compost is higher than the price paid for it 

when it is considered as a waste
23

. 

The recycling of organic materials (organic waste, animal by-products, sewage sludge, by-

products from the agro-food industry…) generates market development opportunities for 

European manufacturers by using domestic feedstock to produce either organic or inorganic 

fertilisers
24

. Such products could make the EU less dependent on inorganic fertilisers 

produced in non-EU countries with finite resources (e.g. phosphorus) or intensive energy 

consumption (e.g. nitrogen fertilisers).  

For example, some initiatives to recover nutrients from animal manure have emerged in 

Member States where the high amount of animal manure produced each year becomes an 

environmental problem. As animal manure has a low market value, it should be processed 

into a tradable good before being exported to other Member States. However, the complex 

regulatory framework (multiplicity of national rules regarding the treatment of animal by-

products, difficulty to apply for mutual recognition of fertiliser, varying implementation of the 

Waste Framework Directive) prevents economic operators to develop further the market of 

secondary raw materials and the trade of fertilisers stemming from them across the EU.  

National authorities still use national or even regional analytical test methods. The diversity of 

such national testing standards hampers the recognition of fertilising products sourced from 

domestic resources or lead to additional compliance costs notably as regards labelling
25

. The 

issue of the existence of diverging national standards could be addressed by developing 

harmonised EN standards. 

Moreover, as reported in the ex-post evaluation, national producers often lack knowledge on 

the legal situation in other Member States and are unsure whether they should adapt their 

products to the requirements of the Member State of destination by modifying the product 

(which means additional costs) or if they can rely on Mutual Recognition procedures (which 

                                                 
22  See for example Section 2 of Annex XI 
23  For instance, it was a reason for including end-of-waste criteria in the Austrian Compost Ordinance to avoid 

that the value of compost is unduly underestimated because of waste status. 
24  Ashes from the incineration of biomass contains exclusively nutrients in the inorganic form 
25  See examples of diverging national provisions for the growing media sector in Section 3 of Annex XI 
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may cause delay for access to the market and costs of prior authorisation procedure in some 

Member States). 

According to the ex-post evaluation, although trade barriers have been removed for about 60 

to 70% of the inorganic fertiliser sector, economic operators still have to comply with 

diverging national rules for the remaining part of the inorganic fertilisers sector in particular 

with respect to limit values for contaminants. 

3.3. The impacts of mutual recognition of fertilisers covered by national laws 

The free movement of goods is one of the fundamental pillars of the EU, and is being upheld 

by the principle of mutual recognition deriving from the case law of the Court of Justice of 

the EU. According to that principle, Member States may not prohibit the making available on 

their market of any product (including fertilisers) that is lawfully placed on the market of 

another Member State, unless they can demonstrate that there are specific legitimate reasons 

(i.e., in the case of fertilisers, mainly protection of the environment and of human health) 

against accepting the product. Regulation (EC) No 764/2008 on Mutual Recognition 

(hereinafter 'MRR') regulates the application of that principle. According to the MRR, a 

Member State intending to impose such a prohibition on a product based on a technical rule 

shall notify the economic operator wishing to market the product. After the expiry of the time 

limit for the receipt of comments from the economic operator, the Member State shall take a 

decision and notify the economic operator thereof. The MRR also obliges Member States to 

designate Product Contact Points ('PCPs'), whose task is, i.a. to provide information to 

operators upon request. 

The ex-post evaluation found that in 2009, the year of entry into force of MRR, an annual 

average of no more than 5 to 10 fertilising products had been placed on the market under the 

application of the procedures for mutual recognition in most Member States. Since then, the 

yearly reports of the Member States on the implementation of the MRR show that 20 Member 

States out of 27 specifically mentioned issues relating to fertilising products. They are 

reported as one of the product categories for which economic operators submit many 

information requests to PCPs, which means that there is a significant interest in intra-EU 

trade, but that economic operators are uncertain about the requirements applicable in different 

Member States (See Annex II for more details).  

In February 2010, DG ENTR published a guidance document on the application of the MRR 

to prior authorisation procedures
26

. The yearly reports on the implementation of MRR do not 

show that this guidance document has eased the difficulties of economic operators in this 

regard. Some Member States have continuously indicated encountering particular difficulties 

with the implementation of the MRR for products subject to prior authorisation procedure in 

general, and fertilising products in particular.  

The ex-post evaluation has identified three main areas of concern for Member States and 

industry: 

3.3.1. Lack of trust in MRR by economic operators 

For a few operators, the use of the Mutual Recognition Regulation provides a suitable 

alternative as a way to overcome the lengthy registration procedures of the Fertilisers 

Regulation or the various registration procedures and tests required in the different Member 

States. However, the ex-post evaluation (See a summary of the report in annex XII) shows 

                                                 
26  http://ec.europa.eu/enterprise/policies/single-market-goods/free-movement-non-harmonised-sectors/mutual-

recognition/index_en.htm 
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that a large majority of operators doubt the effectiveness of the MRR in the area of fertilising 

products. During the survey organised for the ex-post evaluation industry complained about 

the lack of clarity of the European legislation on mutual recognition, and argued that this tool 

is not suitable for creating uniform market conditions for fertilising products in the EU.  

The high technical complexity and diversity of national rules applying to a large range of 

products/ingredients (sometimes captured in positive lists) and the uncertain outcome of 

procedures invoked by Member States on the grounds of human health or environment 

protection deter economic operators from applying for mutual recognition. 

In addition, several Member States apply prior authorisation procedures
27

 which the MRR has 

explicitly left out of its scope. Such procedures discourage economic operators from 

marketing their products in Member States where the procedures are in place. This conclusion 

is not altered by the fact that the Court of Justice of the European Union has defined certain 

conditions to be fulfilled for such procedures to be justified with regard to the free movement 

of goods.  

3.3.2. Divergences in environmental and human health safety standards 

Member States are concerned that the MRR may jeopardise their national requirements to 

protect the environment (in particular their national soil and water standards) and/or human 

health. For example, one Member State reported 4 cases of requests for mutual recognition in 

2010, where all four products exceeded the limit on heavy metals that it had imposed 

nationally. 

There are also concerns that inappropriate or low quality products will enter the market. For 

example, one Member State stated that some recycling companies, which are not fertilising 

products producers, may try to put low quality products (in terms of agronomic efficacy and 

contaminants levels) on the market to get rid of potentially dangerous waste or ineffective by-

products as fertilising products. This would be achieved by lawfully placing them on the 

market in a Member State where no environmental or quality criteria for such products apply, 

and benefit from the mutual recognition procedure to make them available in other, more 

stringent, Member States. 

3.3.3. Additional costs for Member States  

The view that the MRR does not have the potential to create a functioning internal market for 

fertilising products was repeatedly expressed by almost all Member States during the various 

consultations
28

. 

The burden of proof in justifying the measures adopted according to the MRR lies entirely 

with the Member States, and not with the economic operators. Member States need to comply 

with strict rules regarding the production of evidence that national technical rules are required 

to ensure that overriding public interest for health and environment are respected. The 

application of the MRR therefore imposes administrative costs on Member States.  

In particular, Member States mentioned that many enquiries for mutual recognition were 

outside the scope of the MRR
29

 (sometimes more than 50% of questions) which in their view 

                                                 
27  A measure by which, before a product may be placed on a given Member State's market, the competent 

authority of that Member State should give its formal approval following an application. 
28 With the exception of one Member State who sees the Mutual Recognition Regulation as a means to allow an 

internal market for non-harmonised fertilisers if producers are able to demonstrate that the product complies 

with the national legislation of the country of origin. Since 2010, this Member State has already recognised 

133 fertilising products under the Mutual Recognition Regulation. 
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creates useless administrative costs on national competent authorities. This is seen as resulting 

mainly from the complexity of the legislations in place and the confusion of economic 

operators with regard to the concept of 'legally placed on the market in another Member 

States. According to the Fertilisers Study, the annual costs for competent authorities to 

analyse requests for mutual recognition is around EUR 420.000 (See Annex III p 46). 

Member States' authorities have also expressed strong concerns to the Commission that their 

administrations might be overwhelmed if many fertilising products lawfully placed on the 

market in other Member States with different technical requirements were to be placed on 

their markets over a short period of time. National authorities would not be able to react 

within the short period of time provided for by the MRR (maximum 40 calendar days). This 

could lead to a situation where products lawfully marketed in another Member State would be 

marketed in their territories as well, without giving the receiving Member State any 

possibility to challenge the assessment of their potential risks for health and the environment. 

In addition, Member States do not necessarily use the same analytical methods for control 

purposes. This can lead to administrative costs for authorities who verify with their own 

methods that the fertilising product complies with the requirements for human health and the 

environment applicable in another Member State. 

In addition to the direct costs, reliance on mutual recognition is likely to have significant 

opportunity costs. The large number of information requests to PCPs indicates that there is 

willingness to trade within the EU across national borders. Regulatory uncertainty and 

hurdles, in particular in the form of national pre-marketing authorisation schemes, have been 

reported in the ex-post evaluation. The current regulatory framework discourages fertiliser 

producers using domestic resources from expanding their markets beyond national borders. 

This limits competition, which in turn implies that farmers may be paying higher prices for 

fertilising products. The potential costs hereof have not been included in the quantitative 

impact assessment, due to the difficulty to estimate its magnitude, but must not be 

disregarded. 

3.4. Weaknesses of the current EU Fertilisers Regulation 

3.4.1. Lack of consideration for environmental and public health concerns 

In recent decades, interests have moved from solely providing extensive information about 

the nutrient content of fertilisers to also addressing environmental concerns. The current 

provisions are however lagging behind in this respect as no limits for contaminants are 

specified. The Fertilisers Regulation is therefore perceived as providing a lower level of 

protection of the environment and public safety than national legislation and, from the 

information collected from Member States, can even be used as a means to circumvent some 

national safety provisions by selling inorganic fertilisers containing harmful substances as 

EC Fertilisers
30

. 

In fact, Article 14 (c) of the Fertilisers Regulation requires that “a fertiliser type may only be 

included in Annex I if under normal conditions of use it does not adversely affect human, 

animal or plant health or the environment”. It is therefore the responsibility of the 

                                                                                                                                                         
29  Products for which the MRR does not apply (e.g. products for which there is partly or full harmonisation at 

EU level) or products for which the query did not concern a technical rule within the meaning of MRR 
30 The specific case of cadmium in phosphate fertilisers has been subject to a separate impact assessment. 

The two impact assessments are fully consistent with each other and complementary.  One Member State 

reported also that some phosphorus derivate products (e.g. phosphonates) authorised under the plant 

protection product regulation are added to EC fertilisers for plant nutrition purposes. 
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Commission and the Fertilisers Committee to check that a fertiliser type is not harmful before 

it is included in Annex I of the Fertilisers Regulation. However, several Member State 

authorities argued that the information required in the technical files for the registration of 

new fertilisers as EC Fertilisers is not clearly stipulated
31

. According to these Member States, 

the nature of the information to be provided and how this information should be presented 

should be specified more precisely. Moreover, the evaluation of these technical files should 

be given to a scientific committee of technical experts covering the whole range of relevant 

disciplines, which are not necessarily represented in the Fertilisers Working Group/Fertilisers 

Committee. 

In addition, the Inter Service Steering Group has highlighted that the absence of contaminants 

limits for EC fertilisers is an issue for other pieces of EU legislation and policy: 

 As regards the protection of surface water, EU Environmental Quality Standards 

(EQS) for several contaminants
32

 in rivers, lakes and other surface waters have been 

adopted under the Water Framework Directive 2000/60/EC and there is an obligation 

for Member States to progressively reduce and in some cases completely phase out 

emissions, discharges and losses of those substances to the aquatic environment. 

Recent research suggests that the EQS for cadmium may not be sufficiently strict to 

properly protect the aquatic ecosystem
33

. Mined inorganic phosphate fertilisers are 

identified as the main contributor to soil cadmium inputs and surface water inputs 

through runoffs.  

 As regards groundwater, specific measures also have to be taken under the Water 

Framework Directive to prevent and control groundwater pollution and achieve good 

groundwater chemical status. Directive 2006/118/EC on the protection of 

groundwater against pollution and deterioration includes criteria for assessing the 

chemical status of groundwater and for identifying trends in pollution of groundwater 

bodies. Under this Directive the Member States are required to establish threshold 

values for a so-called minimum list of pollutants in case they identify risks of 

pollution. This list includes arsenic, cadmium, lead, and mercury which are found in 

mined phosphate fertilisers. The Groundwater Directive also includes a European 

quality standard for nitrates based on the Nitrate Directive. The presence of nitrates 

in groundwater is mainly due to an excessive use of inorganic nitrogen fertiliser and 

manure.  

 Contaminants in food are regulated by Regulation (EC) No 1881/2006 setting 

maximum levels for certain contaminants in foodstuffs. The Regulation provides an 

increased level of protection of consumers from listed pollutants (nitrate, lead, 

cadmium, mercury, PCBs and PAHs
34

). Several recent scientific opinions
35

 and 

                                                 
31 The current technical requirements (e.g. information on effects on health, environment and safety, agronomic 

data) are described in a non-binding guidance document produced by the Commission in cooperation with 

Member States, industry and CEN experts.  

http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/2009_02_03_new_guidance_final_en.pdf. 
32 For example, cadmium, mercury, PAHs are listed as priority hazardous substances; lead and nickel as 

priority substances in Directive 2008/105/EC and the recently adopted Directive 2013/39/EC. 
33  E. Van Ael et al., Environnemental Pollution 186 (2014) 165-171. 
34 PolyChlorinated Biphenyls and Polycyclic Aromatic Hydrocarbons 
35  Scientific Opinion of the Panel on Contaminants in the Food Chain on a request from the European 

Commission on cadmium in food. The EFSA Journal (2009) 980, 1-139 

Scientific Opinion on tolerable weekly intake for cadmium. EFSA Journal 2011;9(2):1975. [19 pp.]  

Scientific Opinion on Lead in Food. EFSA Journal 2010; 8(4):1570. [151 pp.]. 
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exposure reports
36

 demonstrated the need to further reduce dietary exposure to heavy 

metals such as cadmium and lead. Food is the major source of human exposure to 

lead and it accumulates in the body and most seriously affects the developing central 

nervous system in young children. EFSA has recommended reducing the dietary 

exposure to lead in food by lowering existing maximum levels and setting additional 

maximum levels for lead in relevant commodities. On cadmium, EFSA concluded 

that the current exposure to Cd at the population level should be reduced as well.  

(See Section 6.3.3 and Annex VI for more details). 

 Except for the use of sewage sludge in agriculture, which is regulated by Directive 

86/278/EEC, there are no standards for soil contaminants at EU level. Nevertheless, 

the Soil Thematic Strategy
37

 advocates for action at source to prevent diffuse soil 

contamination. There is evidence that contaminants inputs from anthropogenic 

sources (including fertilising products) affect the natural background concentration 

of such contaminants in arable soils. For example, the French Environment and 

Energy Management Agency (ADEME 2007) estimated that approximately 4,500 

tons/year of copper and zinc are added to agricultural soils in France mainly due to 

animal manure spreading on farm fields. Chromium, nickel and lead have inputs 

ranking between 500 to 1,000 tons/year and approximately 150 tons of arsenic, 50 

tons of cadmium and 12 tons of mercury are added each year to French soils from 7 

different sources
38

. Fertilising products (inorganic fertilisers, soil improvers, liming 

materials, animal manure) contribute to more than 50% of the inputs mentioned 

above and their intensive use leads to difficulties for Member States to correctly 

enforce the Directives on water protection and the Regulation on the maximum 

values for contaminants in foodstuffs. 

Plastic mulch films offer a wide range of advantages for farmers. For example, it 

reduces the amount of water, energy and chemicals used for crop production
39

. 

However, 68% of the plastic mulch films used in EU agriculture (Annex I contains 

some information on the size of this market) are not recycled and end up in landfills, 

incinerators or are left on soils which lead to reduced crop yields
40

 .  

 Finally, urea-based fertilisers are an important source of ammonia emissions, an 

important air pollutant, and the review of the Fertilisers Regulation should also 

include appropriate solutions to minimise such emissions. Urea-based fertilisers 

represent about 20% of total inorganic fertiliser use in the EU but due to higher 

volatility compared to other sources of nitrogen, they are responsible for about 50% 

of the ammonia emissions deriving from fertiliser use. Compared to the total 

                                                 
36  Cadmium dietary exposure in the European population. EFSA Journal 2012;10(1):2551. [37 pp.]  

Lead dietary exposure in the European population. EFSA Journal 2012; 10(7):2831. [59 pp.] 
37  COM (2006) 231 
38  http://partage.ademe.fr/data/public/6c32bb3647341cab67e6572af4dd921d.php?lang=fr  

http://partage.ademe.fr/data/public/128cc3ee8770a890156fbea88a92292b.php?lang=fr 

(in particular spatial representation of soil contamination on pages 149 to 168) 
39  It has been demonstrated that the amount of drinking water that could be saved with the use of plastic mulch 

is equivalent to the annual water demand of over 8 million people. Similarly, 6% fossil fuels could be saved 

annually which corresponds to the residential energy use of 24.8 million people in Chine (Source: BASF) 
40   In China, an average decrease over 15 years of 8.5% per year in cotton field has been correlated to the use of 

10µm polyethylene mulch film (Source: BASF) 
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ammonia emissions from agriculture overall, urea-based fertilisers represent 

approximately 10% of these emissions
41

. 

In conclusion, the compliance with the very stringent limits for contaminants in water and 

food becomes more and more difficult because of the presence of contaminants in the 

environment brought by anthropogenic interventions such as farming activities. This confirms 

the need for an overall action to limit further contaminants inputs to arable soils through the 

use of fertilising products which remain important contributors to soil contamination.   

3.4.2. Market access problems for new products 

The inorganic fertiliser industry is a mature industry. Novelty is limited compared to the 

chemicals industry, and even more so compared to the plant protection product industry. It is 

mainly concentrated on the development of agronomic fertiliser additives that modify the 

nutrient release pattern. 

The impact of the Fertilisers Regulation on innovation in inorganic fertiliser is nevertheless an 

important source of concern for industry
42

.The key problem is the lengthy procedure for the 

listing of a new product type in Annex I to the Fertilisers Regulation. It takes on average 4-5 

years to get a new type included in Annex I during which time the related products cannot be 

marketed as an EC Fertiliser. Most companies believe that this duration is not in pace with the 

innovation cycle in the inorganic fertiliser industry
43

, which is of the order of 1-2 years. 

The main reasons for this unduly long approval period are the time required for the 

development of European Standards
44

 for test methods to ensure market surveillance for the 

new EC Fertiliser type and the lengthy discussion in the Fertilisers Working Group/Fertilisers 

Committee where decisions on the relevant technical files are taken. 

The provisions of the current Fertilisers Regulation are tailored for conventional fertilisers, 

typically inorganic or chemically produced, from well characterised primary raw materials. 

These provisions are not adapted to new fertilising products produced from organic or 

otherwise unknown materials, such as animal by-products or recycled waste. In particular the 

robust control mechanisms and safeguards necessary for creating trust in such products are 

missing, and the links with existing legislation on animal by-products and waste are not clear.  

This distortion of competition turns in favour of conventional inorganic fertilisers and 

hampers the investment in new fertilising products from domestic organic or secondary raw 

material, in particular in Member States with a small domestic fertiliser market compared to 

their organic matter surplus. 

Moreover market dynamics have evolved since the entry into force of the Fertilisers 

Regulation which covered only inorganic fertilisers. EU farmers are increasingly demanding 

more products allowing for new combinations of fertilising products not in the scope of the 

current Fertilisers Regulation and tailored to the needs of their crops. 

                                                 
41 The other main agricultural source of ammonia emission is manure. Options to regulate manure management 

are addressed separately in the review of the EU air policy  

 http://ec.europa.eu/environment/air/pdf/clean_air/Final%20Report.pdf 
42  During the SMEs consultation (Annex IV), more than 83% of the responding companies estimated that the 

harmonisation would improve the access to the EU market for more sustainable products. The industry 

associations consulted during the ex-post evaluation expressed the same concerns 
43 From the time of invention to the development of a final product with all the necessary internal tests 
44 This time is needed to ensure examination of stakeholder comments. Although CEN is required to develop 

standards in 36 months, this deadline is not always met for technical reasons. 
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3.5. Drivers of the problem 

– The market for fertilising products is evolving. More focus on the recovery of 

nutrients is already well recognised in some Member States but not yet at EU level. 

– The regulatory framework for the EU fertilising product market becomes 

increasingly complex. Member States have adopted national measures with different 

scopes, authorisation procedures, limits for contaminants, labelling requirements, and 

control measures that entail extra compliance costs for industry and for authorities 

themselves. Moreover, there is a general lack of confidence among the Member 

States in the mutual recognition of fertilising products because of diverging levels of 

stringency in national legislation. This complex regulatory framework is not 

conducive to innovation in the whole sector and emerging products are thus not 

available throughout the Union market (See Annex XI) in particular for domestic 

organic and secondary raw materials. 

– Member States and industry suffer from that complexity.  There are growing 

expectations and demands from various industry segments for a better integrated EU 

regulatory framework with faster procedures to favour the emergence of more 

fertilising products sourced from domestic resources (See the summary of the SMEs 

consultation in Annex IV).  

– Member States do not have the necessary human resources to ensure sufficient 

market surveillance activities for products placed on their market in accordance with 

the MRR. For example, the Italian authorities reported during the ex-post evaluation 

that Mutual Recognition of national fertilisers harms the process of market 

surveillance as the Italian system is based on a system of registration of companies. 

– Expectations from farmers and society in general in terms of protection of the 

environment, human health and better use of natural resources (including lands) are 

also expanding. The absence of maximum limits for contaminants at EU level is 

perceived to be a clear limitation of the Fertilisers Regulation and an area where 

Member States would like to see specific harmonised provisions put in place. 

Limited awareness among farmers and a general lack of information about the 

potential release of ammonia from urea-based fertilisers contributes to negative 

health impacts through increased concentrations of secondary particulate matter and 

increased nitrogen deposition and acidification (See Annex VI and Annex VIII 

Section 3.3 for more details). 

3.6. Who is affected, in what ways and to what extent? 

In the current situation, the stakeholders listed below are affected by the identified 

weaknesses of the Fertilisers Regulation, the shortcomings of the application of the Mutual 

Recognition Regulation, and trade barriers caused by the diverging requirements of the 

Member States' national laws: 

European fertilising products manufacturers (in particular SMEs), importers, distributors, 

traders and retailers who, without a harmonised market for new products sourced from local  

raw materials  have to comply with different rules throughout the Union and thereby continue 

to face extra compliance costs. This hampers the recycling of nutrients from bio-wastes, 

hence the development of the circular economy and makes the EU more vulnerable to imports 

from non-EU countries. Inorganic fertiliser producers have difficulties to market new 
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products due to the lengthy procedures for inclusion of new fertiliser types in Annex I to the 

Fertilisers Regulation.   

Private and public recovery operators (such as operators of waste water treatment plants or 

of waste management plants producing compost or digestates) want to valorise their outputs 

and at the same time will face, due to the revised waste legislation under preparation in the 

framework of the Circular Economy Package, increasingly difficult disposal regulations and 

recycling targets (landfill ban of organic wastes by 2025 and 70% recycling of municipal 

solid waste by 2030). 

National competent authorities have difficulties enforcing their national limit values for 

contaminants due to their obligations to accept the free circulation of EC Fertilisers which do 

not specify any limit value for contaminants and the mutual recognition of fertilising 

products. This situation undermines the efforts made by some Member States to impose 

stringent rules to protect their environment and/or human health.   

Food safety authorities face difficulties in the implementation of safe maximum levels of 

contaminants in foodstuffs without unduly restricting the supply of food commodities that are 

beneficial and essential to human health (fruits, vegetables, cereal…). These limits are set 

taking into account the recommended daily intake but also considering the current load of 

contaminants in the environment.  

The general population has no access to a wide variety of new fertilising products sourced 

from domestic resources. Some parts of the population are affected by the presence of 

contaminants in fertilising products. According to EFSA, exposure of the general population 

to cadmium and lead needs to be reduced (See Section 3.3.1 and Annex VI Section 5 for more 

details). Such safety concerns are not equally addressed by the Member States. 

EU farmers, professional gardeners and the general public currently do not benefit from 

an internal market for fertilising products because of existing trade barriers between Member 

States, which limits competition. Access to a broad range of valuable domestic raw materials 

(e.g. compost) is currently hampered by their classification as waste or variations in the 

implementation of waste legislation in Member States. New agri-environmental climate 

measures are in place under the Rural Development Programs to promote the use of organic 

fertilisers with the aim to increase the organic matter content of arable soils.  

Phosphate producing companies in non-EU countries and the European inorganic 

fertiliser industry currently have no incentives to develop and implement technologies that 

are able to remove cadmium during the production of inorganic phosphate fertilisers. 

The underlying drivers of the problem and the direct and indirect consequences are 

summarised in Figure 2. 



 

 

Figure 2: Drivers, problems and consequence of the lack of internal market for fertilising products 
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3.7. Expected evolution of the problem 

If no action is taken, legal and administrative divergences between Member States will 

increase leading to a more fragmented internal market for fertilising products. Consequently, 

operators proposing alternatives to conventional  inorganic fertilisers to support the circular 

economy would remain confined to their national markets which will not help to reduce the 

dependance of the Union on critical raw material such as phosphorus or on imports of 

important volumes of natural gas for the production of inorganic nitrogen fertilisers. The Bio 

Based Industries Joint Undertaking
45

 has identified phosphorus recycling for fertiliser 

production as an emerging and economically promising new value chain from organic waste. 

Easy access to the internal marketfor such fertiliser would be a pre-conditon for achieveing 

this goal and bringing results from research to the market.   

Member States will continue to take national legislative action to reduce the potential 

negative impacts of the presence of contaminants in fertilising products which will further 

increase the fragmentation of the market. As there would be less market opportunities to 

export organic fertilisers made of processed animal manure, Member States would continue to 

request derogations under the EU Nitrate Directive to allow farmers to apply raw manure in 

vulnerable zones leading to increase risk of eutrophication of water bodies. Municipalities 

would have increasing difficulties to valorize the  outputs of waste treatment plants as market 

opportunities would remain limited in particular in densely populated areas.   

If the number of requests for mutual recognition increases with the increasing fragmentation 

of the market, national competent authorities wishing to enforce stringent limit values to 

avoid soil contamination, and thereby food and water contamination, will have increasing 

difficulties to review such requests in accordance with the requirements of the MRR. 

In the absence of limits for contaminants in EC Fertilisers, accumulation of contaminants 

(particularly heavy metals) in the soil will continue, contrary to the objectives of the Soil 

Thematic Strategy, and Member States wishing to enforce national limit values for EC 

Fertilisers would have to request derogations based on Article 114(5) TFEU. This would 

create administrative burdens for Member States – examples from the past have shown that 

gathering the necessary data requires significant resources for the requesting Members States 

as well as for the Commission in order to evaluate and decide on the requests. 

The objectives of a Commission communication on a new Clean Air Programme for Europe
46

 

will be more difficult to achieve unless ammonia emission from urea-based fertilisers is 

specifically addressed in EU legislation. EU consumers would not be equally protected 

against exposure to heavy metals such as cadmium and lead through the food chain as some 

Member States may not wish to enforce limit values for contaminants in fertilising products. 

EU farmers, professionals and citizens would have limited access to efficient and innovative 

products at competitive prices because of extra compliance costs that fertilising products 

producers currently face due to the complex regulatory framework. 

                                                 
45  http://bbi-europe.eu/ 
46  COM (2013) 0918 final 

http://eur-lex.europa.eu/resource.html?uri=cellar:bbdc17de-76dd-11e3-b889-01aa75ed71a1.0001.01/DOC_1&format=PDF 

 



 

25 

 

3.8. EU right to act 

3.8.1. Legal basis 

The legal basis for action is Article 114 of the Treaty on the Functioning of the European 

Union (TFEU), which is also the legal basis of the current regulation. The objective of Article 

114 is to establish an internal market while ensuring a high level of protection of human 

health and the environment. 

3.8.2. Subsidiarity and Proportionality 

From the point of view of the operators diverging national measures have led to an incoherent 

regulatory framework that does not provide a level playing field for all manufacturers and 

leads to increased compliance costs. These existing market barriers in the form of diverging 

national regulatory frameworks can only be removed though EU action.  

Pursuant to Article 31(2) of the Fertilisers Regulation, requests have been submitted to 

include fertilising products made of secondary raw materials in its Annex I. Such requests 

have been so far rejected on the grounds that the current Fertilisers Regulation does not 

provide the necessary regulatory procedures to ensure the safety of such products. 

Consequently, the competition between more sustainable fertilising products in line with the 

circular economy and inorganic fertiliser produced in line with a linear economy model is 

currently tilted in favour of the latter.  

The weaknesses of the current Fertilisers Regulation and the problems that they cause cannot 

be resolved by Member States alone, as a revision of the regulation requires EU action. 

As the amount of fertilising products applied on arable soils depends on the crop grown and 

soil and climatic conditions in each Member State, this impact assessment report will only 

concern the placing on the market of fertilising products, while it will continue to be left to 

Member States to regulate the use of such products (e.g. amounts that can be applied per 

hectare). In addition, a future framework would have to provide flexible tools to address 

emerging concerns from Member States relating to safety by providing an appropriate 

procedure for managing fertilising products presenting a risk. 

According to Article 114 (4) and (5) TFEU, Member States may maintain or introduce 

national limits for contaminants based on the evaluation of risks for the environment and 

human health under certain strict conditions and after authorisation by the Commission. 

As one of the general policy objective of the initiative aims at reaching a critical mass for 

fertilising products made of domestic secondary raw materials through the development of an 

internal market for such products, product harmonisation should not go beyond what is 

necessary for providing the regulatory certainty required to incentivise large scale investment 

in the circular economy while imposing a high level of protection of health and the 

environment.   

The proportionality of possible options will be discussed in more details in later sections of 

this report.  

4. OBJECTIVES 

4.1. General policy objective 

The general objective is to incentivise large scale fertilising products production in the EU 

from domestic organic or secondary raw materials by creating a regulatory framework 
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granting such fertilisers access to the internal market and to address the well-recognised issue 

of soil contamination by contaminants present in fertilisers. 

4.2. Specific policy objectives 

In order to achieve the general objectives and address the identified problems, the following 

specific objectives have been identified: 

– To ensure an improved functioning internal market and a level playing field for 

manufacturers and importers of fertilising products in particular for those made of 

domestic and secondary raw materials in line with the Circular Economy model; 

– To reduce the administrative burden resulting from diverging national rules and 

incomplete application of the mutual recognition of fertilising products; 

– To improve the safety of fertilising products as regards the protection of the 

environment and human health (in particular soil, water, air and food quality); 

– To ensure coherence with other existing EU legislation to support investments into 

new economic opportunities for public and private operators. 

4.3. Operational objectives 

– To remove trade barriers for the intra-EU trade of fertilising products; 

– To limit pollutants levels in fertilising products; 

– To reduce administrative burdens for economic operators, Member States authorities 

and the Commission, improve the overall cost efficiency and simplify the regulatory 

framework; 

– To facilitate innovation and allow a quicker access to the market for more sustainable 

products, in particular for organic products issued from the recycling of nutrients 

from biomass, in accordance with the objectives of a European Circular economy. 

– To streamline the information obligations requirements as regards quality parameters 

for all product categories in order to allow farmers and consumers to easily compare 

products and address the information gaps for users concerning urea-based fertilisers 

as regards their impact on the environment. 

4.4. Consistency with other policies and objectives 

Consistency with other EU policies and stated priorities has been sought in the development 

of the policy options. Policies particularly considered include: 

– 'Europe 2020'
47

, notably in relation to its smart, sustainable and inclusive growth 

priorities and associated flagship initiative on 'Resource Efficient Europe'. An 

internal market for organic fertilising products would help to support a partial 

substitution of inorganic fertilisers for which the EU is highly dependent on imports 

thereby contributing to the circular economy. The main ideas on how to do more 

with less are being taken further in the EU's Environment Action Programme to 

2020
48

. 

                                                 
47 COM (2010)2020. More information on: http://ec.europa.eu/europe2020/index_en.htm. 
48  http://ec.europa.eu/environment/newprg/index.htm 
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– "Closing the loop – An EU action plan for the circular economy" recently adopted by 

the Commission
49

 has identified the Fertilisers Regulation revision as a key 

legislative proposal to boost the market for secondary raw materials. The 

Commission Communication calls for new measures to facilitate the EU wide 

recognition of organic and waste-based fertilisers, thus stimulating the development 

of an EU-wide market.  

– The EU raw material strategy
50

 includes phosphorus in the critical raw materials list. 

Since its publication in 2010 the list of critical raw materials has proven to be an 

important tool for the Commission to raise awareness, determine priority actions and 

open up funding opportunities under the Horizon 2020
51

 (e.g. the research activities 

launched under the Societal challenges 2 - "food security, sustainable agriculture and 

forestry, marine and maritime and inland water research and the bio-economy" and 5 

– "climate action, environment, resource efficiency and raw materials) which aim at 

providing technological solutions for recycling more efficiently and safely bio-

wastes and encouraging researchers to deliver innovative products in compliance 

with the market and societal needs. 

– The Small Business Act
52

 as the proposal accompanied by the impact assessment 

report addresses issues (e.g. barriers to trade, compliance costs and innovation) faced 

by numerous SMEs that are involved in the manufacture of fertilising products. 

– EU policies related to the protection of the environment, in particular soil (as defined 

in the Soil Thematic Strategy), water (as set out in the Water Framework Directive 

and in particular the Nitrate Directive), air (the new Clean Air Policy Package tabled 

in December 2013
53

)  and to the protection of human health, in particular with regard 

to contaminants in foodstuff. 

This initiative is undertaken with the objectives of the Commission's Communication on 

Smart Regulation in the European Union
54

 in mind. The problems to be addressed by the 

initiative are based on the ex-post evaluation of the existing legislative framework for 

fertilisers. 

5. POLICY OPTIONS 

Based on the weaknesses identified during the evaluation of the current Fertilisers Regulation, 

the Commission developed eight possible policy options which could address the identified 

problems. 

5.1. Possible options which have been discarded at an early stage 

5.1.1. Improvement of the Mutual Recognition without harmonisation 

The Commission concludes from the explanation given in Section 3.2 and further detailed in 

Section 2 of Annex II that the internal market for non-EC Fertilisers has not substantially 

progressed since the existence of the MRR despite a comprehensive body of case law and 

                                                 
49   More information on: HTTP://EC.EUROPA.EU/ENVIRONMENT/CIRCULAR-ECONOMY/INDEX_EN.HTM  
50  http://ec.europa.eu/enterprise/policies/raw-materials/index_en.htm 
51  http://ec.europa.eu/programmes/horizon2020/ 
52 More information on:  

http://ec.europa.eu/enterprise/policies/sme/small-business-act/index_en.htm. 
53  More information on: http://ec.europa.eu/environment/air/clean_air_policy.htm 
54  Available at: http://eur-lex.europa.eu/lexuriserv/lexuriserv.do?uri=com:2010:0543:fin:en:pdf. 

http://ec.europa.eu/environment/circular-economy/index_en.htm
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guidance and that further progress cannot be expected. Increased enforcement activities of the 

MRR by Member States are also not a promising alternative in view of the distrust of most 

EU companies for the mutual recognition of fertilisers.  

The ex-post evaluation showed that neither economic operators nor national authorities were 

of the opinion that mutual recognition could be an effective tool for ensuring free movement 

of fertilisers, a product category for which legitimate product quality, environmental, and 

public safety concerns warrant stringent rules. 

Moreover, the problems stemming from the Fertilisers Regulation itself would not be 

addressed by this option. This option has therefore been discarded. 

5.1.2. Voluntary agreement by industry 

On top of the existing Fertilisers Regulation and other applicable EU legislation, fertilising 

products manufacturers and importers would need to agree to voluntarily establish quality 

procedures and standards for all the categories of fertilising products to ensure a certain level 

of harmonisation of the market. This would include safety and quality elements (limits on 

contaminants and agronomic efficacy criteria), good manufacturing practices based on best 

available techniques, self-control activities, and certification schemes. 

Although self-regulation by industry to improve the quality and safety standards of its 

products generally leads to a market with fewer barriers to trade, it is unlikely that the 

Member States would repeal their existing national legislation. Also, while such voluntary 

commitments have already been adopted in some Member States and for specific product 

types (for instance, the “Quality Assurance Scheme for Compost” adopted by the members of 

the European Compost Network – ECN), a meaningful EU-wide commitment would be 

difficult to achieve as partners would not necessarily have the same economic interests. As a 

result, several private commitments could be generated and create a multitude of monitoring 

systems and enforcement problems. Representation of SMEs in the preparation of such 

voluntary scheme could also be an issue. Finally, this option is clearly rejected by all 

stakeholders as this would not bring the same level of legal certainty compared to regulatory 

harmonisation, especially in the long run. 

5.1.3. Withdrawal of the EU legislation on fertilisers and reliance on other relevant 

existing EU legislations to ensure the safety of fertilising products 

The Fertilisers Regulation would be repealed and only the requirements of other existing EU 

legislation (i.e. REACH, CLP
55

, Animal By-Products Regulation…) would apply to ensure 

the safety of the products placed on the market
56

. There would be no harmonised limit values 

for heavy metals or organic pollutants at EU level. 

Member States would, in line with the provisions of the Treaty, be free to maintain or 

introduce national legislation.  Manufacturers would have to comply with national provisions 

or apply the provisions of the Mutual Recognition Regulation to market their products. This 

would increase the fragmentation of the internal market for fertilising products and 

uncertainty for producers and market surveillance authorities. 

The costs of managing national legislation would increase as Member States would have to 

convert existing EC Fertilisers into ‘national’ fertilisers which would further increase the 

                                                 
55 EU OJ L 396, 30.12.2006 and OJ L 353, 31.12.2008 
56 Note that this would imply that there is no regulation at EU level regarding cadmium in phosphate fertilisers 

(except for organic farming). 
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compliance costs for operators. REACH and CLP do not properly cover the issues at stake 

concerning the presence of contaminants in fertilising products and their scope is currently 

not adapted for the categories of fertilising products outside inorganic fertilisers and liming 

materials deriving from industrial by-products. The Animal By-Products Regulation is 

addressing hygienic safety issues relating to the use of such materials in the composition of 

organic fertilisers or soil improvers but not environmental issues such as the presence of 

heavy metals except for each consignment of raw manure which is subject to prior acceptance 

by the Member State of destination. 

This option is not considered as a viable option by Member States and industry as they favour 

a dedicated instrument to ensure a level playing field for economic operators and the safety of 

fertilising products placed on the market. 

5.2. Description of the examined options 

For each option (except option 1), two possible variants would be examined for 

implementation:   

1) Full harmonisation: if this variant were to be applied to the options 2 to 5 described 

below, the scope of harmonisation would be extended to all fertilising products (including 

the EC fertilisers) placed on the market in the EU. All existing national legislation would 

have to be repealed. 

2) Optional harmonisation: under that variant, which could be applied to either of the 

options 2 to 5, the scope of harmonisation would be extended to all fertilising products 

(including EC fertilisers) on an optional basis. Operators interested to get products CE-

marked for easy access to the EU-wide internal market would have the option of ensuring 

that their products comply with the harmonised requirements. However, non-harmonised 

products could still remain on the national markets, subject to any applicable national 

requirements and mutual recognition. This variant would also be more flexible in defining 

the scope and the level of the legal requirements of a future regulation depending on the 

level of political ambition of the circular economy.  

5.2.1. Option 1: the current EU legislation governing the placing on the market of 

fertilisers remains unchanged (baseline scenario) 

In this baseline option, the existing EU legislation framework would be maintained. The 

Fertilisers Regulation would continue to apply to inorganic fertilisers. There would be no 

specific EU legislation for other fertilising products – instead national fertiliser laws and 

mutual recognition would continue to apply albeit with a number of problems as identified 

above. 

As regards safety, no maximum limits for heavy metals in inorganic fertilisers would be 

adopted at EU level. Member States having established limit values for heavy metals for 

national or EC Fertilisers (where authorised – see 3.7.2) will maintain them, whilst others 

might introduce them in the future. 

5.2.2. Option 2: creation of an internal market for fertilising products in the format of the 

current Regulation, i.e. listing individual product types  

The option (as the options 3 to 5) would imply the extension of the current scope to organic 

fertilisers, organo-mineral fertilisers, soil improvers, growing media and plant biostimulants 

as defined in the introduction. All technical details such as minimum nutrient content and 
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quality criteria, description of manufacturing procedures, specific labelling obligations would 

be fully described in fertilising product types.  

In order to list a new fertilising product type, producer would have to follow a procedure 

including the submission of an application dossier containing safety and agronomic data and 

an evaluation of such data involving all Member States (Variant 2A) or an EU Agency
57

 i.e. 

ECHA –Variant 2B or EFSA – Variant 2C before a decision for inclusion by the Member 

States and the Commission would be taken (See Annex III for details).  

As regards the safety criteria limit values for contaminants will be proposed. The values are 

selected on the basis of an extensive stakeholder consultation after peer-review of available 

studies (soil contamination and human health studies) with the aim to limit as far as possible 

further accumulation of contaminants in EU soils from the use of fertilising products. More 

detailed justification for the proposed limit values can be found in Annex VI. Information on 

how these limits relates to the current values in national legislation can be found in Annex XI. 

European standards relating to test methods (nutrient content, organic matter content, 

quantity, density…) would be developed and referenced in an annex to the legislation to 

facilitate the control of all products. The verification of the compliance of the products to the 

requirements of a future regulation would continue to be carried out by manufacturers during 

production and by market surveillance authorities during controls.  

Apart from informing users about the characteristics of the product, labelling provisions will 

also have the objective of increasing awareness about environmental aspects, such as 

cadmium levels (particularly relevant for phosphate fertilisers – See IAR on cadmium for 

further details). 

In case of full harmonisation, sufficiently long transitional provisions (e.g. 10 - 15 years – See 

examples from the Biocidal product regulation) would be required to allow fertiliser 

producers and importers to register their established products in the EU authorised list of 

fertilising product types.  

5.2.3. Option 3: creation of an internal market for fertilising products by listing authorised 

ingredients  

Permitted ingredients allowed in the manufacture of fertilising products would be listed in the 

annexes of a new regulation repealing the current Fertilisers Regulation. A detailed 

description of fertilising product types would no longer be needed and the central rule to place 

a product on the market would be that it results from combination of authorised ingredients 

only. 

                                                 
57  ECHA can be financed by fees paid by applicant companies while EFSA only relies on Commission 

subsidies. The peer-review processes carried out by EFSA or ECHA would be very similar. Their respective 

average administration costs were estimated taking into account the fees applying to REACH and biocides 

authorisation processes and the budget allocated by the Commission to EFSA for the authorisation of active 

substances in accordance with the plant protection products Regulation. ECHA has already the necessary IT 

infrastructure and staff to perform the foreseen tasks (registration of products) whereas EFSA is more 

specialised in the delivery of opinions relating to the ‘end of pipe’ risks in the food chain based on 

Commission mandates. 

Maximum limit values for contaminants for each product category would be defined. 

Specific quality criteria would apply to each product category. Labelling requirements 

would apply to each product category in accordance with its specific characteristics.  
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To be listed in an annex, new ingredients would have to follow the same procedure as 

described under option 2 i.e. submission by the producer of the ingredient of an application 

dossier containing safety and agronomic data and evaluation of such data involving all 

Member States (Variant 3A) or an EU Agency i.e. ECHA – Varian 3B or EFSA – Variant 3C. 

European Standards relating to test methods and labelling requirements would apply to final 

products. 

A shorter transitional period could be envisaged as the number of ingredients for fertilising 

product production would be less than the number of product types.  

5.2.4. Option 4: creation of an internal market for fertilising products using the ‘New 

Legislative Framework
58

 - NLF  

This framework aimed to be less prescriptive and restrict the content of legislation to 

‘essential requirements’ leaving technical details to European Harmonised Standards. The 

objective of the NLF is to facilitate the functioning of the internal market for goods and to 

strengthen and modernise the conditions for placing a wide range of products on the EU 

market. It builds upon existing systems to introduce clear EU policies which will strengthen 

the application, monitoring and enforcement of single market legislation. The NLF objectives 

are to ensure that products available in Europe meet a high level of protection to public 

interests like health and safety, consumer protection or environmental protection and to 

ensure the free movement of products. 

Legal requirements with regard to safety (including the same limit values for contaminants 

that would be proposed under options 2 and 3), product quality and other specific rules 

appropriate for the placing on the market of safe and efficient fertilising products would be 

specified for each product category. There would be no listing of ingredients or types and 

hence no need for frequent adaptations to technical progress.  

Harmonised EN Standards would be developed and published in the Official Journal to allow 

demonstrating conformity of the products to the legal requirements of the legislation.  

Producers would have to declare conformity with the legal requirements, or, alternatively, 

notified bodies designated by Member States would have to confirm compliance with the 

legal requirements. This would range from self-certification (Variant 4A) to various levels of 

third party certification (Variant 4B: verification of the compliance of products to the legal 

requirements by notified bodies - Variant 4C: verification of the compliance of products to the 

                                                 
58  For more details, please visit http://ec.europa.eu/enterprise/policies/european-standards/harmonised-

standards/new-legislative-framework-and-emas/index_en.htm 

Maximum limit values for contaminants (the same as under option 2) for each product 

category would be defined in a future proposal. Minimum quality criteria would apply to 

each product category. Labelling requirements would apply to each product category in 

accordance with its specific characteristics. 

Maximum limit values for contaminants (the same as under option 2) for each product 

category would be defined in a future proposal. Minimum quality criteria would apply to 

each product category. Labelling requirements would apply to each product category in 

accordance with its specific characteristics.  
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legal requirements by notified bodies plus regular tests on specific aspects –Variant 4D: 

verification of the compliance of products to the legal requirements by notified bodies plus 

random testing on specific aspects). More detail on the content of the various variants of 

option 4 is available in section 3.4 of Annex III. 

Shorter transitional provisions (e.g. 3 years) could be envisaged provided that the necessary 

harmonised standards are available in particular under variant 4A. Under the other variants of 

option 4, a reasonable delay (e.g. 3+1 years) could be foreseen to allow Member States to 

notify the bodies that will be tasked to certify the compliance of products.   

5.2.5. Option 5: creation of an internal market for fertilising products and additives by 

adopting different variants of option 4 for different types of fertilising products 

As under option 4, harmonisation of the EU market for fertilising products is achieved 

through the 'New Legislative Framework'. However, third party involvement in the 

assessment of conformity with the legal requirements varies between product categories, and 

is highest for fertilising products sourced from waste and other secondary materials with 

potentially variable composition.  

The regulatory regime for the different categories of fertilising products would look as 

follows: 

Inorganic fertilisers as well as liming materials would be mostly regulated by variant 4A (self-

certification) as these products have constant composition and are deriving from well-known 

chemical processes
59

. A limited number of inorganic fertilisers and liming materials (those 

derived from industrial by-products) would be regulated under Variant 4B (third party 

certification regarding the composition of the final product and its fulfilment of legal 

requirements) as they could contain some contaminants such as heavy metals. Ammonium 

nitrate fertilisers would need to be more strictly regulated under Variant 4C (third party 

certification regarding the composition of the final product and its fulfilment of legal 

requirements plus detonation tests) for security reasons
60

. However it has to be noted that 

these stringent requirements for ammonium nitrate are already described in the current 

Fertilisers Regulation and would be also covered by the other options envisaged in this impact 

assessment. A future regulation would ensure that such products are periodically and evenly 

controlled by authorised laboratories across Europe.  

The coexistence of three different certification procedures for inorganic fertiliser is feasible as 

the different product types are easily identifiable by market surveillance authorities. 

Growing media would also be regulated under variant 4A (self-certification) as the 

stakeholders consulted in 2012 agreed that most of the ingredients used in growing media 

present limited risks to the environment or human health that could be easily addressed with 

generic safety criteria. 

The organic matter used in the production of organo-mineral fertilisers will have to be of high 

quality
61

 to ensure the effectiveness of the end-product. As only source segregated materials 

could be used to achieve this high quality target, it is proposed to regulate those products 

under variant 4B.  

                                                 
59 Inorganic nitrogen fertilisers for example do not contain contaminants. 
60 In certain specific conditions they are able to detonate. 
61  The efficacy of the organo-mineral fertiliser is directly dependent on the content in humic acid. 
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Many organic fertilisers and organic soil improvers derive from bio-wastes. As opposed to 

mined fertilisers, the nature of potential contaminants in fertilisers from waste cannot be 

easily predicted, which creates problems of market acceptance.  For fertilising products 

sourced from waste, it is therefore necessary to lay down essential legal requirements not only 

for the composition (including contaminants) of the end-product, but also – as a means of 

excluding potential contaminants – for the origin and treatment of the input-materials. For the 

purpose of establishing the necessary trust and confidence in waste-based fertilising products, 

it is therefore also necessary to establish harmonised rules for processing and traceability, and 

to include third-party-certification in the conformity assessment procedure. Although the 

Commission can take inspiration of the JRC report on biodegradable waste subject to 

biodegradation of January 2014 to establish such criteria for compost and digestate, similar 

EU criteria should be developed in the future for other fertilising products deriving from 

waste. 

In order to address their wide variety in composition and use patterns, plant biostimulants – 

unless they are currently exempted - such as microorganisms and certain plant extracts – and 

agronomic fertiliser additives would be subject to REACH registration. Microbial plant 

biostimulant will have to be recognised as safe and be listed in a table annexed to the proposal 

to be modified by a Commission delegated acts taking into account available scientific 

assessment such as the Qualified Presumption of Safety developed for clearing the safety of 

biological agents which are intentionally added at different stages into the food or the feed 

chain. No functionality or biostimulant effect may be claimed on the label without having 

been proven by the producers. Application of a plant biostimulant on a crop may not lead to 

residue exceeding the limit of quantification, in order to limit the risk of contamination of the 

food chain. If the actual level found on a given crop would be higher than this limit of 

quantification, maximum residue level shall be set at a level ensuring the appropriate 

protection of human health resulting from the consumption of the treated crops.  

Table 47 in Annex III summarizes the type of regulatory option that is proposed for each 

category of products. 

Under a full harmonisation scenario, all national rules on fertilisers would need to be repealed 

and there would be no more need for recourse to mutual recognition as the new Regulation 

would apply to all kinds of fertilising products currently governed by national rules.  

The safety criteria relating to fertilising products would be more easily adaptable to new 

scientific evidence or any modification to the list of priority substances in relevant 

environmental legislation. 

A transitional period of maximum 3 years is envisaged. Products considered as safe will get a 

quick access to the market as they will follow the self-certification procedure. More risky 

products (i.e. products deriving from animal by-products or waste) will have to wait the 

designation of notified bodies by the competent authority. 

More information on the content of the options is available in Annex VII. 

Maximum limit values for contaminants (the same as under option 2) for each product 

category would be defined in a future proposal. Minimum quality criteria would apply to 

each product category. Labelling requirements would apply to each product category in 

accordance with their specific characteristics. 
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6. ANALYSIS OF IMPACTS 

6.1. Descriptions of impacts and their corresponding assessment criteria 

Based on the main drivers and causal links identified in Section 3.4 and the EU over-arching 

policies on promoting the safety of products and the sustainable development of SMEs, the 

impacts of the possible options have been analysed. The merits of each option have been 

assessed with the help of assessment criteria. Annex VIII explains the methodology to set up 

these criteria and where relevant how they are linked to the policy objectives of this initiative. 

Economic impacts 

Criterion 1: do the policy options achieve a better level playing field for products? 

(Qualitative) 

Criterion 2: do the policy options lead to administrative simplification? (Qualitative) 

Criterion 3: do the policy options minimise administrative and compliance costs? 

(Quantitative) 

Criterion 4: do the policy options support innovation by facilitating access to the market and 

by minimising the time to market new products? Could the option lead to significant trade 

impacts? Is the option compatible with WTO obligations? (Qualitative) 

Social impacts 

Criterion 5: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence decrease contaminant exposure of human beings via 

the food chain and drinking water? (Qualitative) 

Criterion 6: can the options lead to the creation of jobs and economic growth? (Qualitative) 

Environmental impacts 

Criterion 7: can the various options foster significantly the recycling of nutrients and 

contribute to the circular economy? (Qualitative) 

Criterion 8: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence improve soil function? (Qualitative) 

Criterion 9: will the options ensure that farmers are correctly informed about the potential 

release of ammonia from different inorganic fertilisers in order to choose the optimal type of 

fertiliser and/or implement remediation measures? (Qualitative) 

6.2. Option 1: no action 

For the baseline scenario, the problems identified in Section 3 would persist and the 

objectives of this initiative would not be achieved. An internal market would only exist for 

part of the inorganic fertiliser market, which would not favour the emergence of alternatives 

to inorganic fertilisers deriving from waste. There would be no improvement in the safety of 

EC Fertilisers, and therefore no expected benefits for the environment and human health. 

Farmers would not be informed about the possible release of ammonia from urea-based 

fertilisers.  

Producers of non-harmonised products would continue to suffer from the absence of a level 

playing field with the related compliance costs. Total annual costs for all stakeholders 

together are estimated at EUR 43-44 million. Of this amount, EUR 26 million are 

representing annual compliance costs for businesses (mainly stemming from the inclusion of 
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new products in Member States positive lists) and more than EUR 17 million are linked to 

annual costs for EU and national authorities (mainly for managing the current regulatory 

system) (see comparison table in chapter 7 for an overview and explanations in Annex III for 

more details). The problems linked to the mutual recognition would continue, and increase 

over time as new types of products enter national markets. The fragmentation of the internal 

market, and the complexity of the regulatory environment, would not be conducive to 

innovation.  

Stakeholders’ opinion 

The current situation is clearly no longer supported by Member States and industry except for 

two national inorganic fertiliser associations which fear a loss in market share if more 

domestic secondary raw materials are allowed in the production of CE-marked fertilising 

products. Producers of soil improvers, plant biostimulants, organic and organo-mineral 

fertilisers are requesting urgent harmonisation of the rules at EU level (see also results of 

SME test in Annex IV). 

6.3. Option 2: creation of an internal market for fertilising products by listing 

individual product types  

6.3.1. Economic impacts 

6.3.1.1. Impact on the functioning of the EU fertiliser market and simplification potential 

Criterion 1: contribution to the creation of a level playing field for products. 

In case of full harmonisation, Option 2 would clearly improve the functioning of the internal 

market for all fertilising products not yet harmonised but only after a long transitional period 

due to the huge number of product types that would need to be listed in the Annex(es) of a 

future Regulation. There would be a transition cost for the products currently put on the 

market as national fertiliser that would need to be registered at EU level.  

In the longer term, there would be no national rules on fertilisers anymore and the uncertainty 

concerning the procedures of mutual recognition would disappear. This would significantly 

reduce compliance costs for companies (See criterion 3 (e)). 

If optional harmonisation is envisaged, option 2 would improve the functioning of the internal 

market for a broad range of fertilising products while allowing other products to remain on 

national markets. The uncertainty concerning the procedures of mutual recognition would not 

disappear as national rules would remain. However, compared to the current situation, the 

number of requests for mutual recognition would be expected to seriously decrease as 

harmonised legislation would be available to market products across the EU.  

Criterion 2: does the policy option lead to administrative simplification? 

The full harmonisation under Option 2 for a wide range of product categories would require 

constant efforts to adapt the annexes of a regulation to technical progress, which would put 

significant demand on resources in the Member States, the Commission (possibly also ECHA 

or EFSA) and industry itself. The current regulation contains around 100 product types. This 

could be easily tripled if the new regulation is extended to organic based fertilising products. 

The lengthy adoption process of a new product type is due to the detailed nature of technical 

dossier required to demonstrate that the product type is safe and effective. This, combined 

with the decision making process including a qualified majority voting in the Regulatory 

Committee on fertilisers, rendered in many cases the current Annexes of the EU legislation 
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difficult to implement. Option 2 would generalise those difficulties to all fertilising products 

including those which are currently present on national markets. This will create severe 

market disruption for these national fertilisers if no sufficiently long transition period is 

foreseen. This would also lead to administrative complication with regard to the mutual 

recognition of products in particular during this necessary long transition period where a co-

existence of a European list of types with national products is unavoidable. 

Optional harmonisation would reduce the number of requests to include new fertiliser types in 

the Annex(es) of a future Regulation.  Small companies would still be allowed to market 

products for local needs without trade disruption. Optional harmonisation could therefore be 

considered as better achieving the objective of administrative simplification for industry in the 

short term. However, it would fail to achieve this objective for national public administration 

which will have to maintain national provisions in place.    

6.3.1.2. Administrative costs 

Compared to the baseline, many more type designations for fertilising products (see 

Annex III) would have to be listed in several annexes to a regulation, in particular for the 

categories of products falling outside the scope of the current Fertilisers Regulation. Several 

variants of this option have been analysed with different roles allocated to the public ‘bodies’ 

(e.g. public administration and EU agencies – ECHA or EFSA) involved in the risk 

assessment of newly harmonised fertilising products. 

Variant 2A: only Member States and the Commission would review applications for listing 

types in the Annexes of a new regulation. 

Variant 2B: the peer-review process for applications would be managed by the European 

Chemicals Agency (ECHA). An opinion would have to be delivered for each entry proposed.  

Variant 2C: the peer-review process for applications would be managed by the European 

Food Safety Agency (EFSA). As for variant 2B, an opinion for each entry proposed would be 

required. 

Criterion 3: contribution to the minimisation of administrative and compliance costs. 

The list below shows the impacts on different types of costs: 

(a) Costs related to the governance of EU and national legislations 

In case of full harmonisation, the costs for the management of the Fertilisers Regulation 

would increase compared to Option 1. The members of the Fertilisers Committee would have 

to meet more frequently to adopt opinions based on the assessment of ECHA or EFSA. The 

selected agency would have to hire new staff to assess the requests for inclusion of types not 

yet covered by the Fertilisers Regulation. Under variant 2B, companies would be required to 

pay fees for the services delivered by ECHA (see Annex III for more information). Under 

variant 2C, EFSA would receive a payment from the Commission through an EU budget 

contribution. 

The SMEs consultation reported that more than 80% of the responding SMEs are in favour of 

harmonisation. Although it is not possible to establish with any accuracy the precise part of 

the market for which producers would opt for EU rules and the part that would stay under 

national rules under optional harmonisation, it is assumed, for the purpose of this IAR, that 

the respondents are broadly representative and that they would use the same strategy for their 

entire range of products.  With this in mind, it is assumed that 20% of the products would 

remain under national rules and that 80% would fall under EU rules.  
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If 20% of the current products remain on national markets under the optional harmonisation 

option, the costs of governance of national legislation would have to be increased accordingly 

whereas the costs of EU governance would have to be reduced proportionally compared to the 

full harmonisation scenario (See Annex III Section 3.6 for more details)   

(b) Costs related to the placing on the market of new products and mutual recognition 

Under the full harmonisation option, industry would have to resubmit applications for the 

registration of products that have been authorised for years under national laws. The costs for 

industry to prepare application dossier for types would be higher than the average today, as 

data requirements would result from the addition of national requirements in order to satisfy 

expectations of all Member States. More types to assess would also mean increased workload 

for Member States to conduct a first evaluation of dossiers submitted and then participate in 

the peer-review process organised by ECHA or EFSA. More explanations and assessment of 

the possible costs are available under Section 3 of Annex III. 

As regards the costs of standardisation, the compliance of most existing products with regard 

to the safety and agronomic parameters of the future legislation could be controlled by means 

of existing EN Standards (conclusions of the stakeholders working groups established in 

2012). For organic fertilisers, plant biostimulants and agronomic fertiliser additives, 

additional standardisation work is expected either to check the reliability of some existing test 

methods (in the case of organic fertilisers) or to develop new methods for the detection of 

active substances in plant biostimulants or agronomic fertiliser additives (see details in Annex 

III). The costs of mutual recognition would disappear. 

Under optional harmonisation, products that have been registered under national laws would 

remain on the market without being obliged to comply with EU requirements. Less product 

types to assess at EU level would mean fewer registrations and standardisation costs for 

industry and Member States compared for full harmonisation (See Annex III Section 3.6).  

National fertilisers would be still subject to mutual recognition. However, it is assumed that, 

in the presence of harmonised legislation, the costs of mutual recognition would go down as 

producers interested in marketing their products across several Member States would more 

likely opt for getting EU approval.   

(c) Market surveillance costs 

Member States do not differentiate between EC and ‘national’ fertilisers during their market 

surveillance activities. Consequently, compared to option 1, the costs of market surveillance 

would not change under all variants of Option 2 (including the variants on full or optional 

harmonisation) as it is unlikely that activities of the Member State authorities would vary. 

(d) Compliance costs  

Compared to Option 1, full harmonisation of the safety, quality and labelling requirements 

would overall lead to a considerable reduction of the current compliance costs borne by 

industry
62

. Harmonisation would lead to a level playing field for all producers as they would 

no longer have to fulfil diverging legal requirements and criteria in different Member States. 

In 2012, Member State experts and industry representatives, as well as one NGO, agreed in 

the context of an expert group that limits on contaminants in fertilising products should be set 

for a range of contaminants already addressed by national fertiliser legislation. The 

contaminant contents should be set at a level that would both help Member States to meet 

                                                 
62  Except for the current EC fertilisers which will have to comply with the costs of heavy metal determination. 

Cadmium is the most pertinent issue in this regard (See IAR on cadmium) 
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their environmental targets and reduce as much as possible the risks of non compliance for 

existing products. The limits proposed in Annex VI meet these conditions. 

Each variant of options 2 to 5 would, however, introduce mechanisms for the reduction of 

compliance cost over time. For example, the costs reduction potential for monitoring the 

content of contaminants in compost compared to the first reference year could be estimated at 

up to EUR 1 650 per company and per year. The conditions that would justify a reduction of 

the frequency of controls have been described in the JRC EoW report and would consider: 

1. The nature of the input materials preventing the presence of contaminants (or at least 

at a low acceptable level): A priori excluding sewage sludge and municipal waste 

from the input materials might reduce the likelihood of high levels of contaminants; 

2. The volume of production: smaller capacity installations shall not be submitted to the 

same frequency of analytical testing compared to larger installations; 

3. The fact that the producer can prove that during the recognition year the level of 

contaminants in the end-products was well below the regulatory limits (at 95% 

confidence level). 

See Annex IV, Section 4 for information about other mitigation measures. 

As regards urea based nitrogen fertilisers, producers would be required to inform farmers 

about the potential release of ammonia via labelling information. It is not expected that this 

information would lead to important additional compliance costs for producers. 

Uniform labelling requirements for quality parameters under options 2 to 5 would help 

farmers and other users to choose the most effective and cost-efficient fertilising product for 

their crops. However it has not been possible to estimate what would be the costs savings for 

farmers of the improved transparency of the market.  

Under optional harmonisation, companies wishing to access the entire EU market would 

benefit from the harmonisation while others would be able to continue to market products that 

could satisfy local demand. Optional harmonisation would have less disruptive effects on 

trade of existing products and therefore less compliance costs would be expected overall.  

(e) Summary of costs assessment under criterion 3 

For the full harmonisation, the total costs for authorities would be approximately 

EUR 21.5 million per year, i.e. which represents an increase by EUR 4.5 million per year 

compared to the baseline. See Table 1in Section 7. 

The significant costs for managing national legislation and requests for mutual recognition of 

products would disappear. This would mean overall a considerable reduction in annual total 

compliance costs for businesses which would be reduced to approximately EUR 3-6 million, 

compared to EUR 26 million under the baseline, i.e. saving of about 75-90% of current costs. 

Option 2 would lead to total costs for businesses and administration of EUR 25-28 million per 

year compared to approximately EUR 43 million under the baseline, i.e. a saving of roughly 

one third of current costs. More details are available under Section 3 of Annex III. 

Option 2 would positively contribute to the reduction of administrative costs resulting from 

the diverging regulatory framework among the Member States. However the burden of listing 

all available fertilising product types in an annex would be considerable in particular for 

SMEs as explained below and would lead to an overly long transitional period. 
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In case of optional harmonisation, it was assumed that approximately 20% of the current 

fertilising products would remain on national markets (result of the SMEs consultation in 

Annex IV). 

The total costs for authorities would be approximately EUR 20 million per year, i.e. which 

represents a cost reduction of about 1.5 million per year compared to the full harmonisation 

option (See Table 1). The costs associated with keeping national rules would be compensated 

by the reduction of costs related to the assessment of applications for the registration of all 

existing fertilising products in the Annex(es) of a future EU regulation and the costs related to 

the involvement of Member States in the CEN standardisation activities.  

Optional harmonisation would also mean a reduction in annual total compliance costs for 

businesses which would be reduced to approximately EUR 0.5-1 million, compared to the full 

harmonisation option. This cost reduction accounts for the possibility to keep 20% of the 

existing products on national markets but does not address future requests for registration of 

products under national rules. 

Option 2 would lead to total costs for businesses and administration of EUR 23-25 million per 

year compared to approximately EUR 25-28 million under the full harmonisation, i.e. a 

saving of roughly 10%. More details are available under Section 3 of Annex III. 

6.3.1.3. Impact on competitiveness, innovation and international trade 

All options in this IA would apply to products being put on the EU market, regardless 

whether they were manufactured in the EU or abroad. 

Criterion 4: does the policy option support innovation by facilitating the access to the market 

and by minimising the time to market new products? Could the option lead to significant trade 

impact? Is the option compatible with WTO obligations?  (Qualitative) 

Under Option 2 and full harmonisation, producers and importers would face significant delays 

to get all types that they want to keep on the market included in the annex(es) to a new 

regulation. This would lead to market disruption for several products currently present on 

national markets as producers would have to get their products listed in the annex(es) to the 

Regulation in order to stay on the market. These efforts could also reduce their capacity to 

innovate at least in the short-term, as their efforts would concentrate on the authorisation of 

products already on the market. A similar reaction from industry has been observed under the 

Plant Protection Products
63

 and Biocidal Products
64

 Regulation where the resources needed to 

keep existing substances on the market via the respective review programmes took up 

resources which could otherwise have been spent on the development of more sustainable 

substances. 

The lengthy procedure for the inclusion of fertiliser types in the Annex(es) of a future 

regulation could negatively discriminate against small inorganic fertiliser producers operating 

on the local market, but also against the organic fertilisers and soil improver producers. In 

particular the costs of registration of types for compost and digestate as organic or soil 

                                                 
63  See impact assessment report supporting the proposal for a revision of the Plant Protection Products 

Directive 91/414/EEC  

HTTP://EC.EUROPA.EU/FOOD/PLANT/PLANT_PROTECTION_PRODUCTS/LEGISLATION/DOCS/REPORT_IMPAC

T_ASSESSMENT_2006_EN.PDF 
64  See impact assessment report supporting the proposal for a revision of the Biocidal Products Directive 

98/8/EC at: 

HTTP://EUR-LEX.EUROPA.EU/LEGAL-CONTENT/EN/TXT/PDF/?URI=CELEX:52009SC0773&FROM=EN  

http://ec.europa.eu/food/plant/plant_protection_products/legislation/docs/report_impact_assessment_2006_en.pdf
http://ec.europa.eu/food/plant/plant_protection_products/legislation/docs/report_impact_assessment_2006_en.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52009SC0773&from=EN
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improvers could be considerable, as the nutrient composition of such products is quite 

variable compared to inorganic fertiliser and depends on many parameters (such as the animal 

species, feed…). A change in the composition of a fertilising product type would trigger the 

need to revise the wording of the current type if the new product can no longer satisfy the 

existing requirements. Consequently, for certain products currently marketed under national 

legislation, companies would not be willing to apply for type listing in a future regulation, 

leading ultimately to reduced product choice for the users. 

Furthermore, as the listing of types would not be linked to the specific companies having 

submitted an application dossier, those having borne the costs for compiling a dossier would 

later have to compete with other companies placing products on the market that fit within a 

listed type description without having themselves submitted a dossier (free riding), which 

could discourage innovation. 

The lengthy procedure for the evaluation of applications for listing a new type could 

considerably slow down the innovation cycle of the industry, as noticed in recent requests 

introduced by companies under the current Fertilisers Regulation. Consequently, industry 

would be more reluctant to innovate as they would not be able to quickly obtain the required 

return on investment. 

In addition, stringent limits on contaminants might disqualify certain raw materials that are 

currently used in the production of inorganic fertilisers, i.e. certain phosphate rocks or 

phosphate fertilisers might no longer be eligible for the EU market. A summary of the impact 

assessment regarding cadmium
65

 in inorganic fertilisers is available in Section 5 of Annex VI. 

The limit values for the other contaminants are not expected to lead to any significant effect 

on trade as they are the results of in-depth consultations with Member States and are deemed 

to represent current best available practices.   

Relative to the baseline, Option 2 would lead to transitional costs for manufacturers to get 

their products listed in the annexes of a future regulation. In particular small producers would 

have difficulties to prepare applications and get their product types included in an EU 

regulation in the short term. This would lead to a reduction of the availability of products if 

the transition to the new system is too short and therefore higher prices with negative 

consequences for the competitiveness of European farmers and less innovation in particular 

from small companies.  

On the other hand, in the longer term harmonisation of the requirements for all products will 

facilitate trade (as no producer would face the uncertainties and costs related to mutual 

recognition and diverging national rules) and increase competition among producers in all 

Member States. In particular, trade in product categories that are not yet harmonised might 

increase considerably, e.g. compost producers exporting compost would no longer need to 

take part in different quality assurance schemes
66

. This would lead to increased recycling of 

nutrients from waste and hence lower demand for 'new nutrients' from chemical sources, thus 

putting downward pressure on inorganic fertiliser prices and allowing for mixing ‘new’ 

sources of nutrients with inorganic phosphate fertilisers, which can serve as an alternative or a 

complement to decadmiation technologies for the purpose of reducing the cadmium content in 

such products. 

                                                 
65  The contaminant that could lead to disruptive effect on trade  
66  For example, Dutch compost producers are currently being asked to comply with the Dutch compost quality 

label (Keurcompost) and with the quality label in Germany (RAL-GZ 251) if they want to export to 

Germany. 
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Additionally, depending on the Member States or regions, the use of compost is regulated 

either by product, soil protection or waste legislation. Setting clear product criteria at EU 

level, which would qualify compost as product rather than waste, may avoid uncertainty with 

regard to investment decisions. The suppression of compliance costs due to waste legislation 

(Articles 12, 13 and 35 of the Waste Framework Directive) for the use
67

 of compost and 

digestate would also be a factor to increase the farmer’s demand for compost and digestate, 

leading to prices better reflecting their usefulness over the long term. In addition, small 

producers might be able to develop new products that fit into the type descriptions listed in 

annex(es) to a future Regulation, without themselves having to go through the costly listing 

process. The initially negative consequences for small producers described above could be 

further mitigated by sufficiently long transition periods, that would allow small producers to 

continue marketing their established products while they adapt product characteristics to new 

types being included in the annex(es) of a regulation. 

Therefore, the initial drawbacks of Option 2 will turn into advantages in the long term, with 

more products of more diversified nature being traded throughout more Member States than 

today. This would lead to increased competition and pressure to innovate for producers, 

resulting in lower prices and wider choices of products which would increase competitiveness 

of the producers and of European farmers. 

Optional harmonisation would have less negative impacts on the competitiveness and 

innovation of companies as less disruptive effects on trade can be expected compared to full 

harmonisation. National markets can also be considered by small producers as a place for 

testing new products before being introduced at EU level thereby allowing companies to 

progressively invest in more important installations. 

6.3.2. Social impacts 

Criterion 5: can the option effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence decrease contaminant exposure of human beings via 

the food chain and drinking water? 

Full harmonisation under option 2 promotes harmonised limit values for contaminants in all 

fertilising products, and would thus lead to a reduction of the input of contaminants to 

agricultural soil, and ultimately to lower contaminant levels in food, with expected benefits 

for human health protection.  

However, as explained in more detail in Annex VI, it is not possible with the current scientific 

knowledge, to derive risk-based limit values for contaminants in fertilising products that 

would ensure that the exposure of the general population via the food chain remains under a 

safe limit value.  

In order to reduce dietary exposure of the population via the food chain, the largest beneficial 

effect is achieved by reducing the contribution of staple food (i.e. cereals, potatoes, 

vegetables), meaning by lowering the existing maximum levels for heavy metals in such 

commodities, which is directly influenced by the presence of such contaminants in 

agricultural inputs. 

As these crops are largely consumed, a mere decrease of 10% of the tolerable limit for 

cadmium in staple food would help to reduce significantly the exposure of the population to 

                                                 
67 Most of the costs due to the waste regime are due to environmental permitting and costs for e.g. land 

spreading or record keeping of the actual use on land. 
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cadmium. However, in 2011, a blocking minority of Member States opposed such reduction 

on the grounds that such a decrease would have excluded a large part of the annual production 

of cereals in some regions which would have led to important economic losses for farmers. 

Similar situations exist for lead.  

In view of achieving the necessary reduction of consumer dietary exposure, legislation 

leading to a reduction of the heavy metals in fertilising products is therefore an effective step 

to achieve this goal. 

In accordance with Article 114 TFEU, Member States enforcing tighter limit values than the 

values proposed in a future revised Fertilisers Regulation would be allowed to submit requests 

for maintaining them based on scientific justification. Given the potential health and 

environmental benefits, further harmonisation as recommended under Option 2 would 

promote market integration better than mutual recognition could. 

Under variants 2B and 2C, ECHA or EFSA would assess the risks of new products types and 

the safety of products should therefore increase under these variants even though the time 

required to achieve these assessments for all product types would delay the expected safety 

improvements. 

Farmers and other users would be more confident in products that are placed on the market, in 

particular those of waste origin, if harmonised limits for contaminants were put in place. 

Increased competition among a wider range of products will lead to lower prices in the long 

run and more possibilities to choose the most adequate product for a given user's need. 

Compared to full harmonisation, optional harmonisation would not fully achieve the objective 

of increasing the safety of fertilising products in particular if national legislation imposes less 

stringent limit values for contaminants than a future revised Fertilisers Regulation (See Table 

66 in Annex XI as example of divergence between the proposed EU limits and the existing 

national limits) 

Criterion 6: can the option lead to the creation of jobs and economic growth? 

Under the full harmonisation option, employment in the fertilising product sector might 

initially be negatively affected – in particular if small, locally operating producers do not 

manage to put dossiers together to list types in the annexes of a future regulation which 

correspond to their commercial products. However, over time they might adapt their 

production strategies to place on the market products that would fall under an existing type 

listing obtained by other (bigger) producers, which would then boost employment, as the free 

movement of fertilising products offers additional growth possibilities for small producers, 

thus boosting employment in the sector. Lastly, the need to prepare and evaluate a high 

number of dossiers for type listing could create some limited employment opportunities in 

companies applying for registration of new products as well as in the Member States 

authorities (for evaluating dossiers), and in the Commission or ECHA/EFSA, respectively. 

If effective, optional harmonisation would allow a smoother transition to the new system than 

the full harmonisation option. As discussed above, compliance costs would be minimized and 

disruptive effects on innovation and production are less likely to occur under optional 

harmonisation hence leading to more opportunities for local development and job creation.   

6.3.3. Environmental impacts 

Criterion 7: can the option foster significantly the recycling of nutrients and contribute to the 

circular economy? 



 

43 

 

Option 2 would help to reach a more resource-efficient economy through the promotion of 

nutrient recycling from waste materials. A shift towards fertilising products production from 

domestic secondary raw materials would also reduce CO2 emissions, hence contributing to the 

objective of the low carbon economy (See Annex VIII Section 3.1). Some Member States are 

already actively involved in the development of this sector, but due the current diverging 

national rules, such products are often locked into national markets. 

Improved recycling of phosphorus would also reduce the reliance on imports of inorganic 

phosphate fertilisers. Today 92% of the EU consumption in phosphate originates from non-

EU countries (Morocco, Russia, Tunisia).  Plant nutrients contained in compost and/or 

digestate as well as in other secondary raw materials sourced from biomass can to some 

extent substitute inorganic fertilisers. In Germany, the substitution potential for phosphate is 

estimated at 28 000 tonnes
68

 which corresponds to 10% of the phosphate imported as 

inorganic fertilisers.  Currently only 4% of the nitrogen fertiliser placed on the market is 

deriving from domestic secondary raw materials. This amounts up to around 10% for 

phosphate and potash. In the mid term, the volume of recyclable nutrients could increase up to 

7% for nitrogen and to around 30% for phosphate and potash (based on current data on 

available biomass excluding raw manure – COM estimation
69

) 

Although environment and health risks are associated with the production and use of compost 

and digestate
70

, overall those industrial processes have environmental advantages over 

landfilling or incineration. The identified risks of production and use of compost are covered 

by the recommendations of the EoW JRC report on biodegradable waste. If compliance with 

those EoW criteria were required in a revised Fertilisers Regulation, only safe fertilising 

products derived from waste-streams would be placed on the market, which would increase 

consumer confidence and support the objective of nutrient recycling. 

Optional harmonisation would not affect the objective of the circular economy. On the 

contrary, the existence of national markets could be seen as an opportunity for newcomers in 

the fertilising product market to test new nutrient recovery technologies at smaller scale.  

Criterion 8: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil and hence improve soil function at EU level? 

Full harmonisation under option 2 would bring environmental benefits through a reduction of 

contaminant inputs into the environment. It would contribute positively to achieving the 

objectives of the Water Framework Directive and the EU legislation on contaminants in food. 

The need for limit values on contaminants has to be considered in a wider context. If very 

stringent limit values are adopted, a great deal of compost and digestate that could be applied 

to the soil to improve its organic matter content would not reach the product status and would 

have to be discarded as waste in landfills or incinerators with the related environmental 

                                                 
68 43 000 tonnes of inorganic potassium fertiliser (9% of the German potash market) could also be theoretically 

replaced through the extensive reuse of source separated biodegradable materials. This is less clear for 

nitrogen as the nitrogen contained in organic matter is more mobile and can escape more easily to various 

environmental compartment (notably air) than phosphate and potash. 
69  Consolidated data will be available in a near future via the DONUTSS project of the European Sustainable 

Platform for Phosphorus 
70 Air and greenhouse emissions (CO2, ammonia, N2O, volatile organic compounds, bioaerosols), soil related 

effects (pollutants content). Plant permits address these issues for composting plants above a production 

capacity of 75 tonnes per day. 
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consequences.  Therefore a trade-off has to be sought between long term protection of soils 

and the limit values that can be reasonably achieved by the sector. 

As mentioned in section 1.3 and 6.3.1.3, the COM services consulted a broad range of experts 

in order to prepare this report. A Technical Working Group was responsible for the 

determination of appropriate contaminant limits in fertilising products with the objectives of 

helping Member States to meet their environmental targets. The sustainability of the EU 

industry was also ensured by taking into account the availability of existing mining resources 

and constraints with regard to trade obligations and external relations (See the IAR on 

cadmium). The findings of the draft JRC technical report
71

 for EU End of Waste (EU EoW) 

criteria on biodegradable waste subject to biological treatment were also considered in the 

setting of agreed limits for contaminants in organic fertilisers and soil improvers. 

All stakeholders have however called on the Commission to establish a mechanism in the 

legislative proposal under which the list and the maximum limit values could be revisited 

based on new scientific evidence or modifications to the list of priority substances in relevant 

EU environmental legislations. All stakeholders also agreed that risk-based limits are 

preferable in the longer term and encouraged the Commission to support an EU research 

programme for that purpose. 

Optional harmonisation would not fully achieve this objective in particular if Member States 

enforce less stringent limit values for contaminants than a future EU Regulation.  

Criterion 9: will the options ensure that farmers are correctly informed about the potential 

release of ammonia from different inorganic fertilisers in order to choose the optimal type of 

fertiliser and/or implement remediation measures? 

Full harmonisation under option 2 could also contribute to improved air quality by providing 

the necessary information to farmers about the potential release of ammonia from the 

fertilisers they use so that they can take appropriate remediation measures. (see Annex VI for 

more details). 

Compared to full harmonisation, optional harmonisation would only help to inform farmers of 

the potential release of ammonia from urea-based CE-marked fertilisers, while it would 

remain up to the Member States to decide whether similar requirements are included in 

national legislation on fertilisers. 

6.3.4. Stakeholders’ opinion 

From the various consultations it emerges that some Member States could support either 

Options 2 or 3. They argue that listing of types or ingredients is an efficient way to ensure the 

safety of products, in particular for those derived from waste. All those Member States are 

well aware, that these options could be costly for them and would be time-consuming for 

reviewing and listing the product types or ingredients not yet harmonised. One Member State 

proposed a generic type designation similar to the registry of feed raw materials. This registry 

could be maintained by industry, which would allow flexibility and easy access to the market. 

This option was, however, not supported by other Member States supporting options 2 and 3, 

who want to continue to be informed about the origin of the products placed on the market via 

prescriptive measures. 

                                                 
71 http://susproc.jrc.ec.europa.eu/activities/waste/  
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Other Member States noticed that broad types or ingredients have no benefit in terms of 

market surveillance, and the level of safety would not be improved compared to essential 

safety requirements to be fulfilled by commercial products. 

From the industry point of view, supported by the SMEs survey (see Annex IV), it appears 

that a majority of companies would favour a more flexible approach as regard the marketing 

of fertilising products. However, some national inorganic fertiliser federations expressed their 

interest in maintaining the lists of authorised types at least for inorganic fertilisers currently 

covered by the Fertilisers Regulation. However they may not have fully considered the fact 

that these EC types are not covering national fertilising product types which would require a 

specific review and adaptation before they can be maintained on the market. 

Optional harmonisation would satisfy part of the SMEs active in the sector and that are 

concerned by the introduction of EU rules on fertilising products while they are perfectly 

satisfied to serve only their local market.  

6.4. Option 3: creation of an internal market for fertilising products by listing 

authorised ingredients 

6.4.1. Economic impacts 

6.4.1.1. Impact on the functioning of the EU fertilising product market and potential for 

simplification 

Criterion 1: contribution to the creation of a level playing field for products? 

If full harmonisation is envisaged, option 3 would clearly improve the functioning of the 

internal market for all fertilising products but the significant delay to get all the existing 

ingredients listed in the Annexe(es) of a future Regulation would be a serious limitation. Long 

transitional period would be required to ensure that all existing ingredients can be listed in the 

Annex(es) of a future revised regulation. There would be no national rules anymore and the 

uncertainty concerning the procedures of mutual recognition would disappear.  

In a optional harmonisation scenario, option 3 would improve the functioning of the internal 

market for a broad range of fertilising products. Companies interested in the internal market 

would have a quicker access to it. Other manufactures would be allowed to keep their product 

on national markets without trade disruption. The uncertainty concerning the procedures of 

mutual recognition would not completely disappear as some products would remain on 

national markets. However, compared to option 1, requests for mutual recognition would 

considerably decrease as producers wishing to market their product across the EU would opt 

for the EU Regulation. 

Criterion 2: does the policy option lead to administrative simplification? 

In the full harmonisation option, the listing of authorised ingredients in the annexes of a future 

proposal would still require constant adaptation to technical progress, albeit less frequently 

than the updating of product types under Option 2. Once an ingredient is included in the list, it 

could be used in combinations with other authorised ingredients to produce fertilising 

products that would meet user needs. The regulatory framework would thus be simplified 

compared to Option 2 and the marketing of new formulations would be facilitated but only in 

the longer term. 

Under optional harmonisation, Member States would maintain national rules for ingredients 

not receiving a broad support for intra EU trade (e.g. processed manure placed on the market 
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under national rules). Compared to the full harmonisation, the availability of national rules 

would avoid the risks of market disruption and would therefore lead to administrative 

simplification for small producers active on local markets in the short term.  For public 

administration, optional harmonisation would be less conducive to simplification as national 

rules would have to be maintained. 

6.4.1.2. Administrative costs 

As for Option 2, several variants have been analysed to describe the roles of public 

administration and different EU scientific agencies in the implementation of Option 3. 

Variant 3A: only Member States administrations and the Commission review applications for 

listing types in the annexes of the revised Fertilisers Regulation. 

Variant 3B: the peer-review process for applications will be managed by the European 

Chemicals Agency (ECHA). An opinion will have to be delivered for each new entry 

proposed. 

Variant 3C: the peer-review process for applications will be managed by the European Food 

Safety Authority (EFSA). An opinion will have to be delivered for each new entry proposed. 

Criterion 3: contribution to the minimisation of administrative and compliance costs 

(a) Costs related to the governance of EU and national legislation 

Under full harmonisation and for all variants of option 3, a certain level of simplification 

would occur as the same ingredients could be mixed to produce several product types which 

would normally require separate listing under Option 2. This means less staff required in the 

Commission and its agencies and fewer meetings of the Fertilisers Committee to review the 

candidate ingredients for inclusion in the annex(es) of the regulation. Section 3 of Annex III 

explains in detail how this would work for the different variants of the option. 

Under the optional harmonisation scenario and similarly to option 2, the costs of management 

of national legislation would be maintained at 20% of the costs described under option 1.The 

costs of intervention of EU agencies would decrease by 20%. 

(b) Costs related to the placing on the market of new ingredients and mutual recognition 

As regards the costs relating to the placing of products containing ingredients not yet 

harmonised on the market, the reasoning developed under Option 2 would remain valid 

although fewer requests for inclusion would be expected. Under Option 3 only allowed 

ingredients would be listed (see Section 3 of Annex III for more explanations about the 

calculation). 

The costs of standardisation would be similar to option 2. Costs for managing national 

legislation and requests for mutual recognition of products and their related costs would 

disappear. This consequently would lead to significant cost reductions for businesses. Annual 

compliance costs for businesses under Option 3 are estimated at EUR 1-2 million per annum 

compared to EUR 26 million per annum under the baseline. This is a saving of more than 

90% of current compliance costs (see Annex III for more details). 

Under optional harmonisation, less product types to assess at EU level would mean fewer 

registrations and standardisation costs for industry and Member States in particular for the 

ingredients already present on local markets. Costs of mutual recognition would remain void 
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as it was assumed that in the presence of harmonised rules, products complying with national 

requirements would remain on national markets.  

(c) Market surveillance costs 

For both the optional and full harmonisation scenarios, it is assumed that the costs of market 

surveillance would not change under Option 3 compared to Option 1, as most Member States 

explained that they would not change their level of enforcement activities. 

(d) Compliance costs 

For Option 3, the same considerations as described under Option 2 would apply. The 

mitigation measures described under Option 2 regarding information obligations would also 

apply. 

Under optional harmonisation, only companies wishing to access the entire EU market will 

benefit the reduction of compliance costs from the harmonisation while others may be 

satisfied with national markets. Optional harmonisation would have less disruptive effects on 

trade of existing ingredients and therefore, compared to the full harmonisation option, less 

compliance costs would be expected.  

(e) Summary of cost assessment under criterion 3 

Under full harmonisation, the total costs for administration would be considerably reduced to 

approximately EUR 13 million per year (i.e. a saving of more than EUR 4 million per annum 

compared to the baseline).  

Option 3 would lead to total costs for businesses and administrations of EUR 15-16 million 

per year compared to approximately EUR 43 million under the baseline, i.e. a saving of more 

than half of current costs (see Annex III for more details and Section 7). 

If optional harmonisation applies under option 3, the total costs for administration would 

slightly increase (i.e. around EUR 0.5 million) compared to the full harmonisation option. 

This means that the costs of keeping national legislation would not be compensated by the 

cost reduction of less involvement of Member States in the evaluation of application for the 

registration of new ingredients and the development of standards at EU level.  

Optional harmonisation would slightly reduce the compliance costs for businesses (i.e. around 

EUR 0.2 to 0.3 million) in the short term as it was assumed that 20% of the existing products 

already registered at national level would remain covered by national rules.  

Option 3 and optional harmonisation would lead to total costs for businesses and 

administrations of EUR 15-15.5 million per year compared to approximately EUR 15-16 

million under full harmonisation, which is considered as insignificant change (see Annex III 

for more details and Section 7). 

6.4.1.3. Impact on competitiveness, innovation and international trade 

Criterion 4: does the policy option support innovation by facilitating the access to the market 

and by minimising the time to market new products? Could the option lead to significant trade 

impact? Is the option compatible with WTO obligations? (Qualitative) 

Under Option 3 and full harmonisation, producers and importers would face significant delays 

to get all necessary ingredients included in annex(es) to a regulation, which could initially 

reduce their capacity to innovate. However, compared to Option 2 these delays would overall 

be shorter, as fewer ingredients would have to be listed compared to types, and a list of 
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authorised ingredients would later help companies to manufacture tailor-made products that 

would best suit the needs of local agricultural production, without the need to request another 

listing in an annex to a regulation. This acceleration of the procedure would be beneficial for 

profitability and innovation in the longer term. 

Any delay in the listing of these ingredients will constitute a loss in profit for both the 

producer of the ingredient and the producer of the fertilising products using it. This profit will 

vary and be dependent on the potential use of this particular ingredient but would initially be 

more detrimental for SMEs than for big companies as it is assumed that SMEs would have 

less time and resources to prepare registration dossiers. However, later on, SMEs would 

benefit from the listing of ingredients submitted by bigger companies unless the listed 

ingredients are protected through patents or trade secrets
72

 . 

Analysis of impacts on international trade of inorganic fertilisers is similar to Option 2 as 

option 3 would specify the same maximum limit values for contaminants. 

As less disruptive effects on trade would occur under optional harmonisation, less negative 

impacts on competitiveness and innovation would be expected in the short term. National 

market could be considered by small producers or newcomers as a place to test new 

ingredients before envisaging an EU-wide marketing thereby allowing companies to 

progressively invest in new production facilities.  

6.4.2. Social impacts 

Criterion 5: can the option effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence decrease contaminant exposure of human beings via 

the food chain and drinking water? 

Under the full harmonisation scenario, the same positive impacts on human health could be 

expected as for Option 2.  

Under variants 3B and 3C, ECHA or EFSA would assess the risks of new ingredients. The 

safety of products should therefore increase under these variants even though the time 

required to achieve these assessments for all product types would delay the expected safety 

improvements. 

Compared to full harmonisation, optional harmonisation would not fully achieve the objective 

of reducing the exposure of the general population to contaminants from fertilising products 

in particular if national legislation imposes less stringent limit values for contaminants than 

those at EU level.   

Criterion 6: can the option lead to the creation of jobs and economic growth? 

The same considerations as for Option 2 apply to expected impacts on employment. Optional 

harmonisation would have no disruptive effects compared to full harmonisation and therefore, 

no negative impacts on employment would be expected. Less demand for inclusion of 

ingredients in the Annex(es) a future regulation would also mean a quicker access to the EU 

market for producers of fertilising products sourced from domestic secondary raw materials 

who have genuine interest to access the entire EU market. 

                                                 
72  Plant biostimulants are typically based on extracts of natural products so are generally not eligible for 

product patents although the manufacturing process may be patentable. However, in order to avoid the listing 

of commercial products, the description of approved ingredients will not contain any detail on the method of 

production so that the entry can be used to produce the same ingredient in a different manner. 
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6.4.3. Environmental impacts 

Criterion 7: can the option foster significantly the recycling of nutrients and contribute to the 

circular economy? 

Criterion 8: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil and hence improve soil function at EU level? 

Criterion 9: will the options ensure that farmers are correctly informed about the potential 

release of ammonia from different inorganic fertilisers in order to choose the optimal type of 

fertiliser and/or implement remediation measures? 

The environmental impacts of the harmonisation via listing of ingredients would be similar to 

those described under Option 2. 

Stakeholders’ opinion 

As under Option 2, a few Member States are supportive of this approach. They remain 

concerned by the fact that, without a positive list of authorised ingredients (or types under 

Option 2), dangerous chemical contaminants could be incorporated into fertilising products 

through dilution. Other Member States have however expressed concerns about the time 

needed to list authorised ingredients, especially if each ingredient has to be defined with a 

significant level of relevant details to allow its clear identification and a common Union-wide 

understanding. 

Some parts of the industry (mainly inorganic fertiliser producers) remain attached to current 

national regulatory systems, which are often based on a list of ingredients or types, whereas a 

majority of SMEs active in the recycling of domestic sources of nutrients seek a flexible 

regulatory framework for the placing on the market of fertilising products, in line with the 

agricultural needs in various regions of Europe.  

6.5. Option 4: creation of an internal market for fertilising products by using the 

New Legislative Framework 

6.5.1. Economic impacts 

6.5.1.1. Impact on the functioning of the EU market and potential for simplification 

Criterion 1: contribution to the creation of a level playing field for products? 

Both under the full or optional harmonisation option, option 4 would clearly improve the 

functioning of the internal market for all fertilising products by imposing generic legal 

requirements and not prescriptive information to reach the market. A shorter transitional 

period could be granted.  

Under full harmonisation, national rules would no longer exist and the uncertainty concerning 

the procedures of mutual recognition would disappear.  

Criterion 2: do the policy options lead to administrative simplification? 

Full harmonisation under option 4 would be feasible and would constitute a significant 

simplification by allowing producers to demonstrate that their products comply with safety 

and quality criteria (e.g. the legal requirements) without being obliged to go through the 

process of listing new types/ingredients in annexes to a new regulation. 

Under Option 4 producers would also be allowed to market a given material under different 

product categories without having to request the inclusion of this material into various type or 
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ingredient lists. For example, compost could be used in the manufacture of organic fertiliser, 

soil improver or growing media provided that the end product fulfils the quality and safety 

requirements for these respective categories. 

Compared to options 2 and 3, the Commission and the Member States would not need to meet 

frequently to discuss and adopt opinions on ECHA or EFSA assessments regarding the 

requests for the registration of new types or ingredients. 

Under optional harmonisation, the maintenance of national rules would help small companies 

to continue to market products corresponding to local needs. Optional harmonisation would 

therefore lead to less administrative burden for industry whereas public administration would 

have to continue to manage both EU and national legislation.    

6.5.1.2. Administrative costs 

Criterion 3: contribution to the minimisation of administrative and compliance costs; 

(a) Costs related to the governance of EU and national legislation 

Under Option 4 and full harmonisation, there would be no more need for listing types or 

ingredients for fertilising products in annex(es) to a regulation, which would greatly reduce 

the need for meetings of competent authorities to agree on the peer-review of applications and 

to consider adaptations to technical progress of the annex(es) as proposed under Options 2 or 

3. 

As for options 2 and 3, optional harmonisation would not help to reduce the costs of 

management of the EU Regulation and organisation of meetings. Costs of maintaining 

national rules would be reintroduced at the level of 20% of the costs foreseen under option 1.  

(b) Costs related to the placing on the market of new products and mutual recognition 

For the full harmonisation, the costs for the preparation and assessment of new applications 

for listing types or ingredients in annex(es) to a future regulation would be replaced by the 

costs of product conformity assessment performed by companies themselves or by ‘notified 

bodies’ designated by Member States prior to the placing on the market
73

 of products. The 

costs for industry to get their products certified and be allowed to affix the CE marking will 

strongly depend on the choice of the required conformity assessment module. 

This would range from: 

– Self-certification – Variant 4A – to various levels of third party certification: 

– Verification by third party certification that the products comply with the essential safety 

criteria – Variant 4B; 

– Verification by third party certification that the products comply with the essential safety 

criteria plus regular tests on specific aspects (e.g. contaminant content) – Variant 4C; 

– Verification by third party certification that the products comply with the essential safety 

criteria plus product checks conducted at random intervals – Variant 4 D. 

A clarification of the procedures related to each module is given in Section 3 of Annex III 

which contains detailed information on the approach followed to assess their respective costs. 

                                                 
73 Guide to the implementation of directives based on the NLF and the Global Approach 

http://ec.europa.eu/enterprise/policies/single-market-goods/files/blue-guide/guidepublic_en.pdf. 
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In order to facilitate the comparison with other options, one-off costs (fees to be paid for 

compliance check of all products under variants 4B, 4C and 4D) and recurrent costs (costs for 

additional tests under variants 4C and 4D) have been distributed over the whole commercial 

life of products which, according to industry, has been assumed to be 20 years. 

Compared to Options 2 or 3, the costs for standardisation under Option 4 would increase as 

new harmonised EN standards would be required to facilitate examination of commercialised 

products and to turn existing EN Standards into harmonised EN standards
74

. Compared to 

Option 2, an additional annual budget for standardisation of EUR 200 000 during 20 years 

was assumed to be necessary to support the development of these new standards. 

Costs for managing requests for mutual recognition of products would disappear. 

Under optional harmonisation, less product types to be assessed by notified bodies at EU level 

would mean fewer costs of product conformity assessment and standardisation for industry. 

The costs of mutual recognition would remain void as, in the presence of harmonised rules, 

this regulatory approach would not be used to market fertilising products in other Member 

States.  

(c) Market surveillance costs 

It is assumed that the costs of market surveillance would be slightly reduced
75

 under variants 

4B to 4D as products would have to be controlled by notified bodies before they are first 

placed on the market. This means that for Option 4A no change is expected, whilst for the 

other options, competent authorities could decide to reduce their market surveillance 

activities. For example, a 10% reduction is foreseen compared to Option 1 for variant 4B. For 

variants 4C and 4D a further decrease of 10% and 20% compared to option 1 is assumed as 

supervised controls would be performed by third parties at regular intervals under these 

options. 

(d) Compliance costs 

The overall cumulative impact on compliance costs for the industry is expected to be chiefly 

driven by the costs of quality assurance and regular testing under variant 4C or 4D. Examples 

of such cost are provided in Table 44 of Annex III and Table 56 of Anne IV respectively and 

would range between EUR 6 and 0.12/ ton of product
76

.  These costs would create additional 

costs for SMEs. For example, annex IV Section 4.1 shows that these costs might not be very 

significant in relative terms for large scale compost and digestate production (lowest end of 

the cost range mentioned before), but may represent more than 15 % of total costs in the case 

of very small-scale production plants (top end of the costs range mentioned above).  

These costs may be compensated, at least partly, by increased revenues through higher prices 

in fertilising products sourced from domestic materials if users accept that there is a 

                                                 
74  Harmonised standards are European Standards to which Regulation (EU) No 1025/2012 and sectorial Union 

harmonisation give a special meaning. The differences between European Standards (EN) and harmonised 

EN Standards essentially relate to the degree of obligation on the part of national standardisation bodies. 

Harmonised EN Standards must be implemented at national level and conflicting national standards must be 

withdrawn. 
75 During a survey carried out in April-May 2013 on fertiliser market surveillance costs in the Member States, 

the Commission asked whether national authorities would agree to reduce their market surveillance costs if a 

pre-market control is performed by notified bodies. 10% supported this idea whereas 30% responded 

negatively. 60% did not answer the questionnaire. 
76  From the figures mentioned in annex I, between 80 Mio and 100 Mio tons of fertilising products are 

marketed in the EU each year.  
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sufficiently high benefit to them in terms of avoided compliance costs (which otherwise occur 

when for example compost is considered as waste) and better and more reliable product 

quality. 

Optional harmonisation would have less disruptive effects on trade of existing products and 

therefore less compliance costs would generally be expected for the benefits of small 

companies mainly active on local markets. For example, under optional harmonisation, 

compost or digestate falling in the scope of the EU EoW criteria but not meeting all its 

provisions would be allowed to stay on the market under national rules. 

(e) Summary of cost assessment under criterion 3 

In the full harmonisation scenario, total costs for administration would be reduced to EUR 8-

11 million per year, which is a cost saving of EUR 6-9 million p.a. compared to the baseline. 

The annual compliance costs for companies vary from EUR 0.6 million (if self-certification of 

all products is possible) up to EUR 54-310 million per year (if certification is required for all 

products placed on the market). Product certification for each fertilising product would thus 

lead to significantly higher compliance costs than the baseline (see Table 1 in Section 7 and 

Section 3 of Annex III for more details). 

From the above, it can be concluded that Option 4A has the highest potential to lead to 

significant administrative costs reduction. Under variants 4B, 4C or 4D, certification by third 

parties could be very burdensome for individual companies currently benefitting from a type 

approval or operating in a country without any authorisation or registration scheme 

Under optional harmonisation, total costs for administration would slightly increase by around 

EUR 0.5 million compared to full harmonisation which is insignificant. The annual 

compliance costs for companies would decrease by 20% compared to the full harmonisation 

option. Optional harmonisation would have the advantage of leaving operators a maximum of 

flexibility to put new products on the market.  

6.5.1.3. Impacts on competitiveness, innovation and international trade 

Criterion 4: do the policy options support innovation by facilitating the access to the market 

and by minimising the time to market new products? Could the option lead to significant trade 

impact? Is the option compatible with WTO obligations? (Qualitative) 

Under Option 4 and full harmonisation, delays related to the listing of types or ingredients in 

annex(es) to the regulation would disappear, but the administrative burden would significantly 

increase for manufacturers if every single product were to be certified by a notified body. In 

comparison, variant 4A would be less burdensome for industry than variants 4B, 4C and 4D. 

However, the figures have to be considered with care, as they are biased by the huge number 

of commercial growing media present on the market, which significantly affects the costs for 

industry. Variants 4B, 4C or 4D could however be made mandatory for products potentially 

presenting increased level of risks, e.g. those derived from waste streams. 

The flexibility for marketing products introduced by the NLF under variant 4A would greatly 

benefit industry, as the 'time to market' would be much shorter. The profitability of producers 

would increase, allowing more investments in innovation and an increase in competitiveness. 

Farmers and end-users would benefit more rapidly than under Options 2 or 3 from a larger 

choice of products at competitive prices. 

However, self-certification is not considered sufficient to guarantee the safety of products 

derived from waste. As a matter of fact, compliance with the criteria suggested in the JRC 
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EoW report would require third party certification at regular interval (equivalent to variant 

4C) in order to ensure the safety of products.  

The broader offer of products from the reuse of organic materials could help EU farmers to 

slightly decrease their reliance on inorganic fertilisers. According to Rosemarin et al.
77

, more 

than 35% of the phosphate fertiliser imports could theoretically be replaced by recycled 

phosphate from EU urban waste water treatment only. Today, this volume ends up in 

landfills, cement, ashes of power plants and waste incinerators. 

Overall, if certification were needed at each product level, compliance costs would 

considerably increase compared to the baseline, harming the competitiveness of businesses 

and farmers. 

The analysis of impacts on international trade of inorganic fertilisers is similar to Option 2, as 

option 4 would specify the same maximum limit values for contaminants. 

Under optional harmonisation, existing fertilising products sourced from domestic raw 

materials would be allowed to stay on national markets. Optional harmonisation would again 

have less disruptive effects on trade than full harmonisation. 

6.5.2. Social impacts 

Criterion 5: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence decrease contaminant exposure of human beings via 

the food chain and drinking water? 

As harmonised limit values for contaminants would apply for all products, variants 4A to 4C 

would effectively achieve this objective. Variant 4D would foresee regular controls of 

products and would therefore ensure an even higher degree of safety of products compared to 

options 4A to 4C.   

Optional harmonisation would not be fully effective in reducing the exposure of the general 

population to contaminants in fertilising products. This could only be achieved if Member 

States adopt the limit values laid down in a revised Fertilisers Regulation.  

Criterion 6: can the option lead to the creation of jobs and economic growth? 

Under variant 4A and full harmonisation, the removal of unnecessary regulatory obstacles 

would benefit industry's competitiveness and innovation capacity. Companies would be able 

to speed up the return on their investments for new products as the time to market new 

products would disappear for all variants of option 4. The flexibility of the regulatory 

framework could also facilitate access to the market for SMEs, in particular for new products 

such as plant biostimulants, and hence increase growth and job creation. 

The transition to the NLF could lead to some job creation in notified bodies where third party 

certification is required. 

A optional harmonisation approach would benefit small operators who could avoid the costs 

of third party certification if the marketing conditions for their products are more favourable 

in their country.  

                                                 
77 Future supply of phosphorus in agriculture and the need to maximise efficiency of use and reuse. 

International Fertiliser Society, 2011 
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6.5.3. Environmental impacts 

Criterion 7: can the option foster significantly the recycling of nutrients and contribute to the 

circular economy? 

Criterion 8: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil and hence improve soil function at EU level? 

Criterion 9: will the options ensure that farmers are correctly informed about the potential 

release of ammonia from different inorganic fertilisers in order to choose the optimal type of 

fertiliser and/or implement remediation measures? 

The application of EU EoW criteria for input materials would offer some benefits in terms of 

inorganic fertiliser substitution (e.g. making the EU less dependent on imported resources), 

improved carbon balance and soil improvement. These benefits are not easily quantifiable, 

and only a few MSs have tried to assess them. For example in the UK it has been estimated 

that around EUR 10 million have been saved by adopting a quality assurance scheme similar 

to the JRC EoW over a period of 10 years (Source: the JRC EoW report).   

Many organic fertilisers and organic soil improvers derive from bio-wastes. As opposed to 

mined fertilisers, the nature of potential contaminants in products sourced from waste cannot 

be easily predicted, which creates problems of market acceptance.  It is therefore necessary to 

lay down essential legal requirements not only for the composition (including contaminants) 

of the end-product, but also – as a means of excluding potential contaminants – for the origin 

and treatment of the input-materials. For the purpose of establishing the necessary trust and 

confidence in such products, it is therefore also necessary to establish harmonised rules for 

processing and traceability, and to include third-party-certification in the conformity 

assessment procedure. Although the Commission can take inspiration of the JRC report on 

biodegradable waste subject to biodegradation of January 2014 to establish such criteria for 

compost and digestate, similar EU criteria should be developed in the future for other 

products deriving from waste. In the meantime national measures establishing end of waste 

criteria could continue to apply until similar EU conditions are defined in an annex of a future 

proposal. 

Optional harmonisation would not fully meet the objectives of reducing soil inputs of 

contaminants from fertilising products and informing farmers about the potential emissions of 

ammonia from urea-based fertilisers if equivalent limit values or information are not included 

in national legislation – which is rarely the case today for contaminants limit values (See 

Table 67 in Annex XI).  

6.5.4. Stakeholders’ opinion 

Several concerns were expressed by seven Member States on the applicability of the New 

Approach legislative format to fertilising products. In this regard, the role of CEN in the 

development of standards was seen as a major issue, and a few Member States considered that 

CEN mainly defends the interests of industry and that the work of CEN would be biased on 

issues regarding the protection of human health and the environment. Furthermore, it was 

argued that SMEs could be disadvantaged as participation in standard development was a 

very time-intensive activity for small businesses. 

However, it is noted that European standardisation is organised by and for the stakeholders 

concerned based on national representation, and is founded on the principles recognised by 

the World Trade Organisation (WTO) in the field of standardisation, namely coherence, 

transparency, openness, consensus, voluntary application, independence from special interests 
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and efficiency. In accordance with the founding principles, it is important that all relevant 

interested parties, including public authorities and small and medium-sized enterprises 

(SMEs), are appropriately involved in the national and European standardisation process. 

National standardisation bodies and CEN encourage and facilitate the participation of 

stakeholders via the new Regulation (EC) No 1025/2012 on standardisation.  

Moreover, three Member States and CEN expressed concerns about the availability of human 

resources for the development of harmonised standards regardless of the commitment of the 

Commission to support financially the development of any standardisation work necessary to 

verify the compliance of products. Several stakeholders also voiced concern that the 

development of such standards would take the same amount of time as listing ingredients or 

types in annex(es) to a regulation.  

In response to this concern, it is noted that a lot of EN and international test methods 

applicable to products covered by the future legislation have already been developed on a 

voluntary basis by industry, but are unfortunately enforced by a few Member States only. The 

future standardisation work would mainly consist in transforming these available EN 

standards into harmonised EN standards, and in removing any conflicting national standards. 

Contractually CEN is required to develop harmonised standards within 36 months. 

Harmonised EN standards are helpful for facilitating the process for demonstrating 

compliance, so the costs for developing them might be offset by faster and less costly 

certification procedures, such as in variant 4C. Issues regarding safety of products would be 

set out in essential safety requirements, and not in standards. Essential safety and quality 

requirements would be kept to a minimum in order to reduce as far as possible the costs for 

companies of purchasing new harmonised standards (around EUR 100/ standard). 

6.6. Option 5: creation of an internal market for fertilising products by adopting 

different variants of options 4  

6.6.1. Economic data 

6.6.1.1. Impacts on the functioning of the EU market and potential for simplification 

Criterion 1: contribution to the creation of a level playing field for products? 

The conclusions under Option 4 would apply, i.e. clear improvement of the functioning of the 

market and simplification for the products categories following the self-certification 

procedure. Products subject to third party certification would be disadvantaged as compliance 

costs would be higher than under self-certification. Optional harmonisation would help to 

reduce such costs when similar but less costly procedures are already enforced at national 

level. 

Criterion 2: do the policy options lead to administrative simplification? 

The implementation of conformity assessment procedures proportionate to the safety profiles 

of products would simplify the regulatory framework.  

The development of legal requirements for plant biostimulants and agronomic fertiliser 

additives would be challenging but not impossible according to industry. 

Developing harmonised standards to provide presumption of conformity with the legal 

requirements would take time even if most of technical methods are already available. In 

order to reduce as much as possible the transition to the new system, coordination groups 
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among the Member States representatives would be mandated to issue guidance on how to 

interpret the legal requirements and demonstrate conformity. 

6.6.1.2. Administrative costs 

Criterion 3: contribution to the minimisation of administrative and compliance costs. 

(a) Costs related to the governance of EU and national legislations 

Under Option 5, all product categories would follow the NLF. This would mean less 

Commission staff time to manage the legislation, and less meetings of the Regulatory 

Committee. Agencies would not be consulted for peer-review. 

(b) Costs related to the placing on the market of new products and mutual recognition 

Different policy regimes would be combined to ensure that the products with the highest 

potential for adverse effects would be subject to the most stringent regulatory oversight. In the 

light of the assessment of the various options – and the higher number of ingredients or types 

of fertilising products, various variants of Option 4 would be selected. In fact, consultations 

with Member States have shown that systematic third party verification would be considered 

excessive and disproportionate and should, therefore, be limited to fertilising products with 

higher risk profiles, in particular materials containing ingredients deriving from waste 

recycling activities, which may therefore contain dangerous contaminants.  

While industry already developed voluntarily EN test methods for fertilising products, most 

of the Member States still use national or even regional analytical methods. Under its 

standardisation action grant commitment, the Commission could foresee a budget to ensure 

that existing validated EN test methods are turned into equivalent harmonised EN standards, 

which could be used to verify the compliance of products to the legal requirements of a future 

regulation. For plant biostimulants and agronomic additives, as no voluntarily EN test 

methods have been developed so far for such products, the development of harmonised 

standards would be required (See details in Section 3 of Annex III) 

Costs for managing national legislations and requests for mutual recognition of products 

would disappear under the full harmonisation option. 

The variant of optional harmonisation would have the advantage of affecting only economic 

operators with a genuine interest in getting access to the market in several Member States, in 

line with the principles of subsidiarity and better regulation. 

(c) Costs for market surveillance 

Similarly to Option 4, the costs of market surveillance would be slightly reduced by 10% 

compared to the baseline, as the most sensitive products in terms of variable composition 

would have be controlled by notified bodies before they are placed on the market. 

(d) Compliance costs 

Third party involvement in the assessment of conformity with the legal requirements would 

vary between fertilising product categories, and would be highest for waste and other 

secondary materials with potentially variable composition.  Therefore the costs of third party 

certification would overall decrease compared to a full application of options 4C and 4D 

across the board. 
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According to the competitiveness proofing study, between 39% and 52% of the European 

compost and digestate producers already operate under an external certification scheme
78

. 

Nonetheless, under full harmonisation, the costs of third party certification could be 

significant, in particular where the existing national quality certification would have to be 

upgraded to comply with the new EU rules (mainly costs of complying with harmonised EN 

Standards).In such case, optional harmonisation would benefit economic operators who would 

be allowed to continue to market products responding to local market needs in accordance 

with national requirements.  

Other compliance costs and their reduction potential would be equivalent to Options 2 to 4. 

(e) Summary of costs assessment under criterion 3 

This option would allow reducing costs for administrations considerably, namely to 

approximately EUR 10 million per year compared to EUR 17 million in the baseline, i.e. 

savings of more than EUR 7 million per year. 

The costs for industry to place new products on the market tailored to their expected risks to 

the environment are estimated to be around EUR 9 million per year, which is a considerable 

reduction compared to the baseline (more than 65% savings) (see Section 3 of Annex III for 

details).  

Option 5 would improve the business environment by simplifying and harmonising the 

procedures for placing products on the market and reducing administrative burden and costs, 

while adapting the procedures and/or constraints to the level of risks or uncertainties from 

materials either due to potential safety concerns due their variable composition or proximity 

with plant protection products (e.g. plant biostimulants) or due to the origin of their 

components (e.g. waste-derived fertilising products). 

Under optional harmonisation, total costs for administration would slightly increase by around 

EUR 0.5 million compared to full harmonisation which is insignificant. The annual 

compliance costs for companies would decrease by 20% compared to the full harmonisation 

option. 

6.6.1.3. Impacts on competitiveness, innovation and international trade 

Criterion 4: do the policy options support innovation by facilitating the access to the market 

and by minimising the time to market new products? Could the option lead to significant trade 

impact? Is the option compatible with WTO obligations? (Qualitative) 

For all product categories falling under variant 4A (most of the inorganic fertilisers, liming 

materials and growing media), the same considerations apply as described in the analysis of 

Option 4A, i.e. competitiveness and innovation capacity of the producers of the materials 

concerned should improve in the short term, favouring the entry of new actors, wider choices 

and consequently lower prices, which in turn should be beneficial for the competitiveness of 

European farmers. 

For organic fertilisers and soil improvers deriving from waste, third party certification (costs 

of quality assurance and regular testing) under variant 4C may create additional costs for 

SMEs as described in Section 7.5.1.2.d. Mitigations measures are proposed in Annex IV to 

reduce such compliance costs. For example the minimum frequency of controls should be 4 in 

the first year (one sample every season) unless the plant treats less than 3 000 tonnes of input 

                                                 
78 http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/fx98655-final-report_en.pdf. 



 

58 

 

material. In that case, one sample every 1 000 tonnes of input material rounded to the next 

integer would be required. 

According to the JRC EoW report, where quality certified compost or digestate is used today 

under waste regulatory controls, future end-of-waste criteria are likely to lead to a net cost 

reduction. The cost reductions accrue in the use sector, and may possibly be transferred back 

to some extent, through the acceptance of increased compost and digestate prices, to compost 

and digestate producers, and through reduced gate fees to municipalities or other relevant 

waste generators. 

Analysis of impacts on international trade of inorganic fertilisers is similar to Option 2, as 

option 5 will specify the same maximum limit values for contaminants. 

As for options 2 to 4, optional harmonisation would have the advantage of keeping more 

technologically advanced products on the market in particular plant biostimulants and 

products deriving from waste that meet national EoW criteria. 

6.6.2. Social impacts 

Criterion 5: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence decrease contaminant exposure of human beings via 

the food chain and drinking water? 

Criterion 6: can the option lead to the creation of jobs and economic growth? 

The social impacts would be similar to those described under Option 4 for the product 

categories that would be regulated under the various variants of Option 4. 

According to the Baltic Sea Action Group, provided that all nitrogen (N) and phosphorus (P) 

contained in biomass and waste streams are recycled into valuable fertilising products, the 

annual economic value
79

 of P would be 4.2 billion EUR and that of N around 11 billion EUR. 

Thus, nutrient contained in domestic waste and biomass should not be considered as 'waste' 

but also as commercially valuable plant nutrient sources. Similarly, the European Sustainable 

Phosphorus Platform (ESPP) estimates that full implementation of the current technologies to 

recover phosphorus from biomass and improvements in the coherence and implementation of 

union environmental legislation could create 66 000 non de-localisable jobs.  

Option 5 would support such investment by providing a flexible and coherent approach to 

access the market without compromising on safety of products. 

Compared to full harmonisation, optional harmonisation would offer a more flexible 

environment for the development of emerging fertilising products sourced from domestic 

secondary raw materials. Producers of such products would be allowed to gradually invest in 

new production techniques to produce CE marked fertilisers. 

6.6.3. Environmental impacts 

Criterion 7: can the option foster significantly the recycling of nutrients and contribute to the 

circular economy? 

Criterion 8: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil and hence improve soil function at EU level? 

                                                 
79  Based on Finnish fertiliser prices 
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Criterion 9: will the options ensure that farmers are correctly informed about the potential 

release of ammonia from different inorganic fertilisers in order to choose the optimal type of 

fertiliser and/or implement remediation measures? 

The Communication “Towards the Circular Economy” and the related legislative proposal on 

the revision to the waste directive establish very ambitious targets for recycling
80

. This 

means that more domestic secondary raw materials are likely to be available in a near future 

which calls for the use of a flexible regulatory framework that could be operational when 

these targets enter into force.  

As mentioned under 7.3.3, a first estimation of the replacement potential of inorganic fertiliser 

shows that around 30% of the mined inorganic fertiliser could be substituted by organic 

fertilisers deriving from domestic secondary raw materials. However a transition to a more 

circular economy for fertilising products would only be possible if key regulatory elements 

are not obstructing more sustainable solutions and market creation for nutrient recycling. 

Interdisciplinary cooperation and efficient communication between stakeholders (fertiliser 

industry, waste holders, public administration, farmers, agronomists, and economists) would 

also be key to get a holistic picture of the complicated area of plant nutrition.  Tackling all 

these challenges would create new businesses opportunities for competitive clean 

technologies.  

More fertilising products deriving from recycling of biomass would also mean less GHG 

emissions generated during production. According to the European Compost Network, 

emissions generated during composting contribute for 0.01 to 0.06% to the total national 

GHG inventories for the EU. The inorganic fertiliser industry counts for 0.5% of such 

emissions. Diverting more bio-waste from landfills would have also the advantage of 

reducing the amount of GHG emitted during landfilling. 

The use of conventional plastic mulch films creates after 15 years of use, severe 

environmental and economic risks due to the release of micro plastic particles in the 

environment. The open burning of such films is also a source of toxic substances released in 

the environment. The CE mark should therefore be limited to fully biodegradable plastic 

mulch films. 

The combination of limit values for contaminants (as for options 2 and 4) and third party 

certification before products are placed on the market would reinforce the safety of products 

in particular for those deriving from waste. 

Option 5 could also contribute to improved air quality by providing the necessary information 

to farmers about the potential release of ammonia from the fertilisers they use. 

6.6.4. Stakeholders’ opinion 

The comments made under Option 4 remain valid as Option 5 would follow this regulatory 

Approach in particular as regards the role of CEN and the costs of standardisation (See 

stakeholders’ opinion on option 4). 

                                                 
80  Increase recycling/re-use of municipal waste to 70% in 2030 and phase out landfilling by 2025 for recyclable 

waste (including plastics, paper, metals, glass, wood and bio-waste) in non-hazardous waste landfills – 

corresponding to a maximum landfilling rate of 25%. 
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Some industry representatives expressed concerns that under the NLF, the information 

included in the authorised type of ingredients or products would be lost. The NLF defines 

generic criteria applying across the board whereas lists provide technical details on 

ingredients or products such as the method of production and specific quality criteria.  The 

inorganic fertiliser industry is particularly interested in keeping this information available to 

farmers. According to the industry, this is the only way to keep efficient products on the 

market. This could be solved by a guidance document to be developed by industry listing 

ingredients or products that meet the legal requirements of a future legislation. A statement on 

the label could refer to this voluntary standard.  

Some Member States expressed concerns about the costs of regular testing in particular for 

SMEs active in the production of compost and digestate. Those costs could be mitigated by 

the reduction of the frequency of controls according to the volume of production and the 

reduction of the number of external samplings after the recognition year (see Annex IV 

Section 4 for more details).   

Some Member States also explained that the system of certification by third parties could be 

expensive for micro entities applying national end of waste criteria for which such 

requirement does not exist. A substantial transitional period could be granted to allow 

producers to adapt to the new rules. If optional harmonisation is effective, national End of 

Waste criteria would continue to apply. 

Although a full harmonisation via the NLF has been found unrealistic (i.e. the costs of third 

party certification would be disproportionately high if applied without distinction to all 

fertilising products), there is much broader consensus on option 5 to address safety and 

quality issues without entailing disproportionate costs for industry or unduly delay the placing 

on the market of new products. 

7. COMPARING THE OPTIONS 

The comparison of the various policy options has been conducted taking into account the 

criteria of: 

 Effectiveness: 

Each option has been given a score relating to its ability to achieve the operational 

objectives (removal of trade barriers, improvement of safety, simplification potential, 

support to innovation and harmonised labelling); 

 Efficiency: 

The costs for the implementation of the policy options have been compared with their 

effectiveness in reaching the policy objectives; 

 Coherence: 

Each option has been given a score relating to its complementarity and compatibility 

with other EU objectives (Air policy review, Resource Efficient Europe initiative, the 

Nitrate Directive…). 

Table 1 compiles the information for each option and variant. 

Qualitative assessment  
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The columns on effectiveness and coherence in Table 1 provide a qualitative analysis of the 

arguments developed in Section 6 in order to facilitate comparison and to identify trade-offs. 

The options have been assessed as being ‘strongly negative (--)’, ‘negative (-)’, ‘neutral (=), 

positive (+) and strongly positive (++) compared to the baseline scenario (Option 1). 

Under the full harmonisation scenario, options 2 to 5 would reach the same level of 

effectiveness (albeit not at the same pace) in achieving the objectives of removing trade 

barriers and harmonised labelling as they would complete the harmonisation of the EU market 

for fertilising products.  

The various options differ in their capacity to meet the objectives of safety improvement, 

simplification potential and support to innovation in the circular economy.  

Under optional harmonisation, options 2 to 5 would equally fail to fully achieve the objectives 

of removing trade barriers and harmonised labelling. According to the outcomes of the SMEs 

consultation, 20% of the current market would remain national. Over the longer term, national 

markets would shrink if more and more products/ingredients are covered by the EU scheme. 

Under full harmonisation, the different variants of Option 2 (list of authorised types) have 

the potential to be effective in improving the safety of products compared to the baseline. In 

particular variants 2B and 2C (examination by European agencies of application dossiers for 

the listing of new fertiliser types) would be highly effective. However, producers – other than 

the first applicant for the inclusion of a new fertiliser type – could self-declare that their 

product complies with an existing entry of the tables listing the authorised fertiliser type 

without having to demonstrate compliance with the data submitted to register the original 

product. The compliance of their product could only be checked by post-market controls after 

the product is already on the market. 

Option 2 would not be conducive to innovation. Companies applying for the registration of a 

new type would face a first mover disadvantage trying to get existing product types registered 

as other companies would have the possibility to use these new product types afterwards to 

place their own products on the market without bearing the same costs. Pioneering products 

based on extracts or recovery of natural products are generally not eligible for product patents. 

Companies would be therefore reluctant to request the inclusion of such product types in an 

Annex of a future Regulation. 

Option 2 would not lead to administrative simplification as in light of the experience with the 

current Regulation, it would be extremely time consuming for industry to have all existing 

national product types included on a case-by-case basis in the annexes of a future regulation. 

In addition, the burden of such type listing upon SMEs only manufacturing specialities for the 

local market would be disproportionate. Consequently, some existing products could be 

removed from the market (market disruption) due to the burden generated by the obligation 

for type listing. Companies would mainly spend time and money getting their products on the 

EU list, although these would have already been recognised at national level. Simplification 

effects would only be observed once all existing national types had been listed. Option 2 is 

therefore considered as meeting the objective of simplification in the long term only. 

Optional harmonisation would be less effective in reaching the objectives of safety of 

products but would better support innovation and administrative simplification as the risks of 

market disruption would be minimised in the short term.  

Under full harmonisation, the different variants of Option 3 (lists of authorised ingredients) 

would also improve the situation as regards the safety of products, in particular under variants 
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3B and 3C for which opinions of EU agencies on applications of registration of new 

ingredients would be required. However, as for Option 2, producers – other than the first 

applicant for the inclusion of a new ingredient – using approved ingredient(s) listed in the 

annexes of a future regulation would not be obliged to demonstrate the conformity of their 

own ingredients with the requirements of the registered ingredient(s). Compliance of their 

products could be checked by post-market controls only. 

Support to innovation is stronger than under Option 2. Ingredient manufacturers would have 

an incentive to register at EU level to make their ingredients more widely available to 

manufacturers of fertilising products across the EU.  

Compared to Option 2, Option 3 would be more conducive to simplification for public 

administration and industry, as there are obviously less ingredients than possible product 

types. Listing authorised ingredients compared to listing product types in the annexes of a 

future regulation would require less work, and as a result the time to market new commercial 

products would be reduced. However, listing all authorised ingredients present on the EU 

market would still take a considerable effort. The regulatory Committee would still have to 

discuss and agree on common definitions for each ingredient, which would be consuming 

time and resources. Therefore the variants of Option 3 would not lead to simplification at least 

in the mid-term and could also lead to market disruption for fertilising products present on the 

national markets.  

Optional harmonisation would better support innovation (less investment risks at the early 

stage of the marketing of the fertilising ingredients) and would lead to administrative 

simplification at least for industry. However, optional harmonisation would not fully achieve 

the objectives of safety of products. 

Under full harmonisation, variant 4A (New Approach – self certification) would be very 

effective in achieving most of the operational objectives in particular regarding simplification 

and innovation potential. The safety of products would be significantly improved compared to 

the baseline, as conformity would be required with the Regulation’s essential safety 

requirements, which would include limits for hazardous contaminants such as cadmium. 

However, there would be no pre-marketing compliance control by third parties. In particular 

products derived from waste streams may need to be controlled more intensively, as regards 

their conformity to the safety legal requirements, before they are placed on the market. 

The other variants of Option 4 (different modules for third party certification for all 

fertilising products) would not lead to simplification, in particular if each product had to be 

certified individually. The associated costs would be likely to undermine innovation. This 

issue could be addressed through the certification of product families rather than of individual 

products (See point 3.4 of Annex IV). 

The safety of products would increase progressively from variants 4B to 4D as products 

would be certified and increasingly controlled by third parties before being placed on the 

market.  

Although option 4 would bring the most radical change to the fertiliser legislation, and hence 

to the existing national procedures, some of the critical statements expressed by some 

Member States' experts in preliminary consultations are based on misunderstandings. For 

example, it was not clear to all that Member States can participate directly in the development 

of the harmonised EN standards, and retain ultimate control with regard to the acceptability of 

harmonised standards drawn up by CEN: they can also reject them if they consider that the 

standards do not adequately ensure compliance with the legal requirements laid down in the 
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Regulation. In addition, the New Approach legislative format has been used successfully for 

other very sensitive sectors such as toys, pyrotechnic articles and civil explosives, where it 

now ensures the safety of products placed on the EU market. 

Compared to full harmonisation, optional harmonisation would be less effective in reaching a 

level playing field as regards limit values for contaminants in fertilising products. National 

limit values would have to be maintained to avoid water and food contamination from the use 

of national fertiliser. The objectives of administrative simplification and innovation support 

would be better achieved under optional harmonisation. 

Option 5 (New Approach – with various levels of third party certification depending on the 

expected level of risks potentially caused by the fertilising products) would have the 

advantage of improving the current situation as regards all operational objectives in the short 

and/or longer term. 

Option 5 would lessen the burden on products that are deemed less risky by allowing self-

certification, and therefore lead to simplification compared to options 2 and 3 and variants 4B, 

4C and 4D.  

As regards safety, fertilising products would have to comply with generic essential safety 

requirements (i.e. limit values for contaminants) and agronomic requirements specific to each 

product category. The conformity of products with these requirements would have to be 

checked either by the producers themselves or by a third party, depending on the nature of the 

raw material used. These pre-market conformity assessments and – as the case may be – 

recurrent controls would reassure farmers and public authorities about the safety of products 

derived from waste streams. 

As regards SMEs and competitiveness, limiting third party certification to some product 

categories which deserve more attention, such as materials deriving from waste because of 

their higher variability in composition, would provide greater flexibility and impose less red 

tape. This should create an environment of improved business opportunity and facilitate 

innovation and greater competition in particular for alternatives to inorganic fertilising 

products. The greater flexibility would be reinforced by the optional harmonisation variant. 

Farmers and consumers would benefit from more choice in line with the agricultural needs
81

 

in various regions of Europe therefore contributing to better match supply and demand and 

from competitive prices, while products will satisfy adequate safety standards.   

The new instrument would be also adaptable to new scientific evidence relating to the safety 

of fertilising products and/or modifications to the list of contaminants in relevant 

environmental legislation. A safety net of prohibited ingredients will be implemented to 

address recurring problematic feedstock which triggers non-compliance with the essential 

safety requirements 

Quantitative Assessment 

When comparing the costs against the expected effectiveness, all variants under Options 2 and 

variant 4D could be discarded, as they would trigger a significant increase in costs either for 

authorities or industry. Variants 4B and 4C would also lead to very significant costs for 

producers if certification is required at product level, whereas a certification limited to certain 

groups of products such as those sourced from waste could significantly reduce the costs of 

                                                 
81  There are a general trend towards fertilising products customisation to respond to specific farmer needs 
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certification. The variants under option 3 would be cost-effective both for industry and public 

administration.  

Option 5 would be more costly than Options 2 and 3 and variant 4A for the part of industry 

that does not benefit from the self-certification of products (mainly products deriving from 

waste and animal by-products but also plant bisotimulants and agronomic fertiliser additives).  

Optional harmonisation would facilitate the smooth transition to the new regulatory 

framework leaving producers the choice to market product either for the local or for the EU 

markets.   
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Table 1: Comparison table of options 

 

Scope of 

harmonisat

ion 

Effectiveness Total annual 

costs for 

companies 

(EUR) 

Total annual 

costs for MS 

authorities 

(EUR) 

Total annual 

costs for the 

Commission 

(EUR) 

Total annual 

costs 

(EUR) 

 

 

Coherence 

 

 

 

 

Option 
Removal trade 

barriers  

Improvement of 

safety of products  

Simplification potential Support  innovation in the circular 

economy Harmonised labelling 
 Short term Long term Short term Long term 

1  = = = = = = = 26 062 500 17 165 150 328  000 43 555 650 = 

2A Full ++ + -- + -- + + 3 184 750 21 617 330 631 050 25 433 130 + 

2A Optional + = - + - + = 2 585 260 20 060 610 611 950 23 257 820 = 

2B Full  ++ + -- + -- + + 6 065 015 21 617 330 406 050 28 088 395 + 

2B Optional + = - + - + = 4 889 470 20 060 610 386 950 25 337 030 = 

2C Full ++ + -- + -- + + 3 184 750 21 617 330 1 421 050 26 223 130 + 

2C Optional + = - + - + = 2 585 260 20 060 610 1 198 950 23 844 820 = 

3A Full ++ + - + - + + 1 278 335 13 411 995 441 080 15 131 410 + 

3A Optional + = = + = + = 1 078 765 13 454 955 421 980 14 955 700 = 

3B Full ++ + - + - + + 2 085 660 13 411 995 366 080 15 863 735 + 

3B Optional + = = + = + = 1 724 625 13 454 955 346 980 15 526 560 = 

3C Full ++ + - + - + + 1 278 335 13 411 995 650 580 15 340 910 + 

3C Optional + = = + = + = 1 078 765 13 454 955 574 580 15 108 300 = 

4A Full ++ = ++ + + + + 621 890 11 268 855 219 365 12 110 110 + 

4A Optional + = ++ + + + = 502 800 11 734 335 194 665 12 431 800 = 

4B Full ++ + = + - + + 54 256 390 10 161 245 
219 365 

64 637 000 + 

4B Optional + = + + = + = 43 410 400 10 626 725 
194 665 

54 231 790 = 

4C Full 
++ + - + -- + + 156 161 940 9 053 635 219 365 165 434 940 + 

4C Optional 
+ = = + - + = 124 934 840 9 519 115 194 665 134 648 620 = 

4D Full 
++ + -- + -- + + 309 020 265 7 946 025 219 365 317 185 655 + 

4D Optional 
+ = - + - + = 247 221 500 8 411 505 194 665 255 827 670 = 

5 Full 
++ + + + + + + 8 781 180 10 161 240 219 365 19 161 785 + 

5 Optional 
+ = ++ + ++ + = 7 030 235 10 626 720 194 665 17 851 620 = 
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8. MONITORING AND EVALUATION  

8.1. Supporting the implementation of the new legislative proposal 

The Commission will develop together with Member States' experts and interested 

stakeholders, a number of accompanying activities to facilitate the implementation of the 

measures such as an implementing act outlining data requirements on EU EoW criteria, an 

FAQ document, CEN standards, guidance documents for the implementation and enforcement 

of the selected option. 

8.2. Measuring the fulfilment of the objectives 

The evaluation of the effectiveness of the legislation will be based on the feedback received 

through various cooperation mechanisms already established under the current Fertilisers 

Regulation (expert groups). 

8.2.1. Removal of trade barriers and simplification (operational objectives 1 and 3) 

Progress in removing trade barriers will be measured by an ex-post evaluation of the future 

legislation and a new SME consultation 5 years after its implementation. This includes 

verifying to which extent national measures on fertilisers have been effectively removed. An 

SME survey could measure whether the expectations of the sector in terms of administrative 

burden reduction and simplification have been met. The evolution of municipal waste 

treatment technologies and in particular the emergence of a higher number of recovery 

installations would be an indicator of the reduction of trade barriers for organic fertilisers and 

soil improvers. Data are available in Eurostat (See Annex 1). 

8.2.2. Better market access for more sustainable products deriving from domestic 

resources (operational objective 4) 

Other initiative than the revision of the Fertilisers Regulation could support the development 

of the market of fertilising products sourced from domestic secondary raw materials. A 

detailed analysis of the framework conditions supporting further investments in such products 

could intensify the role of nutrient recovery. It would be particularly important to identify 

which type and which amount of biomass is available for valorisation into fertiliser 

production. 

Progress in allowing better access to the market for more sustainable products will be 

measured by an ex-post evaluation. The analysis of the number of patent registrations for new 

products or industrial processes before and after the enforcement of the future Regulation 

could be used as monitoring indicator of the achievement of this objective. 

8.2.3. Better safety of products (operational objective 2) 

The monitoring of compliance will be possible on the basis of a number of enforcement 

indicators (e.g. number of products checked, number of non-compliant products among those 

checked, type of non-compliance found, number of non-compliant products whose 

manufacturer/importer was identified, number of products refused at the border). These 

enforcement indicators will be based on information provided via: 

– Use of RAPEX, the EU rapid alert system that facilitates the rapid exchange of information 

between Member States and the Commission on measures taken to prevent or restrict the 

marketing or use of products posing a serious risk to the health and safety of consumers 
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with the exception of food, feed, pharmaceutical and medical devices, which are covered 

by other mechanisms. Since 1 January 2010, RAPEX also facilitates the rapid exchange of 

information on products posing a serious risk to the health and safety of professional users 

and on those posing a serious risk to other public interests protected via the relevant EU 

legislation (e.g. environment, workplace, energy consumption, incorrect measurement, 

security). Both measures ordered by national authorities and measures taken voluntarily by 

producers and distributors are reported in RAPEX.  

 

GRAS-RAPEX is the General Rapid Alert IT tool used for the RAPEX notifications. Since 

May 2012, Member States can notify in the GRAS-RAPEX system all products falling 

under the scope of the proposal; 

– the safeguard clause procedures established under the future proposal according to which 

Member States notify restrictive measures adopted against products that although 

complying with the provisions of the current legislation, present serious risks or 

shortcomings (e.g. as regards quality); 

– a general database established under Article 23 of Regulation (EC) No 765/2008 for the 

exchange of information among Member States on market surveillance activities and non-

compliant products (ICSMS database). This database allows Member States to exchange 

information about non-compliant products found in the market (market surveillance, 

authorities, customs etc.); 

– the data provided by customs authorities. The latter have a duty to cooperate with market 

surveillance authorities according to the relevant provisions of Regulation (EC) 

No 765/2008; 

– the National Market Surveillance Programmes established by Member States on the basis 

of Regulation (EC) No 765/2008 and their report on the state of the implementation of the 

programmed activities. 

In 2012 the Joint Research Centre in Sevilla carried out a broad survey on the content of 

contaminants in compost and digestate. A similar study shall be performed 5 years after the 

implementation of a future regulation to verify whether the setting of harmonised rules has 

effectively reduced the contaminants content of such products. 

Over the longer term (i.e. 10 years or more as it could take more time to observe the effects of 

a reduction of contaminants in fertilising products on the environment and transitional periods 

depend on the choice of the regulatory approach), progress on the reduction of certain soil 

contaminant inputs via fertilising products could be gauged from monitoring and assessment 

carried out in accordance with Article 3(6) of Directive 2013/39/EU and with Articles 4 and 5 

of Directive 2006/118/EC, which oblige Member States to determine trends in the levels of 

pollutants in surface and groundwater bodies. The findings have to be reported under Article 

15 of Directive 2000/60/EC. Analysis of the inventories of emissions, discharges and losses 

of priority pollutants required from Member States under Article 5 of Directive 2013/39/EU 

could also provide information on progress. 

Following the results of constant monitoring and market surveillance, the lists of 

contaminants and their corresponding limit values could be adjusted via delegated act. 
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The quality of services provided by notified bodies should also be verified in line with the 

provisions contained in Decision (EC) No 768/2008 and regular round robin testing to which 

all Notified Bodies will have to participate. 

8.2.4. Better information of farmers and consumers (operational objective 5) 

A revised Fertilisers Regulation will propose a harmonised labelling information system that 

will allow end-users (farmers, growers and the general public) to make conscious choices 

based on the intrinsic product quality declared on the labels. Where necessary, CEN will be 

required to develop appropriate European harmonised standards to complement the labelling 

requirements set out by the future legislation. 

In accordance with Articles 7 and 8 of Council Directive 2001/81/EEC on national emission 

ceilings for certain atmospheric pollutants, Member States shall prepare and annually update 

and report to the European Environment Agency national emission inventories for the air 

pollutants covered by the Directive, including ammonia emissions. This information, as 

broken down by emission source category can be used to assess whether the improved 

information for farmers on high-emitting fertilising products and urease inhibitors will lead to 

lower overall emissions of ammonia. Relevant additional information, including on the sales 

of urea-based inorganic fertilisers vs. nitrate-based inorganic fertilisers Member State by 

Member State may be obtained from Eurostat. 

In accordance with Article 10 of Council Directive 91/676/EEC concerning the protection of 

waters against pollution caused by nitrates from agricultural sources, Member States shall 

submit a report to the Commission containing the information outlined in Annex V of that 

Directive. The report should include information about the measures in place to avoid 

fertilisation resulting in nitrogen leaching into waters.  

9. REFERENCES 

 ORBIT/ECN, "Compost production and its use in the EU", 2008. 

(http://susproc.jrc.ec.europa.eu/activities/waste/documents/080229_eow_final-

report_v1.0.pdf). 

 International Fertiliser Industry Association. 79
th

 IFA annual conference Montreal 

(Canada), 23-25 May 2011. 

 Food and Agriculture organisation of the United Nations Current World fertiliser 

trends and outlook to 2015. Rome, 2011. 

 Van Dijk Management Consultants, Arcadia International and BiPRO GmbH. Study 

on options to fully harmonise the EU legislation on fertilising products including 

technical feasibility, environmental, economic and social impacts. Final Report. 

January 2012. 

 GCL Développement Durable. Etat, perspectives et enjeux du marché des engrais. 

Janvier 2010. 

 Chambres d'agriculture françaises. Revue No 999. Le marché mondial des fertilisants 

agricoles: trois nutriments clés au centre d'enjeux stratégiques. Janvier 2011. 

 Legislation and permit policies regulating the use of horticultural and energy peat 

resources and peat-based products in the EU. EPAGMA. May 2008. 



 

69 

 

 Socio-economic impacts of the peat and growing media industry on horticulture in 

the EU. EPAGMA. September 2008. 

 Bilan des flux de contaminants entrant sur les sols agricoles en France 

métropolitaine. Agence de l'Environnement et de la maitrise de l'Energie. May 2007. 

 End of waste criteria for biodegradable waste subject to biological treatment 

(compost and digestate): Technical proposals. JRC Scientific and policy report 2014. 

 Etude de l'alimentation totale française (EAT 2). Agence nationale de la sécurité 

sanitaire. Juin 2011. 

 Green Paper on the management of bio-waste in the European Union. COM 

(2008)811 final. 

 Communication from the Commission to the Council and the EU Parliament on 

future steps in bio-waste management in European Union. COM (2010)235 final. 

 Communication staff working document accompanying the Communication from the 

Commission on future steps in bio-waste management in the European Union. 

COM(2010)577 final. 

 NPK: will there be enough plant nutrients to fee a world of 9 billion in 2050? JRC 

science and policy reports. Foresight and Horizon scanning series. J-P. Malingreau, 

H. Eva, A. Maggio (2012). 

 Ex-ante evaluation of the competitiveness impacts of the EU Commission’s policy 

proposal on the review of Regulation (EC) No 2003/2003 relating to fertilisers. 

ECORYS (January 2013). 

 Evaluation of Regulation (EC) No 2003/2003 relating to fertilisers. Centre for 

Strategy and Evaluation Services (November 2010). 

 Anaerobic digestion in Europe. Proceedings of the 7th international ORBIT 2010 

conference. L. De Baere, B. Mattheeuws (2010). 

 Risk and Opportunities in the Global Phosphate Rock Market. Robust Strategies in 

Times of Uncertainty. The Hague Centre for Strategic Studies – Report No 17/12/12. 

(2012). 



 

70 

 

10. GLOSSARY OF TECHNICAL TERMS AND ABBREVIATIONS 

 Bio-waste is defined in the Waste Framework Directive as 'biodegradable garden and park 

waste, food and kitchen waste from households, restaurants, caterers and retails premises, 

and comparable waste from food processing plants'. 

 Biodegradable waste is a broader concept and is defined in the Landfill Directive as 'any 

waste that is capable of undergoing anaerobic or aerobic decomposition such as food and 

garden waste, paper and paperboard'. 

 Agronomic fertiliser additives means any substance added to a fertiliser, soil improver, 

liming materials or growing medium which act on the fertilising products to which it is 

added in order either, to modify the release of nutrient(s) in the environment, or to 

improve the agronomic efficacy of the final product. 

 Compost means solid particulate matter resulting from controlled decomposition, by 

thermophilic and mesophilic microorganisms under predominantly aerobic conditions, of 

biodegradable waste other than those classified as animal by-products Category 1 under 

Regulation (EC) No 1069/2009: 

– Green compost means compost exclusively made of untreated, source 

separated (or separately collected) plant material derived from solid material 

from the production or processing of agricultural or horticultural produce, 

timber and natural textiles; 

– Bio-waste compost means compost produced from biodegradable garden and 

park waste, food and kitchen waste from households, restaurants, caterers and 

retail premises and comparable waste from food and fodder processing; 

– Bark compost means a compost produced from bark; usually not mixed with 

other organic residues but with additives as a nitrogen source; 

– Sewage sludge compost means compost of precipitated semi-solid residues 

from the treatment of waste water; 

– Mixed waste compost means any of the materials listed as compost, green 

compost or bio-waste compost but with the inclusion of any of the following: 

(a) animal-derived material which is classified as animal by-products 

Category 2 or 3 under Regulation (EC) No 1069/2009, which may be 

composted (under controlled conditions) and can include catering and 

food waste, some slaughterhouse waste (such as blood and feathers), 

manure and gut; 

(b) material that has previously been anaerobically digested. 

 Digestate means the residual semisolid or liquid material of anaerobic digestion of 

biodegradable materials. 

 Fertilising products: any substance or mixture which delivers nutrients to crops or 

improve the physico-chemical properties (pH, organic matter…) of soils. In the context of 

this impact assessment, it means inorganic, organo-mineral and organic fertilisers, soil 

improvers, growing media and plant biostimulants and their combinations. 
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 Fertiliser is a material, the main function of which is to provide nutrients for plants, of 

which we can identify: 

– Inorganic fertiliser, i.e. fertiliser in which the declared nutrients are in the form 

of minerals obtained by extraction (e.g. potash and phosphate rocks) or by 

physical and/or chemical industrial processes (e.g. urea); 

– Organic fertiliser means a fertiliser which consists of organic materials of plant 

and/or animal origin. Compost and digestate described above can be 

recognised as organic fertilisers or soil improvers depending on their nutrient 

content; 

– Organo-mineral fertiliser means a fertiliser obtained by chemical reaction of 

inorganic and organic fertilisers in order to delay the nutrient release to the 

plants. 

 Growing media are materials, other than soils in situ, in which plants are grown and 

which is used independently from soil in situ. 

 Heavy metal means any compound of arsenic, cadmium, chromium (VI) and chromium 

total, copper, lead, mercury, nickel and zinc as well as these materials in metallic form, as 

far as these are classified as hazardous substances. Copper and zinc are also valuable 

nutrients for plants. 

 Ingredient means a substance that forms part of a mixture. 

 Liming materials are inorganic substances and mixtures whose main function is to 

correct soil acidity containing either calcium and/or magnesium under the forms of oxides, 

hydroxides, carbonates or silicates. 

 Nutrients are the elements that are essential for plant growth and ensure a good yield of 

harvested crops. They are often classified as macronutrients (nitrogen, phosphorous and 

potassium, calcium, magnesium, sodium and sulphur) and micronutrient fertilisers (boron, 

cobalt, copper, iron, manganese, molybdenum and zinc) in accordance with their 

application patterns and concentration in plan tissues. Other elements such as oxygen, 

carbon dioxide and water are also crucial for plants but are however not considered as 

nutrients as they are found in abundance in the environment or are not considered to pose 

any environmental problems. 

 Organic pollutants (OPs) are organic substances that are resistant to environmental 

degradation through chemical, biological and photolytic processes. 

 Plant biostimulant means a material which contains substance(s) and/or micro-

organisms aimed at stimulating plant nutrition processes independently of the 

product's nutrient content, with the exclusive aim of improving one or more of the 

following characteristics of the plant:  

 The plant's nutrient use efficiency,  

 The plant's tolerance to abiotic stress, or  

 The plant's crop quality traits. 

 Soil improvers are any material which improves the physical, chemical and/or biological 

properties of soil. However, the more usual interpretation relates to materials which are 

added to soils to enhance their physical properties. Such materials include manure, and 
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various types of composted materials which may or may not also provide some useful 

quantities of plant nutrients, planting materials or mulches, acidifying products, perlite, 

clay, stone meal, biochar… 

 Type of fertiliser means fertilisers with common characteristics as indicated in Annex I to 

Regulation (EC) No 2003/2003. 

 Urea-based fertiliser is an inexpensive form of nitrogen fertiliser. Although urea is 

naturally produced in humans and animals, synthetic urea is manufactured with anhydrous 

ammonia. Special steps must be taken when applying urea to the soil to prevent the 

volatilisation of ammonia. 
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ANNEX I 

 

The global and EU supply and demand of fertilising products and additives 

A fertiliser is any material, inorganic or organic, natural or synthetic, that supplies plants with 

the nutrients necessary for plant growth and acts to increase yield in optimum conditions. 

Plants live, grow and reproduce by taking up water and mineral substances from the soil, 

absorbing carbon dioxide from the air and energy from the sun. Plants contain practically all 

(92) natural chemical elements but need about 14 of them for their optimal growth. Nitrogen 

and phosphorus for example are essential to build plant proteins. Every plant nutrient whether 

required in large or small amounts has a specific role in plant nutrition and growth. One 

nutrient cannot be substituted for another. 

1. Global inorganic fertiliser supply 

The majority of the world's intensive agricultural systems depend on synthetic fertilisers to 

provide three key nutrients: nitrogen (N), phosphate (P2O5) and potash (K2O) to crops. The 

commodities market at the origin of these inputs has experienced substantial changes in recent 

years. Since 2005, emerging economies (China, India) have massively invested in the 

production of fertilisers mainly to ensure that the food needs of their growing populations are 

met. In 2008, prices of agricultural products (including fertilisers) soared as shown in figure 

5. This episode highlighted the increasing importance of accessibility to these essential 

resources, especially considering that mines and production capacities are situated in third 

countries.  

After a 7.6% contraction in 2009, 2010 marked a strong rebound of global nutrient production 

due to slight recovery in traditional markets and a sustained level of consumption in emerging 

markets.  

Inorganic fertilisers containing nitrogen (N) represent the bulk of the global fertiliser 

consumption (60%) followed by phosphorus (P) (25%) and potassium (K) (15%). Figure 3 

illustrates the relative importance of the various nitrogen sources in European agriculture. 

Figure 4 provides more information on the EU and global inorganic nitrogen fertilisers 

market. 



 

74 

 

Figure 3: Sources of nitrogen inputs in European agriculture. (Source: Eurostat) 

 

 

Figure 4: Sources of inorganic nitrogen inputs in EU agriculture and worldwide. 

(Source: Fertilisers Europe 2012) 

 

Over the next five years, world global capacity will further increase with the realisation of 

about 250 new industrial projects. The International Fertilisers Association (IFA) estimates 

that about USD 88 billion will be invested by the fertilisers industry between 2010 and 2015.  
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1.1. Inorganic nitrogen fertilisers 

The production of inorganic nitrogen fertilisers depends largely on the availability of gas at 

competitive prices
82

 (see figure 5) and ammonia is the main intermediate during the 

production of all nitrogen fertilisers. In a volatile energy market with fluctuating natural gas 

availability, the industrial dimension of nitrogen production has a strategic element. Natural 

gas contributes to 70% of total production costs of inorganic nitrogen fertilisers. Europe is 

amongst the regions with the highest gas prices in the world with a 230% increase in the last 

decade. Measures to secure gas supply would therefore also stabilise the price of inorganic 

nitrogen fertilisers in Europe. 

The world inorganic nitrogen fertiliser production is currently concentrated in Russia (20%), 

the United States (19%) and Canada (6%). For developing countries, the main driver for 

investment in nitrogen fertiliser production is the strong desire to optimise the use of local 

resources and to reduce their reliance on imports (mainly urea
83

). 

No increase in ammonia capacity is expected in Western Europe. Central Europe will more or 

less maintain its existing capacity. 

Figure 5: Price of urea and natural gas in Europe (Source: Blanco, 2011 derived from World 

Bank database; price normalised to 2000; accessed in 2011) 

 

The production technology for commodity inorganic nitrogen fertilisers is readily available 

but the production process is highly capital intensive. Member States are no longer financially 

supporting the production of fertilisers and consequently, industry has been more market 

driven than in the past. Economies of scale are important to reduce fixed costs per tonne and 

achieve good competitiveness. 

1.2. Inorganic phosphate fertilisers 

                                                 
82 As part of its recent accession to WTO, Russia has made commitments concerning the gas double pricing 

system which could reduce the negative impacts on EU fertiliser manufacturers. 
83 Urea accounts for 90% of nitrogen-based products growth since 1999. 
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Despite relative abundance, resources of phosphate rocks are unevenly distributed around the 

world. Morocco, China and the US hold two-thirds of the world phosphate rocks reserves and 

it might therefore be considered a strategic resource. Some national companies intend to 

benefit from the increase in fertiliser demand by investing in new mining projects (e.g. 

Ma'aden in Saudi Arabia). In 2008, prices of phosphorus rock went up by 700% in little over 

a year. 

In Europe, some companies
84

 have invested in the production of NP and NPK fertilisers via 

the nitrophosphate route to reduce the generation of gypsum waste produced in the 

conventional phosphoric acid route. The availability of phosphate rocks might be a source of 

concern for those companies as many producing countries strongly encourage the local 

production of more valuable finished products. The only source of phosphate rock in Europe 

is located in Finland which cannot satisfy the needs of the European fertiliser industry. 

Some countries including the EU are encouraging the use of recycled phosphorus which 

would help diversify the supply of this fundamental raw material and strive for a more even 

distribution of phosphorus resource at regional and global level. 

1.3. Inorganic potassium fertilisers 

Canada, Russia, Belarus and Israel represent more than two-thirds of the world production, 

while eight companies control 80% of the production. No scarcity of potassium is foreseen 

over the long term in Europe but reserves are in the hands of a few countries and companies. 

The most important producing Member States are Germany, Spain and the UK. 

It is now generally accepted that, whatever the existing proven resources, the complete 

dependence of the EU fertiliser market on non-renewable resources such as N and P must be 

addressed over the longer term by a food security strategy. 

2. Development of the internal market for inorganic fertilisers since 2003 

The current fragmentation of the market for inorganic fertilisers does not indicate particular 

problems in the overall development of the Internal Market for inorganic fertilisers. As far as 

the main part of the inorganic fertiliser sector is concerned, most of the multinational firms 

and the other smaller exporting firms have shifted their production towards EC fertilisers. For 

the existing categories of fertiliser covered by the Regulation, this facilitates the smooth 

operation of the Internal Market with limited problems reported as regards their trade. It has 

also facilitated the import of fertilisers from outside the EU as reported by the importers 

association (EFIA). In addition, according to a couple of manufacturers, it supports the export 

of EC-labelled inorganic fertilisers that are accepted without additional tests or documentation 

requirements by a number of third countries (inside and outside Europe). Still, such a benefit 

from the Regulation is not able to counterbalance the generally negative trend in the EU 

exports of fertilisers during the last decade that reflects, primarily, the lower production costs 

in certain non-EU countries due to cheaper access to raw materials in those regions. 

The choice of the national label in some countries appears to reflect the presence of an 

existing market for lower nutrient content in inorganic fertilisers that the Fertilisers 

Regulation does not cover. It also arises because various new products with additional 

ingredients (additives, coating agents) are only partially or not yet covered by the Fertilisers 

Regulation.  

                                                 
84 BASF, Belgium; YARA, Norway; AMI, Austria; Azomures, Romania; Lovochemie, Czech Republic. 
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Figure 6: Evolution of extra-EU trade in fertilisers (all categories) in EU27 (1999=100). 

Comparison with evolution of total imports and exports
85

 (Source: Eurostat, External trade 

statistics, 2010) 

Thus, from the point of view of national authorities and most parts of the industry, the 

problems for the development of the Internal Market stem from the fact that the Regulation 

does not cover all segments of the fertiliser market. It is the “non-coverage” of the remaining 

segments of the market and the important problems in trading them cross-border that is 

considered to be the main weakness of the existing regulatory framework.  

The table below shows the production and trade of inorganic fertilisers in the EU. It shows 

that intra EU trade (the difference between trade of individual Member States and EU-27 

trade) is approximately three times as high as the EU trade with third countries. 

 

Table 2: Production and trade of inorganic fertilisers in the EU27, top-6 in (€m) producing, 

exporting and/or importing member states in 2011 (Source: Based on Eurostat PRODCOM 

ANNUAL SOLD [DS-043408]) 

 

Category Export Import Production 

 1,000 tonnes* €m 1,000 tonnes* €m 1,000 tonnes* €m 

EU27  3,525      2,291      5,131      4,306      32,015      14,836     

France  341      276      3,410      2,222      2,139      1,168     

Poland  661      502      771      447      1,782      1,126     

Germany  932      804      1,629      1,349      1,853      955     

Netherlands  2,813      1,770      1,399      653      :   :  

Belgium  2,591      1,388      2,335      1,625      364      84     

                                                 
85

 The general trend may hide specific areas where exports have increased (e.g. CAN, diammonium phosphate 

or potassium magnesium sulphate).  
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Category Export Import Production 

Lithuania  1,595      925      116      153      1,649      942     

Others  5,204   3,452   6,308   4,717   8,709   3,703  

Total individual 

Member States 

14,137 9,917 15,968 11,166   

* Nutrient volume, n.a. = not available 

 

3. Increasing demand for inorganic fertilisers to feed the world 

The global consumption of inorganic fertilisers has increased by 40% between 1980 and 

2006. Over the past decade, consumption of inorganic fertilisers has moved from industrial 

countries to developing countries. China and India now account for respectively 31% and 

16% of the world fertiliser consumption. Inorganic fertiliser demand in Western and Central 

Europe has only partly recovered from its sharp contraction in 2009. 
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Figure 7: Evolution of the worldwide inorganic fertiliser consumption over the last 50 years  

(Source: Fertilisers Europe) 

 

Total inorganic fertiliser nutrients (N + P2O5 + K2O) consumption estimated at 168.3 million 

tonnes in 2010 reached 172.4 million tonnes in 2012. With an annual growth of more than 

2.0%, it is expected to reach 183.4 million tonnes by the end of 2015 as indicated in the table 

below. 

Table 3: World demand for inorganic fertiliser nutrients, 2011-2015 (million metric tonnes)  

(Source: FAO and IFA) 

Year 2011 2012 2013 2014 2015 

Nitrogen (N) 105.3 107.3 109.3 111.1 112.9 

Phosphate (P2O5) 34.3 35.4 36.3 37.2 38.0 

Potash (K2O) 28.7 29.7 30.7 31.7 32.5 

Total 

(N+ P2O5+K2O) 
168.3 172.4 176.3 180.0 183.4 
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Figure 8: Foreseen evolution of inorganic fertilisers demand for 2016/17 compared to 

2007/08 (Mtonnes of nutrients) (Source: the International Fertiliser Industry Association – 

IFA) 

 

 

The global fertiliser market value increased by 12.9% in 2010 compared to 2007 and reached 

a total value of EUR 91.1 billion. In 2015, the global fertiliser market is forecast to have a 

value of EUR 121.1 billion, an increase of 31.9% compared to 2010. 

These forecasts are however subject to a number of uncertainties. Apart from weather 

conditions, the main issues that could influence the forecast are 1) the world economic 

context; 2) demography; 3) the evolution of the biofuel policy and energy policies in 

developed countries; 4) fertiliser prices relative to agricultural commodity prices; 5) natural 

gas and other energy prices; 6) policies aiming at increasing nutrient efficiency; and 

7) recycling of nutrients from organic sources. The Food and Agriculture Organisation of the 

United Nations (FAO) has however recently predicted an increase of 69% in fertiliser demand 

in developing countries to meet the expected 60% increase in food production by 2050. 

In Western Europe, there will be a decline in nitrogen and phosphate consumption, of 

respectively minus 0.2 and minus 0.7% during the 2010-2015 period and a slight increase 

(of 1%) for potash driven by more sustainable farming practices concerning the use of 

fertilisers. However an increase in fertiliser consumption is expected for all these nutrients in 

Central Europe (+ 2.3, + 4.5 + 3.2%, respectively) where the levels of P2O5 and K2O in soils 

seem to be insufficient. 

4. Inorganic fertiliser prices 

The global inorganic fertiliser market experienced a decline in prices until the late 90s. The 

beginning of the 2000s showed a moderate increase in inorganic fertiliser prices followed in 

2008 by a sharp increase. After a major contraction in 2009, commodity prices for inorganic 

fertilisers have strongly rebounded since mid-2010. 

The magnitude of these recent fluctuations is due to the convergence of several factors. From 

2006, the lack of investment in the previous years and increasing inorganic fertilisers demand 

in Brazil, China and India contributed to soaring prices and volatility. Increase of energy 
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prices and speculation in the raw materials market played an important role in amplifying this 

trend in particular for nitrogen and phosphate. 

Figure 9: Evolution of inorganic nitrogen fertiliser prices over the last decade  

(Source: Fertilisers Europe) 

 

Over the period 2009-11, the prices of inorganic fertilisers went up. For instance, the index of 

FOB
86

 price of diammonium phosphate (DAP) (reference year 2002 = USD100) increased 

from USD 176 in 2009 to USD 263 in 2010 and moved further up at USD 323 in the first half 

of 2011 as a result of the soaring of energy and food prices. The financial crisis in Europe led 

to a disruption of credit lines granted by banks to farmers to buy fertilisers and the 

postponement of a number of investment projects. Consequently, the EU fertiliser market 

shrunk which led to an overall decrease in consumption of inorganic fertilisers in Europe
87

. 

                                                 
86 Free on Board Price. A product is sold or bought at FOB price when transport, insurance and other fees costs 

are not included. 
87 The consumption of nitrogenous fertilisers in the EU decreased by 13.5% while that of phosphorus and 

potassic fertilisers fell approximately by 40% 
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Table 4: Prices variation of three common fertilisers: urea, diammonium phosphate and 

muriate of potash (Source: FAO and IFA) 

Fertiliser input price index (2002 = 100)88 - USD 

 2007 2008 2009 2010 2011 

Urea 222 362 184 206 269 

DAP 228 515 176 263 323 

MOP 182 573 541 293 363 

It is expected that inorganic nitrogen fertiliser prices will stay firm in the mid-term and will 

fluctuate with the gradual implementation of new production units. Inorganic phosphate and 

potash fertilisers are expected to remain firm as their supply is dominated and controlled by a 

limited number of existing players. 

5. Impacts of inorganic fertiliser price volatility on EU farmers incomes 

The Food price Index of the FAO shows that inorganic fertiliser prices have been increasing 

since mid-2010 in response to a tight market environment caused by factors such as bad 

weather conditions in major producing countries resulting in harvests smaller than expected, a 

low level in cereal stock worldwide and the high crude oil price which provides strong 

incentive for biofuel production leading to increased competition among the food, feed and 

fuel sectors. 

According to the Organisation for Economic Co-operation and Development (OECD), FAO 

and Food and Agricultural Policy Research Institute, the world stock of main agricultural 

commodities is not predicted to evolve much over the next five years and prices of all 

agricultural commodities should remain firm well above pre-crisis level. 

Table 5: Prices variation of some agricultural commodities (Source: FAO) 

 2007 2008 2009 2010 2011 

Cereals 167 238 174 183 257 

Dairy 212 220 142 200 230 

Meat 125 153 133 152 175 

Oils & Fats 169 225 150 193 265 

Sugar 143 182 257 302 371 

Food 159 200 157 185 233 

(Source: World Food Situation: Food Prices Index
89

, FAO, Rome) 

Under such a scenario, the high agricultural commodity prices provide incentives for farmers 

in market-oriented economies to invest in fertilisers for higher productivity. However during 

the episode of soaring prices of agricultural products of 2008, the prices of agricultural 

commodities (e.g. crops) grew much less than the price of fertiliser which reduced farmers' 

revenues. This illustrates the potential danger that farmers face from volatile fertiliser prices. 

                                                 
88 Calculated from average FOB prices quoted in various Fertiliser Trade Journals 
89 Http://www.fao.org/worldfoodsituation/foodpricesindex/en/ 
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Depending on their activities, EU farmers are affected differently by the current volatility in 

inorganic fertiliser prices as illustrated in the figure below. According to COPA-COGECA, 

inorganic fertilisers currently represent on average 20 to 30% of the production costs of 

agricultural produce. Dairy farmers are the most affected as they also face difficulties to 

obtain credits and do not have the possibility to pass on extra costs to customers. 

Table 6: Average increase of fertilisers in farmers input costs during the period 2007-2010 

(Source: Finnish farmer organisation) 

Cereal farmers + 42% 

Dairy farmers  + 20% 

Beef farmers + 20% 

6. General description of the EU inorganic fertiliser industry 

The EU inorganic fertiliser market is composed of: 

– Fertiliser producers, 

– Traders, 

– Distributors/retailers. 

Inorganic fertiliser manufacturing plants are distributed throughout the EU. Major producing 

Member States are France, the Netherlands, Germany, Poland and Spain. Together with 

energy costs, the other main factor affecting the competitive position of inorganic fertiliser 

manufacturers and importers is the price and the availability of the raw materials and 

intermediate products
90

. 

Traders import inorganic fertilisers from third countries and purchase mainly urea, DAP and 

nitrogen fertiliser solutions for selling them to producers and distributors. 

In some Member States (e.g. France), some distributors sell fertilisers directly to farmers. 

They are mainly agricultural cooperatives. Over the past 20 years, a large number of mergers 

and acquisitions have increased the degree of concentration on the agricultural distribution 

market. 

The overall EU inorganic fertiliser market volume can be estimated at about 16 million tons 

of nutrients per year i.e. 45 million tonnes of products per year (around 9% of the world 

consumption, according to IFA). 

According to Fertilisers Europe, the market size (annual average nutrients consumption from 

2007 to 2010) of the European inorganic fertiliser can be estimated as follows: 

– Nitrogen (N) consumption/year:  10 368 000 tonnes; 

– Phosphorus (P2O5) consumption/year: 2 408 000 tonnes; 

– Potassium (K2O) consumption/year: 2 704 000 tonnes. 

                                                 
90 E.g. ammonia average production cost structure: energy and raw materials (80%), the rest is capital 

expenditure, labour costs, utilities, sales, R&D, maintenance costs, transport costs, costs of environmental 

legislation... The production costs vary according to the region, technology, production capacity and the age 

of industrial installation. 
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The EU inorganic fertiliser market at farmer retail prices represent around EUR 17 billion in 

2010 with a compound annual growth rate (CAGR)
91

 of 12.6% for the period 2004-2010. The 

performance of the market is forecast to decelerate, with an anticipated CAGR of 5.7% for the 

five-year period 2010-2015, which is expected to drive the market to a value of 

EUR 21.4 billion by the end of 2015. 

The information collected during the ex-post evaluation of the current Fertilisers Regulation 

indicates that 5 EU companies represent more than 80% of the total production while there 

are still independent players in Poland, Romania and Greece. All in all, the EU inorganic 

fertiliser market share of large companies is estimated at about 90%. They transform basic 

elements (nitrogen from air, phosphorous and potassium from mines) into a small range of 

inorganic fertilisers that are mainly marketed for cereal production or sold to small and 

medium enterprises. 

Between 10 and 15 medium-sized companies per Member State produce compound inorganic 

fertilisers or organic and organo-mineral fertilisers for specific local market needs (vineyards, 

fruits, vegetables…). They cover both the professional market and the hobby sector. Thirty 

percent of those companies exports to other European and Third countries. 

Finally, a large number of small producing firms – estimated at 800 – focus exclusively on 

blending fertilisers bought from multinational companies to cover specific needs in the local 

market. 

The inorganic fertiliser industry relies on a large European distribution network including two 

different types of structures: 

– Private sector (represented at EU level by COCERAL); 

– Agricultural cooperatives (represented at EU level by COPA-COGECA). 

Spain, Italy and France have the largest number of enterprises (228, 187 and 175 respectively) 

most of them being SMEs. Eastern Member States (i.e. Poland, Romania, Lithuania and 

Romania) and Germany have the largest companies employing more than 2 000 FTEs (Full 

Time Equivalent) each. According to NACE data, the gross operating surplus of inorganic 

fertiliser producers can be estimated at 9% for the whole EU. However, the profitability of 

fertiliser producers varies largely between Member States despite the existing harmonisation 

of the inorganic fertiliser market. 

Table 7: Profitability of inorganic fertiliser producers corresponding to NACE 2415 in 

2007(Source: Eurostat) 

 Number of 

enterprises 

Turnover = 

gross 

premiums 

written 

Value 

added at 

factor cost 

Persons 

employed 

Persons 

employed per 

enterprise 

Gross 

operating 

surplus/ 

turnover  

 Number €m €m Number Number % 

EU27 1,058 19,583 3,672 564,000 53 9.0 

Belgium 33 509 87 771 23 7.1 

Bulgaria 15 236 39 2,445 163 10.2 

Czech Republic : : : : : : 

                                                 
91 The year-over-year growth rate of an investment over a specified period of time representing the smoothed 

annualised gain earned over the investment time horizon. 
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 Number of 

enterprises 

Turnover = 

gross 

premiums 

written 

Value 

added at 

factor cost 

Persons 

employed 

Persons 

employed per 

enterprise 

Gross 

operating 

surplus/ 

turnover  

Denmark 8 17 3 29 4 6.0 

Germany  54 3,397 951 10,512 195 11.3 

Estonia 8 : : : : : 

Ireland 12 295 46 375 31 9.2 

Greece 10 212 53 837 84 8.0 

Spain 228 1,309 277 3,607 16 11.0 

France 175 3,295 328 5,350 31 2.8 

Italy 187 1,541 199 2,855 15 5.6 

Cyprus 0 0 0 0 : : 

Latvia 5 : : 75 15 : 

Lithuania 7 784 180 3,067 438 16.6 

Luxembourg 0 0 0 0 : : 

Hungary 12 220 50 712 59 16.4 

Malta 0 0 0 0 : : 

Netherlands 30 1,947 363 1,631 54 11.9 

Austria 7 403 107 941 134 11.8 

Poland 83 1,406 396 9,473 114 18.8 

Portugal 22 : : : : : 

Romania 22 491 61 5,589 254 3.5 

Slovenia 6 : : : : : 

Slovakia : : : : : : 

Finland 14 489 74 730 52 4.1 

Sweden 17 : : : : : 

United Kingdom 74 1,904 257 2,622 35 4.7 
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7. Information about other fertilising products   

The consultant mandated to support the Commission in the preparation of this impact 

assessment (the Fertiliser Study) was not able to provide a detailed overview of the economic 

importance and structure of the whole EU fertiliser market as data available in Eurostat, 

Datamonitor or Kompass is limited to inorganic nitrogen, phosphorus and potassium 

fertilisers. Data on other fertilising products are scarce and not always consistent and 

comparable. 

In order to estimate the production, trade, employment and size of companies for other 

fertilising products, the consultants and the Commission have collected information directly 

from industry associations and reviewed economic literature. The information thus collected 

could not be verified by comparison to official statistics.   

7.1. The organic fertiliser sector 

The organic fertiliser sector has traditionally been organised at the regional level, but trends 

towards more sustainable farming make organic fertilisers increasingly attractive to intensive 

farming systems.  

Organic fertilisers (mainly livestock manure) contain the necessary content and forms of 

nutrients (essentially nitrogen) to grow crops but they need to be applied in higher volumes 

compared to inorganic fertilisers. For the whole EU, livestock manure and inorganic fertilisers 

are the main sources of nitrogen. More than 1 500 million tonnes of pig and cattle manure are 

produced each year as illustrated in the following figure. 
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Table 8: Estimated amount of cattle and pig manure in the EU 27 Member States  

(Source: FAOSTAT 2005) 

  

Volumes of nutrients based on organic industrial by-products and waste
92

 (excluding 

nutrients from manure) are much less important compared to those brought by inorganic 

fertilisers and raw manure. This organic ‘resource’ can be estimated as follows
93

: 

– 332 800 tonnes of N (2.9% of the total yearly N inputs); 

– 540 800 tonnes of P2O5 (15.2% of the total yearly P2O5 inputs). 

On this basis, the Fertilisers Study has estimated that the market value of organic fertilisers 

(excluding manure) represents around 6% of the total inorganic fertiliser market value but 

with the potential to replace partly inorganic fertilisers if all valuable waste streams are used 

to recycle nutrients. 

Most companies involved in this business are small or medium-sized companies (about 

10 000 employees in total according to the Fertilisers Study), but are generally very well 

organised and have very effective marketing. In some Member States they have developed 

private quality schemes for mixtures of inorganic and organic fertilisers. The agronomic 

needs and use of organic fertilisers vary significantly from North to South. Mediterranean 

countries generally use these products more than the Nordic countries as climate and soil 

conditions favour the mineralisation
94

 of the organic forms of nutrients. 

                                                 
92 Meat and bone meal, extracts (vinasse) from molasses and grapes, etc 
93 Statistics for potassium are not available. Data on organic fertilisers (excluding manure) is only available in a 

limited number of Member States (AT, BE, DE, ES, FI, IE, NL, SE, UK, CZ, HU, SK, DK). 
94 A natural process through which organic nutrients are converted into minerals that are available for plants. 

Cattle Pigs Cattle Pigs Cattle manure Pig manure Total manure

AT 2,051.0                  3,125.0                  1,310.0                  261.0                      29.0                        6.0                          35.0                        

BE 2,695.0                  6,332.0                  1,721.0                  529.0                      38.0                        12.0                        49.0                        

BU 672.0                      931.0                      429.0                      78.0                        9.0                          2.0                          11.0                        

CY 57.0                        498.0                      36.0                        42.0                        1.0                          1.0                          2.0                          

CZ 1,397.0                  2,877.0                  892.0                      240.0                      20.0                        5.0                          25.0                        

DE 13,035.0                26,858.0                8,324.0                  2,242.0                  183.0                      49.0                        232.0                      

DK 1,544.0                  13,466.0                986.0                      1,124.0                  22.0                        25.0                        46.0                        

EE 250.0                      340.0                      160.0                      28.0                        4.0                          1.0                          4.0                          

EL 600.0                      1,000.0                  383.0                      83.0                        8.0                          2.0                          10.0                        

ES 6,700.0                  25,250.0                4,279.0                  2,107.0                  94.0                        46.0                        140.0                      

FI 950.0                      1,365.0                  607.0                      114.0                      13.0                        3.0                          16.0                        

FR 19,383.0                15,020.0                12,379.0                1,254.0                  272.0                      28.0                        300.0                      

HU 723.0                      4,059.0                  462.0                      339.0                      10.0                        7.0                          18.0                        

IE 7,000.0                  1,758.0                  4,470.0                  147.0                      98.0                        3.0                          102.0                      

IT 6,314.0                  9,272.0                  4,032.0                  774.0                      89.0                        17.0                        106.0                      

LT 792.0                      1,073.0                  506.0                      90.0                        11.0                        2.0                          13.0                        

LU 184.0                      85.0                        118.0                      7.0                          3.0                          -                           3.0                          

LV 371.0                      436.0                      237.0                      36.0                        5.0                          1.0                          6.0                          

MT 18.0                        73.0                        11.0                        6.0                          -                           -                           -                           

NL 3,862.0                  11,153.0                2,466.0                  931.0                      54.0                        20.0                        75.0                        

PL 5,483.0                  18,112.0                3,502.0                  1,512.0                  77.0                        33.0                        110.0                      

PT 1,443.0                  2,348.0                  922.0                      196.0                      20.0                        4.0                          25.0                        

RO 2,812.0                  6,589.0                  1,796.0                  550.0                      40.0                        12.0                        52.0                        

SE 1,619.0                  1,823.0                  1,034.0                  152.0                      23.0                        3.0                          26.0                        

SK 580.0                      1,300.0                  370.0                      109.0                      8.0                          2.0                          11.0                        

SL 451.0                      534.0                      288.0                      45.0                        6.0                          1.0                          7.0                          

UK 10,378.0                4,851.0                  6,628.0                  405.0                      146.0                      9.0                          155.0                      

Total 91,364.0               160,528.0             58,348.0               13,401.0               1,283.0                 294.0                     1,579.0                 

(in million tonnes)
MS

(in 1,000 Heads)
(in 1,000 

livestock units)*
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The following figure shows the import, exports and production of organic fertilisers of animal 

and plant origin in 2011. 

 

Table 9: Organic fertilisers (Prodcom code24156000) (Source: Eurostat, PRODCOM 

ANNUAL SOLD [DS-043408]) 

 

 Export Import Production 

 1,000 

tonnes 

€m 1000 

tonnes 

€m 1,000 

tonnes 

€m 

EU27  518      157      46      20      4,813      678     

France  28      15      613      38      525      175     

Netherlands  791      80      474      25     n.a. n.a. 

Germany  117      22      76      15     n.a.  49     

Italy  394      129      134      42      736      210     

United Kingdom  16      6      262      38      228      31     

Ireland  46      9      48      6      480      40     

Denmark  19      4      3      2      19      3     

Greece  0      0      4      3      19      3     

Portugal  4      1      31      15      195      19     

Spain  41      21      44      19      488      62     

Belgium  815      52      363      16      189      38     

Luxemburg n.a. n.a. n.a. n.a. n.a. n.a. 

Sweden  6      2      18      3     n.a. n.a. 

Finland  2      0      0      0      5      3     

Austria  59      15      84      17      73      10     

Malta n.a. n.a. n.a. n.a. n.a. n.a. 

Estonia n.a. n.a.  3      1     n.a. n.a. 

Latvia  0      0      0      0     n.a. n.a. 

Lithuania n.a. n.a.  12      3     n.a. n.a. 

Poland  0      0      9      3      237      5     

Czech Republic  10      2      6      2     n.a.  13     

Slovakia  3      0      1      1     n.a. n.a. 

Hungary  23      4      14      4     n.a. n.a. 

Romania  0      0      8      5     n.a. n.a. 

Bulgaria  1      0      10      6     n.a. n.a. 

Slovenia  3      1      8      1     n.a. n.a. 

Cyprus n.a. n.a.  1      0     n.a. n.a. 
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7.2. The organo-mineral fertiliser sectors 

Organo-mineral fertilisers consist of organic matter with mineral compounds bound to it 

either chemically or by adsorption. Organo-mineral fertilisers are produced by treating humic 

acids or materials containing them (peat, lignite, silts) with ammonia, ammoniacal solutions 

of phosphates or phosphoric acid, and potassium salts. 

The agronomic efficacy of an organo-mineral fertiliser is based on the interaction between the 

organic and inorganic components of the fertiliser which results in a dual mode of action: 

 The gradual release of nutrients as a result of the mineralisation of the organic 

component; 

 The general increase of the efficacy of the fertilisers through the presence of 

humified components that prevent the release or the immobilisation of nutrients from 

the soil. 

The Italian market is the biggest market in Europe for the production and consumption of 

organo-mineral fertilisers and represents more than 360 000 tonnes of products per year. An 

European Association estimated the annual EU market of organo-mineral fertilisers at around 

1.2 Mio tonnes. Other markets can be found in Spain, France, Germany, Belgium and the 

Netherlands. 

7.3. The liming material sector 

Lime is an essential raw material used in many applications (cement production, 

construction…) including agriculture. For instance, lime can be used for soil remediation (i.e. 

treatment of soils that have been polluted with hydrocarbons and heavy metals) and to correct 

soil acidity. However, agriculture uses less than 20% of the lime produced in Europe; the rest 

being used mainly in construction. 

The European lime business is composed of around 100 companies employing 11 000 FTEs 

in 23 Member States
95

 and producing an annual volume of 28.4 million tonnes of lime and 

dolomite with a market value representing approximately EUR 2.5 billion
96

 (i.e. 500 million 

for the agricultural market). 

As far as the agricultural sector is concerned, 4 or 5 companies are distributing liming 

materials across Europe. About 30 companies are active at national or regional levels. Most of 

them, especially SMEs, are connected with the traditional agricultural distribution network 

but they are generally managing a specific distribution network to better support farmers in 

their choice. Logistics are a specific and important aspect of this business which concerns 

large volume of products to be applied per hectare, which must therefore be produced as 

closely as possible to where they are used in order to reduce transport costs. 

Commission Regulation (EC) No 463/2013 adapting Regulation (EC) No 2003/2003 to 

technical progress has harmonised 90% of the liming fertiliser market. 

7.4. The soil improver sector 

Soil improvers will be divided into two sub-categories: the organic soil improver category and 

the 'others' soil improver category. 

                                                 
95 Austria, Belgium, Bulgaria, Croatia, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, 

Hungary, Ireland, Italy, Norway, Poland, Portugal, Slovak Republic, Spain, Sweden, Switzerland, Turkey, 

United Kingdom. 
96 2009 statistics from liming industry 



 

90 

 

The organic soil improvers sector depends primarily on recycling activities related to 

biodegradable waste (to produce compost or digestate). In practice, organic soil improvers are 

primarily applied to improve the physical structure by adding stable organic matter to the soil. 

In some Member States compost and digestate can be labelled as organic fertilisers if they 

exceed a defined minimum nutrient content level. In this case, it is the nutrient content of the 

product which is valued by the company and the organic matter becomes secondary. 

Eurostat data for 2011 showed that on average 15% of the municipal waste in the EU-27 was 

treated by composting or digestion. Belgium, Luxemburg, the Netherlands and Austria 

composted/digested at least 20% of their municipal waste. The Eurostat dataset also suggested 

that composting/digestion of municipal waste is still relatively limited in Ireland, Greece and 

Portugal, as well as in most of the EU-12 countries, with less than 10% of the municipal 

waste being composted/digested. Nonetheless, composting/digestion figures of 17% for 

Poland and 10% for Estonia were recorded. 

However, not all Member States report similar amounts of municipal waste production per 

capita. Hence, the largest per capita municipal waste composting/digestion figures were 

encountered in Austria (179 kg/person), the Netherlands (142 kg/person), Luxemburg (135 

kg/person) and Germany (103 kg/person). 

The figure below shows the evolution of municipal waste treatment options in the EU-27 until 

2011, indicating that composting/digestion grew steadily during the last decade, from about 

50 kg/capita in 2001 to 70 kg/capita in 2011. 

Figure 10: Treatment of municipal waste in EU-27 from 2001 to 2011 (in kg/capita).  

(Source Eurostat) 

 

7.4.1. The EU compost market 

According to ORBIT/ECN (2008), the main compost exporting countries in the EU are 

Belgium and the Netherlands. On average, they exported 4.5 % of their annual production in 

2005 and 2006. The main reason for exports in these cases was a low national demand 

because of strong competition with other cheap organic material (mainly manure).  
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According to the European Compost Network (ECN), the potential collectable annual amount 

of compostable bio-waste and green waste in the EU 27 is estimated at 81 million tonnes 

(more than 150 kg/inhabitant/year) of which only 29.5% (or 23.6 million tonnes) are currently 

collected separately and treated biologically. It should be noted however that compost 

producers usually supply markets within a distance of 50 km
97

 around the producing plant or 

less. This corresponds to the distance that a lorry of 25 tonnes capacity can make within an 

hour for an average cost of EUR 50 to EUR 60. The transport costs and other marketing 

expenses are then covered by a compost price of EUR 5/tonne. All plants close to borders 

(less than 50 km distance) contacted by ECN underlined the importance of this local market 

and expressed their appreciation of the end-of-waste provisions which could potentially help 

them to overcome the constraints of selling their compost over the border. Nonetheless, ECN 

also mentioned cases in Germany where compost is being transported over a distance of 200 

km.  

Green waste and bio-waste represent around 80% of the composted biodegradable waste in 

Europe. European Compost Network estimated the European compost market size at up to 

10.5 million tonnes (based on the ORBIT report – 2008). 

 Compost for agricultural use; 

 Compost for landscaping and gardening purposes; 

 Compost for professional horticultural use; 

 Compost for hobby gardening. 

Table 9: market volume for compost products in the EU (Source ORBIT 2008) 

Compost product 
Market 

share 

Amount of 

compost in 

tonnes 

Medium 

price 

(EUR/tonne) 

Market price 

(EUR) 

Compost for agriculture 

use 
48% 5 016 718 4.00 20 066 872 

Compost for lansdscaping 

and gardening use 
20% 2 090 299 10.00 20 902 992  

Compost for the hobby 

market 
12% 1 254 179 12.00 15 050 154 

Compost for horticulture 20% 2 090 299 12.00 25 083 590 

Total 100% 10 451 496 
 

81 103 608 

Taking the potential of 40 million tons of compost products into the calculation, compost 

products with a market value of EUR 310 400 000 could be produced. 

The main markets for EU compost are illustrated in the table below with the corresponding 

market price 

Table 10: Main market for EU compost (Source: ECN 2012 – information from 12 Member 

States) 

Market type Market ranges (%) 
Market value 

(consumer price in EUR/ton) 

                                                 
97 The JRC report on EU EoW criteria on biodegradable shows in its annex 21 that 37% of the EU population 

is actually living within an area of maximum 100 km from intra-EU borders: 

http://ipts.jrc.ec.europa.eu/publications/pub.cfm?id=6869 
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Agriculture  45-78 0-28 

Horticulture  3-15 1-29 

Landscaping  6-20 5-30 

Blends/soil mix 10-15 5-15 

Land reclamation 2-10 1-2 

Hobby gardening 12-20 5-320 

Export 6-7 Not available 

The demand for compost varies in Europe depending mostly on soil improvements needs and 

consumer confidence. The EU initiative on a proposal for End of Waste criteria for 

biodegradable waste could significantly enhance demand in particular in areas where there is 

a high demand such as in the Mediterranean countries. However, the use of compost and 

digestate from biodegradable waste has limited capacity to solve the soil quality problems 

and/or plant nutrition needs. With a typical application rate of 10 tonnes/hectare/year, only 

3.2% of agricultural land could be covered if all bio-waste were collected in the EU
98

. Whilst 

the need for inorganic phosphate fertilisers is declining in Europe, the complete recycling of 

phosphorus from all available phosphate organic sources will not be able to replace them 

completely. However, the promotion of bio-waste reuse would still manage to reduce the 

reliance of the EU agriculture on imports of inorganic phosphate fertilisers. 

Without the gate fee (a charge levied upon a given quantity of waste received at a waste 

processing facility) paid by waste collection companies, the price of bulk compost for use as 

an organic fertiliser or as an organic soil improver would not cover the production costs, i.e. 

the costs of treating biological wastes in a composting plant. The prices achieved for compost 

for agricultural use in Central Europe are rarely higher than EUR 5/tonne of compost and, in 

most cases, lower. Often, the compost is actually given to farmers free of charge. A typical 

scenario in Germany is that the compost producer offers the compost material, the transport 

and the spreading of the compost on the field as a service to farmers, usually through 

subcontractors, and charges about EUR 1-2/tonne for the whole service.  

Compost sales to agriculture become very difficult when there is a fierce competition with 

manure. This is the case in Flanders and the Netherlands, where, on account of the huge 

animal husbandry, a surplus in manure arises and up to EUR 30/tonne of manure is paid to the 

users. This and a restrictive application regulation make it difficult to sell compost for 

agricultural uses in those countries (ORBIT/ECN, 2008). 

An interesting approach to generate higher revenues from compost is applied in certain 

compost plants in Germany. An external company provides the marketing tools, such as 

billboards, information folders etc. The local plant operator prepares the mixtures according 

to prescriptions and pays the marketing company based on the amount of compost products 

sold in bulk or bagged. In order to encourage citizens to respect source separation guidelines 

for biowaste collection and to create trust in the manufactured compost products that they 

purchase, references are made to regional affiliations on the compost bags. In this way, the 

consumers understand that the compost bought is the output of their proper collection and 

sorting efforts. 

                                                 
98 Source: Green paper on the management of bio-waste in the European Union – COM(2008)811final. 
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By using this marketing approach, plants do not only guarantee good compost quality, but 

they are also able to combine high turnover to private customers with high revenues. In this 

way, they can sell around 30% of the compost production to private end-users and generate 

prices of up to EUR 40/ton for compost and even higher prices for compost blends. A 

requirement for such a strategy is that the compost plant is situated in areas with a 

considerable number of garden owners. 

The German Quality Assurance Organisation of Compost (BGK) calculated a theoretical 

price for compost based on its nutrient content. The fertiliser value for compost with 8.3 kg 

N/tonne, 3.8 kg P2O5/tonne, 6.8 kg K2O/ tonne and 25.1 kg CaO/tonne was considered to be 

EUR 11.3/tonne in April 2011. When the organic matter was taken into account, the monetary 

value of compost was calculated at EUR 22.8/tonne fresh matter. 

The JRC-IPTS
99

 2008 report evaluated the theoretical recycling potential of biowaste and 

green waste in EU 27 at around 124 million tonnes per year. An objective of 80 million 

tonnes per year (150 kg/inhabitant/year) is more realistic according to ECN which means that 

between 30 and 40 million tonnes of bio and green compost could be produced. 

Furthermore, the potential production of compost from sewage sludge was estimated between 

5 and 10 Mio tonnes/year. The potential for the production of compost from other organic 

materials cannot reasonably be quantified, because of the very heterogeneous properties even 

within one sub-waste stream. The suitability of treating those materials in an aerobic 

composting process depends on the composition, degradability, water or nutrient content (C/N 

ratio). Composting is not always the first choice. Most of the food and vegetable residues, for 

instance, are very wet which makes them more suitable for anaerobic digestion. For bark and 

wood, energy generation might sometimes be the preferred option. 

Composting of collected organic waste from kitchens, households, gardens, parks and 

industries is currently happening at about 6 000 sites in the EU of which 40% treat only green 

waste. The number of composting sites is increasing regularly as composting is considered as 

a solution for providing a renewable source of organic matter for agriculture. 

According to the European Federation of Waste Management and Environmental Services 

(FEAD), at least 1 100 companies (public or private, national or local) are involved in the 

manufacturing and trading of organic soil improvers. The business model includes two 

different sources of revenues: the input revenue for the waste collection and disposal, and the 

selling of compost after composting. 

7.4.2. The ‘digestate’ market 

The total amount of digestate produced in Europe is estimated at 56 million tonnes fresh 

matter/year. However, it should be noted that not all of the digestate produced is derived from 

biodegradable waste only. In view of the high prices paid for electricity produced from biogas 

(up to EUR 0.3/kWh), digestion plants frequently rely on energy crops as input material for 

biogas production. 

Further data on digestion facilities for biowaste (source separated organics) and municipal 

solid waste is provided in a study by De Baere and Mattheeuws (2010). They made an 

inventory of the existing plants, contracted installations and plants under construction in 

several EU Member States. 

                                                 
99 Joint Research Centre – Institute for Prospective Technological Studies. 
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Table 11: Installed capacity of anaerobic digestion plants for biowaste and municipal solid 

waste. (Source: De Baere and Mattheeuws, 2010) 

 

Member States 
Total capacity 

(tonnes/year) 

Average capacity 

(tonnes/year) 

Number of 

plants 

AT  84 500  12 071  7 

BE  173 700  34 740  5 

DE  1 732 805  23 104  75 

DK  31 000  40 500  1 

SP  1 495 000  59 536  25 

FI  15 000  15 000  1 

FR  862 000  66 308  13 

IT  397 500  36 136  11 

LU  23 000  11 500  2 

MT  45 000  45 000  1 

NL  476 500  59 563  8 

PL  52 000  13 000  4 

PT  85 000  21 250  4 

SE  40 000  10 000  4 

UK  202 500  40 500  5 

Total  5 175 505   166 

According to this study, the capacity of EU anaerobic digestion plants doubles every 5 years. 

Additionally, around 800 small agricultural co-digestion plants are located mainly in 

Germany, France and Austria. 

The vast majority of the digestate is recycled in agriculture (80-97%). The application of 

digestate requires special equipment and therefore does not really fit the hobby market. It is 

estimated that the overall ratio of digestate to compost use on farmland is about 1/10 in 

countries with a well-developed compost market. 

According to the European Biogas Association, several thousand tonnes of dried digestate 

produced from energy crops and manure are already available in the market and sold to 

fertiliser factories as well as transported across borders. Prices range from EUR 5 to EUR 30 

per tonne dried digestate (production costs range from EUR 10 to EUR 30 per tonne 

excluding investment costs whereas revenues are generated by the sale of biogas), depending 

on the feedstock, content of nutrients and quality. Wet digestate are sold at prices of EUR 0 to 

8/tonne, whereas composted digestate generally generate prices of EUR 0 to 50 per tonne; a 

price that competes with inorganic fertilisers and constitutes a new source of revenues for 

biogas plants. The wide price span is explained by different levels of demand across the EU 

regions, whereby regions with a high manure supply are characterised by lower digestate 

prices. 

Very few Member States mentioned current exports or imports of digestate. Sweden and the 

Czech Republic explicitly mentioned not importing or exporting digestate. 

Import or export of digestate is more likely to happen in smaller countries with a large 

digestate production and reduced uptake possibilities in the own market. As such, digestate is 

exported from the Flemish Region towards France, after it is treated in permitted manure 

treatment plants under Regulation (EC) No 1069/2009, or sanitised in the digestion plant. 
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This concerns mainly the solid fraction of digestate (20-25% dry matter), digestate after 

biothermal drying (40-45% dry matter) or thermally dried digestate (65-85% dry matter). No 

liquid digestate is exported, except as incubation material to set up new anaerobic digestion 

plants abroad.  

According to the German Quality Assurance Organisation of Compost (BGK), the fertiliser 

value for digestate (with 5.2 kg N/m
3

 fresh matter, 1.6 kg P2O5/m
3

 fresh matter, 2.3 kg 

K2O/m
3
 fresh matter and 2.2 kg CaO/m

3
 fresh matter) was EUR 6.4/m

3
 fresh matter in April 

2011. When the organic matter is taken into account, the monetary value of digestate is 

calculated at EUR 7.2/m
3
 fresh matter. 

Recycling rates of bio-waste, such as food, remains low. Only 7 Member States increased by 

5 percentage points or more the rate of biowaste recycled between 2001 and 2010. As 

biowaste is estimated to constitute up to 37% of municipal solid waste in Europe, increased 

focus on this type of waste would be valuable. The target set out in the Waste Framework 

Directive that 50% of all household waste should be prepared for reuse or recycled by 2020 

should be a strong incentive to value segregated sources of municipal waste. 

Some materials of organic origin that do not undergo a composting or digestion process can 

be considered as organic soil improver for which the primary objective is not to improve the 

soil organic matter content but to improve other physical soil parameters such as for examples 

water retention or water drainage. This category of products would cover inorganic 

substances such as perlite, schist, sand… but also organic materials such as mulches. A 

description of the EU market for such products is not possible due to the lack of data. In 

France, the market sales of organic soil improvers other than compost and digestate is close to 

EUR 58 million and represent more than 600 000 m
3
 of products. This category of products 

would cover inorganic substances such as perlite, schist, sand… but also organic materials 

like mulches. A description of the EU market for mulch is difficult due to the lack of data. In 

France, the market sale for mulches is close to EUR 58 million and represents more than 

600 000 m
3
 of products. The general public and municipalities are the dominant markets with 

respectively 70% and 30% of the market shares expressed in volume. 

The EU market plastic mulch film is rather specific and does not appear in national statistic 

on soil improvers. However, according to industry experts, this market has a size of around 

100.000 tons a year. Only 32% of the plastic mulch films are currently collected after use. 

The rest is burnt, landfilled or left on soils. Member States such as Spain, UK or Germany 

have not yet standards for biodegradability of plastic much in arable soils whereas France and 

Italy have already national standards in place.  

It is estimated that no more than 3000 tons/year of plastic mulch films currently on the EU 

market are biodegradable. Only 2000 tons/year of such biodegradable plastic are able to meet 

the highest biodegradability requirements. The price of such films is three times higher than 

conventional polyethylene films. However, this would be to a large extent compensated by 

lower operational costs as the films would not have to be collected and recycled after each 

growing season.  

7.5. The growing media sector 
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According to a socio-economic study of September 2008 conducted by the relevant industry 

association EPAGMA
100

, the peat and growing media industry in the EU has a strong 

influence on three levels: 1) extraction of the raw material, 2) production of growing media, 

and 3) usage of growing media in the horticulture and in the hobby market. 

Most of the horticultural peat producers in the EU are small- to medium-sized companies but 

with strong presence in rural areas where peat reserves are located. Growing media are 

produced also in Member States that do not dispose of peat resources. About 500 companies 

are involved in the production of growing media in the following countries: EE, FI, DE, IE, 

LV, LT, NL, PL, SE and the UK. Most of these companies are SMEs while only 14 large 

companies have been found
101

. 

The estimated number of full-time employees involved in the production, processing, 

development, marketing and sales of peat and peat-based horticultural products in the eleven 

‘producer countries’ and five ‘consumer countries’ surveyed by EPAGMA is around 13 000. 

In another survey conducted in spring 2007, EPAGMA indicated that over 37 million m³ of 

growing media were produced in the EU Member States surveyed; over 22 million m³ of this 

was for the professional market and about 15 million m³ for the hobby sector (representing a 

market value of about EUR 1.3 million in 2005
102

). Peat was by far the main growing medium 

constituent representing about 29 million m³ of the growing media produced in Europe in 

2007. 

The largest overall peat producing countries in the EU are Finland, Ireland and Germany, 

harvesting 74% of the total EU production. Most of the peat produced in Finland and Ireland 

is used for energy purposes. 

71% of the total amount of growing media produced in the EU (over 37 million m³) remain in 

the producing Member States, 25% is traded within the EU and 4% exported. However there 

are some deviations to this general trend: Germany is strongly export-oriented: 47% of the 

growing media produced in Germany remain in the domestic market, 46% go to the EU 

market and 7% outside the EU. 

For performance, quality and availability reasons peat is the dominant constituent in the 

market. R&D focuses mainly on quality improvement, including peat substitution. 

7.6. The plant biostimulant sector 

Collecting economic data on the biostimulant sector is more challenging than for other 

fertilising products. The lack of a regulatory framework makes the collection of reliable 

statistics difficult as definitions for plant biostimulant products vary between Member States, 

even if there is official recognition of the product category. 

According to a limited number of industry representatives and the European Biostimulants 

Industry Council (EBIC)
103

, the European bio-stimulants market value can be estimated at 

                                                 
100 http://www.epagma.com/_sitenote/www/getfile.aspx?uri=%2fdefault%2fhome%2fnews-

publications%2fpublications%2ffiles.off%2fmainbloc%2fsocio_economic_study1_9864371f-20be-4d6b-

9182-7e6a84816468.pdf. 
101 EPAGMA presentation 2009. (see http://www.rittmo.com/img/pdf/microsoft_powerpoint_-_06_-

_paris_epagma_gm_harmonization_09-09-09-ppt.pdf). 
102 More recent figures are not available. 
103 EBIC is a newly created consortium composed of industries involved in R&D and marketing of 

biostimulants. More info on: http://www.biostimulants.eu/2011/12/economic-overview-of-the-european-

biostimulants-sector/. 
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about EUR 400 million in 2010. It is mainly a national trade business and very few products 

are imported. 200 EU companies (90% SMEs) working on plant biostimulants have been 

reported so far accounting for 3 300 FTEs. 75% of those companies are located outside of 

dominant economic centres, thus providing a welcome source of skilled jobs in rural areas 

and small cities. 

The plant biostimulant market is mainly developed in Spain, Italy, France, Portugal, the 

Netherlands and Germany and is growing fast, driven by economic and socio-political factors. 

Information provided by EBIC indicates that more than 6.2 million hectares of agricultural 

land are treated with plant biostimulants in Europe. The market is supposed to grow steadily 

at 10% or more per year (market forecast EUR 800 million in 2018 for EUR 500 million in 

2013) for the foreseeable future. In 2012 R&D investments represented between 3% and 10% 

of annual turnover. Companies also form partnerships with universities and research 

organisations. 

Although most important EU players are already exporting to 40 third countries i.e. South 

America, North Africa, Middle East and Asia. A CE mark for plant biostimulants is 

considered by industry as a positive marketing argument that would greatly facilitate further 

exports.  

A recent study by PiperJaffray
104

 estimates the global plant biostimulants market at 

approximately $ 1 billion with annual growth of about 20%. The same study indicates that the 

largest regional market for bio-based products (including plant biostimulants and 

biopesticides) is North America, currently accounting for around 40% of sales. Europe, Asia 

and Latin America, represent 25%, 20% and 10%, respectively. PiperJaffray indicates that 

there are a couple of significant explanations for these trends. First, growers in North-

America and Western Europe are generally about 5-10 years ahead of developing new 

products. Second, most biological developers and distribution networks are situated in 

developed countries. Finally, middle-class demand for organic foods, residue-free produce 

and overall wellness has been much stronger in developed countries. 

Plant biostimulants are generally sold in mixture with liquid fertilisers for high value crops. 

Very few of them are sold as solid products as they are typically applied in foliar treatments. 

An exception to this is the development of plant biostimulants applied on high value seed 

crops (e.g. coatings of vegetables seeds). 

Factors of growth can be summarised as follows: 

– Plant biostimulants use is spreading from some pioneer countries to a wider number, both 

within Europe and the rest of the world; 

– The plant biostimulants sector has developed new innovative products targeting specific 

agronomic needs, thus attracting new customers; 

– Biostimulant products were initially primarily used in organic production, based on organic 

raw materials, and on high-value fruit and vegetable crops. They are increasingly being 

introduced in conventional crops to respond to economic and sustainability imperatives; 

– Recent high and volatile prices for agricultural inputs such as fertilisers have created 

incentives for farmers to optimise the efficiency of input use; 

                                                 
104 PiperJaffray, Industry note, “Agriculture: Biological crop chemistry primer: green shoots through green 

products; August 27, 2013. 
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– In response to consumer demands for healthy food crops with minimal environmental 

impacts, farmers are looking for ways to use synthetic chemicals and inorganic fertilisers 

more efficiently and effectively. Plant biostimulants are therefore increasingly seen by 

farmers as a way to improve return on their investment in other inputs and as way to 

respond to consumer demands for a 'greener' or more sustainable agriculture. 

7.7. Market overview of the agronomic fertiliser additives (fertilising additive) 

According to a report discussed at an International Conference on slow and controlled release 

(CRFs) and stabilised fertilisers (SNFs) in 2013, the key characteristics of the market for such 

products
105

 are: 

 

 Markets for CRFs and SRNFs are globalised for already several years: 

 The United States, Western Europe and Japan have historically been the 3 largest 

world regional markets for CRFs. The US CRFs market (700,000 tons) is almost 5 

times larger than the Western European market (150,000 tons), based on product 

volume, and nearly 13 times larger than the Japanese market (about 50,000 tons); 

 In the EU, the CRFs market distribution reads as follows (2009 data): 

 61% of the total volumes go to professional markets; 

 29% to consumers; and 

 10% directly to agricultural crops  

 The projected average annual growth rate to 2015 is about 1.5%-2.5% in Western 

Europe, slightly lower than growth rate in the US (2.0%-3.5%) and in Japan (3.0%-

4.5%); 

 The global market for stabilised N fertilisers (SNFs) is developing rapidly: 

 US and Western Europe consumptions of SNFs amounted to an estimated 

3,381,000 and 129,000 metric tons of nitrogen in 2010 respectively; 

 Nitrification inhibitor-stabilised fertilisers are widely used in Japan; however 

consumption data are not available. 

It can be observed that business is dominated by a small number of large chemical 

international companies which have developed new innovative products that are added to 

commodity fertiliser formulations. The exact number of such companies and the related 

number of employees active in the Union is unknown.  

The main obstacle to the wider use of slow- and controlled-release fertilisers, particularly in 

agriculture, is their cost compared to conventional fertilisers. Farmers who grow high value 

crops can more easily afford to pay for slow- and controlled-release fertilisers. 

Prices for controlled-release and stabilized fertilisers vary locally and seasonally. In general, 

the prices for slow- and controlled-release fertilisers are substantially greater than those for 

standard fertilisers but as raw material prices rise, the cost gap becomes smaller while the 

benefits from efficiency increase. Lammel (2005), at the IFA International Workshop on 

Enhanced-Efficiency Fertilisers presented the following figure on the price relationship of the 

different product groups. 
 

                                                 
105 The products covered by this category are detailed in Annex IX 
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Figure 11: Price comparison of slow and controlled-release fertilisers with standard fertilisers 

(Adapted from Lammel 2005). 

 

 

8. Summary of economic data 

The following table summarises the above-mentioned data: 

 

 

 

                                                                               NPK                Ni inhibitor          Slow release           Coated  
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Table 12: Data summary per fertilising products and additives 

Sub-sector 
Market value 

(sales) 
Market volume 

Employment 

(FTE) 
Companies 

SME 

representation 

R&D 

investment on 

turnover  

Additional 

information 

Inorganic 

fertilisers 

EUR 17 billion 

Mature market 

- WORLWIDE 

170 Mio tonnes  

(2008-2009) (of which 

60% nitrogen) 

- EU MARKET 16 Mio 

tonnes nutrients 

(consumption/year) 

(9% of world volumes 

56 400 1 056 companies 

(Source: ESTAT) 

- Nitrogen production: 

Low 

- Potassium 

production: Low 

- Phosphate 

production: Low 

- Blends: High 

0.05% Market with different 

actors for each 

nutrient 

Developed 

distribution networks 

Low risk of 

substitution through 

organic fertilisers 

Organic 

fertilisers 

(excluding 

manure, 

compost and 

digestate) 

EUR 1 billion 

Moderate 

market value 

increase 

potential 

- EU MARKET 

- 332 800 tonnes of 

organic N (2.9% of total 

N inputs) 

- 540 000 tonnes of P2O5 

(15.2% of total P2O5 

inputs) 

- On average this means 

about 6% of total 

inorganic fertiliser 

market 

2 600 95 companies Very high (98%) 3%  Some producers also 

active in bio-stimulant 

and soil improver 

sectors 

Market developed 

mainly in 

Mediterranean 

countries 

Organo-

mineral 

fertilisers 

EUR 475 million 

High market 

value increase 

potential 

Producing Member 

States: IT, FR, ES, DE, 

BE, NL 

1 650 75 companies Very high  1% Main markets in IT, 

ES, FR, DE, NL, BE, 

HR + Serbia. High 

exports to non-EU 

MS. Market potential 

in other MS 

Liming 

materials 

industry 

EUR 500 million 

Mature market 

- EU MARKET 

- 5.6 million tonnes 

2 200 30 companies active in 

the agricultural sector 

Very low for producers 

Very high for 

distributors 

0.5% Part of a larger 

business sector where 

the agriculture market 

represents only 20% 

Soil improvers EUR 500 million 

High market 

- EU MARKET 

23.6 Mio tonnes of bio-

20 000 for the 

whole sector 

Around 8 000 

companies, including 

Very high 3% The turnover of 

EUR 1 045 billion 
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Sub-sector 
Market value 

(sales) 
Market volume 

Employment 

(FTE) 
Companies 

SME 

representation 

R&D 

investment on 

turnover  

Additional 

information 

sector (mainly 

products from 

waste) 

recycling 

activities, 

compost and 

digestate) 

value increase 

potential  

waste collected separately 

out of 80 Mio tonnes 

collectable: 23.6 Mio 

tonnes 

13.3 Mio tons compost 

produced from the 23.6 

Mio tonnes collected:  

Green waste compost: 5.6 

Mio tonnes 

Bio-waste compost: 4.8 

Mio tonnes 

Sewage compost: 1.5 Mio 

tonnes; 

Mixed waste compost: 1.4 

Mio tonnes 

Agricultural use + 

growing media products = 

70% of consumption. 

including the 

treatment of non-

sorted waste 

(municipal waste 

and sewage 

sludge), the 

production of 

compost and 

digestate from 

energy crops, and 

source segregated 

raw materials and 

the production of 

mixed waste 

very large waste 

processors and a 

majority of SMEs 

active in the production 

of compost and 

digestate from source 

segregated waste 

results from 2 

sources: 

First and for the 

largest part, the price 

paid by waste 

producers to deliver 

waste to the compost 

producing plants 

Second and for a 

minor part, the price 

paid by the users of 

compost 

It is this second part 

which might be 

considered as being 

part of the fertilising 

products market. We 

estimate it at 

EUR 500 Mio 

maximum 

Growing 

media sector 

(mainly peat) 

EUR 1.3 billion 

Mature market 

- EU MARKET 

- 74% of EU production 

located in FI, IE and DE 

- Intense intra-EU trade 

(25% of global EU 

market) compared to 

other organic product 

markets 

- 37 Mio m3 equivalent to 

circa 11 Mio tonnes 

according to EPAGMA 

13 000 500 companies 

including 14 large 

companies 

Very high 1%  

Fertilising 

additives 

EUR 640 million 

High market 

value increase 

- EU MARKET  

Markets in ES, FR, IT, 

3 300 200 (Source: industry)  Very high 3%  
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Sub-sector 
Market value 

(sales) 
Market volume 

Employment 

(FTE) 
Companies 

SME 

representation 

R&D 

investment on 

turnover  

Additional 

information 

potential  DE, BE, DK, HU, PL, 

UK, NL,PT,CZ 

Source: The Fertilisers Study and industry communication
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ANNEX II 

 

Additional evidence illustrating the problems with the current regulatory framework 

Fragmentation of the internal market 

During the ex-post evaluation, the European growing media manufacturers association 

reported that they face diverging quality requirements. Growing media marketed in several 

Member States have to bear different labelling information and comply with divergent 

product standards in accordance with national rules. The compliance with those diverging 

rules entails additional costs for industry. They have also to be constantly aware of the new 

provisions introduced by the Member States in national legislation.  

The following examples show that any change in national legislation has financial 

consequences on businesses. Many departments within one single company may be affected 

by a change in legislation (IT/Quality/production/Sales/Administration). 

Example 1:  

The first case study relates to the costs of introducing an existing substrate into a new EU 

Member State. These mainly concern labeling and packaging costs as the national labeling 

system on growing media shall apply. 

Table 13: estimation of the costs of adapting the labeling and packaging of one GM to the 

national rules of one Member State 
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Example 2: 

 

The second case study is linked to the diverging requirements for growing media among the 

Member States. For example, in one Member State, specific phytosanitary products can be 

mixed with growing media whereas in other Member States phytosanitary products in 

growing media are simply not allowed. In this latter case, an application file has to be 

compiled and submitted to the ministry for registration of the growing media as ‘mixed 

product’. The file must contain many analyses proving the efficacy of the mixed product as 

well as its effect potential negative effects on the environment.  Every time, the composition 

of the mixed product is changed, a new file has to be submitted. 

Table 14: estimation of the costs of compliance to diverging requirements among two 

Member States 

Unit price

Amount

 of units

Price 

per day

Amount 

of days Total costs

CASE STUDY: marketing of existing growing media

 according to the national rules of another Member State Euro

Packaging: 6300

changing lay out - labels - legal descriptions 500 1 500

new cliché 2800 1 2800

value of old stock (1 ton à 3 euro/kg) 3000 1 3000

Marketing: 2200

modifications on website 200 200

modification and printing of brochures 2000 1 2000

Labour 6730

IT

change description on invoices, commands,… 500 0,1 50

change standards and norms in software program 500 0,1 50

Sales/strategy/marketing

sales meetings with customers 600 3 1800

travel costs, phone calls,… 3000

communication: new brochures, changes on website,.. 300 3 900

Quality/R&D

developing new compositions of the substrates 500 0 0

changing printing texts on the bag 500 0,1 50

defining standards and norms 600 0,2 120

price per extra analysis on product 80 2 160

 hours spent on extra analysis 300 2 600

TOTAl COSTS 15230
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Mutual recognition applied to national fertilisers 

The ex-post evaluation concluded that, despite the provision of a legal framework for the 

application of mutual recognition under the MRR, economic operators have made very little 

use of this mechanism for fertilising products and additives placed on the market according to 

national laws. Data collected for the evaluation indicated that in most countries no more than 

5-10 products per year had been sold on that basis. Companies interviewed for the evaluation 

showed limited familiarity with MRR, and expressed fear that Member States may still block 

entry of their products into national markets. 

The Commission has already taken steps to improve the practical implementation of the MRR 

for such products. For example, the Commission verifies the presence of an adequate mutual 

recognition clause in draft national technical rules communicated under Directive 98/34. In 

this regard, the Commission interpretative communication on the practical application of 

mutual recognition (2003/C 265/02) proposes four model clauses to Member States. 

Moreover, in 2011, in addition to other guidance documents clarifying the concept of mutual 

recognition, the Commission issued a specific guidance document
106

 for fertilisers which 

unfortunately have not helped to remove the lack of confidence from stakeholders
 107

. 

                                                 
106 http://ec.europa.eu/enterprise/policies/single-market-goods/files/mutual-recognition/fertilisers/guidance- 

document-fertilisers_en.pdf. 
107 According to industry associations, producers are still required to repeat tests or pay fees to have access to 

the market of other Member States   

Unit price

Amount of 

units

Price per 

day

Amount of 

days Total costs

CASE STUDY:  request to market phyto product  in growing media Euro

Packaging: 6300

changing lay out - labels - legal descriptions 500 1 500

new cliché 2800 1 2800

value of old stock (1 ton à 3 euro/kg) 3000 1 3000

Marketing: 2200

modifications on website 200 200

modification and printing of brochures 2000 1 2000

Compiling a file to sumit at the ministry 27000

submission of file  "produit mixte" 1 2000

external analysis on substrate (chemical, physical, biological, plant experiments..) 1 25000

Labour 11800

IT

change description on invoices, commands,… 500 0,1 50

change standards and norms in software program 500 0,1 50

Sales/strategy/marketing

sales meetings with customers 600 2 1200

travel costs, phone calls,… 3000

communication: new brochures, changes on website,.. 300 1 300

Quality/R&D

writing/ compiling the file 500 10 5000

defining standards and norms 600 0,5 300

price per extra analysis on product 80 5 400

 hours spent on extra analysis  300 5 1500

TOTAl COSTS 47300
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Businesses often allege that national authorities of Member States of destination do not accept 

certifications already provided by the Member State of origin. Businesses are often required 

to pay fees, repeat tests and prepare requests for the mutual recognition
108

 that are specific to 

each Member State. Some producers have challenged decisions of competent authorities by 

filing a complaint or lodging a complaint to a national Court with the related costs (between 

EUR 5000 and 10.000 – Source industry federations). 

Companies often do not have any information on the best tool available for trading their 

products to another Member State. They thus cannot choose in full knowledge of the legal 

situation and consequences between conforming their products to the importing Member 

State’s rules – and possibly having to modify the product – and relying on the Mutual 

Recognition procedure.  

This lack of knowledge on the costs and timeframe of each option is coupled with 

unawareness of SMEs on the applicability of the Mutual Recognition Regulation.  

The views of Member States on the mutual recognition of national fertilisers are illustrated in 

the yearly reports on the implementation of the Mutual Recognition Regulation. 

Under Article 12(1) of Regulation 7642008 (EC) laying down procedures relating to the 

application of certain national technical rules to products lawfully marketed in another 

Member State of 9 July 2008 (hereinafter, ‘the Mutual Recognition Regulation’ or ‘MRR’), 

“each Member State shall send the Commission on a yearly basis a report on the application 

of this Regulation.” 

In these reports, national authorities shall state the following:  

 the number of decisions taken by the competent authorities in the period, negatively 

affecting the marketing of products imported from other Member States, the authorities 

involved and the legal basis on which the decisions were taken; 

 an analysis of types of products and/or sectors in which the Regulation was applied most 

often; 

 information on the structure and functioning of the Product Contact Points (PCPs);  

 an assessment of any difficulties experienced applying the Regulation and proposals for 

possible improvements; 

 an assessment of the impact of the Regulation on the practical functioning of the MRR.  

The yearly reports currently available cover the period from May 2009 (since the application 

of Regulation 764/2008) to December 2012.  

The following main conclusions can be drawn from these reports: 

(1) The opinions of the Member States have been almost unanimously positive as regards the 

effectiveness of the Regulation in raising the awareness of the principle of mutual recognition 

among those businesses involved in intra-EU trade; 

(2) The majority of decisions, requests for information and complaints received by the 

national administrations concern specific categories of goods: articles of precious metals, 

                                                 
108 These costs could range between EUR 5000 and 25 000 (Source industry federations). 
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foodstuffs, food additives and food supplements, construction products, fertilisers, 

automobile spare parts, electrical products, and spring water. 

 (3) As regards the application of mutual recognition where prior authorisation is applied, 

some Member States highlighted the confusion which exists for these products. Prior 

authorisation procedures are, as such, excluded from the scope of MRR, as explained in its 

Recitals 11 and 12. However, it follows from the case law of the Court of Justice that these 

procedures restrict the free movement goods
109

. 

Prior authorisation procedures imply that a company needs to formally apply to the competent 

authorities of the Member State where it wishes to benefit from mutual recognition before the 

product may be placed on the market. The MRR has left such requirements out of its scope, 

while recalling that they restrict the free movement of goods, and therefore are permitted only 

in so far as they are justified by a public-interest objective and comply with the principle of 

proportionality.  

The Court of Justice has judged that prior authorisation procedures had gone beyond what 

was accepted under free movement rules.
110

 It follows that this possibility left to Member 

States opens the door to some difficulty in its application.  

For fertilising products, it has been seen as an obstacle by competent authorities as well as 

companies. For example, in its 2011 yearly report, CZ highlighted the difficulty it experiences with 

its own preauthorisation procedure: “since [the testing bodies carrying out  the ‘authorization 

processes’] are not administrative bodies capable of taking administrative decisions, national 

authorities find it uncertain in what way these bodies should apply the mutual recognition principle. 

Moreover, it is unclear if the types of authorisation schemes, which they are in charge of, are 

obligatory and could be regarded as prior authorisation procedures within the meaning of Court of 

Justice case law and paragraphs (11) and (12) of the Recitals of MRR.” 
 

Below are the main points highlighted in the yearly reports sent by the Member States to the 

European Commission on the specific issue of the application of the principle of mutual 

recognition to fertilising products.  

 

2010 

 

These first reports after the application of the Mutual Recognition Regulation from 13 May 

2009 do not bring much information as many Member States underlined it was too early to 

draw effective conclusion on the implementation of the MRR.  

However, these reports do show that some Member States had already identified fertilising 

products as a particular obstacle for the smooth implementation of mutual recognition.  

For the period May 2009 to May 2010, the yearly reports show that 20 Member States 

mentioned fertilising products as one product for which they had the most queries: Belgium 

(21%); Germany (28%); Luxembourg (30%); Slovakia (13%); Spain (43% for the chemical 

sector); Portugal (21%); France (14%)… 

                                                 
109 Case C-390/99, Canal Satélite Digital SL, 22 January 2002, §43 ; Case C-443/02, Nicolas Schreiber, 15 July 

2004, §49-50; Recital 11 of Regulation (EC) 764/2008 laying down procedures relating to the application of 

certain national technical rules to products lawfully marketed in another Member State. 
110 Case C-432/03, Commission v. Portuguese Republic, 10 November 2005, §52. 
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Further, Austria, Hungary and Slovakia highlighted specific difficulties in dealing with 

requests of mutual recognition for fertilising products.  

In its yearly report 2010, Austria reported fertilising products as the only goods posing 

particular difficulties for the implementation of the Mutual Recognition Regulation. 

According to Austria, fertilising products were difficult to accommodate with the Mutual 

Recognition Regulation in particular as regards market surveillance and controls, product 

checks, non-compliant products, and uncertainty for consumers because of diverging national 

rules.  

In its yearly report 2010, Hungary indicated to have issued a written notice under Article 6 (1) 

of the Mutual Recognition Regulation, as well as a decision on the basis of Article 6 (2)
111

 of 

the Regulation. Both decisions concerned “products increasing yield”.  

Hungary underlined that it had put in place prior authorisation procedures for fertilising 

products which economic operators had difficulties understanding and implementing within 

the framework of mutual recognition.  

In its yearly report 2010, Slovakia underlined that even though there had been no decision 

affecting negatively the marketing of imported products, the authorities had taken “preventive 

measures to reclaim the principle of mutual recognition”. According to Slovakia, “these cases 

were not linked with unwillingness of the competent authorities. They occurred due to 

complicated legislation in several product categories belonging mostly to partially 

harmonised area such as textiles and fertilisers”.  

 

 

For the period May 2010 to December 2011, the Member States' yearly reports on the 

implementation of mutual recognition show that 12 Member States out of 27 listed fertilising 

products as one of the products for which they received the most queries. Further, 7 Member 

States mentioned having issues with products subject to prior authorisation procedures, which 

is often the case of fertilising products.  

Apart from general issues with the implementation of the mutual recognition principle, in 

particular language and access to information as well as scope issues, Member States 

highlighted that they face particular problems when it comes to the mutual recognition of 

some products.  

The Belgian and Austrian yearly reports for 2011 highlight the particular obstacles faced for a 

smooth application of mutual recognition to fertilising products.  

In 2011, Belgium reported that 9% of all enquiries made to the Belgian Product contact Point 

related to fertilising products. The problems related to the placing on the market of fertilising 

products as well as with designation and labelling of the products.  

The Belgian report for 2011 highlighted that in addition to the queries directly received by the 

Product Contact Point, the Pesticides and Fertilisers authority regularly receives enquires 

                                                 
111  Article 6 of the Mutual Recognition Regulation provides for decisions taken by national competent 

authorities against economic operators  and with the effect of prohibiting the placing on the market of a 

product; modifying and requesting additional testing of a product before it can be placed on the market; or 

withdrawing a product from the market.  

2011 
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about the marketing in Belgium of fertilisers and soils improvers which are already on the 

market in another Member States and to which the Mutual Recognition Regulation applies.  

Mainly, the Belgian report highlights that differences between national rules on product 

designation and product categories lead to different designations being given to the same 

product; the differences in methods of analysis in various Member states makes it difficult for 

national authorities to verify the composition of products as well as to monitor them.  

Finally, Belgian authorities shared their views that the application of the mutual recognition 

principle has lowered the safety of products, as certain products placed on the market in other 

Member States had to be admitted on the Belgian market even though the authorities felt there 

was insufficient proof that these products were safe.  

The Belgian authorities concluded the 2011 report in highlighting that “in [their] experience, 

Regulation 764/2008 is not the best way to facilitate the trade in fertilisers, soil improvers 

and cultivations substrates in the EU. In Belgium, the Regulation has lowered the level of 

protection, made monitoring more difficult and led to less transparency for consumers.”  

The 2011 Hungarian report emphasises the issues of mutual recognition of fertilising 

products, products for which prior authorisation procedures have been put in place in 

Hungary:  

“The Agricultural Administration Office has already pointed out the problem regarding the 

implementation of the Regulation where there is no prior authorisation procedure in most EU 

Member States for products considered as ‘yield-enhancing products’ in Hungary. Clients 

from these Member States do not wish to accept that Hungary has a different procedure for 

these products. Each year some 90 to 100 clients contact the Office (in person or by e-mail, 

sometimes via the contact point) in connection with the mutual recognition of products, and it 

is difficult to make them accept that they have to request authorisation from the competent 

authority before placing the product on the market. It would be much simpler if, similarly to 

EC fertilisers, there were EU-level harmonisation in respect of the other yield-enhancing 

products.  

There were no cases during the implementation of mutual recognition where an authorisation 

for a product lawfully marketed in another Member State could be accepted without further 

tests being carried out. The authorisation procedure in Hungary for yield-enhancing products 

is stringent when it comes to the tests required to protect human, animal and plant health, 

consumers and the environment and in terms of the limit values applied.” (emphasis added) 

In its yearly report for 2011, CZ highlights the fact the difficulty in applying mutual 

recognition to goods subject to prior authorisation procedures: “for the time being there is an 

immense legal uncertainty involved as to how to apply the mutual recognition principle in 

practice.” 

 

2012 

 

For the period January to December 2012, the Member States yearly reports on the 

implementation of mutual recognition show that 20 countries out of 27 listed fertilising 

products as one of the products for which they received queries through their PCPs. Seven 

Member States specifically listed fertilising products as being a difficulty for the smooth 
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application of the MRR. Further, 10 Member States mentioned having issues with products 

subject to prior authorisation procedures.  

These latest reports show that over the period January to December 2012, the three Member 

States to mention specific issues with mutual recognition of fertilising products in 2012 had 

already raised the subject in 2009.  

A decrease in queries received by PCP on fertilising products could be noticed in the period 

2009 to 2012, which could mean either that economic operators know the rules to be applied, 

are unaware of the rights conferred to them by the MRR or that they do not wish to place their 

products on other markets
112

.  

Despite the general acknowledgment that the rules and principle of mutual recognition are 

well-known by national authorities as well as by economic operators, the issues reported in 

2009 for fertilising products do not seem to have reduced in the Member States concerned.  

Hungary, Austria and Slovakia raised once again the same issues they had in their previous 

yearly reports.  

As in its 2009 yearly report, AT indicated persistent issues with the application of the Mutual 

Recognition Regulation to fertilising products, in particular in relation with product 

designation, labelling, market surveillance and the uncertainty it creates for consumers.  

HU reported a total of 21 decisions taken on ‘yield-enhancing products’ in 2012, with three 

decisions resulting in products being withdrawn from the market and three other decisions to 

redress labelling issues of products placed on the market.  

It justified the number of decisions taken in indicating that economic operators did not 

understand the regulatory framework for these products where prior authorisation applies.  

HU called for harmonisation of the whole fertilising products market: “the regulatory 

environment would be clearer if, as with fertilisers, the on-going EU level harmonisation was 

achieved in respect of other yield-enhancing products”. 

In its 2012 yearly report, SK indicated that “the persisting problem of application of the 

Regulation remains demonstrating that the product has been already lawfully marketed in 

another Member State. Placing on the market does not instantly mean that the product meets 

all the legal requirements. Verification of compliance with all requirements by the network of 

contact points is time, but also administratively burdensome. Problems remain also in the 

product groups where some prior authorization procedures exist.”(emphasis added) 

 

2013 

 

The yearly reports confirmed the continuous decrease in enquiries received by PCPs on 

                                                 
112 As remarked by Portugal in its yearly report 2012 on the number of enquiries to the PCP: “economic 

operators either have reasonable knowledge of the Portuguese technical rules or are still unaware of the 

rights conferred on them by the MRR”; and on prior authorisation: “We would first point out that there was a 

substantial drop (around 36.7%) in the total number of prior authorisation requests in the period under 

analysis in relation to previous periods measured in years. This may be explained by a reduction in imports 

of products from the European Economic Area due to the economic and financial crisis. Furthermore, there 

was a fall in the number of prior authorisation requests subject to the MRR which may partly be the result of 

a reduction in imports and the tighter control brought about by the existence of technical rules”. 
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fertilisers. In 2013, fertilisers represented around 5% of the requests received by the PCPs 

while they represented more than 20% in 2009 and 2010 in some Member States. This means 

either that economic operators are still unaware of the rights conferred to them by the MRR or 

more likely that they abandoned the idea of marketing national fertiliser in accordance with 

the MRR. 

 

Around 10 Member States still reported problems with the mutual recognition of fertilisers 

and in particular for organic-based fertilisers.  

 

The Belgian PCP reported that an administrative decision on the basis of a technical rule was 

taken against a particular fertiliser for which the competent authority had some concerns. 

 

AT confirmed high costs of checking all products against the Austrian requirements and the 

national requirements of the Member State of origin. The discrepancies between national rules 

create uncertainty for consumers.  

  

PT clarified that during the period under analysis, economic operators lodged three appeals 

against the confiscation of products labelled as 'fertilisers'. The Courts decided in these three 

cases to maintain the decision as there were indications that the products did not comply with 

the applicable legislation. 

Hungary, Austria and Slovakia called again for a rapid harmonisation of the rules for organic 

based fertilisers.  

Weaknesses of the current Fertilisers Regulation 

On top of the most critical deficiencies described in Section 3.3, the results of the interview 

programme of the ex-post evaluation have identified the following issues: 

– Several Member States have reported cases of inorganic fertilisers being put on the 

market as EC Fertilisers to avoid the limit values for contaminants (e.g. heavy 

metals) that had been established in national legislation. 

– The labelling requirements for EC fertilisers are not very clear and scattered in at 

least 5 different Articles of the Regulation 

– Some safety provisions should be included for coating agents which are used in 

combination with fertilisers to delay the release of nutrient in the environment 

– Some stakeholders considered the definition of the term ’manufacturers’ in the 

Regulation as not appropriate and would like different definitions for importers, 

distributors and producers. 
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ANNEX III 

 

Evaluation of administrative burden costs 

1. ASSUMPTIONS 

The administrative costs have been estimated based on the following main assumptions: 

– Clustering of Member States according to blocks for extrapolation to EU level 

In order to estimate the workload (and thus the cost) for the placing on the market of 

new fertilising products, information was collected from relevant stakeholders (the 

Commission, four national administrations and the European Committee for 

standardisation - CEN) via specific questionnaires. Direct payments (e.g. fees) incurred 

by industry were directly collected from four national administrations. The elements 

obtained were extrapolated to all Member States in order to estimate the overall costs 

related to the management of the current EU and national legislation and the costs of 

marketing either EC or national fertilisers. Information about the costs of market 

surveillance was also gathered. 

The table below summarises the main characteristics of the Member States' national 

policies selected for the case studies. It is assumed that all current national legislations 

would be more or less covered by the representative type of legislations mentioned 

below. However, it has not been found possible to specify the degree by which national 

legislations are covered by each type as they are often composed of different 

requirements that could fit several different types. The analysed national regulatory 

approaches have been ranked from the most expensive to the least expensive. 

Table 15: Characteristics of the four regulatory approaches analysed in the case studies 

Member 

State 

Main characteristics of the regulatory approach 

concerning the registration of new products 

(classified from the most demanding to the less demanding legislation) 

France 
New fertilising products not covered by existing national standards 

Full authorisation procedure requiring from the applicant a technical file on the risks 

and effectiveness of its product. Data are evaluated by the French Agency for Food, 

Environmental and Occupational Health and Safety. If approved, the applicant receives 

an authorisation number to market the product. The authorisation is valid for 10 years. 

Listing of national standards describing well-known products 

An important number of standards for the well-known products have been developed. 

They contain lists of authorised type designations (products and ingredients), 

information about the methods of production and agronomic parameters (e.g. minimum 

nutrient content). The specific labelling information that need to be declared for each 

type is also described as well as the corresponding methods of analysis. These 

standards have reduced the costs of registration for non-innovative products which 

represent 95% of products placed on the market in France. A previously authorised 

material can be inserted in a standard only after a long period of historical use. In this 

case, other manufacturers can use the newly created type to market a similar product. 

Frequency: 9 full registration per year on average (12 in 2012, 5 in 2011). 

Czech 

Republic 

System based on notifications (free of charge) for specific product types (i.e. inorganic 

fertilisers, liming materials and several organic fertilisers).  

For other materials, an individual registration procedure including safety assessment 

and agronomic testing is requested. A broad set of technical specifications on labelling, 

production method, storage and usage need to be respected. 
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Frequency: 147113 individual registrations and 83114 notifications in 2012. 

UK 
New fertilising products 

The procedure is comparable to the system as laid down in the Regulation (EC) 

2003/2003 and involves the participation and consultation of a large number of actors. 

Previously authorised fertilising material 

A list of authorised fertiliser types exists115, for which a number of requirements are 

defined. The products conforming to these requirements can be placed on the market. 

Frequency: 4 to 6 requests for registrations. 

Netherlands 
Authorisation procedure is based on a set of generic criteria that applies to all 

fertilising products (except for waste and industrial by-products for which specific 

criteria apply). 

Each producer is responsible for compliance with these criteria and might be subject to 

market surveillance control. Registration of national producers and traders is 

mandatory. 

Frequency: No registration dossiers for new products. 

– Labour costs 

Estimates of labour costs are expressed in terms of a number of Full Time Equivalents 

(FTE) necessary to perform the required tasks each year. As detailed information on the 

salary costs of administrative staff employed in the fertiliser sector are missing in the 

EU Administrative Cost model, information about the category 'Professional' for the 

targeted Member States was collected as part of the 'Action Programme Reducing 

Administrative Burdens in Europe'. These costs have been further increased by 25% to 

take into account overhead costs. This leads to an average yearly gross salary cost per 

FTE of kEUR 75 for industry. For the tasks performed by the European Commission, a 

yearly gross salary of kEUR 60 has been assumed, to which also 25% of overhead was 

added. Member States specific salary costs have been assessed for the 4 case studies 

mentioned above and are further detailed in Table 14. Finally, it was assumed that one 

FTE corresponds to approximately 220 effective working days. 

– Number of enterprises 

The number and size of enterprises affected varies largely under the different categories 

of products. Although good statistical data are available for the inorganic fertiliser 

market, there is less information about the numbers and sizes of companies producing 

other fertilising products. Therefore it has not been found possible to differentiate the 

costs for the different types of companies. Some measures to reduce administrative 

burden for SMEs are discussed under Section 4 of the present annex. 

– Calculated costs are maximum costs 

Member States have adopted different regulatory procedures for fertilising products. It 

is thus very difficult to give a detailed estimation of the costs of each approach. 

Therefore the costs calculated are expected to be maximum costs. In those Member 

States where one of the proposed options is already (partly) applied, the costs for both 

operators and Member States for enacting the option in question would be lower than 

calculated here. 

– Calculated costs are recurring and one-off costs 

                                                 
113 32 Inorganic fertilisers, 20 organic fertilisers, 19 organo-mineral fertilisers, 45 growing media, 21 

plant biostimulants, 10 soil improvers. 
114 63 Inorganic fertilisers and 20 organic fertilisers. 
115 Cf. Schedule I of the 1991 UK Fertilisers Regulation which includes both mineral and organic 

fertilisers. 
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The costs presented for the different options are both recurring costs (e.g. costs of 

Fertilisers Working Group meeting, costs of labelling obligations…) that would occur 

once the respective options would be fully operational and one-off costs (e.g. costs of 

registration of new products) as they are likely to be significant costs. 

– Costs related to information obligations 

As one important objective of the future proposal is to correctly inform professionals 

and consumers about the composition of the final products, the report has tried to 

evaluate the costs for industry to analyse and label their products in accordance with the 

criteria set out for the different categories. 

2. LIMITATIONS 

On the basis of interviews with industry representatives, it appears that the costs related 

to respecting the imposed obligations can vary greatly within the same fertilising 

material category depending for example on the complexity of data requirements for 

registration dossiers. Therefore, it has not been found necessary to try to differentiate 

costs between subsectors (except for the one-off costs under Options 4) since variability 

of costs within the same subsector can already be very high. 

3. DETAILED ASSESSMENT OF THE ADMINISTRATIVE COSTS 

This paragraph clarifies the method followed to estimate the administrative costs of 

each option. Sections 3.1 to 3.5 contain information on the estimation of the costs under 

the scenario of full harmonisation. Section 3.6 explains how the costs under the partial 

harmonisation scenario have been determined.  

3.1. Option 1 

Costs of governance of EU and national legislation 

These costs include: 

 Costs of management of the Fertilisers Regulation by the Commission (A.10); 

 Costs related to the organisation of Fertilisers Working Groups meetings 

(A.20); 

 Costs of governance of national legislation (A.30). 

A.10 Costs of management of the Fertilisers Regulation by the Commission 

Currently, 2 FTEs are allocated by the Commission for the management of the 

Fertilisers Regulation. The total yearly costs are estimated at EUR 150 000 (A.10). 

A.20 Costs related to Fertilisers Working Group meetings 

The Commission is assisted by the Fertiliser Working Group, which is composed of 

experts from the Member States, in the presence of observers from industry to ensure 

the correct implementation of the Fertilisers Regulation. Such meetings are currently 

organised twice a year. The annual costs of the meetings are described in Table 17. 
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Table 16: Analysis of the costs for the management of meetings of the Fertilisers 

Working Groups 

A.20 

Travelling costs 

reimbursed to 

each national 

expert (EUR) 

Number 

of 

meetings 

Number of 

expert 

(BE is not 

reimbursed

) 

Annual 

salary 

costs
116

 

(EUR) 

Time spent 

(fraction of 

FTE/year) 

Annual 

Administrativ

e costs 

(EUR) 

Commission  750117 2 27118 n/a n/a  40 500 

Member 

States 

Travelling costs for additional national experts 

 750 2 8119 n/a n/a  12 000 

Salary costs for preparing and attending the meetings 

  
 34 

72 

250120 
0.018 

 44 220 

Industry 

Travelling costs for industry experts 

 750 2 20 n/a n/a  30 000 

Salary costs for preparing and attending the meetings 

   20 75 000 0.018  27 000 

Total   153 720 

A.30 Costs of governance of national legislation 

The costs related to the management of national legislations have been estimated based 

on information collected from four Member States representing the most important 

regulatory approaches for fertilising products. The figures obtained are then 

extrapolated to the EU 28 Member States to determine the overall costs relating to the 

management of national legislations in the EU. These costs cover the management of 

national legislation and the preparation of technical files supporting requests for 

derogation made in accordance with Article 114 TFEU.  

Table 17: Analysis of the costs for managing national legislations 

                                                 
116 For the Commission, the costs are included in the management of the Fertilisers Regulation. 
117 Average reimbursement of travelling costs per Member State expert except Belgium. 
118 Croatia joined the EU on 1st July 2013 but has not yet attended the meeting of the FWG as Member 

State. 
119 On average, 34 Member States representatives are attending FWG meetings. As 26 are reimbursed, 

8 have to be reimbursed by their competent authorities for their travel expenses. 
120 Based on averaged labour costs for the category ‘professionals’ (overhead included) in each Member 

State as determined by the external consultant as part of the Fertilisers Study. See table14 
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A30 

Country specific 

annual salary costs
121

 

(EUR) 

Time spent (number of 

FTE/year) 

Annual Administrative 

costs (AAC) 

(EUR) 

France 100 000 2.5  250 000 

Czech Republic 40 000 0.2  8 000 

United Kingdom 76 000 0.3  22 800 

Netherlands 75 000 1  75 000 

Average for 1 MS 72 250 1  88 950 

Total for 28 MS    2 490 600 

As it is assumed that those 4 MS are representative for the EU average (in terms of e.g. 

wages, size of the country, etc.), the figure above represents only a rough estimation of 

the costs of managing national legislation. 

Table 18: Summary of the costs incurred by all stakeholders for the management of the 

EU and national legislation under Option 1 as identified under A.10, A.20 and A.30 

above 

Stakeholder 

groups 
A.10 (EUR) A.20 (EUR) A.30 (EUR) 

Total annual 

costs (EUR) 

Commission 150 000  40 500 –  190 500 

Member States –  56 220  2 490 600  2 546 820 

Industry –  57 000 –  57 000 

Total 150 000  153 720 2 490 600 2 794 320 

Costs of registration and standardisation 

The assessment of these costs has been divided into four categories: 

 The costs related to the preparation and assessment of applications for the 

registration of fertilisers under EC law (B.10); 

 The costs related to CEN standardisation activities (B.20) which cover: 

– The annual costs to prepare draft standards and maintain published EN 

standards for the product categories covered by the current CEN 

mandate on EC Fertilisers (B.21), 

– The costs of participation in CEN meetings (B.22), 

– The EU budget allocated to the CEN CENELEC Management Center 

(CCMC) to manage the current mandate (B.23); 

                                                 
121 Overhead costs included. Source: the Fertilisers Study. 
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 The costs related to the registration of fertilisers as national fertilisers (B.30) 

per year for the whole sector; 

 The costs related to the Mutual Recognition Regulation of national fertilisers 

(B.40). 

Costs related to the preparation and assessment of applications for the inclusion of 

fertilisers as 'EC Fertiliser'(B.10) 

Since the entry into force of the current Fertilisers Regulation, 18 technical dossiers for 

the inclusion of new types in its Annex I were submitted to the Commission and then 

examined in the Fertiliser Working Group. This corresponds to an average of 3 dossiers 

per year. The costs for the Commission for dealing with these dossiers is included in 

the cost calculated before under A.10. 

The cost for Member States is composed of the costs for the Member State supporting 

the dossier and the costs for the other Member States to review the application for 

listing the new type. 

In general, new entries in the Fertilisers Regulation are subsequent to its approval for 

national fertiliser. Therefore, the costs for the supporting Member States are covered by 

the costs for registration of national fertilisers calculated under B.30. 

The costs for industry relate to the submission of a technical dossier for analysis by 

the Fertiliser Working Group. The most sophisticated and costly national registration 

procedure (i.e. France) was taken as the basis for this calculation given that companies 

often use the same information that was previously submitted for obtaining a national 

authorisation/-registration. It is therefore assumed that the cost related to the 

preparation of a technical dossier at EU level amounts to approximately EUR 50 000
122

. 

Multiplied by the average number of 3 dossiers per year, this translates into a total 

annual cost of EUR 150 000 (B.10).  

Only the costs to evaluate the substance in the framework of the Fertilisers Regulation 

have been evaluated (i.e. agronomic efficacy, safety of products, availability of test 

method). The REACH registration costs have not been taken into account as they do no 

result from the requirements of the current Fertilisers Regulation – even though 

according to the technical guidance, dossiers submitted under REACH could be used to 

assess the safety of a substance used as the main component of a new fertiliser type. 

Costs related to CEN standardisation activities (B.20) 

In order to fully understand the cost related to the development of standards by the 

European Committee for Standardisation (CEN), a description of the standardisation 

work is available in Section 4 of this annex. 

The standardisation work related to the Fertilisers Regulation is currently performed by 

CEN/TC 260 'Fertilisers and liming materials'
123

.
 
The total cost related to this work can 

be divided into the costs of drafting standards (Table 20), the costs of TCs meetings to 

discuss and approve the EN standards (Table 21) and the EU budget to support CEN 

                                                 
122 The highest costs reported in the Fertilisers Study. 
123 The estimates presented in this section are based on information provided by CEN/TC 260 'Fertilisers 

and liming materials' (cf. Mandates M 335, M 418 and M 454). 
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activities in relation with the Mandate M 335 on fertilisers and liming materials (Table 

22): 

Table 19: Analysis of the annual costs to support the drafting of EN standards 

B.21 – Annual 

costs to prepare 

10 draft standards 

for inorganic 

fertilisers and 

liming materials
124

 

Number 

of 

Working 

Groups 

Annual 

salary costs 

(EUR) 

Number of 

participants 

Time spent 

(fraction of 

FTE 

equivalent) 

Annual 

Administrative 

costs (CA) 

(EUR) 

Member States 

(National 

Standardisation 

Bodies) 

supervision work 

only 

n/a 72 250 27125 0.045126 87 780 

Industry 6 75 000 10 0.015127 67 500 

Others 

(universities…) 
6 75 000 7 0.02047 63 000 

Table 20: Analysis of the costs for technical committees to discuss and approve the 

content of the draft EN standards 

B.22 – 

Participation in 

CEN/TC 260 

meetings 

Number of 

annual 

meetings of 

the 

Working 

Groups 

Travelling 

costs 
(EUR) 

Annual 

salary 

costs 

(EUR) 

Number of 

participants 

Time spent 

(fraction of 

FTE 

equivalent) 

Annual 

Administrative 

costs (CA) 

(EUR) 

Member States 

6 

6 

750 

n/a 

n/a 

72 250 

5 

5 

n/a 

0.03128 

 26 250 

 67 500 

Industry 

6 

6 

750 

n/a 

n/a 

75 000 

12 

12 

n/a 

0.03 

 63 000 

 189 000 

                                                 
124 Continuous work outside the Technical Committee meetings. CEN TC 260 has developed around 

100 EN standards in 10 years i.e. on average 10 standards annually. 
125 Croatia as newly Member States has not been taken into account in the calculation of the costs for 

drafting EN standards or participating in CEN meetings. 
126 It is assumed that one representative per Member State is involved in the follow-up of the work done 

by CEN/TC 260. Based on the fact that around 100 standards have been developed since 2003 for 

inorganic fertilisers (on average 10 per year) and 1 day per Member State expert is accounted for per 

standard, the time spent per expert amounts 1day x 10 standards per year/-220 working days = 0.045. 
127 The average size of a working group is 10 people. Assuming that 20 days of work are needed per 

standard, this leads to 2 days of work per person for 1 standard. Since more than 1 standard is 

developed per WG annually per TC (on average 10 standards/6 Technical Committees = 1.6), the 

average number of days per person to develop 10 standards for industry is 3.2. Expressed in FTE 

(3.2/220 = 0.015). For other stakeholder, the same reasoning would apply with a final result of FTE = 

0.02. 
128 7 days divided by 220 working days. Source: the Fertilisers Study. 
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Others 

(universities…) 

6 

6 

750 

n/a 

n/a 

75 000 

13 

13 

n/a 

0.03 

 68 250 

 204 750 

For each category of participants, the first line presents the travelling costs and the 

second line the salary costs of the persons attending the meetings. 

Table 21: Description of the costs relating to the current CEN mandate on fertilisers 

and liming materials 

B.23 – CEN 

Management 

Centre
129

 – EU 

budget allocated 

to CEN/TC 260 

Since 2003, an overall EU budget of EUR 1 375 000130 (corresponding to the 

development of around 100 standards) has been allocated to the CEN Management 

Centre by the Commission. This corresponds to an average annual budget of 

EUR 137 500 for developing 10 standards. 

The EU budget covers the costs of the CEN/TC Secretariat for organising the 

meetings of the CEN/TC and its related working groups, drafting the documents and 

the minutes of the meetings, the sampling and distribution of samples, travelling 

costs of CEN/TC Secretariat, service contract for experimental work etc. 

Costs related to the registration of fertilisers as national fertilisers (B.30) 

Data from four Member States representing the most common procedures for the 

placing on the market of national fertilisers were collected through the Fertilisers Study 

in order to estimate the costs of registration for the Member State authorities and 

industry (including the costs of the development of national standard where relevant). 

The Fertilisers Study has found that the costs incurred by the competent authorities 

relate to the analysis and management of the risks, liaison with industry, accredited 

laboratories and enforcement activities and drafting legislation. The costs borne by 

industry vary largely depending on the regulatory system in place. It ranges from the 

costs relating to the demonstration of compliance to general safety and agronomic 

criteria to the costs of preparation and submitting application files (sometimes fees and 

additional testing might need to be paid) and the development of national standards. 

Table 22: Description of the costs to include new fertilising products in national 

legislation 

B.30 – Annual 

costs for 

inclusion of 

national 

fertilises under 

various 

regulatory 

scenarios
131

 

Registration 

fees and costs 

of additional 

testing/per 

request and per 

company(EUR) 

Preparation of 

the technical 

dossier for 

application/per 

request and per 

company(EUR) 

Average 

number of 

products 

registered 

annually 

Country 

specific 

annual 

salary 

costs(EUR) 

Time spent 

(fraction 

of 

FTE/year) 

Administrative 

costs (AC) to 

include new 

national 

fertiliser (EUR) 

                                                 
129 Cf. CEN Annual Report 2010, page 147. The CEN Management Centre is financed for 54% by the 

EU and EFTA members, for 46% by Membership i.e. National Standardisation bodies and for 2% by 

other sources. 
130 EU contributions for mandates M335 (Parts I , II and III), M418 and M454. 
131 Depending on the national regulatory framework, this includes registration fees and/or additional 

testing and/or development of standards and/or compliance check to generic safety criteria. 
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France 

– Competent 

authorities – – 
 

100 000 3.0132 300 000 

France 

– Industry 50 000133 8 000 30 – – 1 740 000 

The Czech 

Republic 

– Competent 

authorities  
– – 

 

40 000 1.5 60 000 

The Czech 

Republic 

– Industry 
6 000 5 000 160 – – 1 760 000 

The United 

Kingdom
134

 

– Competent 

authorities 

– 

– 

– 

– 

– 

– 

– 

– 

– 

– 

– 

– 

The United 

Kingdom 

– Industry 

– 

– 

– 

– 

– 

– 

– 

– 

– 

– 

– 

– 

The 

Netherlands 

– Competent 

authorities 

– – – 75 000 0 0 

The 

Netherlands 

– Industry 

– 5 000 20 – – 100 000 

Average costs 

for Competent 

authorities to 

manage all 

requests 

– – 

 

– – 105 025 

                                                 
132 For example in France, the competent authority takes a decision on prior authorisation for products 

not covered by existing standards on the basis of assessment of the risks and effectiveness of the 

product carried out by ANSES: the French Agency for Food, Environment, Occupational Health and 

Safety. 3 FTEs are dedicated to this task. 
133 Tasks related to the full registration procedure. In France, the registration of new products based on 

existing standards represents 90% of the requests and only 10% of all applications follow the full 

registration procedure 
134 In the UK there is no requirement for manufacturers to register products, nor are there any 

government programs in place to evaluate products. It is up to manufacturers in this country to ensure 

that they comply with the relevant legislation when marketing fertilisers. The UK authorities rely on 

their self-compliance in doing so, and also on checks of compliance being made by trading standards 

officers and other enforcing agencies, to ensure that the public is not being conned or sold sub-

standard goods. 
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Average costs 

for industry to 

include a new 

type or 

ingredient in a 

positive list or 

get a market 

authorisation
135

 

– – 

 

– – 900 000 

Annual total 

costs for EU-28 

– Comp. 

auth. 

–  Industry 

– 

– 

– 

– 

 – 

– 

– 

– 

2 940 700 

25 200 000 

As mentioned under Table 17, the figure above can only be considered as a rough 

estimation of the costs of registration of new fertilising products as the four Member 

States may not be representative as regards the size of the fertiliser markets in the 28 

MS.  

Costs related to the Mutual Recognition Regulation (B.40) 

According to the survey on administrative costs carried out in the Fertilisers Study, the 

costs for competent authorities to analyse requests for mutual recognition of national 

fertilising products have been estimated to be 0.2 FTEs x 28 x EUR 75 000 = 

EUR 420 000 (B.40) for the whole EU. 

The costs of market surveillance of products placed on the market under the Mutual 

Recognition principle is covered by the costs detailed in Section C.10. 

Table 23: Summary of the total annual costs incurred by different stakeholders for the 

placing on the market of new products (EC and national brands) under Option 1 

Stakeholder 

groups 

B.10 

(EUR) 

B.21 

(EUR) 

B.22 

(EUR) 

B.23 

(EUR) 

B.30 

(EUR) 

B.40 

(EUR) 

Total annual costs 

(EUR) 

Commission – – – 137 500 – – 137 500 

Member States – 87 780 93 750 – 2 940 700 420 000 3 542 230 

Industry 150 000 67 500 252 000 – 25 200 000 – 25 669 500 

Others – 63 000 273 000 – – – 336 000 

Total 150 000 218 280 618 750 137 500 28 140 700 420 000 29 685 230 

Costs of market surveillance 

Costs related to the market surveillance of fertilising products (C.10) 

The Member States competent authorities consulted during the collection of data for the 

four case studies were unable to differentiate the costs of market surveillance of 

                                                 
135 Total costs for industry divided by 4 Member States. 
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EC Fertilisers and national fertilisers (inorganic national fertiliser, liming materials, 

organic fertiliser, soil improver, growing media, plant biostimulants). Market 

surveillance authorities carry out controls at the premises of producers, retailers, 

farmers and at the external borders of the EU for products imported from Third 

Countries. 

The frequency of controls depends very much on the priorities of the authorities. Some 

Member States ensure that every national producer is controlled every 1 to 5 years 

depending on risk assessment and previous controls. Other Member States clearly 

mentioned that the control of fertilisers is not a high political priority and that controls 

depend on the availability of the necessary budget. 

Table 24: Costs of market surveillance for all fertilising products currently on the 

market (Source: the Fertilisers Study) 

C.10. Total annual 

costs for market 

surveillance 

Annual budget 

for analysis 
(EUR) 

Country specific 

annual salary 

costs of 

inspectors (EUR) 

Time spent by 

inspectors 

(fraction of 

FTE/year) 

Annual 

administrative costs 

(AAC) (EUR) 

France 
 

200 000 

100 000 11.5 1 150 000 

200 000 

The Czech 

Republic 

 

26 000 

16 000 3 48 000 

26 000 

The United 

Kingdom 

 76 000 0.8 60 800 

The Netherlands  75 000 1.3 97 500 

Average costs    395 575 

Total for 28 MS     11 076 100 

3.2. Option 2 

The description of several variants is required to describe the different roles of public 

administration and EU scientific agencies in the implementation of Option 2. 

Variant 2A: only Member States administrations and the Commission review 

applications for listing types in the annexes of the revised Fertilisers Regulation. 

The Scientific Committee for Health and Environmental Risk – SCHER - has been used 

in the past to evaluate the potential negative impacts to the environment or human 

health of the presence of contaminant in inorganic phosphate fertilisers or for its 

opinion on the risks for the environment and human health of an existing type of the 

Fertilisers Regulation. 
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The possibility to have recourse to SCHER has been discarded because it has been 

considered that it would not have enough staff
136

 to assess the potential huge number of 

applications for registration of new types (up to 1000 – see pg 51) in the annex(es) of 

the regulation.  

Variant 2B: the peer-review process for applications will be managed by the European 

Chemicals Agency (ECHA). An opinion will have to be delivered for each new entry 

proposed. 

Variant 2C: the peer-review process for applications will be managed by the European 

Food Safety Authority (EFSA). An opinion will have to be delivered for each new entry 

proposed. 

Costs of governance 

Under variant 2A (assessment by the Fertilisers Working Group), it is assumed that in 

the Commission Services about 5 FTEs
137

 (A.10: EUR 75 000 x 5 = EUR 375 000) 

would be required to manage the different requests for inclusion of new fertiliser type 

in the annex(es) to the future regulation. 

Under variant 2B (assessment by ECHA) and 2C (assessment by EFSA), the figure for 

FTEs in the Commission mentioned for variant 2A will be lower, as some of the tasks 

for the peer-review process will be managed by such agencies
138

. Compared to variant 

2A, it is likely that only 2 FTEs would be required (A.10: EUR 150.000). 

For all variants, members of the Fertilisers Working Group would have to meet more 

frequently to discuss mainly about applications for the registration of new fertiliser 

types. Practically, it has been assumed that there would be at least 2 meeting per year 

for each category of products covered by the proposal
139

. The costs related to Fertilisers 

Working Group meetings will thus be multiplied by 4 compared to Option 1 (current 

situation) where the costs for two annual meetings were calculated
140

 (Total costs 

A.20: EUR 614 880). 

                                                 
136 The SCHER is composed of 6 members whereas one Commission official ensures the secretariat of 

the Committee. In comparison the number of experts dealing with the assessments of biocides in 

ECHA or plant protection products in EFSA is respectively 65 and 25. 

 
137 10 FTEs for the first five years to deal with requests to examine the current products on the market by 

Competent authorities. The number of FTEs could be reduced over the years as more and more 

products are listed in positive lists and the number of new applications would go down. 5 FTEs after 

5 years, 3 FTEs after 10 years and 2 FTEs after 15 years. Over the presumed commercial life span of 

a product of 20 years, 5 FTEs would be required. 
138 The peer-review work of the Agencies will consist in organising the review of the conclusions raised 

by the applicant supporting the inclusion of a specific type in the list(s) of type specifications annexed 

to the Regulation. Meetings of experts will be organised and at the end of the review an opinion will 

have to be issued whether the new type can be listed and under which conditions/specifications. The 

opinion will then be taken by the Commission in order to draft the implementing act amending the list 

of types. 
139 WG 1: inorganic fertilisers and liming materials including agronomic additives; WG 2: organic and 

organo-mineral fertilisers. WG 3: soil improvers and growing media; WG4: plant biostimulants. 
140 It is assumed that the composition of the different working groups will be similar to the composition 

of the current Working Group on inorganic fertilisers. 
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Under all variants of Option 3, there would be no more cost of governance of national 

legislation as the placing on the market of fertilising products would be fully 

harmonised (A.30: EUR 0). 

Finally, EFSA or ECHA will need new staff to perform the assessment of the newly 

harmonised products. These additional costs are reported in a new column on costs for 

ECHA/EFSA as 'A.40'. Costs borne by ECHA/EFSA are allocated respectively to 

'industry' under Option 2B (fees) and to the Commission under Option 2C (EU 

Budget contribution). 

In order to estimate the additional costs of assessments of newly harmonised products, 

it is important to estimate the number of products not yet harmonised and the number of 

corresponding types. In the current Regulation, one hundred types are listed in Annex I, 

and about 2 400 EC Fertilisers products are placed on the market. On average, 1 type 

allows the placing on the market of 24 EC Fertilisers. No equivalent information is 

available for national fertilisers but it would be assumed that based on current market 

shares of EC Fertilisers and national fertilisers, the number of new types of inorganic 

fertilisers to be examined for inclusion into the new Fertilisers Regulation could 

amount to 30-40. 

For the other categories of products, the number of new products and the number of 

new types that would have to be listed in annex(es) to the new regulation have been 

estimated with industry representatives as explained in the table below
141

: 

Table 25: Number of non-harmonised products and corresponding types that would 

have to be listed in the future proposal 

 

 
Range of non-harmonised 

products in the EU market 

Range of types covering 

the non-harmonised 

market 

Inorganic fertilisers
142

 840-960 30-40 

Organic fertilisers 1 000-1 100
143

 200-220 

                                                 
141 This information was received from various industry associations on their review of several national 

legislations following this regulatory approach. Only ranges of products and type designations could 

be estimated by industry. 
142 The cost estimates presented above for inorganic fertilisers are based on the assumptions that Member 

States agreed to maintain all types already included in Annex I to Regulation (EC) No 2003/2003. As 

a consequence, only those types that are currently authorised under national legislation but not 

covered by an existing type in Annex I would have to be included (plus further new types that are not 

yet in Annex I nor authorised under any existing national legislation). In practice, however, Member 

States will probably want to see evidence for some of the existing types in Regulation (EC) No 

2003/2003 that would actually comply with the newly introduced limits for contaminants, so that the 

reduction in costs would be small. 
143 Industry reviewed 10 national legislations to determine the number of types to be included in the 

Annexes of the revised Regulation.  
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Organo-mineral 

fertilisers 
600-700 25-30

144
 

Liming materials
145

 150-200 10-15 

Soil improvers 24 000-32 000
146

 30-40
147

 

Growing media 450 000-550 000 40-60 

Plant biostimulants 

and agronomic 

additives
148

 

625-665 625-665
149

 

Range of new types 

under Option 2 
 960-1 070 

Under variant 2B, it has been assumed that the tasks allocated to ECHA would include 

an evaluation of the registration and preparation of an authorisation dossier. The 

REACH Regulation requires that companies pay a fee for certain services delivered by 

ECHA. These fees
150

 are intended to cover the cost of the service provided in 

accordance with the volume of the product placed on the EU market per manufacturer. 

For the sake of clarity, the costs for the tonnage band of 10-100 tonnes/year under 

REACH have been taken as a reference for further calculation. The standard fees would 

then be respectively equivalent to EUR 3 454 plus EUR 53 300 for one type. Taking 

these costs into account for about 960 and 1 070 new types, the costs for industry would 

range between EUR 54 483 840 and EUR 60 726 780 for the registration of all existing 

products. If we assume a 20 year period by which all product types should be listed and 

a medium cost of EUR 57 605 310, the annual costs for ECHA registration and analysis 

of requests for authorisation would amount to about EUR 2 880 265 (A.40 for variant 

2B). 

Under variant 2C, EFSA would receive a payment from the Commission to carry 

out the peer-review process of the not yet harmonised products. Based on the 

                                                 
144 A survey was organised by industry in 6 Member States to collect information on the number of 

organo-mineral fertilisers placed on the market and the number of corresponding types.  
145 90% of the liming materials market has been harmonised by Commission Regulation (EU) 

No 463/2013. Hence only requests for a limited number of additional types are expected. 
146 On average 8 000 installations in Europe are producing 3 to 4 soil improvers. It was not possible to 

differentiate installations treating source-separated input materials from the installations treating also 

industrial waste such as sewage sludge. 
147  The Commission has identified 20 organic soil improver types in 6 national legislations 

(ES/BE/CZ/DE/FI/IT). It has been assumed that the examination of other national legislation would at 

least double the number of types. The CEN report CR 13456:1999 listed 31 type descriptions for soil 

improver and soil improver constituents. 
148 Some agronomic additives are already harmonised in the Fertilisers Regulation. 
149 In this case the number of product is similar to the number of type designations as each plant 

biostimulant and agronomic additive is registered individually. 
150 The details on the fees and charges payable to ECHA can be found in the Commission Regulation 

(EC) No 340/2008 of 16 April 2008, as amended by the Commission Implementing Regulation (EU) 

No 254/2013 of 20 March 2013. 
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experience of the EFSA Panel on the review of plant protection products, the costs of 

peer-review of one plant protection product has been estimated at EUR 20 000. Taking 

into account the number of types that would need to be included in the new legislation 

(between 960 and 1 070 types), the costs for the Commission could be evaluated 

between EUR 19 200 000 and 21 400 000 for all products. Again if a period of 20 years 

is assumed by which all the products would have been assessed, an annual cost of 

EUR 1 015 000 (A.40 for variant 2C) could be estimated. 

The following tables summarises the governance costs under the various variants of 

Option 2. 
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Table 26: Summary of governance costs under variant 2A 

Total annual 

costs (EUR) 
A.10 A.20 A.30 Total  

Commission  375 000  159 870 –  534 870 

Member States –  229 530 –  229 530 

Industry –  225 660 –  225 660 

Total  375 000  614 880 –  989 880 

 

Table 27: Summary of governance costs under variant 2B 

Total annual 

costs (EUR) 
A.10 A.20 A.30 A.40 Total 

Commission 150 000  159 870 – – 309 870 

Member States –  229 350 – – 229 350 

Industry –  225 660 – 2 880 265 3 105 925 

Total 150 000  614 880 – 2 880 265 3 645 145 

 

Table 28: Summary of governance costs under variant 2C 

Total annual 

costs (EUR) 
A10 A20 A30 A40 Total 

Commission  150 000  159 870 – 1 015 000 1 324 870 

Member States –  229 350 – – 229 350 

Industry –  225 660 – – 225 660 

Total  150 000  614 880 – 1 015 000 1 779 880 

Costs of registration and standardisation 

It can be assumed that the costs for industry to prepare application dossiers for types 

will be higher than the average today as the data requirements will probably be higher. 

Since several years the Commission has observed that listing a new type or revising an 

existing type is generating much more questions from the Member States than in the 

past, especially as regards the safety aspects. This general trend is parallel to the overall 

strengthening of the regulations of farm commodities (e.g. plant protection products, 

feed additives…) which are destined to be transformed in food commodities. This 

would justify an increase in dossier preparation costs. It has been assumed that dossier 

preparation costs would approximately amount to EUR 50 000. 
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Member States would have to conduct the first evaluation of dossiers submitted and 

then participate in the peer-review process. Compared to Option 1 (in particular costs 

under B.10), Member States would need more FTEs per dossier as the dossiers would 

be more comprehensive and their number would increase. According to the figures 

mentioned above between 960-1 070 new types would have to be evaluated and peer-

reviewed. Consequently, the number of FTEs would increase to 5 FTEs as for the 

Commission. Considering that a time span of 20 years would be needed to register all 

the types identified, each national expert would have to deal with approximately 

10 peer-review processes annually. The costs for the Commission would be covered by 

the costs of governance reported under A.10. 

The costs for participation at the Fertilisers Working Groups meetings are covered 

under A.20. Given that the costs for ECHA or EFSA are already included under the 

governance costs (A.40), there is no need to make a distinction between the variants 

here. Therefore B.10 covers the costs of preparation of application by industry and the 

costs of peer-review by the experts of the Member States before a final decision on the 

application is taken during a meeting of the Fertilisers Working Group. 

Table 29: Costs related to the preparation and assessment of applications for the 

registration of products not yet harmonised under variants 2A, B and C 

B.10 

(EUR) 

Number 

of 

national 

experts 

Number 

of 

Member 

States 

Annual 

salary 

costs 

(EUR) 

Time 

spent 

(fraction 

of FTE 

equivalent

) 

Costs of 

preparatio

n of 

applicatio

n (EUR) 

Number of 

types 

examined per 

year during 

20 years 

Annual costs 

Member 

States 
5 28 72 750151 1 – – 10 185 000 

Industry – – – – 50 000 50 2 500 000 

Total       12 685 000 

Costs of standardisation work will mainly concern fertilising products for which 

European analytical methods (EN Standards) have not been developed so far i.e. mainly 

organic fertilisers, plant biostimulants and agronomic additives. 

For plant biostimulant, the objective is not to check the content of defined forms of 

plant nutrients in the final product but to verify that the ‘active’ substance is present in 

the amounts claimed/guaranteed by the manufacturer. The number of EN standards for 

plant biostimulants would in principle be considerable as every active substance, where 

relevant, as claimed by the manufacturer (e.g. marker substances in case of complex 

mixture, such as plant/algae) would have to be identified through an appropriate 

analytical method to be part of an individual CEN standard. The European Biostimulant 

Industry Council has identified 100 active substances for which CEN would be required 

to develop specific analytical methods. 

In addition, some analytical methods for agronomic additives that are not yet 

harmonised would have to be developed albeit in lesser amounts than for plant 

                                                 
151 Average of the salary costs (including overhead) for the four case studies described under Option 1. 
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biostimulants as the number of new additives will likely be lower than for plant 

biostimulants. For organic fertilisers, some existing EN standards for soil improvers or 

growing media would have to be checked for their reliability. 

The costs of developing and maintaining one standard could be derived from the costs 

of standardisation calculated under Option 1
152

 (EUR 97 450). 

Table 30: Summary of the costs for developing standards (B.20) under all variants for 

Option 2 (in EUR) 

Organic fertilisers 97450 x 20 = 1 949 000 

Agronomic additives 97450 x 20 = 1 949 000 

Plant biostimulants  97 450 x 100 = 9 745 000 

Total costs under B.20 (standardisation 

activities) 
 13 643 000 

Annual costs assuming that 20 years will 

be needed to harmonise the whole market 
 682 150 

The allocation of costs between the Commission, Member States, industry and other 

stakeholders involved in the preparation and development of the standardisation work 

(B.20) would be similar to the distribution of costs calculated under Option 1. 

Costs for managing national legislations and requests for mutual recognition of 

products would disappear (B.30 and B.40). 

Table 31: Summary of the costs for the placing on the market of new products under 

variants 2A, 2B or 2C 

 B.10 B.20 B.30 B.40 
Total annual 

costs (EUR) 

Commission –  96 180 – – 96 180 

Member States 10 185 000  126 880  0  0 10 311 880 

Industry 2 500 000  223 745  0  0 2 723 745 

Others –  235 345  0  0 235 345 

Total 12 685 000  682 150  0  0 13 367 150 

3.3. Option 3 

As for Option 2, several variants will be analysed to describe the roles of public 

administration and different EU scientific agencies in the implementation of Option 3. 

Costs of governance 

                                                 
152 The sum of the annual costs mentioned under B.21, B.22 and B.23 for Option 1 divided by 10 as on 

average, CEN TC/260 develops 10 standards annually. 
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Under variant 3A (assessment by the Commission expert group), it is assumed that 

3 FTEs
153

 at Commission level (A.10: EUR 75 000 x 3 = EUR 225 000) would still be 

required to manage the different requests for inclusions of ingredients in the legislation. 

Although most of the ingredients for the manufacture of inorganic fertilisers are known, 

the level of knowledge is different for other product categories
154

 and might require a 

longer ‘phase-in’ period to reach fully harmonised lists of well-described ingredients – 

especially if each ingredient is defined with a significant level of relevant details to 

allow their clear identification and a common Union-wide understanding. Even after a 

reasonable implementation period, frequent adaptations to technical progress of the 

annexes will be necessary. 

Under variant 3B (assessment by ECHA) and 3C (assessment by EFSA), the number 

of Commission staff involved in the peer-review process could be slightly reduced and 

therefore fewer FTEs would be required to ensure the tasks of peer-reviewing existing 

ingredients, reviewing new ones and adapt the annexed lists, where necessary. 

Compared to variant 3A, it is likely that only 2 FTEs would be required over the longer 

term (A.10: EUR 150 000). 

As mentioned in all variants of Option 2, Members of the Fertilisers Working Group 

would have to meet regularly to discuss the applications for the registration of new 

ingredients. Practically, it is assumed that the costs related to Fertilisers Working Group 

meetings would be less than the costs indicated for the variants under Option 2 as there 

would be a lower number of requests for registration of new ingredients compared to 

'types' (i.e. several types – each requiring separate listing under Option 2 – could be 

composed of different mixtures of the same ingredients – requiring only 1 listing). 

Compared to Option 1, the costs have been assumed to be multiplied by 3 (total costs 

A.20: EUR 461 160 for all variants of option 3). 

Under all variants of options 3, there would be no more cost of governance of national 

legislation as the placing on the market of fertilising products would be fully 

harmonised (A.30: EUR 0). 

On the other hand, as for variants 2B and C, the agencies will need staff to assess the 

request for inclusions. Based on the information from the Biocides Directive, the Plant 

Protection Product Regulation and REACH, these costs might be substantial and would 

have the form of fees that industry would have to pay to ECHA or budget subsidies 

from the Commission allocated to EFSA. 

In order to estimate the additional costs of assessments of newly harmonised products, 

it is important to estimate the number of products not yet harmonised and the number of 

new ingredients that would be required to manufacture those products. 

Based on the information received from the various industry associations and review of 

several national legislations following this legislative approach, the number of products 

                                                 
153 5 FTEs for the first five years to deal with requests to examine requests for listing ingredients 

contained in the products currently on the market. The number of FTEs could be reduced over the 

years as more and more ingredients are already listed in positive lists. 3 FTEs after 5 years, 2 FTEs 

after 10 years and 2 FTEs after 15 years. Over the presumed commercial life span of a product of 20 

years, 3 FTEs would be required. 
154 The growing media industry has prepared a list of possible ingredients for the manufacture of 

growing media. The EU EoW criteria will provide a list of authorised biodegradable waste for the 

production of compost and digestate. 
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on the market per product categories and the number of different ingredients that would 

have to be listed in annex(es) to the new Regulation could be estimated as follows
155

: 

Table 32: number of new ingredients that would have to be listed under Option 3 

 Range of non-harmonised 

products placed on the EU 

market 

Range of ingredients not 

yet harmonised 

Inorganic fertilisers 840-960 5-10 

Organic fertilisers 1 000-1 100 30-40
156

 

Organo-mineral 

fertilisers 
600-700 20-30 

Liming materials
157

 150-200 3-6
158

 

Soil improvers 24 000-32 000 30-40 

Growing media  450 000-550 000 50-60
159

 

Plant biostimulants 

and agronomic 

additives 

625-665 120-125
160

 

Range of ingredients 

under option 3 
 258-311 

Similar to variant 2B, ECHA would be required to check the registration and prepare 

authorisation dossier for each ingredient registered. The standard fees would be 

respectively equivalent to EUR 3 454 plus EUR 53 300 for one ingredient. Taking into 

account that between 258 and 311 new ingredients will have to be included in the 

annexes of the future proposal, the costs for industry would range between 

EUR 14 642 532 and EUR 17 650 494 for all the ingredients not yet harmonised. If we 

assume a 20 year period by which all product types should be listed and a medium cost 

of EUR 16 146 513, the annual costs for ECHA registration and analysis of requests for 

authorisation of ingredients would amount to around EUR 807 325 (A.40 for variant 

3B). 

                                                 
155 Only ranges of products and type designations could be estimated by industry. 
156 Based on the review of several national legislations and information from industry 
157 90% of the liming materials market has been harmonised by including specific type designations in 

Annex I of the current Fertilisers Regulation. Commission Regulation (EU) No 463/2013 
158 The LT legislation lists for example 5 liming materials of industrial origin which are not covered by 

Section G of Annex I to the Fertilisers Regulation. 
159 From the analysis of 6 national legislations (ES/BE/CZ/DE/IT/FI), the Commission identified 

approximately 50 different ingredients for the manufacture of growing media. It has been assumed 

that all national legislations would further increase the list up to 60 ingredients. 
160 According to the European Biostimulant Consortium 
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As for variant 2C, the costs for the Commission to support the work of EFSA under 

variant 3C will depend on the costs to peer-review the safety and agronomic data of 

each new ingredient and the estimation of the number of ingredients not yet 

harmonised. From the experience of the EFSA panel on the review of plant protection 

products (costs of evaluation EUR 20 000 per dossier) and the number of ingredients 

not yet harmonised (between 258 and 311), the costs for the Commission could be 

evaluated between EUR 5 160 000 and 6 220 000 for all ingredients. Again assuming a 

period of 20 years by which all the ingredients would have been assessed and a medium 

costs of EUR 5 690 000, an annual costs of EUR 284 500 could be estimated (A.40 for 

variant 4C). 

Table 33: Summary of total governance costs for each variant of Option 3 

Governance 

costs 
A.10 A.20 A.30 

A.40 
Total 

annual costs 

(EUR) 

Variant 3A – no 

EU agency 
 225 000  461 160 – –  686 160 

Variant 3B – 

ECHA 
 150 000  461 160 –  807 325  1 418 485 

Variant 3C – 

EFSA 
 150 000  461 160 –  284 500  895 660 

 



 

133 

 

Costs of registration and standardisation 

Similar to Option 2, it can be assumed that the costs for industry to prepare application 

dossiers for ingredients will be higher than the average for type registration today, as 

the data requirements will probably be higher. It has been assumed that dossier 

preparation costs would be comparable to Option 2 (i.e. EUR 50 000
161

). 

Member States would have to conduct the first evaluation of dossiers submitted and 

then participate in the peer-review process. Compared to Option 1, (in particular the 

costs B.10), Member States would need more FTEs per dossier on average (as the 

dossier would be more comprehensive) and many more dossiers would have to be 

evaluated and peer-reviewed, albeit fewer than in Option 2. According to the figures 

mentioned in Table 29 between 258 and 311 new ingredients would have to be 

evaluated and peer-reviewed. Consequently, the number of national FTEs would 

increase by 1 FTE compared to Option 1. Considering that a time span of 20 years 

would be needed to register the ingredients identified in Table 29, each national expert 

would have to deal annually with approximately 13 requests for inclusion. The costs for 

the Commission would be covered by the costs of governance reported under A.10.  

The costs for Member States for participation at Fertilisers Working Groups meetings 

where the application would be discussed are covered under A.20. The costs for the 

Commission would be covered by the costs of governance reported under A.10. The 

costs for the involvement of ECHA or EFSA under variants 3B and 3C are covered 

under A.40. 

Table 34: Costs related to the preparation and assessment of applications for the 

registration of ingredients not yet harmonised under variants 3A, B and C 

B.10 

Number 

of 

national 

expert 

Annual 

salary 

costs 

Number of 

Member 

States 

Time spent 

(fraction of 

FTE 

equivalent) 

Costs of 

preparation 

of 

application 

Number of 

ingredients 

examined per 

year 

Annual costs 

Member 

States 
1 72 750 28 1   2 037 000 

Industry     50 000 13 650 000 

Total       2 687 000 

The costs of standardisation activities for analytical methods would be similar to option 

2 as the test methods are not specific to each fertiliser type or ingredient but could 

apply across a broad range of products. Organic fertilisers, plant biostimulants and 

agronomic additives would still require substantial standardisation work compared to 

the other product categories as no CEN Technical Committees have been really 

involved in these product categories so far. 

Table 35: Costs of standardisation under Option 3 

Organic fertilisers 97 450 x 20 = 1 949 000 

                                                 
161 That would cover scientific data collection. 
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Agronomic additives 97 450 x 20 = 1 949 000 

Plant biostimulants  97 450 x 100 = 9 745 000 

Total costs under B.20 (standardisation 

activities) 
 13 643 000 

Annual costs assuming that 20 years will 

be needed to harmonise the whole market 
 682 150 

The costs allocation between the Commission, the Member States, industry and other 

stakeholders involved in the preparation and assessment of applications for registration 

and the related standardisation work would be similar to the distribution of costs 

calculated under Option 1. 

Table 36: Summary of the costs for the placing on the market of new products 

under Option 3 

 B.10 B.20 B.30 B.40 
Total annual costs 

(EUR) 

Commission –  96 180  0  0  96 180 

Member States  2 037 000  126 880  0  0  2 163 880 

Industry  650 000  223 745  0  0  873 745 

Others –  235 345  0  0  235 345 

Total  2 687 000  682 150  0  0  3 369 150 

3.4. Option 4 

Costs of governance 

Under all variants of Option 4, it is considered that only 1.0 FTE (i.e. A.10: 75 000 x 

1.0 = EUR 75 000) would be sufficient for managing the system in the Commission. 

As no more evaluation procedure for individual applications would be required at EU 

level, the Fertilisers Working Group would have to meet less frequently, and it is 

assumed that one meeting a year would be enough to ensure the correct implementation 

of the future legislation (Total costs A.20: EUR 76 860). 

Further, there would be no more costs of governance of national legislation as the 

placing on the market of fertilising products would be fully harmonised (A.30: EUR 0).  

Finally, there would be no need to involve ECHA or EFSA in a possible peer-review 

process (A.40: EUR 0). 

Table 37: Summary of governance costs under Option 4 

Total annual costs A.10 A.20 A.30 Total (EUR) 

Commission  75 000  19 980 0  94 980 
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Member States  -  28 675 0  28 675 

Industry -  28 205 0  28 205 

Total  75 000  76 860 0  151 860 

Costs of registration and standardisation 

The costs of preparation and assessment of new applications for listing types or 

ingredients in the annex(es) to a future regulation would be replaced by the costs of 

product certification. Several scenarios have been envisaged. 

Variant 4A – Module A (Producer Self-Certification
162

) 

The manufacturer establishes the technical documentation which makes it possible for 

him to assess the products conformity to the essential requirements defined in a new 

regulation (nutrient content or other quality criteria, information on contaminants, etc.). 

The documentation also includes a general description of the method of production. 

The manufacturer keeps technical documentation at the disposal of national authorities. 

The manufacturer ensures that the manufacturing process and its monitoring are such 

that the products comply with the technical documentation; the manufacturer then 

affixes the CE marking to his products. The manufacturer provides a written declaration 

of conformity for each compliant product and keeps it together with technical 

documentation. 

By allowing self-certification, the costs for administration and testing would be 

relatively limited. The costs for the manufacturer would be limited to the collection and 

preparation of technical documentation demonstrating the compliance of the final 

product with the essential requirements in the legislation. According to the SME survey 

(see Annex IV), producers spend on average EUR 30 000 each year for their quality 

assurance scheme. However, these costs might be considered as business-as-usual 

costs, i.e. costs resulting from collecting and processing information which would be 

carried out even in the absence of the legislation and therefore should not be taken into 

account in the current evaluation of administrative burden costs, i.e. B.10 for variant 

4A: EUR 0. 

Variant 4B – Modules B+C combined: third party certification regarding the 

composition of the final product and its fulfilment of essential requirements 

Under module B, the manufacturer has to prepare the technical documentation to 

demonstrate that the product complies with the essential requirements set out in the 

legislation and submit a representative specimen of the envisaged product to a notified 

body. The notified body examines the technical documentation as well as the actual 

product, performs appropriate examinations and tests if necessary and issues an EC 

type examination certificate declaring that the type meets the essential requirements of 

the legislation. The certification would be valid for the commercial life of the product 

unless new raw materials and/or new production process are introduced by the 

manufacturer. 

                                                 
162 As described in Annex II of Decision No 768/2008/EC of the European Parliament and of the Council 

of 9 July 2008 on a common framework for the marketing of products and repealing Council 

Decision 93/465/EEC. OJ L 218, 13.8.2008, p. 82 
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The costs of product conformity assessment by notified bodies are typically one-off 

costs that would be required before the first placing on the market of a product. 

Under module C, the manufacturer takes the necessary measures so that the 

manufacturing process is in compliance with the approved type described in the EC-

type examination certificate delivered by the notified body under module B. The 

manufacturer affixes the required conformity marking to each product and draws up a 

written declaration of conformity. This module does not require the further involvement 

of a notified body. 

Variant 4C – Modules B+C1 combined: third party certification regarding the 

composition of the final product and its fulfilment of essential requirements plus tests 

on additional aspects of the product 

Under variant 4C, on top of the requirements and costs identified under variant 4B, 

notified bodies would carry out regular tests on specific aspects (e.g. verification of 

the contaminant content, detonation test for ammonium nitrate fertilisers, etc.). The 

costs for additional testing would mainly depend on the characteristics of the products 

that need to be verified. For clarity reasons, it is assumed that the presence of 

contaminants
163

 and occasional verification of the quality parameters through testing 

would take place and that all products placed on the market would follow the same 

examination at regular interval (i.e. every five years). 

Variant 4D – Modules B+C2 combined: third party certification regarding the 

composition of the final product and its fulfilment of essential requirements plus 

product checks at random interval 

Module C.2 (conformity to type based on internal production control plus supervised 

product checks at random interval conducted by a notified body) is used where 

additional assurance is required due to certain risks. A notified body or an accredited 

in-house body will carry out one or more tests on each product. The conformity 

assessment procedure ensures that the final product is in conformity with the type 

described in the EC-examination certificate issued by the notified body. The 

manufacturer affixes the CE mark on his product together with the identification 

number of the notified body indicating that the test results were positive. 

Under variants 4B, 4C and 4D, the costs of certification by notified bodies will be 

covered by fees paid by industry. 

(2) Estimation of products to be certified and possible mitigation measure 

The costs for industry under options 4B, 4C and 4D will depend on the number of 

products placed on the market. Assuming that each manufacturer would continue his 

current practices, the number of products could correspond to the number of products 

currently placed on the market in the EU
164

 (sum of EC Fertilisers and national 

fertilisers). Based on the information received from the various industry associations, 

the number of products placed on the market can be estimated as indicated in the 

second column of the following table. 

                                                 
163 As explained in Annex IV section 3, analytical costs for heavy metals and organic pollutants: EUR 

950. 
164 It has been assumed that changes in the production process and/or the composition of the end product 

would lead to re-certification. 
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Table 38: Number of products currently present on the market according to industry 

federations 

 

Estimation of all existing 

products placed on the EU 

market per various categories 

Estimation of families of 

products 

Inorganic fertilisers 3 500-4 000
165

 5-25
166

 

Organic fertilisers 1 000-1 100
167

 16
168

 

Organo-mineral 

fertilisers 
600-700

169
 13

170
 

Liming materials 2 000-2 500
171

 4
172

 

Soil improvers 24 000-32 000 5
173

 

Growing media 450 000-550 000 4
174

 

Plant biostimulants 

and agronomic 

additives 

625-665 8
175

 

                                                 
165 Each inorganic fertiliser (EC or national) will have to be certified. Industry communication 
166 According to the types described in Annex I to the Fertilisers Regulation. The number of types will 

depend on the number of details required. For example micronutrient fertilisers could be defined by 

one family or by 7 families if each micronutrient is contained in one family. 
167 Source: Italian experts but it was not possible to assess exactly the number of organic fertilisers. 
168 Skin and leather materials, feathers and plumes, hair, wool and silk materials, horn and hoofs 

materials, meat and fish products, bone products, blood products, processed manure, aquatic plant 

materials, fungal and yeast biomass, bacterial biomass, vinasse, molasses, potato soap, seed cakes. 
169 Industry communication. Only 300 for Italy which is the dominant market 
170 Granulated N, NP and NPK fertilisers, pelletized organo-mineral N, NP, NK and NPK fertilisers, 

liquid organo-mineral N, NP, NK, NPK fertilisers and K, NPK organo-mineral fertiliser crumbs 
171 Each liming material will have to be certified. Industry communication 
172 Natural limes, oxide and hydroxide limes of natural origin, limes from industrial processes and mixed 

limes. 
173 Green compost, bark compost, biodegradable compost, liquid and solid digestate 
174 As proposed by the growing media industry: Organic GM (organic matter content > 30% (m/m))/ 

Organo-mineral GM (organic matter content: 5 to 30% (m/m)/ Mineral GM (organic matter content < 

5% (m/m)) and synthetic GM. 
175 The study carried out by Prof.du Jardin could identify 8 groups of plant biostimulants: 

- Humic substances, 

- Complex Organic materials, 

- Beneficial chemical elements, 

- Inorganic salts, including phosphite, 

- Seaweed extracts, 

- Chitin and chitosan derivatives, 

- Antitranspirants, 

- Free Amino acids and other N-containing substances. 
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Total number of 

products or families 
481 725-590 965 55-75 

As shown in Table 38, the number of individual products to be certified could be huge 

in particular for growing media. Therefore, similar to the Biocide Regulation, products 

presenting the same level of safety and efficacy could be grouped into one family of 

products. 

Notified bodies would verify that the whole product family complies with the relevant 

safety and agronomic requirements by verifying the compliance of test materials. If 

during the examination of samples, a product fails to meet the essential safety or 

agronomic requirements, the whole family would be deemed to fail. This would allow a 

reduction of the costs of certification for SMEs without reducing the level of protection 

of human health or the environment (see column 3 of Table 38). 

As a notified body could only assess product families which are manufactured by the 

same manufacturer, it has been estimated that each EU manufacturer and importer 

(around 10 000 according to Annex I) would on average register 5 families of products 

i.e. 50 000 families of products would have to be evaluated and certified. 

(3) Evaluation of the costs of third party certification and additional testing 

A study on the impacts of the revision of Council Directive 88/378/EEC on the safety 

of toys (RPA, October 2004) showed that SMEs were predicted to face costs of 

EUR 1 000 on average for Third Party verification/certification. However, those costs 

are likely to vary between notified bodies and therefore a maximum costs of EUR 2 000 

has been assumed as worst case scenario. The costs for verification of product 

conformity under variant 4B could therefore be assessed as follows: 

Table 39: Evaluation of the costs for Third Party certification under variant 4B 

B.10 

Variant 4B: Modules 

B+C 

Third party certification for all 

products 

Third Party certification of 

families of products 

Number  Range: 481 725-590 965 Assumption: 50 000 

Cost of notified 

bodies 

EUR 2 000 

(fees under module B) 

EUR 2 000 

(fees under module B) 

Total costs 

EUR 963 450 000-1 181 930 000 

for all products on the market 

over their whole commercial life 

EUR 100 000 000 

for all families of products 

on the market over their 

whole commercial life 

Annual costs 

assuming a 

commercial life of 

20 years  

EUR 53 634 500 

average costs distributed over 

the whole commercial life  

EUR 5 000 000 

average costs distributed 

over the whole commercial 

life  
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Under variant 4C, some recurring costs would be charged to industry to regularly test 

(every 5 years) the compliance of the products with the essential safety criteria. It has 

been assumed that notified bodies would charge maximum EUR 950 for regular 

verification of the compliance of products with safety limits on contaminants (see 

Annex IV Section 3 – impacts on SMEs for more details). 

Table 40: Evaluation of the costs for Third Party certification under variant 4C 

B.10 

Variant 4C: 

Modules B+C1 

Third party certification of all 

products 

Third party certification of 

groups of products 

Number Range : 481 725-590 965 Assumption: 50 000 

Average costs of 

notified bodies plus 

specific tests 

EUR 2 000 

(fees under module B+C) 

+ 

EUR 950 

(recurring costs every 5 

years
176

 for testing under 

module C1) 

EUR 2 000 

(fees under module B+C) 

+ 

EUR 950 

(recurring costs every 5 years 

for testing under module C1) 

Total costs (number 

of products 

multiplied by the 

average costs of 

notified bodies and 

specific tests) 

Module B+C: 

EUR 963 450 000-1 181 930 000 

(one-off costs) 

Module C1
177

: 

EUR 1 830 555 000-2 245 667 000 

Module B+C: 

EUR 100 000 000 

(one-off costs) 

Module C1: 

EUR 190 000 000 

Annual costs 

assuming an average 

commercial life of 

20 years 

Module B+C: EUR 53 634 500 

average costs distributed over 

the whole commercial life 

Module C1: average annual 

additional costs during the 

commercial life assuming a re-

testing of all products every 

5 years: 

EUR 101 905 550 

Module B: EUR 5 000 000 

average costs distributed over 

the whole commercial life 

Module C1: annual additional 

costs during the commercial 

life assuming a re-testing of all 

families every 5 years: 

EUR 9 500 000 

Under Option 4D, the frequency of additional checks would increase to every 2 years. 

Consequently the costs under module C2 would increase proportionally. 

Table 41: Evaluation of the costs for Third Party certification under variant 4D 

B.10 

Variant 4D: Modules 

Third party certification for 

all products 

Third Party certification of 

groups of products 

                                                 
176 Frequency recommended by JRC for small plants (< 10000 tons/year)   
177 4 tests will be carried out during the 20 years of the commercial life of the product. Therefore the 

costs during this period are estimated as follows: 4 x EUR 950 x the number of products 
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B+C2 

Number  Range: 481 725-590 965 Assumption: 50 000  

Average costs of 

notified bodies plus 

specific tests 

EUR 2 000 

(fees under module B) 

+ 

EUR 950
178

 

(recurring costs for testing at 

random interval under 

module C2) 

EUR 2 000 

(fees under module B) 

+ 

EUR 950 

(recurring costs for testing at 

random interval under 

module C2) 

Total costs (number of 

products multiplied by 

the average costs of 

notified bodies and 

specific tests) 

Module B+C: 

EUR 963 450 000- 

1 181 930 000 

(one-off costs) 

Module C2
179

: 

EUR 4 576 387 500- 

5 614 167 500 

Module B+C: 

EUR 100 000 000 

(one-off costs) 

Module C2: 

EUR 475 000 000 

Annual costs assuming 

an averaged 

commercial life of 

20 years 

Module B+C: EUR 53 634 500 

average costs distributed over 

the whole commercial life of 

all products 

Module C2: Average annual 

additional costs during the 

commercial life assuming 

that a re-testing of all 

products is carried out every 

2 years: EUR 254 763 875 

Module B+C: EUR 5 000 000 

average costs distributed over 

the whole commercial life of 

all products 

Module C2: Additional costs 

during the commercial life 

assuming that a re-testing of 

all families is carried out 

every 2 years: 

 EUR 23 750 000 

Table 42: Average annual costs for third party certification under each variant 

                                                 
178 Same costs as for variant 4C but tests would be carried out every 2 years 
179 10 tests will be carried out during the 20 years of the commercial life of the product. Therefore the 

costs during this period are estimated as follows: 10 x 950 x the number of products 

B.10. Average 

annual costs for 

each variant 

(EUR) 

Type of 

certification 

Variant 4A – 

self 

certification 

Variant 4B – 

third party 

certification 

Variant 4C – 

third party 

certification 

plus tests on 

additional 

aspects 

Variant 4D – 

third party 

certification 

plus checks at 

random 

intervals 

Fees to be paid to 

notified bodies for 

certification of 

products 

(Module B) 

Individual 

products 
0 53 634 500 53 634 500 53 634 500 

Family of 

products 
0 5 000 000 5 000 000 5 000 000 
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The costs for standardisation under Option 4 would increase as new EN standards could 

be required to facilitate examination of commercialised fertilising products and 

additives and to turn existing EN Standards into EN harmonised standards. Compared 

to Option 2 and based on experience from other sectors, an additional annual budget for 

standardisation of EUR 200 000 during 20 years was assumed to be necessary to 

support the development of these new standards (EUR 882 150). The costs of 

governance of national legislation and mutual recognition would disappear. 

Table 43: Summary of the costs for industry to place new products on the market 

under all variants of Option 4 (in EUR) 

B.10 
Type of 

certification 
B.10 B.20 B.30 B.40 

Total 

annual costs 

Variant 4A 
Not 

applicable 
0 882 150 0 0 882 150 

Variant 4B 

Per product 53 634 500 882 150 0 0 54 516 650 

Per family 5 000 000 882 150 0 0 5 882 150 

Variant 4C 

Per product 155 540 050 882 150 0 0 156 422 500 

Per family 14 500 000 882 150 0 0 15 382 150 

 

Variant 4D 

Per product 308 398 375 882 150 0 0 309 280 525 

Per family 28 750 000 882 150 0 0 29 632 150 

The costs of market surveillance would be reduced according to the level of control by 

notified bodies (See justification in the main text under 6.5.1.1.c  

Costs of quality assurance 

These costs would include the costs of accreditation and the costs of implementing new 

harmonised EN Standards. 

Accreditation is the attestation by a national accreditation body based on harmonised 

standards that a notified body has the technical competence to perform specific 

conformity assessment activity. Accreditation is used in the regulated sector to meet the 

Annual recurring 

costs for testing 

carried out by 

notified bodies 

(Modules C1 or 

C2) 

Individual 

products 
0 0 101 905 550 254 763 875 

Family of 

products 
0 0 9 500 000 23 750 000 

Total annual costs 

Individual 

products 
0 53 634 500 155 540 050 308 398 375 

Family of 

products 
0 5 000 000 14 500 000 28 750 000 
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requirements of certain legislation and the voluntary area where there is no specific 

legislation. It is based on a peer evaluation system that ensures the proper functioning 

of accreditation across the EU. 

Regulation (EC) No 765/2008 provides a legislative framework for accreditation at the 

national and EU levels and puts into place an overall policy with its rules, procedures 

and infrastructures. In order to ensure a level playing field for fertilising products 

deriving from waste and in accordance with the EU EoW criteria developed by JRC, it 

is proposed that accreditation of notified bodies will be made mandatory in a future 

Regulation.  

This is very difficult to provide an accurate estimate of the likely accreditation fees for 

notified bodies as this depend on the complexity of scope of accreditation being sought. 

These fees include not just the time the assessment team spend at the premises of the 

notified bodies (audits) but also office time and travelling expenses. In the frame of the 

future regulation it is foreseen to keep the number of essential requirements as low as 

possible in order to avoid unnecessary costs for notified bodies who will charge 

eventually companies. 

ORBIT/ECN (2008) produced an overview of quality assurance costs for compost 

according to the main schemes currently in place in various countries. Table 44 shows 

that the quality assurance costs (fees to be paid to notified bodies) are mainly 

determined by the size of the composting plant and range from below EUR 0.08/tonne 

of input to more than EUR 3/tonne of input. The quality assurance costs in Table 44 

covers the external expenses in the renewal procedure of accreditation certificates or 

quality labels during the continuous operation of the plants. In the first application and 

validation period (first one to two 'recognition' years) costs are considerably higher on 

account of a first evaluation of the plants and the higher frequency of tests.  

The total compost production costs in a best practice composting plant with 20 000 

tonnes capacity were estimated at 45 Euro/tonne of input (Eunomia, 2002). A 

comparison with the typical quality assurance costs for a plant of this size according to 

Table 44 shows that the external quality assurance costs represent less than 1 % of total 

production costs but for smaller plants, quality assurance can make up more than 15 % 

of total costs. 

 

However, several composting and digestion plants have already suitable quality 

assurance systems in place (at least one fifth of all composting plants in the EU), and 

most others regularly carry out some form of compliance testing, so that not all of the 

quality assurance costs associated with the EU end-of-waste system would be additive. 

Table 44: Cost of compost quality assurance in selected European countries 

Source: ORBIT/ECN (2008). 

Quality assurance costs/tonne input and year (EURO excluding VAT) 

Throughput/ye

ar (tonnes) 

AT (1) 

(ARGE) 

Agriculture 

plants 

AT (2) 

(KGVÖ) 

Industrial 

plants 

DE (3)  

(BGK) 

IT (4) 

(CIC) 

NL (5) 

(BVOR) 

(Green 

C. 

plants) 

NL (6)  

(VA) 

(VFG 

plants) 

SE (7) 

(SP) 

UK (8)  

(TCA) 

Use in 

agriculture/ 

horticulture 

UK (9)  

(TCA) 

Other 

uses 

EU 

Mean 

value 

500 2.15 3.36 — — — — — — — — 

1 000 0.94 1.80 — — — — — — — — 

2 000 0.97 1.32 0.82 — 1.62 1.99 1.21 1.13 1.10 1.26 
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5 000 0.63 0.67 0.52 0.48 0.76 0.80 0.48 0.45 0.44 0.59 

10 000 0.44 0.58 0.34 0.46 0.53 0.40 0.29 0.28 0.27 0.42 

20 000 0.26 0.44 0.31 0.45 0.39 0.20 0.15 0.23 0.22 0.32 

50 000 0.17 0.36 0.19 0.43 0.21 0.08 0.06 0.20 0.19 0.23 

 
Sources: Personal information from: 

(1) KGVÖ Compost Quality Society of Austria — operates mainly bio-waste treatment plants. Costs include membership fees, 

laboratory costs and external sampling. 

(2) ARGE Compost & Biogas Association Austria — decentralised composting of separately collected bio-waste in cooperation 

with agriculture. Costs include membership fees, laboratory costs, external sampling and external audits of 

composting/digestion sites 

(3) BGK German Compost Quality Assurance Organisation. Costs include membership fees, laboratory costs and external 

sampling. 

(4) CIC Italian Compost Association CIC — including company fee according to turnover plus external sampling and laboratory 

costs 

(5) BVOR Dutch Association of Compost Plants — costs at green waste plants which include membership fees, laboratory costs 

and the costs for yearly audits by external organisations — no external sampling. 

(6) VA Dutch Waste Management Association — costs at bio-waste (VFG) plants including membership fees, laboratory and 

external sampling costs, and the costs for yearly audits by external organisations. The expenses are slightly higher compared to 

BVOR because of additional analysis of sanitisation parameter and the external sampling. 

(7) SP Swedish Standardisation Institute execute the QAS scheme — costs include membership fees, laboratory costs, and costs 

for yearly audits by SP — sampling is done by the plants besides the yearly audit. 

(8) TCA the UK Compost Association certification for compost in agriculture and horticulture — total costs associated with 

certification scheme fees for all parameter and lab testing. Costs associated with testing the compost are higher compared to 

other application areas, as the compost producer is required to test parameters like total nutrients, water soluble nutrients and 

pH in addition sampling is done by the plants. For compost used in agriculture and field horticulture, the UK Quality Compost 

Protocol has introduced for the land manager/farmer the requirement to test the soil to which compost is applied. The costs 

associated with soil testing are not incorporated here because it is mostly not the compost producer, but the farmer or land 

manager who pays for. 

(9) TCA the UK Compost Association certification for compost used outside agriculture and horticulture — total costs associated 

with certification scheme fees and lab testing. Sampling is done by the plants. 

It can be expected that the major changes in QA costs by the possible introduction of 

EU end-of-waste criteria, compared to existing systems, will be related to product 

testing. These changes originate from likely modifications to the requirements for 

independent sampling, measurement of organic pollutants and the use of harmonised 

EN standards instead of national standards.  

Several Member States already require external sampling, whereas others allow the 

plant operators to perform the sampling themselves (e.g. in the UK). The estimated 

costs for external sampling, based on information from experts, vary widely and are 

estimated around EUR 200 per sample. In Member States where independent external 

sampling is already considered an established practice, reported prices for independent 

sampling generally tend to be the lowest. Nonetheless, the current proposal includes the 

possibility of reducing external sampling after the recognition year, requiring only one 

yearly independently collected sample for plants up to 10000 tonne annual input and 3 

for plants up to 50000 tonne annual input, effectively reducing the cost for external 

sampling to less than a few cents per tonne. 

The costs of purchasing harmonised EN Standards to verify the compliance of products 

to the requirements of the future legislation is another issue. Harmonised standards will 

be available in national linguistic version(s) from national standardisation bodies. The 

costs ranked from around EUR 10 to around 100 per standard. In the future 

Commission proposal, it is foreseen to keep the number of essential and labelling 

requirements as low as possible in order to avoid unnecessary costs for industry and 

competent authorities of buying harmonized standards. 

3.5. Option 5 

Costs of governance 
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Compared to Option 4, the Commission services would face similar workload, but less 

than in Options 2 or 3, as all product categories would be regulated following the New 

Approach. At Commission level, 1 FTE (i.e. A.10: 75 000 x 1.0 = EUR 75 000) would 

be required to manage the system. The Fertilisers Working Group would have to meet 

less regularly than under Options 2 and 3 and similarly to option 4, it was considered 

that one meeting a year would ensure the correct implementation of the future 

legislation (Total costs A.20: EUR 76 860). 

Finally, under Option 5, there would be no more cost of governance of national 

legislation as the placing on the market of fertilising products would be fully 

harmonised (A.30: EUR 0) and no more costs of agencies (A.40: EUR 0) for the 

products covered by the New Legislative Framework approach. The following table 

summarises the governance costs for Option 5. 

Table 45: summary of governance costs for Option 5 

Total annual costs A.10 A.20 A.30 Total 

Commission 75 000  19 980 –  94 980 

Member States –  28 675 –  28 675 

Industry –  28 205 –  28 205 

Total 75 000  76 860 –  151 860 

Costs of registration and standardisation 

All product categories would follow the New Approach legislative format. Third party 

involvement in the assessment of conformity with the essential requirements varies 

between material categories, and is highest for waste and other secondary materials 

with potentially variable composition and for plant biostimulants and agronomic 

additives for which of a verification of the claims by a third party would be required 

(See Annex IX for justification). The costs of self- or third-party certification identified 

under variants of Option 4 would apply.  

The essential safety requirements for plant biostimulants and agronomic additives 

would require the registration of such products into REACH. Under that scenario, the 

following costs could be identified.  

Producers would be required to register plant biostimulant not yet covered by REACH 

prior to the placing on the market of products containing them. Fees would be charged 

to manufacturers for registration of plant biostimulants. The Commission implementing 

Regulation (EU) No 254/2013 on the fees and charges payable to ECHA defines such 

costs depending on tonnage. 

The volume of plant biostimulants placed on the market is likely to be less than 10 

tonnes per year and per product which corresponds to a fee of EUR 1714 for individual 

submission. The European Biostimulant Industry Council (EBIC) has identified 100 

active substances, 50% of which are currently exempted from REACH registration 

(Annex V of REACH). Therefore the fees would amount up to EUR 1714 X 50 = EUR 

85700. Assuming a commercial life of 20 years, this would result in an annual cost of 

around EUR 4285. 
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The costs of compiling a dossier would increase compared to options 2 and 3 as 

additional studies could be required to assess the potential toxicity of the substances. 

The study on legal framework for plant bio-stimulants and agronomic additives of 2013 

estimated such costs at around EUR 130.000. Therefore the costs of compiling data for 

50 substances not yet registered within REACH would be estimated at 130.000 X 50 = 

6 500 000 EURO namely EUR 325 000 per year assuming an average commercial life 

of 20 years for each substance 

Agronomic additives are already registered within REACH and are therefore not 

covered by the evaluation of the costs of registration 

The table below summarizes the costs for industry. 

Table 46: Assessment of the costs of registration under REACH and conformity 

assessment for plant biostimulant  

The following table summarizes the proposed regulatory system 

 

 

B.10 

Annual 

registration 

costs for 

industry 

Number of 

substances 

Costs for compiling data for 

one dossier 

+ 

Fees to be paid for one 

registration (EUR) 

Total one-off costs 

supported by the sector for 

the registration (EUR) 

Annual costs for the 

sector assuming a 

commercial life of 

20 years (EUR) 

Plant 

biostimulants 
50 130 000 + 1 714 6 585 700 329 285 
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Table 47: Estimation of the costs for industry for placing on the market new products (B.10) tailored to their expected risks to the environment 

and human health of each product category 

Type of products Regulatory option 

Highest estimation of the 

number of products marketed 

in EU 

Annual certification costs  for one 

product assuming a commercial 

life of 20 years (EUR) 

Total annual B.10 costs for each 

specific category under each 

proposed option (EUR) 

Inorganic fertilisers Variant 4A 

Variant 4B 

3 550 

100180 

0 

100181 

0 

10 000 

Inorganic fertilisers: 

Ammonium nitrate based products 

manufactured for use as fertilisers 

and containing more than 28% by 

mass of nitrogen in relation to 

ammonium nitrate182  

Variant 4C183 100 2 600 260 000 

Organo-mineral fertilisers 184 Variant 4B 1050 100 105 000 

Organic fertilisers Variant 4C 650 290 188 500 

Liming materials Variant 4A 

Variant 4B 

2 150 0 

100 

0 

10 000 

                                                 
180 Some phosphate fertilisers derived from by-products of the steel industry. 
181 See Annex VI. One-off costs paid by industry (EUR 2 000) to the notified body to check the conformity of the product to the legal requirements divided by the number of 

commercial life of the product (20 years). 
182  In accordance with Regulation (EU) No 98/2013 on the marketing and use of explosives precursors, this includes potassium nitrate and calcium ammonium nitrate as 

well. 
183 Given the security issue of these products, it is proposed that every two years a test of detonation (EUR 5 000) is conducted by an accredited laboratory. In addition to the 

test of detonation, the provisions of Regulation (EU) No 98/2013 on the marketing and use of precursors to explosives will apply. This additional testing will be carried 

out under Option 3 or 4. 2000 + (5000*10) = 52000. EUR 52000/20=EUR 2600 
184 Source segregated materials are needed to achieve good quality products 
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100 

Soil improvers (SI) Variant 4A (inert 

materials used as 

soil 

improvers)185Variant 

4C (organic soil 

improvers derived 

from waste) 

3000 

 

25 000 

0 

 

290186 

0 

 

7 250 000 

Growing media Variant 4A 500 000 0 0 

Plant biostimulants and agronomic 

additives 

Variant 4A187 

Variant 4B 

Variant 4A 

560  

65 

40 

0 

100 

0 

0 

6500 

0 

Plant biostimulant (costs of 

registration under REACH) 

   329285 

Total annual costs for industry    8 159 285 

                                                 
185  Classified as ‘other soil improvers’ in Annex I. They cover products such as perlites, schist, sand,…which do not considered as dangerous, hence the proposal to address 

them via self-certification (Option 5A)  
186  Costs of module B+C: EUR 2000 (one-off cost) Costs of module C1: EUR 950 (recurring costs – every 5 years). Total costs assuming a commercial life of 20 years: 2000 

+ (950 X 4) = 5800. Annual costs: 5800 /20 = EUR 290 
187 Self certification would apply to all plant biostimulants except microorganisms for which a conformity assessment by a third party would be required. According to EBIC, 

microorganisms represent about 10% of the current plant biostimulant market (625 commercialised plant biostimulant X 0.1=65). 
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As described under Option 4, the possibility to group products presenting the same level of 

efficacy and safety could be granted to producers. As shown in column 3 of Table 46, only 

27 000 fertilising products and additives would have to be examined by certified bodies. This 

represents only 5% of the products quantified under Option 4 (Table 38) and therefore it is 

assumed that the number of groups could be reduced accordingly
188

. As a majority of products 

would follow variant 4C, the evaluation and certification costs by group of products under 

option 5 have been based on the assumptions described in Table 40. It results that the costs of 

certification by groups of products would amount to EUR 14 500 000 x 0.05 = 725 000 EUR. 

Similarly to option 4, new standards would be required to facilitate examination and 

declaration of conformity with essential requirements and existing standards would have to be 

transformed in harmonised EN Standards. (B.20: EUR 882 150) 

For plant biostimulants and additives, producers would be required to provide analytical 

methods for the determination of the pure active substance and the verification of the claims 

that would be described in the essential quality requirements. Since standard development can 

be lengthy, coordination group should be mandated to issue guidance for how to interpret 

essential legal requirements in the meantime.  

The situation is described in the following table. 

Table 48: Summary of the costs for industry and Member States to place new products on the 

market under Option 5 (in EUR) 

 

B.10 B.20 B.30 B.40 

Total 

annual 

costs 

COM – 124 385 – – 124 385 

Member 

State 
– 164 080 – – 164 080 

Industry 8 159 285 289 345 – – 8 448 630 

Others – 304 340 – – 304 340 

Total 8 159 285 882 150 – – 9 041 435 

The costs of market surveillance would be equal to similar costs under option 4A. 

3.6. Partial harmonisation scenario 

Under this scenario, Member States would have to maintain at least partly their legislation on 

fertilisers. Following the results of the SMEs consultation (Figure 16 of Annex IV), it was 

assumed that around 20% of the existing products would remain on national markets. The 

costs of governance of national legislation (A.30: EUR 498 120)) have been reintroduced 

accordingly for each of the examined option above. The costs of governance of EU legislation 

and meetings at EU level would remain unchanged (A.10 and A.20) under each option. 

                                                 
188 5% of 50000 families assumed in Option 4 
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If 20% of the existing products would remain on national markets, the costs of intervention of 

EU agencies (A.40), the costs of registration under a revised EU fertiliser law (B.10) as well 

as the costs of standardisation activities (B.20) would be reduced proportionally 

As the objective was to estimate the costs of partial harmonisation for existing products, it has 

been assumed that the costs of registration of new products as national fertilisers (B.30) would 

remain void. The costs of mutual recognition (B.40) would similarly remain void as in the 

presence of EU legislation, it was considered that requests for mutual recognition of national 

fertilisers would remain exceptional. The costs of market surveillance (C.40) would remain 

unchanged under each option. 

Table 49 summarizes the costs of all examined options under the scenarios of partial and full 

harmonisation  
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Table 49: Summarising the annual administrative costs (EUR) of the different options (full and partial harmonisation scenarios)  

 A.10 A.20 A.30 A.40 B.10 B.20 B.30 B.40 C.10 
Total  

(full) 

Total  

(partial) 

Option 1 150 000 153 720 2 490 600 - 150 000 974 530 28 140 700 420 000 11 076 100 43 555 650 43 555 650 

Option 2A 375 000 614 880 - - 12 685 000 682 150 - - 11 076 100 25 433 130 25 257 820 

Option 2B 150 000 614 880 - 2 880 265 12 685 000 682 150 - - 11 076 100 28 088 395 25 337 030 

Option 2C 150 000 614 880 - 1 015 000 12 685 000 682 150 - - 11 076 100 26 223 130 23 844 820 

Option 3A 225 000 461 160 - - 2 687 000 682 150 - - 11 076 100 15 131 410 14 955 700 

Option 3B 150 000 461 160 - 807 325 2 687 000 682 150 - - 11 076 100 15 863 735 15 526 560 

Option 3C 150 000 461 160 - 284 500 2 687 000 682 150 - - 11 076 100 15 340 910 15 108 300 

Option 4A 75 000 76 860 - - 0 882 150 - - 11 076 100 12 110 110 12 431 800 

Option 4B 

Per product 

Per group 

75 000 

75 000 

76 860 

76 860 

- - 53 634 500 

5 000 000 

882 150 

882 150 
- - 9 968 490 

 9 968 490 

 

64 637 000 

16 002 500 

 

54 231 790 

15 324 190 

Option 4C 

Per product 

Per group 

75 000 

75 000 

76 860 

76 860 

- - 155 540 050 

14 500 000 

882 150 

882 150 
- - 8 860 880  

8 860 880 

 

165 434 940 

24 394 890 

 

134 648 620 

21 816 580 

Option 4D 

Per product 

Per group 

75 000 

75 000 

76 860 

76 860 

- - 308 398 375 

28 750 000 

882 150 

882 150 
- - 7 753 270 

7 753 270 

 

317 185 655 

37 537 280 

 

255 827 670 

32 108 970 

Option 5 

Per product 

Per group 

75 000 

75 000 

76 860 

76 860 

- - 8 159 285 

725 000 

882 150 

882 150 
- - 9 968 490 

 9 968 490 

 

19 161 785 

11 727 500 

 

17 851 620 

11 904 190 
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4. DESCRIPTION OF THE STANDARDISATION WORK 

Within CEN, the development of European Standards is carried out by CEN Technical 

Committees (CEN/TC). A CEN/TC is composed of representatives of national standardisation 

bodies (NSB). NSB delegations can also contain a representative of the competent national 

authorities. Each of the 33 NSB members of CEN can send a delegation of up to three people 

to the Technical Committee. These delegations relay the position of their national 

stakeholders to the CEN/TC. Participation in a CEN/TC is not limited to national delegations. 

Representatives from CEN Associates or Affiliates, the European Commission and relevant 

European Industry Federations can participate as observers in the TC's activities without 

voting rights. 

The secretariat of the CEN/TC is held by one NSB. A chairperson is appointed by the 

CEN/TC to manage its plenary meetings. The chair conducts meetings impartially and ensures 

that balanced, transparent and prompt decisions are taken. The chair has no voting rights. 

Typically, TCs meet once or twice a year in plenary sessions but much work is carried out by 

correspondence. 

The CEN/TC is a technical decision making body with precise scope and work programme 

established by the CEN Technical Board to mainly manage the preparation of the CEN 

deliverables. The technical work of drafting European Standards is conducted in the Working 

groups (CEN/WG) established by the CEN/TC, with a secretariat and a convenor. The 

standards are drafted by experts who are appointed by the NSB. 

The experts of a specific Working Group develop draft standards within a given time-frame. 

When a first draft is ready, it is submitted by the secretariat of the CEN/TC, after consultation 

of the chair, to a public enquiry open to all European stakeholders. The purpose of the enquiry 

is to further refine the draft standard by gathering broad comments on its content. Following 

this enquiry, the comments received are examined and commented by the experts of the 

CEN/WG. The documents are transmitted to the members of the CEN/TC which decide 

whether the draft standard can be submitted to the final vote. 

The CEN Management Centre in Brussels launches formal voting processes. The standard 

must receive at least 71% positive votes (weighted votes) to be adopted. Following its 

approval, CEN members are obliged to accept the new European standard as national standard 

without modification and to withdraw any conflicting national standard. 

On the basis of a legal act, the Commission can issue a mandate to CEN for the development 

of technical standards or reports. If the mandate is accepted by CEN, a financial proposal is 

submitted to the Commission which can then co-finance the work programme. Any financial 

support by the European Commission for European Standardisation Bodies is covered by the 

requirements of the 'Framework Partnership Agreement – 2009’. 
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ANNEX IV 

 

SMEs Test and competitiveness proofing 

1. RESULTS OF CONSULTATION OF SMES 

In the context of the implementation of the Small Business Act, Small and Medium-sized 

Enterprises (SMEs) were asked for input on the various options being developed in the impact 

assessment report. They were supplied with a specific questionnaire supported by a 

background note clarifying the technical and economic aspects of the proposal. 

The purpose of this consultation was to receive information from industry on their estimated 

compliance costs and effects in the supply chain from the different policy options. 

The questionnaire was divided into five sections and SMEs were asked to provide: 

1) information on the company; 2) their general attitude as regards the harmonisation of the 

fertiliser market; 3) the costs for marketing EC Fertilisers under the current Fertilisers 

Regulation; 4) the costs factors for marketing national fertilisers in compliance with national 

legislation; and 5) possible impacts on business of the options for harmonisation of the 

European fertilisers market. 

Section 1: SMEs details 

Q1: in which country is your business located? 

61 replies from SMEs located in 10 EU Member States were collected. No contributions from 

the other 17 EU Member States were received. The number of replies would represent 

approximately 2% of the SMEs active in the different sectors covered by the proposal. 

Figure 12: Respondents representation per Member States 
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Q2: How many persons do you employ (expressed in full time equivalents – FTEs)? 

The following figure shows that about half of the respondents were medium holdings 

employing between 10 and 49 FTEs. 

Figure 13: Respondents according to the number of FTEs employed 

 
Q3: In which type of activity are you engaged? 

The following figure shows that most respondents were producers, importers or wholesalers. 

Some SMEs are involved in more than one activity. No agricultural cooperative responded to 

the survey. 

Figure 14: Respondents according to type of activity 

 

Q4: Where do you sell your products? 

The table below illustrates the most important markets for the respondants. Several choices 

were possible. 
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Table 50: Representation of the dominant markets for the respondents: 

N=61 Mostly (%) 
To a minor 

extent (%) 
Not at all (%) 

National 88.5 6.6 0.0 

Neighbouring countries 13.1 57.4 8.2 

All EU countries 16.4 13.1 26.2 

Third countries 23.0 27.9 16.4 

SMEs are mostly present on national markets (88.5%) while 23% of them have also indicated 

that they are present on third countries markets. Overall, when SMEs are present on foreign 

markets, they are mainly present on neighbouring countries markets (70.5%). About 30% of 

responding companies are present on the whole EU market. 

Q5: What is your product portfolio? (expressed in approximate share of turnover in 2011) 

Figure 12 shows that responding SMEs are mainly active in the inorganic fertilisers market 

followed by the organic and soil improvers markets. SMEs are often involved in several 

sectors. Only 51 respondents answered this question. 

Figure 15: Respondents by product category 

 

Section 2: SMEs position about the harmonisation of the fertiliser market 

Q6: Do you believe that the harmonisation of the fertilisers market is the best way to address 

its current problems? 

Most of the respondents (80.3%) are positive that the harmonisation of the fertiliser market 

will address the problems identified with the current situation (diverging legal requirements 

for fertilising products, mutual recognition of national fertilisers, promotion of innovation, 

etc.). However, around 12% of the SME do not have any clear views on the benefits of the 

harmonisation of the fertiliser market and 3.3% answered negatively. 

Figure 16: SMEs opinions on the harmonisation of the fertilisers market on EU level 
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Q7: Can you estimate the consequences of the full harmonisation of the fertiliser market for 

your business regarding the criteria mentioned below? 

The answers collected via the survey are presented in Figure 14. It shows that SMEs are 

generally quite positive towards the full harmonisation of the EU fertiliser market. However 

there are concerns that harmonisation would lead to more competition with neighbouring or 

third countries. The criterion on economy of scale was considered as only neutral. This might 

be explained by the fact that most EU SMEs are mainly active in their national fertilisers 

market. 

The criteria rated as very and slightly positive by the companies responding to this 

questionnaire were as follows: 

– improved access to the European market for innovative products (81.3%), 

– improved level playing field between EU fertilisers manufacturers (79.7%), 

– better product safety (72.9%) and quality (74.6%), 

– turn-over development (65.5%), 

– better access to third country markets (58.6%) and economy of scale (46.5%), 

– less administrative burdens (44.8%). 

The questionnaire also proposed participants to identify specific criteria that would be 

relevant for them. One SME mentioned that the harmonisation could bring an increase in 

fertiliser prices. Another reported that harmonisation could allow producers to have access to 

a broader selection of raw materials. 

 

Figure 17: SMEs expectations as regards the harmonisation of the EU fertilisers market 
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Section 3: Evaluation of the current costs for the marketing of EC Fertilisers 

Q8: Are you marketing EC Fertilisers? 

68% of the responding SMEs are marketing both EC Fertilisers and national fertilisers. 32% 

are marketing exclusively national fertilisers. 

Figure 18: Percentage of SMEs currently marketing EC Fertilisers 
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Q9: What are the costs for compliance with the current Fertilisers Regulation? Please 

estimate the costs on a yearly basis (unless otherwise specified) and where relevant. 

The costs for compliance with the current Fertilisers Regulation for the SMEs active on the 

internal market are shown in next table. 

Table 51: The current costs for marketing EC Fertilisers according to responding SMEs  

Evaluation of the current costs for 

marketing EC Fertilisers 

Min. 

(EUR/yr) 

Max. 

(EUR/yr) 

Percentage of 

respondents in 

respect to all 

participants 

Registration of a new EC Fertiliser type 

(one-off costs) 
30 10 000 15 

Costs to adapt your production process 

(including raw materials) to an existing 

fertiliser type designation of the 

Fertilisers Regulation (one-off costs) 

250 30 000 10 

Costs for compliance check and 

monitoring of your production 
250 100 000 18 

If your monitoring authority charges 

fees for control measures, please 

provide information on the costs 

1 500 5 000 10 

Costs to develop and get a European 

standard approved – only for companies 

which requested the introduction of a 

new fertiliser type in the Fertilisers 

Regulation (One off-costs) 

50 50 2 

Costs of keeping records of the 

traceability of ammonium nitrate 

EC Fertilises of high nitrogen content 

250 10 000 10 

Costs of labelling obligations 200 80 000 20 

Section 4: Evaluation of the costs for marketing national fertilisers 

Q10: what are the costs for compliance with your national legislation(s) on fertilisers and 

related materials (soil improvers, liming materials, growing media and plant biostimulants). 

Please estimate the costs on a yearly basis (unless otherwise specified) and where relevant? 

Similarly as for the previous section, table 49 displays the costs the SMEs have to pay in 

order to comply with their national legislation(s) on fertilisers and related materials. 

 

 

 

Table 52: Current costs for marketing national fertilisers according to responding SMEs 
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Evaluation of the current costs for 

marketing national fertilisers 

Min. 

(EUR/yr) 

Max. 

(EUR/yr) 

Percentage of 

respondents in 

respect to all 

participants 

Registration of a new national fertiliser 

type – if applicable (one-off costs) 
250 75 000 31 

Costs to adapt your production process 

(including raw materials) to an existing 

fertiliser type designation of your national 

law – if applicable (one off-costs) 

1 000 400 000 15 

Costs for compliance check and 

monitoring of your production 
75 100 000 33 

If your competent authority charges fees 

for control measures, please provide 

information on the costs 

500 50 000 15 

Costs to develop and get a national 

standard related to a new product approved 

– if applicable (one-off costs) 

200 200 000 13 

Cost of prior authorisation procedure for 

the marketing of a new product – if 

applicable (one off-costs) 

50 160 000 16 

Costs of reporting and keeping records 

required by your national legislation on 

fertilisers – if applicable 

60 250 000 23 

Costs of labelling obligations 400 100 000 36 

Section 5: Impact on your business of possible options for the harmonisation of the 

European fertiliser market 

Q11: Following the description of the possible options given in the background document, 

could you indicate what would be your preferred option(s)? 

At the time of the consultations 7 policy options were described. They have been ranked in 

decreasing order of performance in the following figure. 

Figure 19: Legislative options shown as preferred by the SMEs (multiple choices were 

allowed: the number of votes for each option was recalculated to fit to 100%) 
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Companies expressed a preference for Option 7, followed by Options 4 and 6. 

The least favoured legal approaches were Options 3, 1 and 2. 

Q11 bis: Could you estimate the advantages and drawbacks for your business of the selected 

options? Open question 

The information collected during the survey is presented below and has been classified 

according to different criteria. 

5 
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Table 53: The advantages and drawbacks of the selected policy options according to responding SMEs 

Legal options  Option 1 Option 2 Option 3 Option 4 Option 5 Option 6 Option 7 

Level playing 

field 

Pro:        

Con: 1) Unfair situation for 

products out of its 

scope. Companies in 

countries with more 

flexible requirements 

will be advantaged 

compared to 

companies that have 

to comply with 

stricter requirements 

2) National legislations 

diverge significantly 

entailing costs and 

unnecessary delay to 

reach the market 

3) Obstacle to the free 

movement of goods 

on the internal 

market, mostly due 

to the implications of 

the Mutual 

Recognition 

Regulation 

1) Presence of low 

quality products could 

lead to unfair 

competition, chaos and 

market crash 

2) Requests for mutual 

recognition of products 

would increase which 

could lead to unfair 

competition between 

EU producers 

1) Concerns whether it 

could achieve a 

reasonable 

harmonisation of the 

market 

2) Lack of transparency 

and possible conflict 

of interests 

  1) Could lead to a lack 

of traceability of 

organic materials of 

animal or plant origin 

 

Innovation 

Pro:  1) Freedom to place new 

fertilising products on 

the market 

1) Possibility for 

emergence of new 

markets and boost for 

innovation 

1) Better access to a 

broader range of raw 

materials 

1) Simplification if the 

raw materials listed 

can be easily 

identified 

1) Criteria instead of 

lists would make the 

scene more open to 

innovation 

1) Flexibility in accordance 

with the needs of each 

sector 

Con: 1) Diverging national 

requirements restrict 

innovation 

2) The cost and time 

needed for new 

products to be listed 

currently hinders 

  1) The lengthy 

procedures for the 

introduction of new 

fertilisers is an 

obstacle to 

innovation 

1) Has the drawback of 

not being easy to 

adapt in case of new 

ingredients or 

ingredients to be 

withdrawn 

2) Barrier to new 
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innovation ingredients, research 

and innovation 

3) Difficulty to develop 

new product types 

Compliance 

Pro: 1) No change for 

labelling requirements 

or other regulatory 

compliances for 

existing inorganic 

fertilisers already on 

the market 

  1) Well-known system 

adopted in many 

Member States and in 

the EU Fertilisers 

Regulation 

   

Con:    1) Difficult to define the 

requirements and 

evaluation 

procedures for the 

application for 

registration of new 

products and/or to 

comply with them 

 1) Anything that is 

considered as 'safe’ 

and has a certain 

agronomic efficacy 

could be 

commercialised 

2) Could not have the 

same level of 

requirements as a 

complex authorisation 

registration procedure  

1) Considered as too 

complex and would 

require long negotiations 

for agreements 

Administrative 

costs 

Pro:      1) Transparency and 

reduction of 

administrative burden 

and time frames 

1) Transparency and 

reduction of 

administrative burden 

and time frames 

Con: 1) Cost and time needed 

for new products to 

be listed in Annex I 

   1) Cost of registration in 

Annex I is of concern 

1) Fear of rise in the cost 

of certification and 

delays to access the 

market if additional 

trials are requested 

 

Efficacy of 

products 

Pro:      1) More claims with 

proven agronomic 

efficacy 

 

Con:  1) Lack of guarantee for 

the users 

1) Lack of guarantee for 

users 
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Safety of 

products 

Pro:      1) Include all types of 

safety criteria in 

generic way 

 

Con:  1) Lack of guarantee for 

the users 

1) Concerns whether it 

can achieve better 

safety of products 

    

Legal clarity 

Pro: 1) This option could be 

used as a basis for the 

preparation of the 

harmonised 

legislation on 

fertilising products 

   1) Easy to follow as, for 

each new ingredient, 

there would exist an 

obligation to have a 

technical file 

  

Con:  1) Between a restrictive 

regulation and a 

deregulation there is 

plenty of space to work. 

1) Fear that only the big 

industries would have 

importance in the 

decision making 

process. 

2) The procedure to draft 

standards and quality 

procedures is costly 

3) Burdensome and too 

complex for 

distributors and users 

1) Potential abuse or 

confusion of lists 

1) Potential abuse or 

confusion of lists 

1) Not strict enough 

2) Possible confusion for 

economic operators 

3) Difficulty and time to 

set up harmonised 

standards 

1) Possible difficulties in 

understanding the new 

legal framework 
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Q12: What do you think about the following measures to reduce the regulatory burden on 

SMEs? 

The Commission proposed several measures to reduce regulatory burden on SMEs (Figures 

19 and 20). The proposed measures are listed below as well as the opinions of the 

respondents. Several responses were allowed. 

Figure 20: SMEs opinions on measures to reduce regulatory burden related to small volumes 

of product. Several replies were allowed 
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Specific exemptions from the labelling of nutrients or contaminants for small volumes were 

generally rated as neutral and negative (50%). A remark to the “specific exemptions from the 

labelling of nutrients for small volumes” has been submitted by a Belgian SME about the 

importance of having both the content and the origin of the nutrients declared on the label in 

order to guarantee the quality of the product. Exemptions could be only granted to products 

sold locally in small bulk loads. 

Specific exemptions from traceability requirements for small volumes were seen as positive to 

neutral. 

SMEs dealing with imports from other Member States wish easy handling and labelling of 

these products. 

Q13: In relation with Q12, what should be considered a small volume of product produced 

annually (in tonnes)? 

Figure 21: SMEs views on what should be considered a small volume of product produced 

per year (in tonnes) under which mitigation measures could apply. 

 

One third of the respondent SMEs are in favour of 5 tonnes per year as a threshold for small 

volumes. 

According to some SMEs, allowing a reduced administrative burden for up to 5 tons/year will 

lead to an influx of deregulated products with unsupported claims on the market. Some SMEs 

feel that exceptions for small volumes should not be allowed as the same rules should apply 

for all. 

Further comments regarding measures to reduce the administrative burden for SMEs were 

suggested by the respondents as follows: 

1. The harmonisation would play a significant role in reducing the administrative 

burden and cost for small and medium enterprises, as well as accelerating the 

placement of new products on the market. Thus, the same rules would apply to all 

Member States. 
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2. The lack of a harmonised regulation is seen as a significant drawback when it comes 

to commercialising fertilisers products. Ready to be commercialised EC Fertilisers 

products should be regulated by rules enabling quicker access to the market which 

are flexible enough with respect to innovation of new products and additives. Only 

products whose efficacy has been scientifically proven should be registered or sold 

on the internal market to protect both the end users and the market from poor quality 

products. 

3. Having a uniform, harmonised regulation, based on common principle of traceability, 

would also remove legal interpretations by the Member States. An authority for 

market surveillance would still be needed in order to judge the compliance of the 

products with the future legislation. 

4. A SME from Ireland proposed creating a centralised registration listing of product 

available online to all Member States that would contain information about Third 

party verification. 

5. The current cost for registration is viewed as excessively high for the SMEs 

considering the sales volumes are limited. The cost of registration shared per Kg or L 

produced can be very high, more so in view of the crisis that has also hit the 

agricultural sector. 

6. An additional burden for small companies is the expense needed to support excessive 

field, analytical and toxicological studies. The administrative paperwork should be 

simplified were possible, especially for companies which are just starting their 

business. 

7. A Regulation based on product types, instead of individual permissions, would 

greatly lighten the administrative burden on the SMEs. Consideration should be 

given to simplifying the authorisation process of products with clear and guaranteed 

origin thus facilitating the import of high quality and efficient products. 

8. Overall, the revised Fertilisers Regulation could benefit from less complex 

bureaucracy, which is sometimes difficult to interpret and even contradictory. 

9. An additional suggestion concerns bio-agriculture products. All fertiliser products 

having a certificate for use in bio-agriculture should be exempted from registration in 

conventional agriculture. There should be an annual fee covering the costs of the 

National Authority for checking the validity of the certificates for use in bio-

agriculture. 

Q15: Have you ever suffered from a scarcity of raw materials in the last 10 years? If so what 

was the main problem and which product was concerned? 

Among those who responded positively (37%), 46% were SMEs with 10 to 49 full-time 

employees and 40% have from 50 to 249 full-time employees. 53% answered negatively and 

10% of the responding SMEs did not have any opinion. 

The main problems and products concerned were the following: 

1. The occurrence of the Bovine Spongiform Encephalopathy (BSE) crisis induced an 

animal-based raw material crisis, followed by an EU ban on beef meat from the UK 

from March 1996 through May 2006. During that period animal based raw materials 

inflow decreased, leading to an increase in prices of the products. The dramatic 



 

168 

 

increase in cost of animal by-products was also partly due to the subsidised raw 

material needs of Russia and China. 

2. Other problems with scarcity in animal by-products had been registered for blood 

meal and guano, feather meal and roasted horn. Since the year 2012, a lack of 

availability (coupled with high prices) of transformed animal proteins has occurred. 

Shortages were also recorded for pulp grape and olives after a bad crop yield. 

3. Other than animal by-products, products mainly concerned by shortage were 

phosphorus, rock phosphate with low cadmium content and superphosphate fertiliser, 

due to the political crisis in Northern Africa and the Middle East since the end of 

2010. The fertiliser price increases in 2008 was also mentioned. 

4. An Austrian SME reported scarcity of N+S products, especially for NPK formulas of 

high sulphur content. The cessation of the production of manganese sulphate led to 

difficulties for that particular SME. 

5. Shortage of potassium products such as potassium nitrate and potassium chloride, the 

suppliers of which faced strike movements resulting in long delay periods and 

consequent problems with crop quality, were also reported. 

6. Problems of access to raw materials are often directly related to the import 

dependence from China. Chinese export taxes are seen as burdensome for a small 

Spanish producer of fertiliser blends, plant biostimulants and amino acids (e.g. 

problems with the main provider of specific protein hydrolysing enzymes and 

specific phosphorus compounds). 

7. A short-term shortage of ethylenediamine (EDA), a building block in chemical 

synthesis, had been also reported during the period. 

8. A SME would be interested in having easy access to ammonium based fertilisers 

from Russia without facing anti-dumping restrictions. 

Q17: Have you experienced difficulties to compete with other firms (including from third 

countries) in the last 10 years? 

Half of the SMEs expressed difficulties to compete with other firms (including from third 

countries) in the last 10 years. SMEs with 10 to 49 employees were the most affected. 27% 

answered that they have not suffered from competition with other players and 22%did not 

answer the question. 

The following main competitiveness issues were identified by the respondents: 

A) Level playing field: 

Producers of fertilising products falling outside the scope of the current Fertilisers 

Regulation suffer from the absence of harmonisation of legislation across the 

European Union. These products are regulated, if at all, through national legislation, 

with various levels of stringency as well as differing limit values for contaminants. 

Some harmonisation has been instilled through the application of the Mutual 

Recognition Regulation.  

SME consultation has highlighted many situation of unfair competition which were 

not improved through application of the MRR, and sometimes even worsened.  

For example, Belgian legislation provides for a traceability obligation which requires 

substantial investments. As this is not the case in many other MS, it creates unfair 
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competition. Indeed, the fact that some Member states impose costly requirements to 

the products first marketed in their territory is unfair to these products in the context 

of mutual recognition as they will have to compete with products legally marketed in 

other less stringent MS which can enter at lower prices into their market through the 

application of the MRR.  

This problem is particularly blatant for SMEs, which are always more sensitive to 

distortion in competition, and which are confronted with unfair competition from 

European companies which do not have to comply with their national legislation. It 

has in particular been reported that French SMEs are penalised towards many 

organic products from neighbouring countries like Spain, Belgium and Italy. Such a 

situation was similarly reported for Slovenia where non EC Fertilisers have to 

undergo registration and declaration under national law and compete with the same 

unregistered fertiliser from other Member States. 

Finally, situations of dumping in the fertilising sector have been reported. Dumping 

occurs when manufacturers export a product to another country at a price either 

below the price charged in its home market, or in quantities that cannot be explained 

through normal market competition. While it is condemned by the World Trade 

Organisation, it is not legally prohibited. In the field of fertilisers, Bulgarian SMEs 

have to struggle against foreign subsidised fertilisers sold at minimum prices, which 

cause injury to the national market.  

B) Administrative costs: 

The time currently needed for the authorisation of fertiliser products (e.g. 

fundamental problem for organic fertilisers and biostimulants) is considered too long 

and costly in the context of diverging national requirements. 

SMEs particularly suffer from that situation, as their position in this regard greatly 

differs from the economic, financial and political strength which big-scale producers 

benefit from.  

C) Safety and quality requirements: 

The introduction of new types of fertilisers for which agronomic efficiency has not 

been fully demonstrated poses a potential problem. 

Humic acids products have to face what is analysed as unfair competition from 

products containing other substances than available humic acids. 

It has in particular been reported that the Spanish market is burdened by low-price 

products in all categories of fertilising products with unknown composition and for 

which quality control has not been conducted according to the Spanish regulations. 

In Bulgaria, anticompetitive behaviour stems from Romanian and Greek 

manufacturers offering fertilisers of unknown composition and quality misleading 

end users. 

Comparison of the safety and quality of products offered across the market is 

impossible as there is no standardised quality system across Europe. 

D) Innovation: 

There have been complaints that national legislations do not always follow the 

development of the market. 
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Additional comments received were as follows: 

The harmonisation of the organic fertilisers market is very important for SMEs. It is neither 

logical nor equitable that organic fertilisers which are often manufactured by SME are not 

harmonised under European legislation. This harmonisation would develop a fair competition 

between manufacturers and would also allow having identical rules relating to production, 

treatment, traceability, innocuousness and efficiency of products. Specific priority therefore 

should be given to organic fertilisers. 

The absence of a harmonised regulation as well as monitoring/surveillance for different 

categories of products has made possible the emergence of products whose composition and 

effects do not correspond to the information and claims declared on the label. Control checks 

in the future should ensure that fertilisers which do not conform to the quality and safety 

requirements are not placed on the market. 

The producers of organic fertilisers fear the harmonisation of the Fertilisers Regulation will 

allow for unsafe and untraceable products from treated sewage waste to be marketed as 

organic fertilisers or soil improvers. Therefore it would be a mistake to consider them as one 

single group of organic fertilisers. Quality and traceability should remain the main parameters 

when it comes to marketing products.  

SMEs also remind the EC to prohibit the use of raw materials of doubtful origin, e.g. 

hazardous residues from industrial sludge, due to their high content of heavy metals and 

pharmaceutical chemicals as well as the chemical instability of the nutrients within. The 

outcome would have an enormous financial impact on the business of the current sector of 

organic fertilisers. These products could induce a new health or environmental crisis in 

Europe (e.g. EHEC: entero-haemorrhagic Escherichia coli). 

In Belgium, organic fertilisers and soil improvers are still subject to strict requirements such 

as for example minimum nutrient contents, organic matter contents, traceability, etc. The 

quality control and traceability of raw materials and final products is not at the same level in 

all Member States which leads to issues in the application of the mutual recognition 

procedure.  

Planned limit values for heavy metals, especially cadmium, should be chosen in line with the 

available quantity of rock phosphate of a certain quality. Otherwise, additional costs will arise 

from higher costs of raw materials and loss of production. 

SMEs would also like the minimum NPK level of compound fertilisers to be sufficiently high 

in order to ensure the efficacy of products and a clear differentiation between organic 

fertilisers and soil improvers. Although inorganic and organic fertilisers have different 

characteristics, both need to meet the same guarantees regarding the minimum nutrient 

contents of N, P and K. On the other hand, high requirements for the analysis of NPK content 

pose a financial threat to some businesses. 

In conclusion, SMEs believe that a new EU regulation on fertilisers with a larger scope which 

would ensure harmonisation on the legal requirements for the marketing of different types of 

fertiliser products would be positive. The future regulation will open more opportunities for 

EC Fertilisers to compete on the global market. It is one of the EC’s foremost aims to take 

into account small producers and their needs in order to facilitate the development of SMEs, 

rather than hindering them. 

Innovation and new products: 
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New products such as plant biostimulants should get an easier access to the market as those 

products respond to farmers needs to increase crop yields. 

A centralised voluntary registration of new products, supervised by a third party authority and 

available online across the EU, would allow plant biostimulants with proven claims to be 

distributed on the internal market. 

Given that there is no harmonised legislation at European level specifying which studies 

should be carried out to demonstrate the safety and efficacy of plant biostimulants, companies 

are investing time and money in risk assessment and agronomic studies. Those investments 

should be protected. The use of positive lists of authorised plant biostimulants would not 

protect innovation as competitors would have the possibility to use existing entries to market 

the same product without facing the same costs 

2. ASSESSMENT OF BUSINESS LIKELY TO BE AFFECTED 

In 2012, an external consultant carried out an assessment of the impacts of the options on 

competitiveness (hereafter the Competitiveness Report) and proposed corrective and 

mitigations measures where relevant. Due to budgetary constraints the impacts on producers 

of three representative fertilising products sectors (NPK inorganic fertilisers
189

, animal 

manure used as organic fertilisers and compost) as well as on farmers were examined 

qualitatively. According to the market values reported in Annex I, the sectors examined by the 

consultant represent 80% of the market value of the fertilising products sold on the EU 

market. The study concluded that the main expected impacts on competitiveness will lie with 

farmers.  

Any reduction in the price of inorganic fertilisers would slightly increase the competitiveness 

of most EU farmers and, in particular of cereal farmers for whom fertiliser costs are relatively 

important. Likewise, a reduction in the price of growing media would slightly increase the 

competitiveness of farms in the horticulture sector. 

The consultant reviewed the consumption and costs of fertilising products compared to all 

input expenditures for various farm types. Fertilisers are important inputs in agriculture to 

ensure good yields and revenues to farmers. On average fertilising products account for 6.2% 

of EU farm's annual expenditure – however, the costs vary per farm type and per Member 

State and range from 12.1% in Italy to only 1.6% in Malta (see Figure 4). 

                                                 
189 Blends of nitrogen (N), phosphorus (P) and potassium (K) 
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Figure 22: Percentage fertiliser costs versus total input costs for various EU farm types. 

Average costs of 2007-2009. (Source: EU farm accountancy Data Network) 

 

As illustrated in the next table, for most Dutch farms, inorganic fertilisers represent the most 

important expenditure based on the available data from the Dutch farm accountancy. In 

horticulture, however, growing media and inorganic fertilisers have the same costs share. 

Similar trends could be found in other Member States. 
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Table 54: Costs of fertilising products per farm in the Netherlands in EUR (average 2008-

2010). (Source: the Competitiveness Report) 

 

 Field crops Graz. 

Livestock 

Grani-

vores 

Mixed 

crops 

livestock 

Horti-

culture 

Perm. 

Crops 

Inorganic 11,653 5,402 818 7,288 11,633 5,325 

Organic 235 13 1 139 299 216 

Manure 153 6 3 6 71 121 

Growing media 1 4 2 532 11,955 146 

Biostimulants 16 21 3 6 12 86 

Total costs fertilising 

products 

12,057 5,446 827 7,971 23,970 5,893 

Total all costs 207,291 213,147 500,136 306,815 866,075 244,629 

% fertilising products vs 

total costs  

5.8 2.6 0.2 2.6 2.8 2.4 

3. MEASUREMENT OF THE IMPACTS ON SMES 

The main issues for SMEs relate to the time to market new products (diverging and complex 

regulatory framework, development of standards), the costs of authorisation procedures or 

certification by third parties, the costs of developing standards and the costs of compliance of 

products with the requirement of the legislation.  

The assessment of each option contains information about the time to market products and the 

costs of standardisation, authorisation procedure or certification. Some possible mitigation 

measures are also described where appropriate. Therefore, the analysis below aims to identify 

the main compliance costs of products (business as usual and administrative burden costs) and 

propose possible mitigation measures that could apply to Options 2 to 5.  

3.1. Composition of ’business as usual costs’ as regards compliance check 

According to the information collected during the stakeholder consultation in 2012, the costs 

of nutrient analysis and other quality criteria are relatively low and vary between EUR 15 to 

EUR 70 per sample. As the analysis and declaration of agronomic quality criteria is the only 

possibility for producers to differentiate their products from competitors, they will definitely 

proceed with their analysis. Therefore, they can be considered as ‘business as usual’ costs. 

The costs of keeping records will be also considered as ‘business as usual’ costs as it is 

assumed that manufacturers will ensure the traceability of their products even in the absence 

of legal requirements. 

The impacts of the abovementioned costs have not been further evaluated in the policy 

options. 

3.2. Composition of administrative burden costs as regards compliance 

obligations 

The analytical costs of contaminants could be considered as additional administrative burden 

costs in particular for EC Fertilisers for which the determination of heavy metals is not 

mandatory so far. Table 54 below summarises the most significant costs for the analytical 

determination of contaminants. The prices represent the costs charged to companies by 
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accredited laboratories to carry out analysis. The costs of pathogens, plant propagules and 

inert materials determination are well below EUR 100 and are therefore less significant 

compared to the costs listed in the next Table. 

Table 55: Evaluation of the costs of analysis of heavy metals and organic pollutants in 

fertilising products (VAT not included) based on information from 9 Member States 

 

6 Non-

nutrient 

metals 

PAHs 

(16 congeners) 

PCBs 

(7 congeners) 

PCDD/Fs (7 PCDDs 

and 10 PCDFs) 

Average costs 

based on 

information 

from nine 

Member States 

EUR 130 EUR 150 EUR 200 EUR 470 

It appears that SMEs could be seriously impacted by analytical costs of contaminants (in 

particular for PCDD/Fs) if the frequency of controls is set at a very ambitious level and/or the 

whole range of organic pollutants needs to be controlled. For comparison, prices provided for 

the full package of measurements excluding PAHs varies generally between EUR 350 and 

EUR 550. The total cost of EUR 950 was however used for the assessment of the costs of 

Third Party certification under variants 4C and 4D as the costs between laboratories could be 

huge. 

4. ASSESSMENT OF POSSIBLE MITIGATIONS MEASURES 

4.1. Reduction of frequency of controls for products deriving from 

biodegradable waste (applicable to options 2 to 5) 

There is a large consensus among stakeholders to require the analysis of heavy metals across 

the board as their cost of analysis is not too expensive and could be supported by SMEs if the 

frequency of controls remains reasonable.  

Companies involved in the marketing of inorganic fertilisers, liming materials, growing media 

and plant biostimulants should be exempted from the analysis of organic pollutants because 

such contaminants are not expected to be found in such products. 

However, companies producing organic fertilisers and organic soil improvers could be 

more affected as the presence of organic contaminants in those products cannot be excluded 

even when segregated source materials are used. Moreover, organic fertilisers and organic soil 

improvers have very low market value compared to other types of products.  

Following the different discussions during the preparation of the EU EoW criteria on 

biodegradable waste, many calls were made to set a minimum sampling frequency, in order 

to guarantee common standards across Member States. Furthermore, it was generally 

supported that the measurement frequency should be established depending on the size of the 

compost or digestate producing plant. At the same time, there was wide support for a 

minimization of the burden incurred by frequent sampling and analysis, by allowing for 

a reduction in measurement frequency for those parameters that repeatedly are far below the 

limit values. 

The following relaxing sampling and measurement requirements were proposed: 
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1. During the year of reference, an accredited laboratory should verify that any 

consignment of compost/digestate complies with agreed safety limits values on 

organic contaminants to ensure a level playing field among producers. 

2. The measurement frequency should be established according to the size of the 

compost or digestate producing plants. The minimum measurement frequency 

should be 4 in the first year (one sample every season) unless the plant treats less 

than 3 000 tonnes of input material. In that case, one sample for every 1 000 tonnes 

of input material rounded to the next integer would be required. This minimum 

sampling frequency should guarantee common standards across Member States. 

3. If external sampling shows in the first year that safety parameters (heavy metals and 

PAH values) are significantly below the threshold value (at 95% confidence level), 

from the second year, internal sampling could be carried out in accordance with the 

Table below. The sampling and analysis of PAHs shall always be conducted by a 

Third Party. 

4. In the case of important changes (> 20% of new raw materials) in product 

formulation, the measurement frequency should be reset at the level of the 

recognition year. Such major changes should be linked to a change of supplier or the 

introduction of a new type of input material. Natural seasonal variations of input 

materials, e.g. those occurring in municipal recycling parks for household green 

waste are not considered major changes.  

Table 56: Overview of proposed minimum sampling frequency and associated costs under the 

proposed EU EoW criteria for biodegradable waste. External sampling costs: EUR 200, 

internal sampling costs EUR 50, PAHs analytical costs EUR 150, analytical costs for other 

contaminants excluding PAHs EUR 450 (costs excluding VAT). Source JRC report on EU 

EoW criteria for biodegradable waste 
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Where quality certified compost or digestate is used today under waste regulatory controls, 

end-of-waste criteria are likely to lead to a net cost reduction. The cost reductions accrue to 

the use sector, and may possibly be transferred back to some extent, through the acceptance of 

increased compost and digestate prices, to compost and digestate producers, and through 

reduced gate fees to municipalities or other relevant waste generators.  

 

Where the quality certification of compost and digestate needs to be upgraded for complying 

with end-of-waste criteria, this creates increased costs for compost and digestate producers, 

which are not likely to be very significant in relative terms for large scale compost and 

 
Sampling and analysis frequency (number/year) Cost 
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<500 1 1 0 1 1 1 1 0 1 0.2 800 1.60 680 1.36 

500 1 1 0 1 1 1 1 0 1 0.2 800 1.60 680 1.36 

1000 1 1 0 1 1 1 1 0 1 0.2 800 0.80 680 0.68 

1500 2 2 0 2 1 2 1 1 2 0.2 1450 0.97 1180 0.79 

2000 2 2 0 2 1 2 1 1 2 0.2 1450 0.73 1180 0.59 

2500 3 3 0 3 1 2 1 1 2 0.2 2100 0.84 1180 0.47 

3000 3 3 0 3 1 2 1 1 2 0.2 2100 0.70 1180 0.39 

3500 4 4 0 4 2 2 1 1 2 0.2 2900 0.83 1180 0.34 

4000 4 4 0 4 2 2 1 1 2 0.2 2900 0.73 1180 0.30 

4500 4 4 0 4 2 2 1 1 2 0.2 2900 0.64 1180 0.26 

5000 4 4 0 4 2 2 1 1 2 0.2 2900 0.58 1180 0.24 

7500 4 4 0 4 2 2 1 1 2 0.2 2900 0.39 1180 0.16 

10000 4 4 0 4 2 2 1 1 2 0.2 2900 0.29 1180 0.12 

15000 4 4 0 4 3 3 2 1 3 0.5 3050 0.20 1875 0.13 

20000 4 4 0 4 3 3 2 1 3 0.5 3050 0.15 1875 0.09 

25000 4 4 0 4 4 4 2 2 4 0.5 3200 0.13 2375 0.10 

30000 4 4 0 4 4 4 2 2 4 1 3200 0.11 2450 0.08 

40000 5 5 0 5 4 5 3 2 5 1 3850 0.10 3100 0.08 

50000 6 6 0 6 5 6 3 3 6 1 4650 0.09 3600 0.07 

60000 7 7 0 7 5 7 4 3 7 2 5300 0.09 4400 0.07 

70000 8 8 0 8 6 8 4 4 8 2 6100 0.09 4900 0.07 

80000 9 9 0 9 6 9 5 4 9 2 6750 0.08 5550 0.07 

90000 10 10 0 10 7 10 5 5 10 2 7550 0.08 6050 0.07 

100000 11 11 0 11 7 11 6 5 11 2 8200 0.08 6700 0.07 

110000 12 12 0 12 8 12 6 6 12 3 9000 0.08 7350 0.07 

120000 12 12 0 12 8 12 6 6 12 3 9000 0.08 7350 0.06 

>120000 12 12 0 12 

9-

12 12 6 6 12 

3-

12 9600  8700  
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digestate production, but may represent more than 15 % of total costs in the case of very 

small-scale production. This may be compensated, at least partly, by increased revenues 

through higher prices in compost and digestate sale, if users accept that there is a sufficiently 

high benefit to them in terms of avoided compliance costs and better and more reliable 

product quality. Finally, clear carbon benefits and other environmental benefits can be reaped 

from shifting to end-of-waste status. 

 

Nonetheless, it should be clear that for very small plants, sometimes operating without the 

income from gate fees, applying for end-of-waste status may not be economically feasible. 

This group typically comprises small scale community composting systems that work on a 

voluntary basis or with limited financial means. In this context, some experts had suggested to 

further relax or lift requirements on mandatory measurements for these small plants, in order 

to allow them to operate within the end-of-waste framework. However, other experts 

signalled that such relaxations could undermine the trustworthiness of the proposed end-of-

waste system and jeopardize the level playing field. It could also lead to mushrooming of 

small plants with limited controls. Moreover, opponents of relaxed requirements for very 

small plants indicated that Member States already have the necessary means at their disposal 

to recognize the valuable contributions of these plants to the recycling chain, outside of the 

end-of-waste framework. As such, Article 2(6) and Annex I and II of Commission Decision 

2011/753/EU
190

 allow Member States to count the input to the aerobic or anaerobic treatment 

as recycled where that treatment generates compost or digestate which, following any further 

necessary reprocessing, is used as a recycled product, material or substance for land treatment 

resulting in benefit to agriculture or ecological improvement. Hence, compost or digestate 

from small scale plants can be included when calculating recycling levels. Moreover, Article 

24 of the Waste Framework Directive enables Member States to exempt composting/digestion 

operations from permit requirements, allowing for reduced operational costs for small scale 

plants. 

4.2. Certification per group of products (applicable to options 4 and 5 only) 

As explained in Annex III, similar to the Biocide Regulation, products presenting the same 

level of safety and efficacy could be grouped into one family of products under Options 4 and 

5. 

Notified bodies would verify that the whole product family complies with the relevant safety 

and agronomic requirements by verifying the compliance of test materials. If during the 

examination of samples, a product fails to meet the essential safety or agronomic 

requirements, the whole family would be deemed to fail. This would allow a reduction of the 

costs of certification for SMEs without reducing the level of protection of human health or the 

environment. 

4.3. No obligation to label the content of contaminant in each fertiliser bag 

(applicable to options 2 to 5) 

The technical meetings organised in 2012 concluded that the mandatory declaration of the 

contaminant content would entail additional logistic complications and more frequent analysis 

of the actual content of contaminants in fertiliser lots. Therefore it emerged that – at least for a 

majority – mandatory labelling of contaminants is not necessary if the limit values described 

under Annex VI are adopted. If several limits values are adopted for cadmium, producers 

                                                 
190 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:310:0011:0016:EN:PDF 
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would have to declare on the bag whether their product comply with one of the permitted 

maximum limit values. 
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ANNEX V 

 

List of relevant EU legislation in relation with fertilising products 

Regulation (EC) No 1907/2006 OJ L 396, 30.12.2006, p. 1-849 – REACH 

 REACH applies to chemical substances, of synthetic origin, contained in fertilisers. 

Registration in REACH is compulsory for these substances if their volumes exceed 

1 tonne per year/per producer or importer when placed on the market.  

 Under the REACH Regulation, manufacturers and importers of fertilisers must 

register the substances contained in their products including also information on 

impurities above 0,1% at particular deadlines, depending on the quantities they 

manufacture or import. As part of the registrations for substances placed on the 

market in quantities above 10 tons/year, companies must submit a chemical safety 

report. The report must demonstrate that the use of the substances in fertilisers – 

taking into account impurities above 0,1% - is innocuous to human health and the 

environment in its intended applications, and must also provide instructions on safe 

handling, storage etc. Member States and/or ECHA have the possibility to select 

registration dossiers for fertilisers for further in-depth evaluation, which would also 

allow addressing specifically certain contaminants (e.g. heavy metals) that might not 

be included in the chemical safety report as their contamination in fertilisers is well 

below the limit of 0,1% mentioned above.  

 The Fertilisers Regulation sets technical standards for substances and mixtures listed 

in its Annex I that are allowed to be designated as ‘EC Fertilisers’. There are no 

specific requirements regarding risk assessment as such but economic operators are 

required to carry out risk assessments and apply appropriate risk management 

measures under REACH, as part of the registration dossiers, depending on annual 

tonnage thresholds. 

 Risks from fertilisers can be evaluated and be subject to the REACH authorisation or 

restriction procedures if they contain a substance of very high concern included in 

Annex XIV of REACH. 

 Waste materials in the sense of Directive 2008/98/EC that constitute potential 

ingredients for the production of organic fertilisers are exempted from registration. 

(Cf. Art. 2.2 of REACH "waste as defined in Directive 2006/12/EC of the European 

Parliament and of the Council - which has been repealed by Directive 2008/98/EC - 

is not a substance, mixture or article within the meaning of Article 3 of this 

Regulation." 

Regulation (EC) No 1272/2008 OJ L 353, 31.12.2008, p. 1-1355 – CLP 

 The Regulation on Classification, Labelling and Packaging (‘CLP Regulation’) 

contributes to the Globally Harmonised Systems (GHS) within the EU. The GHS 

aims to describe and label the same hazards in the same way around the world. The 

purpose of the CLP Regulation is to ensure the protection of public health and the 

environment. Manufacturers have to classify their substances and mixtures by 

examining available information. In the case of mixtures, all the ingredients have to 

be compared to the criteria for classification in Annex I and labelled accordingly. 

 Only a small number of fertilisers are classified as hazardous (ammonia, nitric acid, 

phosphoric acid and sulphuric acid, ammonium nitrate of high nitrogen content). 
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However, many fertilisers could be classified as irritants (skin/eyes) and producers 

have to comply with Art.31 of REACH on requirements for safety data sheets where 

appropriate. 

 The CLP Regulation will be fully applicable to mixtures in Europe on 1
st
 June 2015. 

Commission Regulation (EC) No 1881/2006 OJ L 364, 20.12.2006, p. 5-24 – Setting 

maximum levels for certain contaminants in foodstuffs 

 The Regulation aims at ensuring a high level of protection for consumers from 

contaminants (e.g. nitrate, arsenic, lead, cadmium, mercury, PCBs and PAHs). These 

substances may be present in fertilisers. A maximum level approach is appropriate 

for these contaminants in order to prevent them from entering the food chain. 

Regulation (EC) No 1069/2009 OJ L 300, 14.11.2009, p. 1-33 AND Commission 

Regulation (EC) No 142/2011 OJ L 54, 26.02.2011, p. 1-254 – (ABP Regulation) 

 The Animal By-Products (ABP) regulatory framework provides definitions of 

‘organic fertilisers’ and ‘soil improvers’ restricted to the context of the Regulation. 

 When compost is produced from animal by-products, health related requirements 

have to be respected. Sanitary rules for composting or biogas operations treating 

animal by-products are laid down in the Implementing Regulation. 

Regulation (EC) No 1107/2009 OJ L 309, 24.11.2009, p. 1-50 + Commission Regulation 

(EC) No 540/2011 OJ L 153, 11.06.2011, p. 1-186 – Plant Protection Products Regulation 

(PPPR) 

 The Regulation provides a definition of Plant Protection Products (PPP) which 

mainly focus on substances and/or microorganisms exerting an effect on plant pests 

but also those influencing plant life processes (e.g. growth regulators) which differ 

from nutrients. Fertilisers are not PPP according to the definition of PPPs. However 

the sub-category ‘Plant Biostimulants’ concerns substances and/or microorganisms 

exerting an effect on plant growth in very similar ways as certain PPPs do. 

 The future definitions of Plant Biostimulants and PPPs shall aim to avoid overlap 

between the scope of the future Fertilisers Regulation and PPPR. 

 When the claimed effects on plants are pointing to the definition of PPP and of plant 

biostimulants, the products shall also fall under the scope of the PPP R and be 

subject to its provisions and requirements, in particular the authorisation process. 

PPPR establishes the safety criteria for active substances which are assessed at the 

EU level as well as the uniform principles for the authorisation of PPP at national or 

zonal levels. A positive list of active substances (Annex I) which are considered not 

to pose unacceptable risks to human health and the environment is supplied. 

 Any restriction adopted under one legal regime might be triggering question for the 

recommendations of use under the other regulatory framework. 

Directive 2000/29/EC OJ L 169, 10.7.2000, p. 1-112 – Plant Health regime 

 This Directive concerns the protective measures against the introduction and spread 

into the EU of organisms which are harmful to plants or plant products. 

 ‘Harmful organisms’ are defined as “any species, strain or biotype of plant, animal or 

pathogenic agent injurious to plants or plant products”. 
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 It applies to plants as well as to plant products. As fertilisers, soil improvers or 

growing media can be produced based on organic plant matters, plant health issues 

can occur. 

 The Directive contains: 

– A ban on importing harmful organisms; 

– Further trade restrictions concerning certain plant and plant products which are 

potential carriers of harmful organisms; 

– Further measures regarding third-country importers. 

 This Directive is under review and is foreseen to become a regulation. The new 

regulation should have more specific criteria on ‘Union quarantine Pests’ which 

poses threats for the entire Union territory. Alongside this, there will be more rules 

on recognising and monitoring the occurrence of these pests in private and public 

land. 

Commission proposal on preventing and combating invasive alien species 

 Invasive alien species (IAS) are alien species whose introduction or spread to new 

habitats has been found, through risk assessment, to threaten biodiversity and 

ecosystem services, as well as, in some cases, to negatively impact human health, 

society or the economy. 

 Most of the provisions of the proposed Regulation on IAS will apply to species that 

are recognised to be invasive and of EU concern. 

 Pests and diseases affecting respectively plants and animals are regulated through the 

plant health and animal health legislation and therefore will not be addressed through 

the proposed IAS Regulation. 

 As fertilisers, soil improvers or growing media can be produced based on organic 

plant matters, IAS can be an issue for these sub-categories. 

Commission Decision of 15 December 2006 OJ L 32, 6.2.2007, p. 137-143 AND 

Commission Decision of 3 November 2006 OJ L 325, 24.11.2006, p. 28-34 – Eco-label for 

soil improvers and growing media 

 This is a voluntary scheme seeking to encourage businesses to market products and 

provide services with lower environmental impact. 

 In order to be awarded the EU Eco-Label for soil improvers and growing media, a 

product must fall within the product group 'soil improvers' or 'growing media' 

defined in Article 1 and must comply with ecological criteria set out in Annex I of 

the respective Decisions. These criteria mainly aim at promoting the reuse of organic 

matter. Only a very limited range of industrial wastes are authorised for the 

production of Eco-label products and peat use is banned. Safety criteria such as 

maximum levels for different metals and metalloids, as well as for pathogens, 

physical contaminants and viable seeds, apply to eco-labelled soil improvers and 

growing media. 

 A product shall only be considered for the award of the Eco-label if it does not 

contain peat and its organic matter content is derived from the processing and/or 

reuse of waste. Materials from Municipal Biological Treatment (MBT) are not 

excluded from the scope of Eco-label but sewage sludge is banned. 
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 The Decision on soil improvers also ensures that the final product will have a limited 

impact on the environment by ensuring that the product shall not contain more than 

3% total N (by weight) and that organic N content is above 80%. 

Council Directive 86/278/EEC OJ L 181, 4.07.1986, p. 6 – Sewage Sludge 

 The Sewage Sludge Directive seeks to encourage the use of sewage sludge in 

agriculture while preventing harmful effects on soil, plants, animals and human 

health. 

 Sewage sludges can be considered as fertilisers, as their nutrient content is readily 

available for crops. 

 The Directive prohibits the use of untreated sludge on agricultural land unless it is 

injected or incorporated into the soil. Treated sludge is defined as having undergone 

"biological, chemical or heat treatment, long-term storage or any other appropriate 

process so as significantly to reduce its fermentability and the health hazards 

resulting from its use". Some Member States apply specific measures such as 

stabilisation of sludge with lime. 

 The Directive also requires under Article 8 that sludge should be used taking into 

account plant nutrient requirements and soil, surface and groundwater quality 

standards. In particular, the Directive lays down limit values for heavy metal content 

in soils and in sludge for use in agriculture. The maximum permissible annual input 

of heavy metals during 10 years of sludge application is also described and hence the 

maximum quantities of sludge that may be applied annually per unit area of soils. 

 In 2010, the Commission launched a study for the revision of the Sewage Sludge 

Directive. The current heavy metal limits are as shown in the following table: 

Table 57: Limit values for concentrations of heavy metals (mg/kg dry matter in a 

representative sample) 

 

Values for concentration in 

soils to which sludge is 

applied 

(soil with a pH of 6 to 7) 

Concentration of heavy 

metals in sludge for use in 

agriculture 

Cd 1-3 20-40 

Cu 50-140 1 000-1 750 

Ni 30-75 300-400 

Pb 50-300 750-1 200 

Zn 150-300 2 500-4 000 

Hg 1-1.5 16-25 

The following heavy metals limits were proposed and are compared to the ECN and 

JRC Seville limit values for compost. 
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Table 58: Heavy metals limits discussed as part of a study on the revision of the 

Sewage Sludge (SS) Directive and various proposals for compost 

 
Moderate option 

for SS 

Stringent option 

for SS 

ECN proposal 

for compost 

JRC proposal for 

compost 

Cd  10  5  1.3  1.5 

Cr total  1 000  150  60  100 

Cu  1 000  400  110  200 

Hg  10  5  0.45  1 

Ni  300  50  40  50 

Pb  750  250  130  120 

Zn  2 500  600  400  600 

Directive 2000/60/EC of the European Parliament and of the Council OJ L 327, 

22.12.2000 – Water Framework Directive 

 The Water Framework Directive aims to prevent negative changes in the biological 

and chemical composition of aquatic ecosystems and to achieve a good status of all 

waters in Europe by 2015. 

 Fertilisers and related materials (e.g. growing media) are considered as potential 

issues of concern because they cause diffuse pollution due to the high input of 

nitrogen or phosphorus to soils (causing eutrophication), or because they affect 

waterways via the extraction of raw materials (e.g. peat). 

 Authorities in areas sensitive to eutrophication define constraints on the use of 

nitrogen and phosphorus fertilisers. This includes the reduction of nutrient 

application and the modification of cultivation techniques. 

 Furthermore fertilisers can be the source of priority or priority hazardous substances 

regulated by the WFD because they pose risks to and via the aquatic environment. A 

list of 33 priority substances is provided in Annex II of Directive 2008/105/EC, 

recently amended to 45 substances by Directive 2013/39/EU. The selection of those 

substances is made on the basis of an approach combining comprehensive EU risk 

assessments carried out under other legislation, targeted risk-based assessment and 

simplified risk-based assessment based on toxicological studies and monitoring 

results. 

 Among the 33, cadmium, mercury and PAHs have been identified as priority 

hazardous substances. Lead and nickel compounds are identified as priority 

substances. For those pollutants, measures shall aim for their progressive reduction 

and for priority hazardous substances, as defined in Article 2(30), at the cessation or 

phasing-out of discharges, emissions and losses. 
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 In the recent amendment (Directive 2013/39/EU), two substances previously listed in 

Annex III of the EQSD, namely dioxins and dioxin-like compounds/PCBs, have been 

identified as priority hazardous substances. These substances are also potentially of 

interest for the revision of the Fertilisers Regulation. 

 Another daughter Directive of the Water Framework Directive is the Groundwater 

Directive 2006/118/EC on the protection of groundwater against pollution and 

deterioration. This includes criteria for assessing the chemical status of groundwater 

and for identifying trends in pollution of groundwater bodies. Under this Directive 

the Member States are required to establish threshold values for a so-called minimum 

list of pollutants if they identify risks of pollution. This list includes arsenic, 

cadmium, lead, and mercury. The Groundwater Directive also includes a European 

quality standard for nitrates based on the Nitrate Directive. 

Council Directive 98/83/EC OJ L 330, 5.12.1998, p. 32-54 – Drinking Water Directive 

 Without prejudice to their obligations under other EU provisions, Member States 

shall take the necessary measures to ensure that water intended for human 

consumption is wholesome and clean. 

 Fertilisers and related materials (e.g. organic soil improvers) are considered as 

potential issues of concern because they cause diffuse pollution to the drinking water 

caption zones due to high concentration of nitrogen (in a form generating nitrates) of 

other chemical (e.g. fertilisers...) or biological (organic soil improvers…). 

 In the DWD a total of 48 microbiological (among them Escherichia coli and 

Enterococcae) and chemical parameters (among them arsenic, boron, PAHs, 

cadmium, chromium, copper, lead, mercury, nickel, nitrate, nitrite and selenium) 

must be monitored and tested regularly. WHO guidelines for drinking water are used 

as a basis for the standards in the Drinking Water Directive. 

Council Directive 91/676/EEC OJ L 375, 31.12.1991, p. 1-8 – Nitrates Directive 

 The Nitrates Directive controls the diffuse water pollution caused by excessive 

anthropogenic nitrogen sources from agricultural practices by designating Nitrate 

Vulnerable Zones. 

 Excess fertilisers escape agricultural fields through leaching, drainage or runoff and 

can be washed into surface and groundwater bodies, contributing to, or causing, 

eutrophication in surface waters and the contamination of groundwater. 

 The Water Framework Directive refers to the Nitrate Directive for information on 

diffuse pollution of nitrates from agricultural activities and extends this to 

phosphates. 

Directive 2008/98/EC OJ L 312, 22.11.2008, p. 3-30 – Waste Framework Directive 

 According to Article 6 of the Waste Framework Directive 2008/98/EC (WFD), 

organic waste material can be used as a fertiliser, i.e. a product, if it fulfils end-of-

waste status (EoW). It requires that waste be managed without endangering human 

health and harming the environment, and in particular without risk to water, air, soil, 

plants or animals, without causing a nuisance through noise and odours, and without 

adversely affecting the countryside or places of special interest. 
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 Compost and digestate can be used directly or incorporated into organic soil improvers 

or fertilisers. They both corresponds to waste transformation products which were 

identified as candidate waste streams, for which EoW criteria are to be developed. 

Member States are encouraged to set up measures to promote the separate collection 

and recycling of biowaste. 

 By complying with the EoW criteria, compost and digestate would receive a product 

status. This means that when they cease to be waste, they must comply with the 

obligations under REACH, including those relating to registration, authorisation and 

restrictions. However, according to Article 2.7(b) of the REACH Regulation, 

substances covered by Annex V of this Regulation where, among others, compost is 

listed, are exempted from the registration requirements, evaluation and downstream 

user provisions. The situation with digestate is unclear and needs further 

clarifications since Annex V lists only biogas, meaning that anaerobic digestate may 

have to comply with the requirements of the REACH Regulation. 

 Material not reaching EoW status according to the WFD is not per se excluded as an 

input raw material for fertiliser manufacture, but in this case, fertiliser production 

would be classified as waste management operation according to Article 3(15) of the 

WFD, and would be governed by waste legislation, e.g. waste permitting, waste 

shipment regulation (see below), unless input material is covered under other 

legislative acts. 

 In the case of animal by-products, Article 2.2(b) of the WFD excludes “animal by-

products including processed products” covered by the Animal By-products 

Regulation (EC) No 1069/2009 (ABP) with the exception of those animal by-

products “which are destined for incineration, landfilling or use in a biogas or 

composting plant”, and are thus subject to the waste regime. 

Directive 1999/31/EC on landfill 

 According to the waste management hierarchy, landfilling is the least preferable 

option and should be limited to the necessary minimum. Where waste needs to be 

landfilled, it must be sent to landfills which comply with the requirements of 

Directive 1999/31/EC on the landfill of waste. The objective of the Directive is to 

prevent or reduce as far as possible negative effects on the environment, in particular 

on surface water, groundwater, soil, air, and on human health from the landfilling of 

waste by introducing stringent technical requirements for waste and landfills. 

 The proposal aims at phasing out landfilling by 2025 for recyclable waste (including 

plastics, paper, metals, glass and bio-waste) in non-hazardous waste landfills, 

corresponding to a maximum landfilling rate of 25%. 

Council Regulation (EC) No 1698/2005 – Rural Development Regulation 

 The Common Agricultural Policy regulatory framework provides various financial 

instruments, one of which, Rural Development Regulation, aims at improving the 

environment and the countryside by supporting land management. 

 Various agri-environmental measures tackle the problem of excess nutrients through 

reduced fertiliser use. Under the current Rural Development Policy (2007-2013) as 

well as under the future policy (2014-2020), the baseline for the calculation of agri-

environmental payments is composed of various elements, among which cross-
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compliance standards and minimum requirements for fertiliser and plant protection 

products use. 

Council Regulation (EC) No 834/2007 OJ L 189, 20.7.2007, p. 1-23 AND Commission 

Regulation (EC) No 889/2008 OJ L 250, 18.9.2008, p. 1-84 – Organic farming 

 Organic production outlines that plants shall primarily be fed through soil 

ecosystems management. Fertilisers, such as ground phosphate rocks, can be used 

and a cadmium limit value of 90 mg Cd kg/ P2O5 applies. 

Directive 2012/18/EU of the European Parliament and of the Council OJ L 197, 

24.7.2012, p. 1-37 – Seveso III 

 The Seveso III Directive is the main EU legislation preventing major accidents in 

production and storage facilities. The Directive applies to establishments where 

dangerous substances (such as ammonia and ammonium nitrate) are present in equal 

quantities to those specified in the Annex of the Directive or in excess thereof. 

 After a series of accidents (Baia Mare, Enschede, Toulouse), the Commission 

decided to amend the Seveso II Directive. Regarding fertilisers, the number of 

ammonium nitrate entries was increased from 2 to 4, the new entries covering NPK 

fertilisers capable of self-sustaining decomposition. Entries for potassium nitrate 

were also inserted. 

Directive 2010/75/EU of the EU Parliament and of the Council of 24 November 2010 on 

Industrial Emissions 

 The IED is the successor of the IPPC Directive and aims at minimizing pollution 

from various industrial sources throughout the European Union. Operators of 

industrial installations operating activities covered by Annex I of the IED are 

required to obtain an integrated permit from the authorities in the EU countries.  

 The integrated approach means that the permits must take into account the whole 

environmental performance of the plant, covering e.g. emissions to air, water and 

land, generation of waste, use of raw materials, energy efficiency, noise, prevention 

of accidents, and restoration of the site upon closure. The purpose of the Directive is 

to ensure a high level of protection of the environment taken as a whole. 

 The permit conditions including emission limit values (ELVs) must be based on the 

Best Available Techniques (BAT), as defined in the IPPC Directive. BAT 

conclusions (documents containing information on the emission levels associated 

with the best available techniques) shall be the reference for setting permit 

conditions. To assist the licensing authorities and companies to determine BAT, the 

Commission organises an exchange of information between experts from the EU 

Member States, industry and environmental organisations. This work is co-ordinated 

by the Institute for Prospective Technology Studies at the EU Joint Research Centre 

in Seville (Spain). This results in the adoption and publication by the Commission of 

the BAT conclusions and BAT REFERENCE DOCUMENTS (the so-called BREFs). 

 Composting plants with a capacity of more than 75 tons/day as well as anaerobic 

digestion plants with a capacity of at least 100 tons/day are covered by the IED 

Directive. 

http://eippcb.jrc.ec.europa.eu/reference/
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Council Directive 85/337/EEC OJ L 175, 5.7.1985, p. 40-48 – Environmental Impact 

Assessment (EIA) 

 According to this Directive, human activities, including industrial ones listed in 

Annex I to the Directive, are considered as having significant effects on the 

environment and require an EIA. 

 This is the case for peat (e.g. used in growing media) production where the surface 

area of the site exceeds 150 hectares. For areas less than this, Member States have 

discretion on whether or not to require an assessment, which they determine by the 

setting of thresholds or criteria. The EIA process involves the public and relevant 

environmental authorities and is a comprehensive assessment of the potentially 

harmful environmental effects of a project. 

Council Directive 79/409/EEC OJ L 103, 25.4.1979, p. 1-18 – Birds Directive AND 

Council Directive 92/43/EC OJ L 209, 22.7.1992, p. 7-50 – Habitats Directive 

 These Directives aim at protecting all European wild birds and the habitats of listed 

species, in particular through the designation of special protection areas. The 

Directives affect the extraction of peat (e.g. used in growing media). Many peatlands 

across the EU have been designated as Special Protection Areas (SPAs) or Special 

Areas of Conservation (SACs) and incorporated into the Natura 2000 network (a 

Europe wide network of protected sites). 

 Development, including peat extraction, in such areas is severely constrained and 

only allowed in exceptional circumstances. When seeking permission to extract peat 

in such an area, an EIA is likely to be required to assess the impacts on the bird or 

flora/fauna species in situ. Therefore, any peat extraction project which proceeds has 

been subject to a comprehensive assessment and will most certainly be subject to 

conditions regarding the preservation of the relevant bird or flora/fauna species. In 

many peatlands producers have been entirely precluded from exploiting their lands as 

a result of designation under these EU conservation Directives. 

The 1999 Gothenburg Protocol to abate acidification, eutrophication and ground-level 

ozone 

 The objectives of this protocol are to reduce emissions of ammonia, sulphur, nitrogen 

oxides, volatile organic compounds and particulate matter caused by anthropogenic 

activities which are likely to cause adverse effects on human health, the environment, 

natural ecosystems and the climate. 

 Within one year from the data of entry into force of the protocol a Party of the 

present protocol shall take such steps as are feasible to limit ammonia emissions 

from the use of solid fertilisers based on urea. 

Regulation (EU) No 98/2013 of the European Parliament and of the Council of 

15 January 2013 on the marketing and use of explosives precursors 

 The Regulation establishes harmonised rules concerning the making available, 

introduction, possession and use of substances or mixtures that could be used for the 

illicit production of explosives. The purpose is to limit their availability to the 

general public while ensuring an appropriate reporting of suspicious transactions for 

sales both to the general public and to professional users. 
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 As regards fertilisers, suspicious transactions of the following substances on their 

own or in mixtures have to be reported in accordance with Article 9 of the 

Regulation: potassium nitrate, calcium nitrate, calcium ammonium nitrate and 

ammonium nitrate in concentration of at least 16% by weight of nitrogen in relation 

to ammonium nitrate. 

Communication from the Commission to the European Parliament, the Council, the 

European Economic and Social Committee and the Committee of the Regions. 

Consultative Communication on the sustainable Use of Phosphorus, COM (2013)517 

 The objective is to propose environmental requirements for more efficient fertiliser 

use and a better resource management for phosphorus. 

 On phosphorus, the main motivations for future actions are the security of EU 

supply, consideration to a better use and distribution of phosphorus on arable soils in 

Europe (under the mandate from the resource efficiency roadmap) and the risks of 

pollution of surface water (eutrophication). The Council and the EU Parliament will 

be consulted for their opinion and follow-up will be given as appropriate. 

 

Soil Thematic Strategy (COM (2006) 231) and a proposal for a Soil Framework 

Directive (COM (2006) 232) 

 The objective of the Strategy and the proposal is to ensure a sustainable use of soils 

while protecting soil functions. In particular, the proposal provides for limiting the 

intentional or unintentional introduction of hazardous substances in order to avoid 

accumulation of those hazardous substances on or in the soil that would significantly 

hamper soil functions or give rise to significant risks to human health or the 

environment. 
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ANNEX VI 

 

Background information concerning the proposed list of contaminants levels for the 

different categories of products 

1. SOURCES OF CONTAMINANTS IN FERTILISING PRODUCTS AND AVAILABILITY FOR 

PLANTS  

The heavy metals content in inorganic fertilisers vary largely from one source to another. On 

average products made from igneous rocks, i.e. formed deep within the earth, have lower 

heavy metal content (except arsenic) than products made from sedimentary rocks, i.e. formed 

in the seabed by the decay of organic matter. The possible reduction of the cadmium content 

of inorganic phosphate fertiliser is a problem that has been discussed in details in an impact 

assessment report validated in 2011 by the Impact Assessment Board (see details under 

Section 5 of this Annex) and which is annexed to the present report. Many controversial 

debates occurred about the most appropriate limits to reduce the overall exposure of the 

general public to cadmium via the environment without entailing disproportionate costs to 

industry and end-users. Other types of contaminants such as organic pollutant (e.g. 

perchlorates – ClO4
-
) can also be found in certain types of nitrogen inorganic fertilisers. See 

point 2.2 below for more details. 

During the preparation of the EU EoW criteria on biodegradable waste, the EU Institute for 

Prospective Technological Studies (IPTS)
191

 has organised a survey on different types of 

biodegradable waste (source segregated and non-source segregated materials) to measure their 

contaminant level. Participation to the survey was voluntary and samples from 15 Member 

States (+ CH) were received. In total, 7 heavy metals (Cd, Cr, Cu, Hg, Ni, Pb, Zn) and 

5 organic pollutants (PAH16, PCDD/Fs, PCBs, PFCs, polycyclic musk) were analysed. 

Results show that most of the compost would comply with the safety limits except some 

sewage sludge and green waste compost (See Section 6 below). 

Depending on contaminants, their chemical form, soil conditions, pH etc, only a part of the 

annual soil contaminant inputs may be biologically available for crops and therefore the effect 

on human health via the food derived from these soils is difficult to assess. More importantly, 

there are concurrent factors, including dietary habits, soil type, other sources of contaminant, 

rate of transfer to plants etc., that affect the way in which soil contaminants may or may not 

end up in food. Hence, it is recommended by the scientific community to focus on the 

exposure side and avoid increases in exposure. As underlined by a French study (ADEME 

2007), fertilising products are a source of contaminants that negatively impact compliance 

with environmental and food quality standards. 

 In France, heavy metal inputs to agricultural soils can be ranked as follows: 

Zn≫Cu≫Cr>Pb>Ni>As=Mo>Se>Cd>Hg. These results are similar to those obtained in four 

other European countries for Zn, Pb, Cu and Cd and in China with 

Zn>Cu>Pb>Cr>Ni>As>Cd>Hg (Luo et al., 2009). For all these countries, it is shown that 

unprocessed manure is a major source of heavy metals to agricultural soils. In France, it is the 

predominant (>50%) source of Zn, Ni, As, Cu and Hg and its contribution ranges from 78% 

for Zn to 23% for Cd. Mineral fertilisers are a major source of Se, Cr and Cd. In particular, 

phosphate fertilisers have generally high concentrations in Cd and Cr among all inorganic 

                                                 
191http://susproc.jrc.ec.europa.eu/activities/waste/documents/ipts_eow_biodegradable_waste_3rd_working_docu

ment_wo_line_nr.pdf 
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fertilizers. This result is in agreement with Nziguheba and Smolders (2008) who recorded 

higher input fluxes of Cr and Cd from phosphate fertilizers than from atmospheric deposition 

in European agricultural soils. 

 

Figure 23: Estimations of the total volume of heavy metals added to soils in France (Source 

ADEME 2007)  

 

 

2. INFORMATION ABOUT IDENTIFIED RISKS TO HUMAN HEALTH AND THE 

ENVIRONMENT FROM CONTAMINANTS IN FERTILISERS MATERIALS  

2.1. Justification based on existing EU legislation 

As regards surface waters, European Union legislation provides for measures against 

chemical pollution by selecting and regulating priority substances at EU level and by 

requiring Member States to also regulate substances of national/regional concern (river basin 

specific pollutants) at national level. 

The EU list of priority substances under the Water Framework Directive is a list of substances 

presenting a significant risk to or via the aquatic environment at EU level. They have to be 

regularly monitored and measures have to be taken to meet the relevant Environmental 

Quality Standards (Directive 2008/105/EC, recently amended by Directive 2013/39/EU). The 

measures should enable to reduce the emissions, discharges and losses of all the substances 

and lead to complete phase-out of the emissions, discharges and losses of a subset of priority 

hazardous substances. 

Cadmium and mercury have been identified as priority hazardous substances. Nickel and lead 

compounds are only identified as priority substances so far. PAHs are priority hazardous 

substances but are only relevant for organic materials. Dioxins and dioxin-like PCBs have 

also recently been identified as priority hazardous substances. 

Directive 2006/118/EC on the protection of groundwater against pollution and deterioration 

includes criteria for assessing the chemical status of groundwater and for identifying trends in 

pollution of groundwater bodies as mentioned under Annex V.  

The Member States' first River Basin Management Plans, including their assessments of the 

chemical and ecological status of surface and groundwater, have recently been assessed
192

. 

Although there are differences between Member States, it is clear that a high proportion of 

                                                 
192 http://ec.europa.eu/environment/water/water-framework/implrep2007/index_en.htm#third 
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water bodies are failing to meet the objective of good status, often because of nitrate pollution 

but in many other cases also because of contaminants, in particular of mercury, cadmium and 

certain PAHs. Although atmospheric deposition may contribute significantly to many of the 

exceedance of EQSs for mercury and some PAHs in surface waters, exceedance of the 

cadmiums EQS appears likely to be mainly linked to fertiliser use. 

Council Directive 98/83/EC on the quality of water intended for human consumption laid 

down the essential quality standards at EU level. A total of 48 microbiological, chemical and 

indicator parameters must be monitored and tested regularly. Among them, the following 

parameters are relevant for fertilisers: arsenic, boron, cadmium, chromium, copper, lead, 

mercury, nickel, PAHs, Escherichia Coli and Enterococcae. In general, World Health 

Organisation's guidelines for drinking water and opinions of the Commission Scientific 

Advisory Committee on drinking water are used as scientific basis to set up quality standards 

in the drinking water. It is however difficult to correlate the presence of the targeted 

substances in fertilisers with their content in drinking water. 

When implementing the Drinking Water Directive into their own national legislation, 

Member States can include additional requirements e.g. regulating additional substances that 

are relevant within their territory or set higher standards. Member States are however not 

allowed to set lower standards as the minimum level of protection of human health should be 

the same throughout the whole European Union. 

Member States may depart from chemical quality standards specified in the Directive (Annex 

I) for a limited time. Derogations can be granted, provided that it does not constitute a 

potential danger to human health and that the supply of water intended for human 

consumption in the area concerned cannot be maintained by any other reasonable means. 

Directive 86/278/EEC of 12 June 1986 on the protection of the environment, and in particular 

of the soil when sewage sludge is used in agriculture, lays down a number of maximum 

concentration thresholds for heavy metals (cadmium, lead, mercury, nickel copper and zinc) 

in sewage sludge and in soils on which the sludge can be applied. 

Commission Regulation (EC) No 1881/2006 on maximum limits for certain contaminants in 

foodstuffs regulates the content of metals (lead, cadmium, mercury are relevant for 

fertilisers) and organic pollutants (dioxins and dioxin-like PCBs and polycyclic aromatic 

hydrocarbons (benzo(a)pyrene, perchlorates are relevant for fertilisers). The enforced 

limits are based on EFSA
193

 opinions. 

2.2. Justification based on recent peer-review soil and human health studies 

Fertilisers are essential to provide adequate nutrients for crop growth and ensure successful 

harvests. However, fertilisers can be adulterated products containing raw material sometimes 

from unknown and/or questionable sources. Besides the certified nutritional ingredients for 

plants, they may contain, most notably, trace elements that can accumulate into soils through 

repeated application via fertilisation.  

The impact of contaminants on the environment should be of concern in order to minimise the 

threat of soil and groundwater pollution. Waste disposal and the application of inorganic 

fertiliser on agricultural lands have been increasingly favoured and, therefore, it should be 

scrutinised to diminish the risk of introducing pollutants to soils and waters. In general three 

main factors affect the mobility of heavy metals in soils. These include soil pH (the lower the 

pH the greater the mobility), soil organic matter and reactive clay surfaces increasing the soil 

                                                 
193 http://ec.europa.eu/food/food/chemicalsafety/contaminants/cadmium_en.htm. 
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heavy metal absorption capability and promoting immobilisation of these elements within 

soils. The following elements have been known to affect human health and contribute to soil 

contamination through the use of inorganic and organic fertilisers.  

Soil microorganisms play an important role in energy flow, in nutrient cycling and organic 

matter turnover in terrestrial ecosystems. They may act as a nutrient source or sink in soils 

and are involved in humification processes, degradation of pollutants and the maintenance of 

soil structure.  A well-functioning soil microbial community is therefore vital for soil fertility.   

Heavy metals are essential to maintain soil biological functions but are also well known to be 

toxic to most organisms’ when present in excessive concentrations by influencing their 

growth, morphology and biochemical activities.  They can become excessive due to 

anthropogenic activity such as mining activities, application of sewage sludge, industrial 

waste disposal and agricultural activities (fertilisers, pesticides).   

Heavy metals become toxic to soil microorganisms when they are “bioavailable”, e.g. at low 

soil acidity (pH).  They become toxic as a result of them moving freely within the soil 

environment when in the “bioavailable state”, allowing them to cross an organism´s cellular 

membrane from the medium the organisms inhibit each time (soil solution or soil particles). 

When a heavy metal enters an organism’s membrane it can disturb its chemical equilibrium 

and deactivate its metabolic activity and severely affect its role in energy flow, organic matter 

turnover, nutrient cycling and hence the soil fertility status.    

A considerable body of information exists on the accumulated effect of heavy metals on soil 

microorganisms in agricultural soils. A good example is the review article, written by Giller et 

al (1998) on existing peer reviewed research tackling the toxicity of heavy metals to 

microorganisms and the microbial processes in agricultural soils. More recent research also 

shows that the accumulation of Cd in agricultural soils, receiving sewage sludge or in-organic 

fertilizer, is well known to inflict a negative influence on the soil biota (Smith 2009) and Cd 

polluted environments have been shown to have an adverse effect on plant growth 

(Shahabivand et al., 2012), earthworm growth activities (Dominguez-Crespo et al., 2002) and 

soil microbial biomass (Landi et al., 2000, Vig et al., 2003, Aghababaei et al., 2014 

Cadmium (Cd) is a non-essential and toxic element for humans, and has no use for plants or 

animals, either. It can damage the kidneys, causing excess production of proteins in the urine 

– the duration and level of exposure to cadmium determines the severity of the effect.  

Skeletal damage is another critical effect of chronic cadmium exposure at levels somewhat 

higher than those where protein in the urine would be an early indicator. Cadmium is also 

carcinogenic if inhaled. Mainly stored in the liver and kidneys, excretion of cadmium is slow, 

and it can remain in the human body for decades. Levels of the element tend to build up in 

most body tissues with age.  

Cadmium is associated with skeletal damage, evidenced by low bone mineralisation, a high 

rate of fractures, increased osteoporosis, and intense bone pain. These were features of itai-itai 

disease, first described in Japan in the 1940s among people who had eaten rice grown on 

fields irrigated with cadmium-polluted water. A low calcium diet plus high cadmium 

exposure led to kidney disease followed by bone disease. 

Around 90% of cadmium exposure in non-smokers is through food. Crops take in cadmium 

from soils and the rate of uptake is influenced by factors such as soil pH, salinity, humus 

content, crop species and varieties and the presence of other elements (e.g. zinc). Some 

population groups are especially vulnerable to increased exposure and uptake of cadmium:  
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 Vegetarians or individuals who consume large amounts of cereals and pulses are likely to 

have higher exposure than the general population, as agricultural crops (especially irrigated 

rice) account for most of the cadmium intake; 

 Those with a high intake of shellfish and organ meat from marine animals may have a 

particularly high intake of cadmium; 

 People with low body iron stores, especially pregnant women, or low zinc intake have 

higher rates of cadmium uptake; 

 People with other nutritional deficiencies may also be at risk; 

 Smokers: tobacco plants absorb cadmium from soil, as other plants do, and are an 

important source of cadmium uptake. Non-smokers may also be affected through passive 

exposure to secondary smoke. People living in the vicinity of industrial sources and other 

point sources of cadmium release can be exposed to an increased level of cadmium. 

According to available data, the average weekly intake of cadmium from food in most 

countries is within the range of 0.7–2.8 µg/kg body weight (UNEP, 2010). Given their smaller 

size, children may be taking in more cadmium per kilogram of body weight than adults. 

In soil, the chemistry of cadmium is largely controlled by pH. Cadmium may be adsorbed on 

clay minerals, organic material, carbonates or hydrous oxides of iron and manganese or may 

be precipitated as cadmium carbonate, hydroxide, and phosphate. Under acidic conditions, 

cadmium solubility increases, and very little adsorption of cadmium by soil colloids, hydrous 

oxides, and organic matter takes place.  

Both toxicity and bioavailability of cadmium are influenced by soil characteristics. Cadmium 

mobility and bioavailability are higher in more acidic soils, and lower in chalky/lime soils. 

One way to reduce cadmium bioavailability is to lime the soil to make it less acidic. However, 

once cadmium is in the soil, it is persistent and cannot be broken down into less toxic 

substances in the environment. 

Cadmium enters agricultural soils from the atmosphere and from application of phosphate 

fertilisers and sewage sludge (Jiao et al., 2012). In fact, the impact of application of phosphate 

fertiliser on soil Cd levels has been widely studied (e.g. Taylor, 1997; Mann et al., 2002; 

McGrath and Tunney 2010). In heavily contaminated areas, re-suspension of dust can cause a 

substantial proportion of crop contamination and human exposure via inhalation and 

ingestion, (WHO/UNECE, 2006). 

The presence of cadmium in fertilisers and atmospheric deposition has been found to cause 

increasing amounts of cadmium in topsoil in a number of European countries (ibid). If zinc is 

present, it can reduce cadmium’s availability to plants, by inhibiting calcium uptake and 

preventing it from moving from the roots to the shoots of the plants.  

Although cadmium emissions and concentrations in the air have been reduced, data from 

2006 do not show reduced body burden of cadmium in non-smokers (WHO/UNECE, 2006). 

In the top layers of arable soil, more cadmium is typically being deposited than is being 

removed: cadmium is accumulating in certain soils, increasing the likelihood of future 

exposure through food.  

Studies in children and pregnant women are still limited, but there is some evidence that 

elevated cadmium exposure during pregnancy may affect a child’s motor skills and 
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perception, and that high cadmium levels in the urine of school children are associated with a 

weakened immune system (Schoeters et al. 2006).
 
However, more studies are needed to 

confirm these results. Recent research suggests that the health effects of low-level, chronic 

exposure to cadmium may be quite different to the high levels that caused itai-itai disease. 

Exercises mapping the levels of cadmium in Europe suggest correlations between cadmium 

and age-adjusted prostate or breast cancer rates. (Pan et al 2010). 

Cd has been reported to be a potentially toxic metal to soil microorganisms.   

UNEP’s Final Review of scientific information on cadmium (December 2010) identifies the 

following actions as potential priority ones for reducing cadmium inputs  

· Product control actions and regulations for cadmium-containing products, such as phosphate 

fertilizers – by limiting the allowable content of cadmium present as impurities in high-

volume materials. 

· The releases to the agricultural soils may be reduced by the use of phosphate rock naturally 

low in cadmium or to remove the cadmium in the manufacturing of phosphate fertilizers 

HTTP://WWW.UNEP.ORG/HAZARDOUSSUBSTANCES/PORTALS/9/LEAD_CADMIUM/DOCS/INTE

RIM_REVIEWS/UNEP_GC26_INF_11_ADD_2_FINAL_UNEP_CADMIUM_REVIEW_AND_AP

PPENDIX_DEC_2010.PDF 

Arsenic (As) is found throughout the Earth's crust, generally in the form of arsenic sulfide, or 

metal arsenates and arsenides. Key industrial applications of arsenic include antifungal wood 

preservatives (e.g. for railway sleepers), pharmaceutical and glass industries, manufacture of 

alloys, sheep dips, leather preservatives, pigments, antifouling paints and poison baits, and 

agrochemical production (particularly for orchards and vineyards). Arsenic compounds are 

used in small amounts in the optical and microelectronics industries. Arsenic can also 

accumulate in soils via organic fertiliser application (Nogueira et al., 2013) and P(hosphate) 

fertiliser Nziguheba and Smolders 2008; Jio et al., 2012; Hartley et al., 2013).  

Much of the evidence for the long-term effects of arsenic on human health comes from south-

east Asia, where there is a natural belt of arsenic-rich alluvium or sediments which were 

deposited millions of years ago in the Bramaputra and Ganges river basins. Bangladesh, parts 

of India, Myanmar and Nepal are all affected, and mining in areas of Thailand has also caused 

arsenic contamination. An estimated 30 million people may be at risk from arsenic-related 

disease as a result of contaminated water in the region (Caussy 2005). 

According to WHO research from south-east Asia, humans may be exposed to inorganic 

arsenic through soil, air, water and food. This typically includes children ingesting soil, 

certain traditional medicines and foods, and water. In that region, arsenic is present at levels 

between 0.2 and 40 micrograms per gram (μg/g) of soil. The levels of arsenic in food in 

affected countries vary, but a far greater threat is considered to be arsenic in drinking water. 

Arsenicosis (sometimes also called arsenism) is caused by prolonged exposure to low, non-

lethal doses of arsenic, in the range of 0.005 to 0.09 milligrams per kilogram (mg/kg) of body 

weight per day (ibid). 

However, arsenic poses serious short and long-term threats to health, and so efforts to reduce 

exposure to arsenic from all sources are important. When individuals are exposed to arsenic 

over the long-term, the first changes are usually in skin pigmentation, followed by lesions and 

hard patches on the hands and soles of the feet. The long list of other long-term exposure 

effects includes peripheral neuropathy, gastrointestinal symptoms, conjunctivitis, diabetes, 

http://www.unep.org/hazardoussubstances/Portals/9/Lead_Cadmium/docs/Interim_reviews/UNEP_GC26_INF_11_Add_2_Final_UNEP_Cadmium_review_and_apppendix_Dec_2010.pdf
http://www.unep.org/hazardoussubstances/Portals/9/Lead_Cadmium/docs/Interim_reviews/UNEP_GC26_INF_11_Add_2_Final_UNEP_Cadmium_review_and_apppendix_Dec_2010.pdf
http://www.unep.org/hazardoussubstances/Portals/9/Lead_Cadmium/docs/Interim_reviews/UNEP_GC26_INF_11_Add_2_Final_UNEP_Cadmium_review_and_apppendix_Dec_2010.pdf
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renal damage, an enlarged liver, bone marrow depression, destruction of red blood cells, high 

blood pressure and cardiovascular disease. 

Long-term arsenic exposure – for more than ten years – can cause cancer, particularly of the 

skin, bladder and lungs, and possibly of other organs, such as the kidneys, liver and prostate. 

Because arsenic can pass through the placenta, pregnant women exposed to arsenic through 

drinking water are at greater risk of miscarriage, stillbirth and pre-term birth, and there is 

evidence that exposure to arsenic in the womb or in early life increases the risk of lung cancer 

and other lung disorders. 

Arsenic can be found in food, including fish, shellfish, meat, dairy products and cereals. The 

type of arsenic found in fish and shellfish is usually organic, which has low toxicity.  

The form that arsenic takes in soils depends on a number of factors, including the soil's pH, 

and biological activity. Where iron, clay and organic matter are present in soils, arsenic's 

availability becomes restricted. Even where land is contaminated, plants rarely contain much 

arsenic; cereals and vegetables, especially where soil is sandy, have the greatest 

concentrations of arsenic. 

Natural processes are responsible for polluting wells in locations such as Bangladesh and 

Taiwan with arsenic, but in other countries the pollution has a human source. Cornwall, UK, 

was once the world's largest arsenic producer, and soil in some parts of Cornwall has some of 

the world's highest arsenic concentrations. 

Epidemiological studies show that exposure to lead (Pb) during the early stages of children’s 

development is linked to a drop in intelligence. Studies suggest that for each 10 μg/dl (micro-

gram per decilitre) of blood lead, IQ is reduced at least by 1-3 points (Morgan, 2013, also see 

Canfield et al, 2003; and Chen et al, 2005). This small effect on many individuals could be a 

significant burden to society, with reduced overall intellectual performance and resulting 

economic losses. 

Phasing out lead from petrol has had an effect on levels of lead measured in children’s blood 

in Europe. Soil lead and house dust, but not lead-based paint, are associated with population 

blood lead levels in children. Most soil lead and house dust are associated with leaded 

gasoline (Mielke & Reagan, 1998). Levels of lead in the blood began to decline earlier in the 

western European and Scandinavian countries than in Eastern Europe, largely because the 

unleaded petrol was introduced earlier in these countries. Lead has been shown to equally 

accumulate in soils via agricultural activities which include both mineral (Nziguheba and 

Smolders 2008) and organic fertiliser application (Nogueira et al., 2013). 

Besides car exhausts, industrial emissions are important sources of exposure to lead. Data 

from industrial areas in Bulgaria, Poland, the Russian Federation, the Former Yugoslav 

Republic of Macedonia and Ukraine show the significant impact of lead emitted by nearby 

plants on the level of lead in children’s blood.  

Lead has also been known to accumulate in soils through the application of Pb containing P 

fertiliser (Strawn and Sparks 200; Kabata 2001; Luo et al., 2009). Lead generally accumulates 

in soils rich in clay minerals, organic matter, iron-, manganese and aluminium-hydroxides. 

These characteristics can make Pb be rather immobile in soils. In Southern Spain unusually 

high concentrations of Pb where detected in farmlands compared to other regions which had 

not received applications of lead containing industrial wastes and Pb-containing fertilisers 

(Cabrera et al., 1994). 
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Exposure to methylmercury, the most harmful form of mercury (Hg) to human health, affects 

brain development, resulting in a lower IQ. The long-term cost to society can be calculated as 

lifetime earning loss per person, although this estimate does not take into account other 

aspects of brain toxicity or risks of cardiovascular disease in adults. Once methylmercury is 

formed, it cycles though the environment for thousands of years, exposing humans and other 

species to potentially toxic levels for generations. 

Large amounts of mainly inorganic Hg have accumulated in the environment, especially in 

soils and oceans, as a result of past emissions and releases from human activities. Although 

Hg pollution can occur naturally in the environment through events, such as forest fires, most 

comes from the burning of fossil fuels. Usually the greatest percentage of harmful exposure to 

Hg for humans is through eating fish (besides direct ingestion of contaminated soil by young 

children).  

Cement production, mining and smelting, artisanal and small-scale gold mining, burning coal 

and oil refining are some of the activities emitting Hg which can build up in soils. Consumer 

products such as electronic devices, switches, batteries, energy-efficient light bulbs and 

certain cosmetics, dentistry, plastic production, and the chlor-alkali industry are also 

contributors to Hg emissions. 

After it is deposited in soils and sediments, bacteria and microbes are mainly responsible for 

changing Hg to methylmercury. Over 90% of the Hg found in fish is methylmercury. 

Hg can enter the food chain via agricultural products or seafood. Mercury's use in agriculture 

has led to distressing human health incidents, which have generated data on its effects. At 

least 459 people died in Iraq when flour was made from grain treated with a fungicide 

containing Hg in 1971 (Greenwood, 1985). Children whose mothers ate contaminated bread 

when they were pregnant were the worst affected. Agricultural products used today may still 

contain Hg.  

Rice crops grown in areas with high levels of coal-powered industry, mining or smelting have 

also shown to be affected recently. A team of Chinese and Norwegian researchers 

investigated dietary Hg contamination in rural, inland China - a region were few people eat 

fish. They focused on Guizhou province, which has 12 large mercury-mining and smelting 

operations, plus other heavy coal-powered industry. The researchers looked at Hg levels in 

foods eaten by populations from several locations: a village located inside a nature preserve, a 

region downwind of a major coal plant, people living near a defunct zinc smelter and a 

community whose air was polluted by mercury-mining operations. Mercury exposures for 

these communities varied considerably, but in every one of them “rice accounted for 94-96% 

of the probable daily intake of methylmercury”. One reason is that rice paddies here contain 

the types of bacteria that can convert inorganic mercury to its more toxic, methylated form. 

The levels of contamination of rice grown elsewhere in the world, or exported, need further 

study. (Zhang et al, 2010) 

Most Hg contamination sites are concentrated in industrial areas, but Hg can also travel long 

distances to locations far away from its production or use. Mercury levels in the atmosphere 

will fall fairly rapidly when emissions cease, but it will take many decades for levels in soils 

or oceans to also decrease. This is why factors such as industrial legacy and historical mining, 

as well as geological events such as volcanic eruptions, must be considered alongside modern 

emissions when looking at the health impacts of mercury in soils. Mercury can also 

accumulate in agricultural soils in relation to sewage sludge application and fungicide for 

agricultural purposes (Feng et al., 2009) to fungicides input (Feng et al., 2009), sewage sludge 
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and fertiliser P application (M. de Jesus et al., 2013) leading to Hg being considered as global 

concern because of its high potential toxicity (Zheng et al., 2008).  

Chromium (Cr) can be a naturally-occurring element found in P bearing rocks and released 

to the environment through natural processes such as geochemical and biological weathering 

of rocks and soils. Lower to higher Cr containing effluents and solid waste released by 

activities such as mining, metal plating, wood preservation, ink manufacture, textile industries 

and corrosion inhibitors in cooling water are also common contributor of Cr to the 

environment. Chromium can likewise be released to the environment and accumulate in soils 

via fertiliser P application which can in the long term induce pollution and may cause major 

health hazards. Cr is one of seven elements which were classified by the fertiliser industry as 

being harmful to plants and biological systems. Cr can exist in phosphate rocks as Cr (III) or 

Cr (VI); while Cr (III) is a useful micronutrient, Cr (VI) is a toxic species. The relation 

between Cr (III) and Cr (VI) strongly depends on the pH and the oxidative properties of the 

location, but usually Cr(III) is predominant (El-Sheikh et al., 2013). Cr (III) is an essential 

nutrient for humans: shortages may cause disruptions of metabolisms and diabetes but a high 

uptake of Cr (III) can cause skin rashes.  

Nickel (Ni) occurs naturally in the earth's crust as well as being emitted from volcanic 

eruptions. It is likewise released to the environment from power plants and incinerators as dry 

or wet deposition settling eventually on the ground and accumulating in soils and sediments. 

In general nickel strongly absorbs in soils and sediments rich in iron or manganese 

hydroxides. Additionally, nickel can be a by-product of fertiliser P application and research 

have shown nickel increase in soils receiving fertiliser input (Chen et al., 2006; Nziguheba 

and Smolders 2008; Carbonel et al., 2011).  

Food is the major source of exposure to nickel. The population may also be exposed to nickel 

by breathing air, drinking water, or smoking tobacco. Children can be exposed to nickel by 

soil eating and both adults and children through skin exposure.  

The most serious harmful health effects from exposure to nickel, such as chronic bronchitis, 

reduced lung function, and cancer of the lung and nasal sinus, have occurred for people who 

have breathed dust containing certain nickel compounds while working in nickel refineries or 

nickel-processing plants. The International Agency for Research on Cancer (IARC) has 

determined that some nickel compounds are carcinogenic to humans and that metallic nickel 

may possibly be carcinogenic to humans.  

Copper (Cu) is a reddish metal which occurs naturally in rock, soil, water, sediment, and, at 

low levels, air. Copper also occurs naturally in all plants and animals. It is an essential 

element for all known living organisms including humans and other animals at low levels of 

intake. At much higher levels, toxic effects can occur. 

Copper can enter the environment through releases from the mining of copper and other 

metals, and from factories that make or use copper metal or copper compounds. Copper can 

also enter the environment through waste dumps, domestic waste water, combustion of fossil 

fuels and waste and wood production. Copper in soils is likewise a by-product of copper 

sulphate fertilisers application (Mclaren and Ritchie 1993) and in soils amended with sewage 

sludge (Chen et al., 2006).  

When copper is released into soil, it can become strongly attached to the organic material and 

other components (e.g., clay, sand, etc.) in the top layers of soil and may not move very far 

when it is released. When copper and copper compounds are released into water, the copper 
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that dissolves can be carried in surface waters either in the form of copper compounds or as 

free copper or, more likely, copper bound to particles suspended in the water. 

Norway has launched a study consisting in a risk assessment on copper and zinc from feed to 

soil and food. Copper and zinc are added to feed as essential nutrients. Samples from manure 

have shown that there is a high content of copper and zinc in manure. Therefore Norway 

proposed to study the long-term effects of repeated addition of processed manure to 

agricultural land. At the same time there is a need to know the risk for animal health and 

welfare if the amount of copper and zinc in feed is reduced. The results of the study are 

expected for mid-2014. 

Copper is essential for good health. However, exposure to higher doses can be harmful. Long-

term exposure to copper dust can irritate your nose, mouth, and eyes, and cause headaches, 

dizziness, nausea, and diarrhoea. Drinking water containing higher than normal levels of 

copper, could lead to nausea, vomiting, stomach cramps, or diarrhoea. Intentionally high 

intakes of copper can cause liver and kidney damage and even death.  

Zinc (Zn) is a common element in the Earth's crust as well as being found in the air, soil, and 

water and being present in all foods. Zinc enters the air, water, and soil as a result of both 

natural processes and human activities. Most Zn enters the environment as the result of 

mining, purifying of zinc, lead ores, steel production, coal burning, and burning of waste. The 

level of Zn in soil increases mainly from disposal of Zn waste from metal manufacturing 

industries and coal ash from electric utilities.  

Sewage sludge P also contributes to increased levels of zinc in the soil (Basta et al., 2005; 

Lambert et al., 2007). The behaviour of Zn in soils in largely affected by soil properties such 

as soil pH and soil cation exchange capacity. Food stuff and drinking water can contain Zn. 

Zinc is a trace element that is essential for human health. When people absorb too little zinc 

they can experience a loss of appetite, decreased sense of taste and smell, slow wound healing 

and skin sores. Zinc shortages can even cause birth defects.  

Polycyclic aromatic hydrocarbons (PAHs) originate from incineration or combustion 

processes of biomass and are of concern because of their carcinogenic and mutagenic 

character. Ashes resulting from those processes can be used in fertiliser production. 

 

PAH compounds are known to be biodegradable, but biodegradation rates may differ widely, 

depending on the compound and the environmental conditions, with half-lives reported from 

days to several years (Shuttleworth and Cerniglia, 1995). Furthermore, biodegradation or 

transformation does not always equal full mineralisation. Meyer and Steinhart (2001) reported 

that metabolites from PAH breakdown may be very persistent and Lundstedt et al. (2007) 

indicated that PAHs may be transformed into other toxic compounds such as oxy-PAHs. 

 

Most limit or guide values in legislation refer to a subset or the full set of the 16 principal 

PAH compounds on the US EPA’s priority pollutants list: naphthalene, acenaphtylene, 

acenaphtene, fluorene, phenanthrene, anthracene, fluoranthene, pyrene, benzo[a]anthracene, 

chrysene, benzo[b]fluoranthene, benzo[k]fluoranthene, benzo[a]pyrene, indeno[1,2,3-

cd]pyrene, dibenzo[a,h]anthracene and benzo[ghi]perylene. 

Perchlorate ion (ClO4 -) is very stable in water, and its salts are highly soluble in water. 

Perchlorate occurs naturally in the environment, in deposits of nitrate and potash, and can be 
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formed in the atmosphere and precipitate into soil and groundwater. It also occurs as an 

environmental contaminant arising from the use of nitrate fertilisers and from the 

manufacture, use and disposal of ammonium perchlorate used in rocket propellants, 

explosives, fireworks, flares and air-bag inflators and in other industrial processes. 

Perchlorate can also be formed during the degradation of sodium hypochlorite used to 

disinfect water and can contaminate the water supply. Water, soil and fertilisers are 

considered to be potential sources of perchlorate contamination in food. 

Following initial findings of perchlorate in fruits and vegetables produced in European Union, 

a more extensive monitoring indicated that the presence of perchlorate in fruits and vegetables 

is more widespread than initially expected. From the investigations, evidence was provided 

that the use of certain fertilisers containing high levels of perchlorate is an important 

contributor to the presence of perchlorate in fruits and vegetables. However, other sources 

may also contribute to their presence in the food chain. Further investigations are needed to 

have a better view of the different sources of contamination of food, in particular fruits and 

vegetables, with perchlorate. The non-harmonised enforcement approach as regards the 

presence of perchlorate in food, in particular fruits and vegetables have caused some tension 

in the market. It was therefore considered appropriate in 2013, to agree on a common 

provisional enforcement approach for the intra-Union trade for the period awaiting the 

availability of an EFSA opinion about perchlorate in food. This common provisional 

enforcement approach was agreed at the Standing Committee on the Food Chain and Animal 

Health on 16 July 2013. It is to be noted that the agreed levels are applicable on the edible 

part of the food concerned. 

On 30 September 2014 EFSA adopted a scientific opinion
194

 on perchlorate: Scientific 

Opinion on the risks to public health related to the presence of perchlorate in food, in 

particular fruits and vegetables. 

Based on the outcome of the EFSA opinion, the values as reference for intra-Union trade have 

been reconsidered, taking into account recent occurrence data and applying the principle that 

these levels should be set as low as reasonably achievable applying good practices. These 

levels were endorsed by a very large majority of the delegations in the Standing Committee 

on Plants, Animals, Food and Feed on 10 March 2015
195

 and were updated at the meeting of 

the Standing Committee on 23 June 2015. These levels apply from 16 March 2015 (except the 

levels for herbal and fruit infusions which apply from 1 July 2015) and the levels agreed at the 

Committee on 16 July 2013 are no longer valid. 

During the course of 2016, the setting of maximum levels for perchlorate in food/certain 

foods will be considered, based upon the outcome of the scientific opinion and monitoring 

data generated in execution of the Commission Recommendation (and other recent 

monitoring data, i.e. data generated after 1 September 2013). 

The limits applicable to fruits and vegetables are currently set as follows: 

Levels of perchlorate as reference for 

intra-Union trade FOOD (*)  

level (mg/kg)  

 

Fruits and vegetables  0,1  

with the exception of  

- Cucurbitaceae and leafy vegetables 0.2  

                                                 
194 http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/3869.pdf 
195 http://ec.europa.eu/food/safety/docs/cs_contaminants_catalogue_perchlorate_statement_food_update_en.pdf 
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except  

- celery and spinach grown in 

glasshouse/undercover  

0.5  

- herbs, lettuce and salad plants, including 

rucola, grown in glasshouse/under cover  

1.0  

Dried spices (except dried herbs and 

paprika), dried hops  

0,5  

Tea (Camellia sinensis), dried  0,75  

Herbal and fruit infusions, dried  0.75  

Foods for infants and young children - 

ready-to-eat  

0,02  

Other food  0,05  

 

(*) - The levels as reference values for intra-Union trade applies, insofar not specified, to the unprocessed food. 

For dried, diluted, processed and compound foodstuffs, Article 2 of Regulation (EC) 1881/2006 is of application.  

- The levels as reference values shall apply to the edible part of the food concerned.  

- The leafy vegetables grown in glasshouse/under cover have to be labelled as such (or be reasonably 

demonstrated as being from such production in case of non-compliance with the specific level for open air 

production) for the application of the specific level as reference value established for the leafy vegetables grown 

in glasshouse/ under cover. In the absence of such a labelling (or subsequent proof of origin), the levels as 

reference values for intra-Union trade established for leafy vegetables grown in the open air shall apply. 

This encourages the setting of maximum limit for the specifically concerned inorganic 

nitrogen fertiliser (e.g. Chile Nitrate) based on the currently available scientific data regarding 

the relationship between the presence of perchlorate in such fertilising product and its transfer 

to crops. 

3. PROPOSED LIMIT VALUES AND JUSTIFICATION FOR THE DIFFERENT CATEGORIES 

OF PRODUCTS 

The tables below list for each category of products the list of contaminants to be checked with 

their corresponding maximum limit values. 

Inorganic fertilisers 

The limit values proposed below are the results of extensive consultation with Member States 

and industry representatives. 

Table 59: Maximum limit values for heavy metals in primary and secondary nutrient 

fertilisers 

Non-nutrient metals 
Maximum permissible content 

(mg/kg dry matter) 

Cd (for products containing less than 5% 

P2O5) 
3 

Cd for products above 5% P2O5 Limits proposed in the IAR Cd 

Cr VI  2 

Hg  2 
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Ni   120 

Pb  150 

As  60 

The limit value for perchlorate applies in principle to specific inorganic nitrogen fertilisers 

taking into account the most recent scientific data establishing transfer rate between such 

fertilisers and the crops fertilised with them: 

Perchlorate  50 
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Table 60: Maximum limit values for heavy metals in micronutrient fertilisers 

Non-nutrient metals 

Maximum permissible content (mg heavy 

metals/kg dry matter) for straight or mixtures 

of B, Co, Cu, Fe, Mn, Mo or Zn fertilisers 

Cd  200 

Hg  100 

Ni  2 000 

Pb  600 

As  1 000 

The proposed limits for primary and secondary nutrients would be too restrictive when 

applied directly to micronutrients with the effect of removing a significant proportion of good 

quality products from the market. In particular, three specific features of micronutrients need 

to be underlined: 

– In nature, ores or minerals of the micronutrients often occurs with one or more of the 

heavy metals. Furthermore, the chemical similarities between micronutrients and their 

associated heavy metals makes their separation very difficult e.g. Zn/Cd and B/As and 

therefore the carry-over of heavy metals into micronutrient fertilisers cannot be avoided. 

– Typical application rates of micronutrients fertiliser are rather low (1 to 10 kg/ha/year) 

which reduces the environmental impact. 

– Compliance with limits values are far more difficult to achieve for concentrated 

micronutrient fertilisers. 

Organic fertilisers 

The limits proposed below have been established by the expert group of JRC-Sevilla for the 

preparation of the End of Waste on biodegradable waste. However Cr total has been replaced 

by Cr VI as being the most hazardous form of Cr.  

Table 61: Maximum limit values for contaminants in organic fertilisers 

Non-nutrient metals + copper and zinc 
Maximum permissible content 

(mg heavy metals/kg dry matter) 

Cd 1.5 

Cr VI 0.5 

Hg 1 

Ni  50 

Pb 120 
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Cu 

 200 

but products containing more than 100 ppm 

should be labelled 

Zn 

 600 

but products containing more than 400 ppm 

should be labelled 

 

Organic contaminants Proposed by… Maximum permissible content 

PAH16 EU EoW if only source 

segregated materials are 

allowed 

6 mg/kg dry matter for 

16 congeners 

Frequencies of monitoring could be reduced if producers can demonstrate that a significant 

number of representative samples are not exceeding the limit values proposed above over an 

initial period of time (see Annex VI – Section 4 for the evaluation of the cost reduction 

potential). 

Pathogens Maximum permissible content 

Salmonella  No Salmonella sp. in 25g sample (fresh mass) 

Escherichia Coli 1 000 CFU/g fresh mass 

The measurements of these parameters should be complemented by a requirement on 

processing e.g. time-temperature profile as in the ABP Regulation. 

Macroscopic impurities 
Maximum permissible content 

(%/kg dry matter) 

Glass with size above 2 mm 0.5 (Bleach method) 

Metal with size above 2 mm 0.5 (Bleach method) 

Plastics with size above 2 mm 0.5 (Bleach method) 

The bleach method allows a destruction of organic material and therefore avoids that small 

impurities remains undetected because they are confused with organic material. The IPTS 

considered that there is a need to distinguish between natural impurities such as stone and 

man-made impurities. Therefore no limit for stone was proposed in the EU EoW criteria. 

On top of the pollutants mentioned above, the future proposal would make a direct link to the 

legislation on invasive alien species (IAS). According to the IAR supporting this proposal, 

IAS have significant consequences for biodiversity and are recognised as being a major cause 

of species extinction. A list of prohibited species at EU level will be managed by the 

Commission. Member States will have the possibility to additionally manage their own list of 

IAS depending on their specific environmental conditions. Compost and digestate producers 
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will be required to ensure that these materials are not contributing to the release into the 

environment of invasive alien species listed on the EU or national lists via seeds, propagules 

or any reproducible part of the prohibited species eventually present in the input materials 

used for the making of compost or digestate. Analytical standards would need to be developed 

to control that compost and digestate placed on the market fulfil both EU and national 

requirements. 

Organo-mineral fertilisers 

As regard heavy metals, the limit values set for inorganic and organic fertilisers would apply 

to organo-mineral fertilisers as producers would have to ensure that each ingredient used in 

the manufacture of organo-mineral fertilisers comply with their corresponding maximum limit 

values for contaminants. 

Liming materials 

It has been argued in earlier discussions that the limit values for inorganic fertilisers are not 

suitable for liming materials because the latter are applied in much higher quantities than 

primary nutrient fertilisers (i.e. 1000 kg/ha vs. 100 kg/ha). However, contrary to primary 

nutrient fertilisers, liming materials are not applied every year. It has also to be noted that the 

liming effect (soil pH increase due to liming materials application) reduces the mobility of 

heavy metals and therefore their uptake by crops.  

The limit values below are supported by the technical working groups organised in 2012 by 

the Commission (See Annex XII for more details). 

Table 62: Maximum limit values for heavy metals in liming materials 

Substance 
Maximum permissible content 

(mg heavy metals/kg dry matter) 

Cd  3 

Cr VI Standard in development 

Hg  2 

Ni   90 

Pb  200 

As  120 

Soil improvers 

Same limits as for organic fertilisers. 

Growing media  

No limit discussed in the working groups. According to some Member States, heavy metals 

have to be considered as relevant safety criteria for growing media, in particular because GM 

may consist of compost and are used to grow edible crops. In the study ‘Metals and organic 

compounds from waste used as organic fertilisers (July 2004) carried out for DG Environment 

(ENV A.2/ETU/2001/0024), a survey on the heavy metal content in commercial GM shows 
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that Cr, Pb, Cu and Zn could be present in relatively high amounts. Therefore the limit values 

derived from consultations with GM producers are proposed. 

Table 63: Maximum limit values for heavy metals in growing media 

Substance 
Maximum permissible content 

(mg heavy metals/kg dry matter) 

Cd  3 

Cr total 150 

Cu 230 

Hg  1 

Ni   90 

Pb  150 

Zn  500 

Plant biostimulants 

When applied to soils, plant biostimulants are applied at much lower rates than most 

inorganic fertilisers, so limits for heavy metals in biostimulants could theoretically be much 

higher compared to the product weight. However, certain algae are known to be excellent bio-

markers of the level of contamination of seas and are considered as accumulating heavy 

metals. This does not apply for all seaweed extract but it would be preferable to keep this 

limit even though plant biostimulants are generally mixed with other fertilising material 

categories for which limit for contaminant would definitively apply as well. It was therefore 

found advisable to introduce some safety limits for contaminants for this category. 

Table 63-a: Maximum limit values for heavy metals in plant biostimulants 

Substance 
Maximum permissible content 

(mg heavy metals/kg dry matter) 

Cd 3 

Cr VI 2 

As 60 (inorganic plant biostimulant) 

Hg 1 (microbial + organic plant biostimulant) 

2 (inorganic plant biostimulant) 

Ni  50 (microbial + organic plant biostimulant) 

120 (inorganic plant biostimulant) 

Pb 150 
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Zn 500 

 

4. OTHER RISKS IDENTIFIED 

Urea based fertilisers emit higher levels of ammonia to air than nitrate based fertilisers. In 

2010, according to the GAINS methodology developed by IIASA, ammonia emissions from 

synthetic fertilisers represented about 15% (570 ktonnes) of total EU emissions levels 

(3 750 ktonnes). About half of these emissions derived from urea-based fertilisers, while this 

type of fertiliser only represented about 20% of the total inorganic nitrogen fertilisers used in 

Europe. 

Deposition of ammonia causes acidification of soils and eutrophication of aquatic and 

terrestrial ecosystems, threatening biodiversity. The main problem is eutrophication, for 

which NH3 emissions is an increasingly large contributor, together with nitrogen oxides 

(NOx) emissions. In 2010, about 1 million km
2
 of ecosystems in Europe were exposed to 

nitrogen deposition that exceeded critical loads for eutrophication. So far, most of the 

progress made for limiting eutrophication takes place as a result of decreasing NOx emissions, 

while ammonia emissions have remained relatively stable over time despite a large reduction 

potential. It is estimated that additional ammonia reductions could protect an additional 

210 000 km
2
 in 2020

196
. 

Ammonia also reacts as a precursor in the atmosphere to create ammonium and other forms of 

sulphate and nitrate compounds that condense to become secondary particulate matter (PM2.5 

and PM10) with adverse effects on human health
197

. The fact that monitored ambient PM 

concentrations in the 2000-2010 period have not declined as expected, despite relatively large 

reductions in emissions of primary PM and secondary PM precursor gases, is partly explained 

by the limited reductions in NH3 emissions over time. 

Other contaminants could be detected in the future in specific fertilising products through the 

regular enforcement activities carried out by Member States competent authorities. The 

safeguard clause will offer the mechanism to review the list of contaminants to be monitored 

and the level of the maximum limits, where relevant. The scientific information supporting 

these requests for reviewing will be examined by the Commission scientific bodies such as 

Scientific Committee on Health and Environmental Risks (SCHER) or the ECHA. Based on 

their opinion, a delegated act would then be proposed to adapt the essential safety 

requirements accordingly. 

5. SUMMARY OF THE IMPACT ASSESSMENT REPORT ON POSSIBLE LIMITS FOR 

CADMIUM IN NATIONAL AND EC PHOSPHATE FERTILISERS 

It is generally recognised that cadmium accumulates in EU soils because of the use of 

phosphate fertilisers manufactured from mined rock phosphate naturally contaminated with 

cadmium. This soil accumulation is raising concerns about human health and environmental 

damage. In 2002, the Scientific Committee on Health and Environmental Risks concluded 

that a limit for 40 mg Cd/ kg P2O5 or more would lead to cadmium accumulation in most 

European soils. At the opposite a limit of 20 mg Cd / kg P2O5 or less are not expected to result 

                                                 
196 IIASA TSAP report #6. 
197 IIASA TSAP report #3. 
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in long-term soil accumulation over 100 years if other cadmium inputs are not considered. 

However, it is so far not possible to predict how much cadmium present in the soils will be 

taken up by crops and will finally end up in foods as this may vary according to various soil 

and climatic conditions (pH, organic matter and/or clay content …). It remains that when 

added to soils, cadmium cannot be removed and could eventually be taken up by plants. 

Foodstuffs are the main source of cadmium for the non-smoking general population. 

Cadmium is primarily toxic to the kidney, especially to the proximal tubular cells where it 

accumulates over time and may cause renal dysfunction. The International Agency for 

Research on Cancer has classified cadmium as a human carcinogen (Group 1) on the basis of 

occupational studies and recent data on human exposure to cadmium in the general population 

have been statistically associated with increased risk of cancer such as in the lung, 

endometrium, bladder, and breast. 

The EFSA CONTAM Panel concluded that the mean exposure for adults across Europe is 

close to, or slightly exceeding, the tolerable weekly intake. Furthermore, certain subgroups 

including vegetarians, children, smokers and people living in highly contaminated areas may 

exceed the tolerable weekly intake by about 2-fold. Although the risk for adverse effects on 

kidney function at an individual level at dietary exposures across Europe is very low, the 

CONTAM Panel concluded that the current exposure to Cd at the population level should be 

reduced. 

An IAR Cd finalised in 2011 has tried to balance the negative effects of cadmium to the 

environment and human health over the longer term with the negative impacts on the 

competitiveness of the farming sector of a general ban of phosphate inorganic fertilisers 

containing cadmium.  

The conclusions of the IAR Cd covered impacts on international trade as cadmium represents 

the most pertinent issue in this regard. 

This IAR Cd demonstrated that a limit value of 60 mg cadmium/kg P2O5 applied to the whole 

EU would be feasible by selective use of certain mines and/or certain layers within a deposit 

on the scale needed to supply the EU market in a foreseeable future. Some small producing 

countries in West Africa such as Togo and Senegal but also Tunisia where cadmium content 

in phosphate is largely above 60 mg cadmium/kg P2O5, would already face severe difficulties 

to export to the EU.  

According to the IAR Cd, any limit below 60 mg cadmium/kg P2O5 would endanger the 

supply of EU farmers at reasonable prices if a technology to remove cadmium from phosphate 

fertilisers is not in place at industrial level. Decadmiation of high cadmium phosphate 

fertilisers from Tunisia and Morocco (the current main suppliers of the EU) would also add 

costs to phosphate fertilisers marketed in the EU (between 10 to 15% according to the IAR 

Cd). According to some COM services, the average additional costs for wheat farmers 

compared to the current level of operating costs per hectare would be relatively moderate (no 

more than 1.5% on average for the whole EU).This has to be put into perspective because 

wheat is a high profitable crop and the effect might be different for other crops. 

However, it is also crucial that, in view of achieving all the intended objectives set out in the 

IAR Cd, the new Regulation gives an incentive to invest further in decadmiation technologies.  

In November 2012, the EU signed a Memorandum of Understanding relating to raw materials 

with the Tunisian authorities. This document clearly highlighted the need to build up on the 
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Tunisian experience
198

 to develop a reliable technology that would be able to remove 

cadmium from phosphate fertilisers at industrial scale. The IAR Cd concluded that under the 

conditions that technically and economically viable decadmiation technologies are available 

at industrial scale, an option setting clear deadlines for the entry into force of the lowest limit 

values at EU level would be the most effective in achieving all objectives.  

In light of the SCHER opinion 2015
199

 the IAR Cd has been adapted to integrate the new 

conclusion that the accumulation of cadmium in soils is not expected to occur on average in 

most EU-27 + Norway soils if the concentration of  cadmium in inorganic phosphate 

fertilisers does not exceed 80 mg/kg P2O5. In the SCTEE-2002 opinion, the same effect was 

achieved with a limit value of 20 mg cadmium/kg P2O5.   

The objective of a strong reduction of human and environmental exposure to cadmium can 

also be better achieved if progress in the recovery of phosphorous from biomass leads 

effectively to a progressive replacement of inorganic phosphate fertilisers by organic 

fertilisers which are less contaminated with cadmium. A future proposal on the revision of the 

Fertilisers Regulation would support the development of such substitution throughout the EU. 

6. ESTIMATION OF THE PERCENTAGE OF PRODUCTS AFFECTED BY THE PROPOSED 

LIMIT VALUES 

Inorganic fertilisers 

In 2007, Nziguheba and Smolders measured the cadmium content of 197 inorganic 

phosphate fertiliser samples provided by 12 Member States (NIPERA study). However, 

samples have not been weighted for the size of the local market compared to the size of the 

EU market (e.g. 18 samples from France and 16 from Belgium were analysed) or it was 

specified which overall volume of fertiliser each sample represents. Data from the study were 

used to estimate the fraction of inorganic phosphate fertilisers that would be shut out of the 

market if the proposed limit values mentioned in Table 60 were enforced. The figures show 

that around 21% of the inorganic phosphate fertiliser would not comply with the 60 mg Cd/kg 

P2O5 proposed for cadmium whereas most of the current products would comply with the 

limits for Pb, As and Ni. No information for Cr
6+

and Hg were available in the NIPERA study 

                                                 
198 The Tunisian fertiliser industry has developed an industrial process that is able to remove cadmium from 

phosphate feed grade and that could be applicable to the production of phosphate fertilisers. The Moroccan 

industry is developing similar technologies. 
199 HTTP://WWW.SCIENCEDIRECT.COM/SCIENCE/ARTICLE/PII/S0048969714004495  

http://www.sciencedirect.com/science/article/pii/S0048969714004495
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Figure 24: Results of the NIPERA survey on heavy metals content in 197 inorganic 

phosphate fertilisers. 
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A recent survey of inorganic fertilisers and liming materials sold in Portugal shows that 

around 40% of the inorganic fertilisers would not meet the 60 mg Cd/ kg P2O5 limit but all of 

them would comply with the limit values for the other contaminants mentioned in Section 

3above.  

However, the figures are given mainly for illustrative purposes as the information provided in 

the NIPERA study and by the Portuguese authorities do not allow concluding that the data 

used are representative for the entire EU phosphate fertiliser market. 
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Organic fertilisers and soil improvers 

During the preparation of the JRC report, it emerged that reliable and recent scientific data on 

the levels of organic and inorganic pollutants in different types of compost and digestate were 

needed to support the decision-making process for end-of-waste criteria. Therefore, the JRC 

experts agreed that available and relevant scientific data should be reviewed and 

complemented by independent recent data generated through a pan-European collaborative 

screening exercise. Such a screening, consisting of measuring a large series of compost and 

digestate samples in the best possible standardized way, was therefore carried out in May-

December 2011 by the JRC with the collaboration of various industrial networks. More 

details on the organization of this sampling campaign are available in the JRC report (Chapter 

3). The figures below shows which number of compost and digestate would be excluded from 

the market if the recommendations of JRC for heavy metals and organic contaminants were 

enforced.  

Heavy metals 

The results of the heavy metal analyses are depicted in the following figure as cumulative 

graphs scaled from 0 to 100% of the total sample population for a material type, with every 

concentration data point representing an actual sample measurement. This representation 

helps visualizing the spread on the data and allows checking how many samples of a 

compost/digestate type exceed a certain threshold concentration. The graphs also contain red 

bars, indicating the proposed EU end-of-waste limit values. 

It can be derived from the dataset that in general, compost and digestate produced from source 

separated collection of green waste nearly always meet the proposed limit values for 

individual heavy metals with sporadic exceedances. Other types of compost generally meet 

the proposed limit values but tend to have problems in meeting the proposed Cu limits for 

sewage sludge compost and the proposed limit values for Cd and Pb for MBT compost. 

An overview of data carried out at Member States level confirms the JRC conclusions. 

Figure 25: Heavy metals in compost and digestate samples collected by JRC. The horizontal 

axis represents the concentration (mg/kg dry matter) and the vertical axis the cumulative 

percentage of samples. The red bar represents the proposed maximum values for EU EoW 

product quality criteria (Co=compost; Di=digestate; BW=source separated bio-waste & green 

waste; GW= source separated green waste; SS=sewage sludge; MBT=mechanical biological 

treatment; Man=manure; ECr=energy crops) 
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Polycyclic aromatic hydrocarbons (PAHs) 

The following figure summarises the results of the survey carried by JRC in 2011 

Figure 26: Calculated PAH16 in compost and digestate samples collected by JRC and sent by plants. Data are 

based on measured PAH12 values and extrapolated using the 1.073 PAH16/PAH12 ratio derived from Brändli et 

al. (2007a). The horizontal axis represents the concentration (mg/kg d.m.) and the vertical axis the cumulative 

percentage of samples. The semi-transparent red bars represent existing limit values in different European 

countries for similar materials (Co=compost; Di=digestate; BW=source separated bio-waste & green waste; 

GW= source separated green waste; SS=sewage sludge; MBT=mechanical biological treatment; Man=manure; 

ECr=energy crops. The JRC proposed a limit value of 6 mg/kg d.m.  
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Data collected by JRC and literature survey suggest that all types of compost and digestate 

contain PAH congeners, ranking generally from trace levels to and a few mg/kg d.m. 

Exceedance of existing national PAH limit or guidance values appear to occur and generally 

represent a few percent to more than a quarter of the sample population, depending on the 

reference limit value and the type of material (segregated sources or not).  

Similar analysis of existing data and literature survey suggest that all types of compost and 

digestate contain only a few amounts of PCB and PCDD/F compounds. In general, 

concentration ranges appear well below existing national limit or guidance values for similar 

materials. Exceedance of existing national limit or guidance values occasionally occur and 

generally represent zero to a few percent of the sample population, depending on the 

applicable reference limit value and the type of material.  

JRC suggested therefore keeping PAH16 as an indicator of organic pollutant contamination in 

organic soil improver and organic fertiliser.  

Liming materials 

During the preparation of a Commission Regulation introducing liming materials in Annex I 

to the Fertilisers Regulation, CEN organised in 2010 a survey to provide information on the 

actual heavy metal content in liming materials now on the market.  

Moreover, CEN analysed national legislation in seven Member States (i.e. Austria, France, 

the Czech Republic, Germany, Finland, Italy and Belgium) on the maximum admissible 

content of heavy metals in liming fertilisers.  In general, Member States apply the same limit 

to all types of liming materials except in France, where some limits are type-specific and take 

into account the use phase. Denmark and the United Kingdom informed that they had not 

established such limits for liming materials. 

Some of the limit values apply to certain types of liming materials, whilst others are 

applicable to all types. In some Member States, values are also expressed in a form that takes 

into account the application rates allowed for one (or several) crop growing period(s), which 

makes comparison difficult as the application rates of liming and fertilising products are not 

clearly defined in legal texts.  

The table below summaries the lowest and highest regulatory limit values reported in the 

survey: 
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Table 64: lowest and highest regulatory limit values for heavy metals in liming materials 

according to seven Member States legislation 

Heavy metal Range of maximum limit values (mg/kg dry matter) 

Lowest  Highest 

As 2 (FR Carbonate sugar factory) 83 (FR carbonates) 

Pb 4 (FR Mg Burnt Lime) 150 (Germany : all) 

Cd 1.5 (FR Carbonate Groundwater) 41 (FR Burnt lime calcium) 

Cr (total) 12 (FR Carbonate Groundwater) 800 (FR converter lime) 

Cr6+ 0.5 (IT : all) 2 (FI : steel slag) 

Ni 15 (FR: carbonates) 686 (FR: Magnesium Carbonate) 

Hg 0.3 (FR Converter Lime) 5 (FR: Burnt lime magnesium) 

Even though the information is incomplete, it is obvious that there are significant differences 

between the limits set by the Member States. It is also not clear on which basis the limits have 

been set, i.e. a scientific risk assessment or rather analytical data with regard to the heavy 

metal contents of liming materials currently placed on the market and the quantities used in 

the Member States. 

CEN collected also data on the actual content of heavy metals in carbonates, oxides, 

hydroxides, silicates, marine and industrial factory limes (including sugar factory limes). 

More than 4400 samples
200

 were analysed. The data were statistically processed to define 

which fraction of the samples would fit the relevant national limit values and the provisional 

limit values for inorganic fertilisers. 

More than 90% to 95% of the liming materials tested would respectively comply with either 

the lowest national limits values or the limit values for liming materials proposed in Table 63 

above. The level of confidence was considered sufficiently high to allow the inclusion of 

several types of liming materials of natural origin in the Annex I of the Fertilisers Regulation. 

However, silicate limes were not included because of the potential presence of Cr
6+

 although 

the reduction process in blast furnaces and the presence of metallic iron and ferrous iron in 

converters actually prevent the formation of Cr6+ according to industry. A more specific 

method for Cr
6+ 

is being
 
developed by CEN which will allow analysing the content of this 

substance in liming materials in a near future. According to UK authorities more than 100,000 

tons/year of such products are marketed every year in the UK. 

Growing media 

Table 70 in Annex XI show the variations in the limit values for heavy metals enforced by 

several Member States. Most of them still make use of national standards for the 

determination of heavy metals in GM products which make comparison between limit values 

                                                 
200  The samples cover around 90% of the liming materials available on the market. 
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difficult. However, it is largely accepted that mineral GM or mineral GM constituents do pose 

somewhat of a problem as they often have higher heavy metal content than organic GM. 



 

216 

 

ANNEX VII 

 

Description of each possible options envisaged in this impact assessment 

 Option 1 Option 2 Option 3 Option 4 Option 5 

Description Status quo Creating of level playing field 
for the marketing of fertilising 
products and additives by 
listing types of products 

Creating a level playing field 
for the marketing of fertilising 
products and additives by 
listing ingredients 

Creating a level playing field 
for the marketing of fertilising 
products and additives by 
using the ‘New Approach’ 
legislative format 

Creating a level playing field  
by adopting different 
conformity assessment 
procedures according to  
identified risks 

Coverage of the EU 
legislation 

Limited to inorganic 
EC Fertilisers 

Full harmonisation of the 
fertiliser market covering 
fertilisers, liming materials, 
soil improver, growing media, 
plant biostimulants and 
agronomic additives 

Partial harmonisation is 
proposed and analysed as a 
variant  to full harmonisation  

Full harmonisation of the 
fertiliser market covering 
fertilisers, liming materials, 
soil improver, growing media, 
plant biostimulants and 
agronomic additives 

Partial harmonisation is 
proposed and analysed as a 
variant  to full harmonisation 

Full harmonisation of the 
fertiliser market covering 
fertilisers, liming materials, 
soil improver, growing media, 
plant biostimulants and 
agronomic additives 

Partial harmonisation is 
proposed and analysed as a 
variant  to full harmonisation 

Full harmonisation of the 
fertiliser market covering 
fertilisers, liming materials, 
soil improver, growing media, 
plant biostimulants and 
agronomic additives 

Partial harmonisation is 
proposed and analysed as a 
variant  to full harmonisation 

Type of regulatory 
approach 

Old approach – fertiliser types 
containing details about the 
method of production, specific 
labelling provisions, specific 
agronomic quality criteria 

Old approach – fertiliser types 
containing details about the 
method of production, specific 
labelling provisions, specific 
agronomic quality criteria 

Old approach – list of 
authorised ingredients 

New approach – the 
Regulation would specify 
essential safety and quality 
requirements for the product 
categories covered 

Mix of variants of option 4  

National rules and 
mutual recognition 

Applicable to non 
EC Fertilisers 

Full harmonisation scenario : 
no more national rules and 
therefore no possibility to 
apply mutual recognition 
anymore 

Partial harmonisation 
scenario: mutual recognition 
of non-harmonised products 
could still be applied   

Full harmonisation scenario: 
no more national rules and 
therefore no possibility to 
apply mutual recognition 
anymore 

Partial harmonisation 
scenario: mutual recognition 
of non-harmonised products 
could still be applied   

Full harmonisation scenario : 
no more national rules and 
therefore no possibility to 
apply mutual recognition 
anymore 

Partial harmonisation 
scenario: mutual recognition 
of non-harmonised products 
could still be applied   

Full harmonisation scenario: 
no more national rules and 
therefore no possibility to 
apply mutual recognition 
anymore 

Partial harmonisation 
scenario: mutual recognition 
of non-harmonised products 
could still be applied   

List of authorised 
products 

Fertiliser types listed in Annex 
I of the Fertilisers Regulation 

Authorised fertiliser types 
listed in Annexes of the future 
Regulation 

Authorised fertiliser 
ingredients listed in Annexes 
of the future Regulation 

No more detailed lists of 
authorised types or 
ingredients as part of the 
legislation anymore. Type lists 
may be used/ elaborated by 
CEN as part of the standards. 
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Registration 
procedure 

Submission of an application 
dossier by industry. 

Evaluation procedure 
involving Member State 
experts. 

If the new type is accepted, 
adaptation of the current list 
via  Comitology procedure 

Submission of an application 
dossier by industry. 

Evaluation procedure 
involving Member State 
experts, EFSA or ECHA. 

If the new type is accepted, 
adaptation of the current list 
via Comitology procedure 

Submission of an application 
dossier by industry. 

Evaluation procedure 
involving Member State 
experts, EFSA or ECHA. 

If the new ingredient is 
accepted, adaptation of the 
current list via Comitology 
procedure 

The registration of products 
would be replaced by self or 
third party certification to 
verify the compliance of the 
product with relevant safety, 
quality and labelling criteria 

The registration of products 
would be replaced by self or 
third party certification to 
verify the compliance of the 
product with relevant safety, 
quality  and labelling  criteria 

Protection of Data 
(On top of the  
mechanisms foreseen 
under REACH 

None. New fertiliser type can 
be used by manufacturers 
that had no triggered the 
inclusion in the list of 
authorised fertiliser types 

None. New fertiliser type 
could be used by any 
manufacturer even if they did 
not support the inclusion in 
the list of types 

None. New fertiliser 
ingredients could be used by 
manufacturers even if they did 
not support the inclusion in 
the list of ingredients 

Yes for all categories in 
particular for data submitted 
to notified bodies in view of  
third party certification 

Yes for all products, in 
particular for data submitted 
to notified bodies in view of 
their third party certification  

Limits for 
contaminants 

No Yes for all product categories. 
Same limits as for options 3 to 
5 

Yes. The limits would apply to 
commercialised products. 
Same limits as for option 2, 4 
and 5 

Yes. The limits would apply to 
commercialised products. 
Same limits as for options 2,3 
and 5 

Yes. The limits would apply to 
commercialised products. 
Same limits as for options 2 to 
4 

Quality criteria Yes for individual fertiliser 
type 

Yes for individual types Generic criteria for each 
category of products  

Generic criteria for each 
category of products  

Generic criteria for most 
product categories but claim 
and agronomic value shall be 
demonstrated as part of the 
registration dossier for plant 
biostimulants and agronomic 
additives 

EN standards Mandatory: listed in Annex IV 
of Regulation (EC) 
No 003/2003 

Mandatory. EN standards 
would be listed in the 
Annexes of the future 
Regulation 

Mandatory. EN standards 
would be listed in the 
Annexes of the future 
Regulation 

Harmonised methods would 
be available but there would 
be other means to verify the 
conformity to the essential 
requirements. 

Harmonised methods would 
be available but there would 
be other means to verify the 
conformity to the essential 
criteria. Since standard 
development can be lengthy, 
coordination group should be 
mandated to issue guidance 
onr how to interpret essential 
legal requirements until EN 
standards are available. 

Harmonised labelling Limited to inorganic 
EC Fertilisers 

Yes for all product categories Yes for all product categories Yes for all product categories Yes for all product categories 

Surveillance After the products are placed 
on the market 

Post marketing Post marketing Ex-ante evaluations before 
products are placed on the 

Ex-ante evaluations before 
products are placed on the 
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market for certain categories 
subject to third party 
certification. Post market 
surveillance for all products 

market for certain categories 
subject to third party 
certification. Post market 
surveillance for all products 

Transitional 
provisions 

Not applicable  Sufficiently long transition 
periods would allow small 
producers to continue 
marketing their established 
products while they adapt 
product characteristics to new 
types being included in the 
annex(es) of a regulation 

Sufficiently long transition 
periods would allow small 
producers to continue 
marketing their established 
products while they adapt 
product characteristics to new 
types being included in the 
annex(es) of a regulation 

Shorter transitional provisions 
could be envisaged in 
particular under variant 4A 
(self-certification) provided 
that the necessary 
harmonised standards are 
available. Under the other 
variants, a reasonable delay 
could be foreseen to allow 
Member States to notify the 
bodies that will be tasked to 
certify the compliance of 
products  

Products considered as safe 
will get a quick access to the 
market as they will follow the 
self-registration procedure. 
More risky products will have 
to wait the designation of 
notified bodies by the Member 
States which could be 
relatively short in Member 
States that have already 
implemented quality 
assurance procedures. 

The time required by CEN to 
develop harmonised 
standards will have to be 
taken into account. 

Role of the 
Commission and 
budget implications 

No change to the current 
situation. COM organises the 
peer-review of application for 
the registration of new 
fertiliser types and draft 
regulatory measures to adapt 
the lists of authorised 
products to technical 
progress.  

The Commission ensures the 
correct implementation of the 
Fertilisers Regulation 

Compared to option 1, 
variants 2A and 2B would not 
change the current approach. 

Under Variant 2C, the 
Commission would have to 
foresee an EU budget for 
EFSA to perform its tasks. 

The Commission would 
support financially further 
standardisation work relating 
to new harmonised products 

The role of the Commission 
would be similar to the those 
explained under option 2 

COM may propose 
complementary regulatory 
measures (e.g. restrictions of 
input materials) to adapt the 
future Regulation to technical 
progress. 

COM sets up and supports an 
administrative coordination 
group for national market 
surveillance authorities (legal 
base: Article 24 of Regulation 
(EC) No 765/2008). 

COM makes publically 
available the list of conformity 
assessment bodies notified by 
the Member States (NANDO 
database).  

COM evaluates measures 
where objections to notified 
bodies are raised. 

The role of the Commission 
would be similar to the ones 
described under option 4.  
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The Commission would 
support financially the 
development of harmonised 
standards 

Role of the Member 
States and budget 
implications 

No change to the current 
situation. Member States 
competent authorities 
analyses the requests for 
registration and perform 
market surveillance 

Under Variant 2A, Member 
States peer-review the 
requests for application. 
Under variants 2 B and 2C, 
the analysis of the data 
submitted by industry is 
analysed either by ECHA or 
EFSA. 

Member States are 
responsible for post market 
surveillance 

Member States may comment 
draft standardisation 
mandates prepared by the 
Commission. 

The role of the Member 
States would be similar to the 
those explained under option 
2 

Member States would have to 
designate a national notifying 
authority which will assess the 
competence of notified 
bodies, normally based on 
accreditation by national 
accreditation agencies.  
National notifying authority 
supervises notified bodies. 

Member States notify bodies 
to the COM. 

Member States continue to 
ensure the post market 
surveillance of fertilisers. 

Member States may comment 
draft standardisation 
mandates prepared by the 
Commission. 

The role of the Member 
States would be similar to the 
ones described under option 
4. 

Role of the industry 
and budget 
implications 

No change to the current 
situation. Industry prepares 
and submits data for the 
registration of new fertiliser 
types.  

Industry is liable for the 
placing on the market of EC 
fertilisers in accordance with 
the Fertilisers Regulation 

Depending on the variants, 
industry would submit new 
application for registration 
either to the Commission and 
the Member States or ECHA 
or EFSA. 

Industry would have to pay 
fees to ECHA to carry out its 
tasks  

Industry may comment draft 
standardisation mandates 
prepared by the Commission. 

The role of the industry would 
be similar to the those 
explained under option 2 

Depending on the type of 
fertilising products at stake, a 
manufacturer would have to 
select the appropriate 
conformity assessment 
modules from the range 
proposed.  He would have 
either to self-certify its 
products or would need to 
involve a notified body (and 
pay fees) to certify that its 
product complies with the 
provisions set out in a future 
Regulation. 

Products tested against 
harmonised EN Standards 
gain a presumption of 
conformity which eases the 
conformity assessment 

The role of economic 
operators would be similar to 
the ones described under 
option 4. 
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procedures. 

Industry may comment draft 
standardisation mandates 
prepared by the Commission. 

Potential 
implementation and 
compliance 
challenges specific to 
each option. 

No change compared to the 
current situation. 

The Commission will ensure 
that the registration system for 
all types of fertilising products 
and agronomic fertiliser 
additives are effective and 
timely set up by ECHA or 
EFSA.  

Member States would have to 
conduct the first evaluation of 
dossiers and participate in  
peer-review process.  
 

 

The Commission will ensure 
that the registration system for 
ingredients allowed in the 
manufacture of fertilising 
products and agronomic 
fertiliser additives are effective 
and timely set up by ECHA or 
EFSA. 

Member States would have to 
conduct the first evaluation of 
dossiers and participate in  
peer-review process 

 

Member States operating with 
positive lists will have to 
ensure an effective and timely 
transition of the existing 
structures and institutions to 
support the marketing of 
products following the New 
Approach.. 

The Commission will ensure 
that notified bodies are 
working according to 
harmonised procedures and 
quality standards. 

The compliance challenges 
would be similar to the ones 
described under option 4 
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ANNEX VIII 

 

Assessment criteria 

This annex aims at explaining how the criteria described in Section 6 of the main text have 

been established for the assessment of each possible option.  

1. ECONOMIC IMPACTS 

The criteria below are linked to the policy objectives of developing a truly internal market for 

innovative products sourced from domestic, secondary raw materials. The criteria address the 

problems of simplification potential, administrative burden reduction and support to 

innovation.  

1.1. Functioning of the internal market and simplification potential 

In general terms, it is expected that a more efficient internal market for fertilising products 

would mean a better level-playing field for businesses and a more transparent and simplified 

regulatory framework. A well-functioning internal market should benefit end-users (farmers, 

growers and consumers) as consumer choices should increase and better competition could 

lead to a reduction in fertiliser prices. 

Criterion 1: do the policy options achieve a better level-playing field for product 

manufacturers? (Qualitative) 

Criterion 2: do the policy options lead to administrative simplification? (Qualitative) 

1.2. Administrative burden costs 

The administrative costs assessment for enterprises, Member States authorities and the 

Commission for each of the five examined policy options were assessed in the Fertilisers 

Study and further refined by the Commission using the methodology of the EU Standard Cost 

Model. Responses from bilateral contacts between the Commission and industry experts and 

the SMEs survey carried out in 2012 were used to complete the set of data. 

Administrative costs include: 

1. costs of management of EU and national legislations; 

2. costs relating to the placing on the market of EU or national products (e.g. costs of 

inclusion in annex(es)/authorisation of products) including the costs of 

standardisation and mutual recognition; 

3. costs of market surveillance; 

4. costs of compliance 

Details about the assumptions, limitations and assessments of the administrative costs are 

described in Annex III and IV. 

 

 

Criterion 3: do the policy options minimise administrative and compliance costs? 

(Quantitative) 
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1.3. Competitiveness and innovation 

The revision of the Fertilisers Regulation is likely to have direct and indirect impacts on 

competitiveness and profitability of businesses. 

Direct impacts relate to the fertiliser industry for which the creation of an internal market is 

likely to lead to better conditions for investments in research and development which would 

in turn improve the sector's competitiveness.  

However, an important driver for the competitiveness of inorganic nitrogen fertiliser 

producers is the access to natural gas at a competitive price (natural gas accounts for 50-70% 

of the price of nitrogen fertilisers). The current high level of natural gas prices in Europe has 

negative impacts on the competitiveness of the inorganic fertilisers industry. The reduction 

potential will most likely not allow EU producers to gain significant competitive advantages 

over third country producers benefiting from much lower gas prices. Nevertheless, it could be 

considered as a helpful contribution. 

As regards international trade impacts, inorganic fertilisers and liming materials are 

commodities that are traded worldwide and their prices are determined by demand/supply 

market forces. International trade of other product categories (e.g. organic materials) is 

limited because of their low market values compared to the costs of transport.  

As underlined in the IAR Cd of 2011, the majority of current EU imports of inorganic 

phosphate fertilisers originate in Northern Africa. Countries such as Morocco and Tunisia are 

covered by the European Neighbourhood Policy (ENP) which was developed in 2004 with the 

objective of establishing a deeper political relationship and economic integration between the 

EU and its immediate neighbours by land or sea. Measures taken in the EU with regard to 

phosphates, could potentially lead to strong reductions of phosphates exports to the EU, 

which are today significant sources of revenues (e.g. 20 % of the total Moroccan exports). 

This would be contrary to the ENP objectives. 

Furthermore, the EU is a member of the World Trade Organisation (WTO) and bound by its 

rules. Consequently, any measures adopted to protect human health or the environment, must 

be the least trade-restrictive in order to achieve the intended objectives. All possible options 

therefore have to be assessed with regard to their compatibility with WTO obligations. The 

proposal accompanied by this impact assessment report will also be notified to the WTO 

under the TBT agreement, which will allow 3
rd

 countries to comment. 

Indirect impacts mainly concern farmers and private consumers for whom improved 

competitiveness of the fertiliser industry could lead to a reduction in fertiliser prices if more 

alternatives are available and better crop yields if more efficient products are developed in 

line with the agricultural needs in different regions of Europe. 

Innovation is mainly expected in relation to plant biostimulants and fertiliser additives and in 

the recycling of biodegradable waste into efficient fertilising products that could partly 

replace inorganic fertilisers. 

More stringent safety requirements can also stimulate innovation by e.g. incentivising the 

development of decadmiation technologies for mined phosphate rocks or indirectly by 

orientating research to the production of phosphate based fertilisers from sources other than 

mined phosphate rock. 
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Criterion 4: do the policy options support innovation by facilitating the access to the market 

and by minimising the time to market new products? Could the option lead to significant trade 

impact? (Qualitative) 

2. SOCIAL IMPACTS 

The criteria below are linked to the policy objectives of ensuring the safety of fertilising 

products as regards the protection of human health. It also includes the benefits of establishing 

more favourable conditions for the development of innovative products that could support the 

creation of jobs. These criteria are linked to the problems of the lack of environmental 

protection consideration in the current Fertilisers Regulation, the issue of the mutual 

recognition and the need for more sustainable products 

2.1. Benefits for human health 

The social impact analysis will explore the potential health benefits of the various options that 

might materialise for consumers via the strengthening of the safety requirements for fertilising 

products. In particular, limits for heavy metal content would eventually lead to reduced levels 

of such contaminants in the food chain and drinking water. Although the risks for the 

population and the environment have been clearly identified in relevant EU legislation
201

, it is 

however difficult to quantify what would be the effect of setting limits for contaminants in 

fertilising products given the very complex relationship between pollutant content in 

fertilisers, their behaviour in different soil types, different uptake by plants, etc. and even 

more difficult to monetise those benefits for public health. However, it is clear that fertilising 

products remain an important contributor to soil contaminant inputs that have not been dealt 

with so far at EU level. Without regulating their presence, some contaminants brought to the 

soil by the fertilising products will continue to accumulate in the soils showing the 

irreversible character of the problem. 

It has also to be noted that manufacturers and importers of inorganic fertilisers and agronomic 

fertiliser additives need to submit a registration dossier under REACH for the substances used 

in fertilisers. Those selling more than 1000 tons per year of a given substance had to register 

by 30 November 2010 and the registration dossiers had to include the so called chemical 

safety report (which is applicable as of 10 tons per year) to demonstrate that all intended uses 

of the substance(s) are safe. The chemical safety report could also address the presence of 

contaminants above 0.1%. The registration dossiers are available on ECHA's website and 

authorities can verify them. For inorganic fertilisers, REACH chemical safety reports are not 

enough to cover the risks to human health and the environment from the presence of 

contaminants in fertilising products as contaminants below 0.1% do not need to be declared. 

Therefore, limit values for contaminants should be described in an appropriate section of the 

future Fertiliser Regulation.  

Likewise other fertiliser materials, such as organic fertilisers and organic soil improvers, 

which are consisting or deriving from biological materials, are exempted from REACH 

registration. Therefore, potential safety issues relating to the presence of contaminants in such 

products need to be defined in the future fertiliser regulation in order to facilitate the 

enforcement of relevant EU existing environmental or health legislations setting limits for 

such contaminants. 

                                                 
201 A systematic review of the current regulatory framework for food safety, plant and human health and the 

protection of the environment is proposed in Annex VI to clarify and justify the need for setting limits on 

contaminants in fertilising products 
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Criterion 5: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil at EU level and hence decrease contaminant exposure of human beings via 

the food chain and drinking water? (Qualitative) 

2.2. Jobs and Growth 

Impacts on employment from the revision of the Fertilisers Regulation will be analysed for 

each option. For example, options strengthening the organic material sector could lead to 

more employment and more growth for this sector. 

Criterion 6: can the options lead to the creation of jobs and economic growth? (Qualitative) 

3. ENVIRONMENTAL IMPACTS 

The criteria below are linked to the policy objectives of ensuring the safety of fertilising 

products, allow a quicker access to products derived from domestic and secondary raw 

materials and improve the labelling requirements for all product categories and in particular  

urea-based fertilisers to support the enforcement of other EU environmental legislation.  

This includes effects on resource efficiency, reduction of soil contamination, special 

considerations for the revision of the air quality strategy. 

3.1. Resource efficiency and contribution to the circular economy 

The production of mineral fertilisers requires the use of non-renewable resources –mineral 

deposits and/or (fossil) energy. Nitrogen (N) production requires large amounts of natural gas 

to transform nitrogen from air into forms that can be used by plants. The price of gas is the 

most important cost factor, and availability and reliability of supply also contributes to 

investment decisions by companies for production facilities. 

Phosphorus-containing mineral fertilisers are produced from mineral phosphate deposits. 

Currently a 20% efficiency of phosphorus (P) use along the mine-to-fork pathway is 

calculated, giving room for improvement along each step of the process. 92% of all phosphate 

fertilisers placed on the EU market are mined in non-EU countries (in particular from 

Morocco and Russia) or directly imported from those countries. 

Potassium (K) from mineral deposits is not a critical resource in the EU, not even in the long 

term, unlike the previous two elements. 

In the perspective of a resource-efficient economy, which is one of the explicit goals of the 

Europe 2020 strategy, the recycling of nutrients from biowaste (plants, manure, animal by-

products, sewage sludge etc.) rather than continuous input of new raw materials should be 

promoted as well as the efficient use of phosphate throughout the value chain
202

. Some 

Member States have already established national initiatives, e.g. with voluntary commitments 

by industry to foster in particular the recycling of phosphorous from struvite for example. 

However, no harmonised approach is present at EU level. 

The draft End-of-Waste criteria developed by JRC-IPTS for compost and digestate could 

promote high quality recycling for biodegradable waste and ensure that increased compost 

and digestate production is achieved with minimum risks to the environment. Establishing 

common compost and digestate production and product standards would also have the 

                                                 
202 The Commission has recently adopted a Consultative Communication on the sustainable use of phosphorus, 

COM(2013) 571. 
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advantage of increasing market confidence in materials that would no longer be considered as 

waste but valuable quality products. 

Fertilisers should be considered as strategic commodities and be treated as such in future 

international negotiations. Given the existing and future imbalance between the geographic 

distribution of fertiliser production and fertiliser demand, trade in fertilisers has played and 

will continue to play an important role in ensuring fertiliser/food security in almost all regions 

of the world. Practical and geographically adapted solutions in terms of production, access 

and use of fertilisers should help to support EU agriculture. 

The scenario in which phosphate fertiliser prices continue to increase could be averted in the 

long term if the demand can be met by improving the recycling of valuable phosphate from 

biowaste and an overall improved efficiency of farming practices and food chain 

management. 

The following sections illustrate the extent to which the EU fertiliser industry already 

contributes to the reduction GHG emissions during production and use and thus, participates 

to the circular economy. 

3.1.1. Energy performance, carbon foot print and increased sustainability during 

production 

The EU inorganic N fertiliser industry is an energy intensive industry and contributes 

directly and indirectly to GHGs emissions, particularly carbon dioxide (CO2), ammonia (NH3) 

and nitrous oxide (N2O), through the production, distribution and use of fertilisers. This 

industry is constantly reducing (Figure 1) its carbon footprint through investments in energy 

efficiency and emissions control technologies. 
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Figure 27: Greenhouse emissions of ammonium nitrate production at different levels of 

production technology (Source: Fertilisers Europe). 

 

Energy efficiency in ammonia production is critical, since it accounts for most of the 

manufacturing cost and has a significant impact on the reduction of carbon dioxide (CO2) 

emissions from the sector and, hence, to the contribution of this industry to the EU Emission 

Trading System (EU ETS). In efficient inorganic fertiliser plants, the steam generated during 

the production of ammonia and nitric acid can be used elsewhere in the production process to 

replace the combustion of fossil fuels 

Although agriculture accounts only to 3% of overall market for lime products, it is still an 

essential product for agricultural production. Lime production is carbon intensive; however, it 

is different for many other carbon intensive industries. Its specificity is due to the fact that 

only a third of emissions come from burning fuels to heat the kilns, but the bulk of emissions 

come from the chemical reaction that happens during the production process. Given the spilt 

of emissions, focus has been on reducing energy use and looking into abatement solutions to 

capture CO2 during process emissions, even if the Carbon Capture and Storage (CCS) System 

is not financially viable at this time
203

. It has also to be noted that during the lifetime of 

products in which lime is applied, CO2 from the atmosphere is captured basically reversing 

the reaction in which lime is produced from limestone. 

The environmental performance of the production of organic-based fertilisers is less 

documented than inorganic fertilisers or lime. However, this industry is also committed to 

reduce both energy consumption and GHG emissions. Gain in GHG emissions, energy 

savings and improvement in the circularity in the sector can be illustrated by the following 

examples: 

                                                 
203 A lime producer partnered in the Agical+ research project that aimed at making use of the lime sector CO2 

emissions based on algae culture, biomass production and the production of biofuel that could be used within 

furnaces during the production process. However, economic analyses revealed that the cost of the biofuel 

produced would be around EUR 650/Gj or around 100 times more expensive than commercially traditional 

energy resources. 
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 The recycling of biodegradable waste (e.g. pig manure, residues of slaughterhouse water 

treatment plants) often combines biogas production and valorization of digestate residues 

into organic fertilisers. This contributes to the general EU objectives to secure energy 

supply but also to reduce ammonia emissions to the environment from landfilling or direct 

application of raw manure on areas sensitive to eutrophication. Besides energy production, 

heat and steam recovery at various stage of the production process can help to avoid GHG 

emission. The final digestate is transformed into highly valuable organic fertilisers 

exported to regions less sensitive to eutrophication thereby contributing to the objectives of 

the Nitrate Directive. The whole process could be further improved by separating pig 

manures into liquids and solids fraction to allow nitrogen and phosphorus to be recycled 

more efficiently into valuable organic fertilisers. Return on investment is guaranteed by 

biogas and organic fertiliser sales. 

 Martinez-Blanco et al (2009) compared the production and use of compost and inorganic 

fertilisers on tomato crops through a full life cycle analysis. For treatment with compost, 

the production stage had the biggest environmental impacts due to the emissions of volatile 

organic compounds
204

 whereas for treatment with inorganic fertilisers, the use phase has 

the greatest environmental impacts due to N2O emissions. When all environmental burden 

of landfilling organic waste is subtracted from the total impacts of compost production and 

use, the study shows that the compost treatment is more energy effective (circa 20% less in 

MJ/ton of tomatoes) and avoids the emission of 980 kg CO2 eq/ton tomatoes compared to  

the  treatment with inorganic fertilisers. The compost production results in no differences 

in terms of agricultural production and quality in that particular case although the 

efficiency of organic fertilisers pretty much depend on the local soil and climatic 

conditions
205

. 

 Biochar is a solid material obtained from the carbonisation of biomass (animal bones or 

plant residues). In sustainable biochar production, all materials
206

, including CO2 are used 

to produce energy and valuable materials. Biochar may be added to soils to improve soil 

functions and soil fertility
207

. It is often combined with conventional inorganic fertilisers or 

animal manure to reduce GHG emissions from those fertiliser inputs
208

. In that case, 

biochar has appreciable carbon and nutrients sequestration value regardless of the local soil 

and climatic conditions and increase soil microbial life. The result is a net reduction of 

GHG emissions in the atmosphere compared to the production and use of conventional 

inorganic fertilisers or manure only. Turning agricultural waste into biochar also reduces 

methane (another potent greenhouse gas) generated by the natural decomposition of the 

waste. 

                                                 
204 The process was compared to a highly efficient inorganic fertiliser plant 

205 The organic nutrients need to be mineralised by the soil biota before being accessible to crops. This can be 

only realised under moderate soil temperature and humidity conditions. 

206 Oils and gas by-products 

207 Animal Bone biochar (ABC) contains up to 30% P2O5 and CaO and traces of K and MgO which are slowly 

available to the plants. ABC formulated with additional amount of nitrogen and potassium show immediate 

fertilisation effect on crops resulting in decreased inorganic fertiliser requirements (and hence GHG 

emissions) and increased crop yields 

208 Under many but not all conditions depending partly on the feedstock materials and pyrolysis conditions 

during the production of biochar 
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 Plant biostimulants improve the quality and stock of biological materials in agriculture. 

Many biostimulants are derived from diverse sources of food and feed waste which are 

channelled back to producing biostimulants. This conversion of wastes into raw materials 

for certain biostimulants helps to reduce waste stream which is the main objective of a 

circular economy. 

 Organic-based materials help shift the balance from almost purely industrial inputs into 

agriculture to a higher percentage of bio-based products. 

3.1.2. Carbon footprint and increased sustainability performance during fertiliser use 

Due to the capacity of plants to absorb CO2 and soils to sequester carbon, agriculture has the 

potential to sequester more CO2 than it emits. Instead, the agricultural sector is one of the 

world’s most significant sources of anthropogenic greenhouse gas emissions. The activities 

predominantly responsible for the carbon footprint of food production are the clearing of 

forests and the conversion of grassland into arable land for biofuels production. Other drivers 

are the emission of extremely potent greenhouse gases such as nitrous oxide from the 

decomposition of inorganic fertilisers, as well as methane from unprocessed animal manure 

and the digestive process of ruminants in livestock farming. 

In 2008, total nitrogen losses to the environment from agricultural soils in EU-27 amounted to 

13 000 000 tonnes with 53% as N2, 22% as NO3, 21% as NH3, 3% as N2O, and 1% as NOx. 

N2O is an important greenhouse gas, due to its high global warming potential (296 times 

higher than CO2) and its relative stability in the atmosphere. It is considered as being 

responsible for 4% to 5% of global warming. More than a third of all N2O emissions are 

primarily due to agriculture. 

In Europe, approximately half of PM2.5 (particles of less than 2.5 micrometres in size) and a 

third of PM10 concentrations (particles of less than 10 micrometres) are made up of particles 

produced by the reactions of three precursor gases—nitrogen oxides, sulphur oxides and 

ammonia. Worldwide, urban air pollution is estimated to cause about 9% of lung cancer 

deaths, 5% of cardiopulmonary deaths and about 1% of respiratory infection deaths (WHO, 

2011). Atmospheric emissions of all three gases need to be reduced in order to make a 

meaningful impact on PM concentrations, but ammonia emissions, over 90% of which come 

from agriculture, are not falling as fast as nitrogen oxides and sulphur oxides emissions. 

Measures to reduce N2O and ammonia emissions through more efficient use of nitrogen 

fertilisers can help mitigate climate change and lessen nitrogen losses from agriculture. The 

available N in the soil is the most important factor in this regard and is directly related to the 

N-fertilisers application. Therefore if, on the one hand, the use of N –fertiliser is important to 

provide that plants reach a desirable yield and, on the other hand, a portion of this added N 

can be lost to the atmosphere
209

 as N2O and ammonia, this is enhancing the greenhouse effect.  

                                                 
209 As well as in run-off waters 
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Figure 28: nutrient use efficiency has increased during the last 25 years (Source IFA) 

 

Although the soil parameters that could be modified via fertiliser inputs and lead to a 

modification of GHG emissions or soil carbon storage is not yet fully understood, the 

following trends
210

 are generally well accepted.  

The choice of the form of nitrogen, the method of application and the variability of the soil 

and climate conditions across Europe affect the environmental performance of the fertiliser 

applied. 

Ammonium, ureic and nitrate nitrogen differ not only in terms of their sensitivity to 

volatilisation, nitrification/denitrification and leaching, but also in terms of their ease of 

uptake by the plant. Some inorganic fertilisers contain different proportions of these chemical 

forms. 

Nitrate is dissolved in water pore spaces in the soil and cannot be stored over the long term. 

During the period of crop growth, nitrate is taken up at high rates. Losses of nitrate from the 

soil occur via the denitrification process of soil bacteria (N2O emissions). 

Ammonium is not mobile and most of it has to be converted into nitrate before crops can take 

it up. Losses of ammonium from the soil occur via volatilisation of ammonia (NH3). 

Slow and controlled-release as well as nitrification and urease inhibitors can considerably 

reduce nitrogen losses to water and to the atmosphere, while at the same time significantly 

improving fertiliser efficiency 

A few studies observed lower emissions from organic fertilisers compared to calcium 

ammonium nitrate and attributed this to the slow release of nitrogen into the soil following 

favourable environmental conditions such as both moderate temperature and humidity 

                                                 
210 Although soil temperature and humidity are important factors, their impacts is not described here as fertiliser 

use cannot influence those factors 



 

230 

 

conditions. The efficacy of organic fertilisers is therefore dependent on the actual soil 

structure and conditions available in different parts of the EU.  

A range of emission control options is now proven to be effective in practice in more and 

more countries. Many of these measures are cost-effective and have co-benefits for the 

farmers, especially when their additional synergistic effects are considered. Adjusting 

fertiliser application dates to crop requirements, making better use of organic fertiliser, 

covering manure storage places, using nitrification inhibitors, developping manure and N-

fertiliser application techniques are examples of such cost-effective means to cut ammonia 

emissions in many situations.  

While fertilisers and pesticides will always have central roles to play in agriculture, 

biostimulants can help reduce the flow of the nutrients that fertilisers contain into the 

biological cycle of agriculture to the amount needed for optimal use. 

Biostimulants can improve phosphorus efficiency in agriculture: 

Phosphorus is a critical raw material essential for European agriculture. Biostimulants 

increase phosphorus (P) use efficiency and convert P locked in soils into forms that can be 

used by plants.   

 Phosphate fertilizer use in Europe is largely dependent on imports (often from regions that 

are politically volatile). Increasing the efficiency of the fertilizers used can thus improve the 

EU’s trade balance. 

The bulkiness of fertilizers entails significant transport costs (and transport-related GHG 

emissions), which can be reduced by increasing the efficiency of fertilizer use (and thus the 

overall amount of materials that need to be transported). 

Most sources of phosphorus rock naturally contain cadmium and other contaminants. By 

improving the efficiency of phosphorus use, more P can be obtained by plants relative to the 

amount of cadmium added to the soil, thus improving soil management.  

Biostimulants can help to better manage the Nitrogen Cycle: 

Biostimulants help mitigate the GHG effects linked to the production of inorganic nitrogen 

fertilisers by increasing nitrogen use efficiency, preventing losses to the environment and 

allowing for a more resource-effective use of any nitrogen fertilizers that are produced.  

The efficiency of fertilisers is documented to be increased by a minimum of 5% (and may go 

as high as 25% or more) when biostimulants are applied. If the conservative figure (5%) were 

generalised to the entire EU, it would mean a savings of some 517,000 tonnes of nitrogen 

fertiliser in a single year. 

Nitrogen-fixing micro-organisms are expected to be classified under the umbrella of 

biostimulants in the future EU regulation. These contribute to the circular economy by 

offering a bio-based, nonindustrial method of providing nitrogen in forms that plants can use. 

While this nitrogen can still have unwanted environmental effects, it eliminates impacts 

related to industrial production and transport. 

The rate of build-up of CO2 in the atmosphere can be reduced by taking advantage of the fact 

that atmospheric CO2 can accumulate as carbon in vegetation and soils in terrestrial 

ecosystems. Any process, activity or mechanism which removes a greenhouse gas from the 
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atmosphere is referred to as a "sink". Human activities impact terrestrial sinks, through land 

use, land-use change and forestry (LULUCF) activities, consequently, the exchange of CO2 

(carbon cycle) between the terrestrial biosphere and the atmosphere is altered.  

The role of LULUCF activities in the mitigation of climate change has long been recognized. 

Mitigation can be achieved through activities in the LULUCF sector that increase the 

removals of greenhouse gases (GHGs) from the atmosphere or decrease emissions by sources 

leading to an accumulation of carbon stocks.  

Crop yield can play an important role in this regard and an optimum fertiliser application rate 

can increase the volume of biomass produced and lead to a more important fixation of CO2 

compared to a situation where a lower dose of fertiliser is used. As illustrated in figures 29 

and 30, crop production aiming at most efficient utilisation of resources including the 

agricultural areas, saves GHG emissions by preventing natural areas from having to be 

converted into cropland 

Figure 29: GHG emissions of wheat production (including production and transport of 

fertiliser) at different N fertilisation intensities (Source: Fertiliser Europe). 

 

Figure 30: GHG emissions of wheat production (including production, transport and land use 

change) at different N fertilisation intensities (Source: Fertiliser Europe). 

 

3.1.3. Other contributions to the circular economy 

What are the benefits for plants of a larger use of organic fertiliserss?  

The applied organic nutrients will work more slowly and as a consequence they will cause 

less plant stress. Leaching losses will be strongly reduced and plants will be fed with a more 

complete nutrition (many naturally present trace elements).  
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Due to the slow but regular growth, the plants will contain more dry matter, which will make 

the plants less susceptible to diseases and their fruit will have a longer storage life. So less 

plant protection products will be needed, both during the culture and post-harvest. 

What are the benefits for the soil?  

The increase in organic matter will improve the soil structure and his crumb stability. This 

will guarantee a better yield and healthier crops. Because in a better structured soil, plants will 

develop more roots and they will become much more resistant to soil-borne pathogens, so less 

soil pesticides are needed. Organic fertilisers provide a lot of decomposable organic matter, 

which is very attractive for the beneficial soil micro-organisms, they will become more active 

and more diversified, what is the best guarantee for a higher protection against harmful soil 

micro-organisms. Soils with a big microbiological activity will have a self-purifying capacity 

because they are able to get rid of biodegradable pollutants.  

What are the advantages for the society (public health and environment)? 

Healthy and well-fed plants will offer a higher nutritional value to food. Lower use of 

pesticides offers a healthier environment. Lower leaching losses of fertilisers and pesticides 

will keep our drinking-water safe and accidental soil pollution can - to a certain extent - be 

microbiologically remedied. 

Biostimulants help in the development of beneficial soil microorganisms (and some 

biostimulants contain microbes) that help retain carbon in the soil and reduce CO2 emissions 

form agriculture. Biostimulants foster the development of beneficial soil microorganisms that 

improve soil structure, among other benefits. Healthier soil retains water more effectively and 

better resists erosion, meaning less water is needed throughout the agricultural process and 

there is less runoff into neighbouring ecosystems. 

Criterion 7: can the various options foster significantly the recycling of nutrients and support 

the circular economy? (Qualitative) 

3.2. Reduction of contaminant inputs 

As reported in the ex-post evaluation, one important gap of the current Fertilisers Regulation 

is the absence of harmonised limits for contaminants that might be present in fertilisers. As 

most of the Member States have implemented such limits in national legislation, producers 

may be tempted to label inorganic fertilisers as EC Fertilisers to circumvent more stringent 

national rules. 

In a series of ad-hoc technical meetings during 2012, experts of the Member States, industry, 

NGOs and farmers association agreed on a list of contaminants and their corresponding limit 

values to be controlled in fertilising products in the future legislation. The objective was to 

reduce as much as possible the potential negative environmental impacts linked to the 

presence of contaminants in fertilising products thereby ensuring coherence with existing EU 

legislations. Organic matter degradation and soil structure regulation are highly altered by the 

presence of soil contaminants because of their negative impacts on soil biodiversity. 

Consequently, soil functions such as fertility, carbon storage, nutrient cycling as well as water 

purification are affected and declines with the accumulation of pollutants in the soils. 
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Criterion 8: can the options effectively contribute to the reduction of contaminant inputs to 

agricultural soil and hence improve soil function at EU level? (Qualitative) 

3.3. Benefits for implementation of the objectives of the air quality strategy 

Agriculture is responsible for more than 90% of the total ammonia emissions in the EU. 

These emissions are responsible for a large part of the excess eutrophication and act as an 

increasingly important precursor gas for the formation of secondary particulate matter with 

negative health impacts.  

One main source of ammonia pollution is emission from inorganic fertilisers. There has been 

limited progress in reducing these emissions in the past due to insufficient national action in 

most Member States, in combination with limited source controls at EU level. 

Emissions from the agricultural sector are therefore given high priority in the Commission’s 

air policy review in 2013. The analysis in that review shows that, annual premature 

mortalities due to particulate matter amounted to over 400.000 and 62% of the EU area was 

exposed to eutrophication including 72% of protected Natura 2000 ecosystems. Unless 

additional action is taken, ammonia emissions from agriculture will increase in the coming 

decades – the only main air pollutant for which this is the case. However, there is a large 

potential to reduce future ammonia emissions by ensuring a wider uptake of existing best 

practice in the EU, including by replacing high-emitting inorganic fertilisers such as urea-

based fertilisers by less emitting fertilisers or by implementing remediation measures such as 

urease inhibitors or fast incorporation after application. 

Criteria 9: will the options ensure that farmers are correctly informed about the potential 

release of ammonia from different inorganic fertilisers in order to choose the optimal type of 

fertiliser and/or implement remediation measures? (Qualitative)
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ANNEX IX 

 

Characteristics of plant biostimulants and agronomic fertiliser additives 

A. Characteristics of plant biostimulants  

Various substances and materials as well as some microorganisms have demonstrated a 

capacity to modify the physiology of plants, promoting their growth and enhancing their 

response to abiotic stress when applied directly to plants, growing media or soil. Their action 

is distinct from nutrients or plant protection products and the term “biostimulants” has been 

used to describe their function. 

A study carried out upon request of the Commission 
211

 has identified nine categories of plant 

biostimulants: (1) humic substances, (2) complex organic materials, (3) beneficial chemical 

elements, (4) inorganic salts (such as phosphite), (5) seaweed extracts, (6) chitin and chitosan 

derivatives, (7) antitranspirants, (8) free amino acids and other N-containing substances, (9) 

microorganisms. Some overlap can exist between the various categories.  

This study proposed a definition which was further discussed with the stakeholders and which 

resulted in the final following definition: "a material which contains substance(s) and/or 

microorganisms whose function when applied to plants or the rhizosphere is to stimulate 

natural processes to benefit nutrient uptake, nutrient use efficiency, tolerance to abiotic stress, 

and/or crop quality, independently of its nutrient content". 

Categories either include products deriving from materials present in nature or deriving from 

animal by-products.  

The mode of action of plant biostimulants can entail physiological changes in the plants. 

Their similarity with existing Plant Protection Products (PPP) has been underlined by 

stakeholders during the consultation phase. In a limited number of cases
212

, the same (or very 

similar) “active ingredients” have been identified as being regulated under the strict 

regulatory framework of PPP at EU level. However, the nature (e.g. humic acids) or use, as 

food or cosmetic ingredients (e.g. plant and seaweed extracts…) or in some cases a long 

history of safe use of most plant biostimulants, are also factors pleading in favour of a flexible 

regulatory approach. More stringent regulatory measures also correspond to one of the 

objective driving the revision of the Fertilisers Regulation which is to ensure a high level of 

protection of human health and the environment from the use of the fertilisers and related 

product categories, such as plant biostimulants, while fostering innovation by ensuring a swift 

access to the EU market for new fertilising products.  

Plant biostimulants are stimulating by various mechanisms a better use by the plants of the 

available nutrients present in the soil, hence a reduced use of fertilisers for the farmer. It acts 

also on the better resistance of the plant to abiotic stress such drought, cold,…allowing plant 

growth under extreme conditions and less use of water, less investment in cover-crop facilities 

(e.g. greenhouses) and potentially less energy consumption. Indirect protection towards biotic 

stress (e.g. pest) has also been reported, hence less use of plant protection products. 

B. Characteristics of agronomic fertiliser additives 

                                                 
211 The Science of Plant Biostimulants – A bibliographic analysis, by Prof. Patrick du Jardin, available at: 

HTTP://EC.EUROPA.EU/ENTERPRISE/SECTORS/CHEMICALS/FILES/FERTILIZERS/FINAL_REPORT_BIO_2012_

EN.PDF  
212 The group of plant biostimulants include for example microorganisms, as PPP do, which can be responsible 

for the production of toxins and their related potential risks for plants, animal and human health 

http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/final_report_bio_2012_en.pdf
http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/final_report_bio_2012_en.pdf


 

235 

 

In plant nutrition, only a portion of nutrients is taken up and used by the plants while another 

portion is (temporarily) immobilised in the soil or lost by de-nitrification/volatilisation and 

leaching (mainly nitrogen). The fertiliser industry has developed special types of fertilisers or 

additives which reduce such losses such as: 

 Slow or Controlled-release fertilisers ( SRF or CRF), 

 Stabilised nitrogen fertilisers (SNF), 

 Nitrification and urease inhibitors (NI and UI), 

 Chelating and complexing agents. 

As the nutrients applied to the soil will be more available for plants over the longer term, 

farmers will use less fertiliser to feed crops.  

Slow and Controlled-release fertilisers (SRFs and CRFs) 

In practice, the main difference between the two types of fertilisers is that for slow-release 

fertilisers, the nutrient release pattern is fully dependent on soil and climatic conditions and 

cannot be predicted (or only very roughly). For controlled release fertilisers, the release 

pattern can be predicted within certain limits. 

Slow release fertilisers are dominated by biologically decomposing compounds usually based 

on urea-aldehyde condensation products such as urea-formaldehyde (UF), and chemically 

(mainly) decomposing compounds such as iso-butylidene-diurea (IBDU). 

Coated or encapsulated products are referred to as controlled-release fertilisers. They are 

conventional soluble fertilising products whose plant nutrients are rapidly available and which 

are given a protective coating to control water penetration and hence the rates of dissolution 

of nutrients release in the soil. Only three types of CRF have gained technical importance: 

 Sulphur coatings (e.g sulphur coated urea – SCU) 

 Polymer coatings (e.g. PVDC copolymers, polyolefin, polyurethanes, 

polyethylene, alkyd resins e.g. polymer coated Urea - PCU), 

 Sulfur-polymer coatings (hybrid products with a multilayer coating of sulphur 

and polymer - PSCF). 

The production costs of CRF currently prevent their wider use in general agriculture. Their 

main markets are nurseries, greenhouses, turf, professional lawn care and public consumers. 

Nitrification and urease inhibitors (NI and UI) 

Many of the primary nutrient fertiliser types containing nitrogen tend to release their nitrogen 

too rapidly for crops to benefit fully from it. As a result the excess nitrogen may potentially 

cause harm to the environment. NI and UI reduce losses of nitrogen by interrupting the 

enzyme activity of soil bacteria. 

Addition of a nitrification inhibitor to ammonia containing fertilisers or urea reduces leaching 

losses of nitrate by stabilisation of ammonia and reduces emissions of the environmentally 

relevant gases, methane, N2O and NO. Urease inhibitors reduce ammonia emissions to the 

atmosphere from urea based fertilisers in particular when urea is not immediately 

incorporated into the soil. 

Chelating and complexing agents 

Metal chelate or complexes compounds are common components of fertilisers to provide 

micronutrients. These micronutrients (manganese, iron, zinc, copper...) are required for the 
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overall health of plants. Most fertilisers contain phosphate salts that, in the absence of 

chelating agents, typically convert these metal ions into insoluble solids that are of no 

nutritional value to the plants. 

CRFs: Polymer coated or encapsulated controlled release fertilisers can cause environmental 

problems since undesirable residues of the coating materials may accumulate in the fields. 

Many types of coating agents have been developed by industry and more information on the 

possible impacts on the environment would be required. The declaration of the nutrient 

release pattern of the final products will be made mandatory to ensure that farmers and 

growers are well informed of the characteristics of the product but the way this information is 

provided will be left to the producers. 

NI and UI: Some nitrification or urease inhibitors might actually kill soil bacteria, some 

others are liable to hydrolysis which lowers the stability in storage and the activity period on 

the soil or are highly volatile when applied to fertiliser granules. There is also a need to 

strengthen the conditions of use of such substances. In New Zealand, traces of dicyandiamide 

have been recently found in powder milk. In this country, nitrification inhibitors can be 

applied directly to pasture as a fine suspension to reduce the risk of nitrate losses from the 

pasture. This practice is not authorised in the current Fertilisers Regulation as nitrification 

inhibitors must always be mixed with nitrogen fertilisers containing at least 50% nitrogen 

under the form of ammonia or urea. 

Chelating and complexing agents: The behaviour of chelating agents in the environment has 

received considerable attention for more than 50 years. EDTA (ethylenediaminetetraacetic 

acid), for example, occurs at higher concentrations in European surface waters than any other 

identified anthropogenic organic compound and is listed as a possible candidate substance 

subject to review for possible classification as priority substances or priority hazardous 

substances under Directive 2008/105/EC. The largest concern is that many chelating agents 

are only slowly biodegradable and are therefore rather persistent in the environment. They can 

also extract metals from sediments, and their use is believed to add to the amounts of iron and 

other heavy metals in waterways. 

There are five categories of compounds that are commonly mixed with minerals and used in 

agricultural foliar and soil applied applications: 

1) Synthetic Chelates, 

2) Ligno Sulfonates, 

3) Humic or Fulvic Acids, 

4) Organic Acids, 

5) Protein (Amino Acids). 

Only synthetic are not always readily biodegradable in the environment and should therefore 

be subject to specific risk analysis and management measures. 

Market outlook 

World agricultural crop markets for fertilisers with enhanced nutrient use efficiency have 

expanded steadily over the past decade with up to 4% CAGR being seen in the US. This has 

primarily been the result of price decrease and better awareness of farmers about the positive 

benefits of such additives. 

C. Possible outline of the conformity assessment procedure for plant biostimulants and 

agronomic additives 
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Plant biostimulant is actually a group of fertilising products which covers various type of 

components: chemical substances, plant or algae extracts, microorganisms. 

The composition may be stable in the case of plant or algae extracts obtained by non-

disruptive methods but this might not be the case for extracts obtained by chemical methods. 

Stability of the production batches may also well vary in the case of microbial plant 

biostimulant as the fermentation or production methods requires a lot of attention to deliver 

similar quality and safety from one to another production batch. 

Similarly among the group of agronomic additives chelating and complexing agents may be 

considered as not subject to a lot of variation in composition and hence should present smaller 

risks to deviate from the essential requirements compared to inhibitors which are by nature 

composed of chemical substances, some of them being very close to the plant protection 

products functionalities, hence requiring more attention. 

That is why agronomic additives, with the exception of urease and nitrification inhibitors 

should be subject to self-certification by the manufacturers whereas the inhibitors and the 

plant biostimulants would rather qualify for the EU-type examination and conformity to type 

based on internal production control (modules B+C) in terms of conformity assessment 

procedures. 
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ANNEX X 

 

Regulation (EC) No 2003/2003 relating to fertilisers 

 

Regulation (EC) No 2003/2003 of the European Parliament and of the Council of 13 October 

2003 relating to fertilisers (hereinafter, ‘the Fertilisers Regulation’) provides for the 

harmonisation of EU rules on the placing on the market of mineral fertilisers (also referred 

to as inorganic fertilisers) and thus ensures the uniform application of technical provisions to 

these fertilisers in order to allow a good functioning of the common market for mineral 

fertilisers. The Regulation also harmonises the rules on labelling and packaging of mineral 

fertilisers.  

 

The Regulation lays down rules to be respected by mineral fertilisers if they are to be 

marketed as ‘EC fertilisers’. A type of fertiliser may be included in Annex I to the 

Regulation, if:  

it provides nutrients in an effective manner; 

relevant samplings, analysis, and if required, test methods, are being provided; 

under normal conditions of use, it does not adversely affect human, animal or plant health, or 

the environment.  

In order to be so listed in Annex I, manufacturers must constitute a technical file on the 

characteristics of the fertiliser (safety aspects, agronomic efficacy…).  

 

Annex I to the Regulation includes the type designation and establishes other parameters, 

such as data on the method of production and essential ingredients, and minimum values for 

nutrient content.  

 

The inclusion of new fertiliser types in Annex I is discussed in the Fertilisers Working Group. 

New types of fertilisers are included in Annex I by means of a Commission Regulation. 

 

All fertilisers marked ‘EC fertiliser’ may circulate freely within the European market. The 

Regulation however provides for a safeguard clause which enables Member States to 

temporarily prohibit the placing on the market of an EC fertiliser if it believes it constitutes a 

risk to safety, or health of humans, animals or plants or a risk to the environment. When such 

a measure is taken, the Commission decides upon the course of action regarding the 

concerned EC fertiliser.  

 

The Regulation sets out detailed technical provisions regarding the scope, declaration, 

identification and packaging of four specific types of fertiliser: 

primary inorganic nutrient fertilisers: nitrogen, phosphorus and potassium (‘NPK’), supplied 

in substantial quantities for plant growth;  

inorganic secondary nutrient fertilisers: calcium, magnesium, sodium and sulphur; 

inorganic micro-nutrient fertilisers: boron, cobalt, copper, iron, manganese, etc., required in 

small quantities 

ammonium nitrate fertilisers of high nitrogen content: given the hazardous nature of this type 

of fertiliser, the Regulation lays down additional measures. 
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Member States may carry out official controls to verify compliance of fertilisers marked ‘EC 

fertiliser’ with the provisions of the Regulation. Penalties for infringements are decided at 

Member state level.  

The most important strength of the Regulation is that it has effectively simplified and clarified 

the regulatory framework concerning inorganic fertilisers. This is an important achievement 

and is a point that stakeholders would like to see repeated in any future regulation concerning 

other categories of fertilisers.  

The simplification has also brought some cost savings for manufacturers relating to the 

packaging and labelling of products and the costs of staying up-to-date with multiple numbers 

of regulations. In certain cases, economies of scale for firms may also materialise from the 

more effective management of production.    

The overwhelming evidence is that trade barriers in relation to the intra-EU trade of mineral 

fertilisers have been effectively eliminated. This has not been linked with an evident increase 

in the level of trade or a reduction of prices but there are other key parameters (price of 

energy, level of demand) that play a much more important role in this respect.   

The implementation and enforcement of the Regulation as far as the surveillance of the 

market is concerned appears to be both effective and quite efficient. Extensive data are not 

available to check this conclusion but the feedback of authorities and industry does not 

indicate any problems in relation to EC fertilisers and surveillance does take place in parallel 

to that for national fertilisers. 
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ANNEX XI 

Overview of some national fertiliser laws and their discrepancies (Source: the Fertilisers Study
213

) 

Table 65: overview of national regulatory frameworks 

Products regulated at national level 

                     
                       

 

AT  BE BG HR CY CZ DK FI FR DE GR IE IT LT LU MT NL PL PT ES SE UK 

                       Inorganic fertilisers X X X X X X X X X X X X X X X X X X X X   X 

Organic fertilisers X X X X X X X X X X X X X X X X X X X X   X 

Organo-mineral fertilisers X   X X X X X   X X X X X X X     X X X     

Liming materials X X X X   X X X X X   X X X X   X X X X   X 

Soil improvers X X X X   X X X X X X   X X X   X X X X     

Growing media X X X X     X X X X X 

 

X X X   X X   X     

Plant biostimulants   X X   X   X   X X X   X X   X X X X X     

Agronomic additives X X         X X X X     X X X     X   X   X 

                       Type of registration procedure for the categories of products mentioned above 

               

 

AT  BE BG HR CY CZ DK FI FR DE GR IE IT LT LU MT NL PL PT ES SE UK 

                       List of authorised types X X X X X X   X   X X X X X X X X X X X X X 

List of authorised ingredients X       X     X   X X 

 

X X X   X X   X   X 

Essential criteria         X X X     X X 

 

X           X       

Individual product registration X X X X X X X   X X X 

 

X   X   X X X X     

Product standards                 X     

 

                    

                       Rules for contaminants  

                      

 

AT  BE BG HR CY CZ DK FI FR DE GR IE IT LT LU MT NL PL PT ES SE UK 

                       Limits on products and/or 

application rates 
X X   X   X X X X X X   X X     X X X X X   

There is no information available for EE, HU, LV, RO, SK and SL in the Fertilisers Study. 

In Sweden, inorganic fertilisers must be registered in the Swedish Chemical Agency Register. 

In Croatia, only inorganic fertilisers must be registered. The other products need only to be properly declared. 

                                                 
213 Please note that the definitions of products do not necessarily correspond exactly to the definitions proposed in the IAR 
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Description of national rules for various product categories 

The following section gives examples of current national rules for fertilising products 

in terms of safety requirements, labelling requirements and provisions for the 

registration of new products. It has to be noted that the market surveillance of the 

fertilisers market appears to be both effective and efficient. Extensive data are not 

available to check this conclusion but the feedback of authorities and industry does 

not indicate big issues in relation with controls of EC and national fertilisers. This 

section will therefore aim to better illustrate the magnitude of the problem for 

companies to comply with diverging national rules. 

1. INORGANIC FERTILISERS 

A fraction of the EU inorganic fertiliser market is still covered by national rules. In 

most cases, environmental and public safety considerations are utilised to introduce 

different limits and requirements to serve national or local circumstances. From the 

point of view of the development of the internal market, these represent trade barriers 

that, according to almost all stakeholders, and EU wide regulation could effectively 

address. 

The following tables show some examples of diverging national rules that apply to 

inorganic fertilisers as regards safety and labelling requirements as well as 

registration procedures. 

Table 66: examples of diverging national requirements for national inorganic 

fertilisers 

a) Safety requirements (Source: the Fertilisers Study) 

During our Technical working group meetings organised in 2012, most Member 

States supported setting upper limits for heavy metals in inorganic fertilisers. Several 

Member States having set already national limits that so far affect only national 

fertilisers insisted on being allowed to continue to apply them to address their 

specific environmental concerns. The table below contains an overview of the limit 

values for national inorganic fertilisers (expressed in mg/kg of product as received) 

that Member States have already introduced in legislation. Additional information on 

the level of cadmium authorised in 20 Member States is available in Annex I of the 

IAR Cd 

 Arsenic Lead Cadmium Chromium 

total 

Chromium 

VI 

Nickel Mercury 

First figure refers to maximum limit values in products and are expressed in mg/kg dry matter except 

for cadmium for which the concentration is expressed in mg/kg P2O5 

Second figure refers to the maximum permissible application rate for contaminant per hectare and per 

year. 

CZ 20 30 50 50 N/A N/A 0.5 

PT N/A N/A N/A N/A N/A N/A N/A 
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IT N/A N/A N/A N/A N/A N/A N/A 

EE 50 100 60 50 N/A 100 2 

DE 40 150 60 N/A 2 80 1 

AT N/A 

N/A 

100 

300 

75 

1.5 

100 

300 

N/A 100 

200 

1 

5 

FI 25 100 22 300 2 100 1 

SE 25 100 44 300 2 100 1 

GR N/A N/A 60 N/A N/A N/A N/A 

FR (NF-

42-001-1) 

60 150 90 120 N/A 120 2 

Proposed 

limit 

values 

60 150 Political 

decision 

see IAR 

Cd 

N/A 2 120 2 

b) Labelling requirements (Source: the Fertilisers Study) 

Member 

States   

Name of 

the  

producer 

Name of  

distributor 

Trade 

name 

Declaration 

of  

all nutrients 

Declaration 

of 

claimed 

nutrients 

Declaration 

of 

contaminant 

Forms 

of 

nutrients  

to be 

declared 

Condition 

of use 

Quantity Type 

designation 

LU  X X  X  X  X X 

DE X X X X X X X X X X 

DK  X X  X  X X X X 

HU X X  X   X X X X 

NO X X X X X X X X X X 

BG X  X X   X X X X 

CZ X  X X  X     

IE X X X X   X X X X 

PT X X X X   X X X X 

NL X  X X X  X  X X 

CY X X X X   X X X X 

IT X  X  X    X X 
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ES X X X  X  X X X X 

BE  X X X  X X X X X X 

AT X X X X X  X X X X 

c) Examples of diverging registration procedures (Source:  the fertilisers study) 

 List of authorised 

fertiliser type 

List of authorised 

ingredients  

Essential criteria Individual 

product 

registration 

UK X X   

GR   X X 

NL     

AT X   X 

DK X  X X 

LU  X  X 

HU    X 

BE X   X 

NO X X  X 

BG X  X X 

CZ X  X X 

IE X X X X 

DE X X X X 

PT X  X X 

CY X X X X 

IT X    
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ES X    

2. SOIL IMPROVERS AND ORGANIC FERTILISERS 

In general, national legal frameworks for soil improvers and organic fertilisers have 

been established by the Member States to manage their potential environmental and 

human health impacts. However, Member States have adopted different regulatory 

systems as regards the legal status, the registration procedure and the safety 

requirements for such materials. The JRC report
214

 on EoW criteria for compost and 

digestate lists the main diverging requirements as shown below. 

In practice, there are three main legal bases under which compost is certified or 

registered: 

 fertiliser legislation, with and without specific compost provisions; 

 waste legislation, with specific compost or bio-waste ordinances or under 

general waste treatment licensing procedures; 

 soil protection legislation, with minimum requirements for waste derived 

materials, sludge and compost to be spread on land. 

Standards or voluntary agreements based on criteria which are implemented by 

quality assurance schemes are another category, however, without direct legal status. 

Obviously, compost and digestate considered as waste cannot freely circulate in the 

EU via the mutual recognition regulation that applies only to non-harmonised 

products. 

Table 67: National approaches and criteria defining whether compost produced from 

waste may be marketed as product or as waste. Source: ORBIT/ECN (2008) and 

stakeholder survey December 2010 
 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

AT PRODUCT   Compost 

Ordinance  

BGBl. I 

291/2001. 

National 

environmental 

legislation  

 

 Central registration of composting plant 

 Positive list of input materials  

 Comprehensive documentation of  

Waste reception 

Process management and material movement  

Compost quality criteria 

Product designation, declaration, labelling  

and selling of compost 

 External sampling and product certification 

                                                 
214 http://ipts.jrc.ec.europa.eu/publications/pub.cfm?id=6869 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

by acknowledged institute 

If all criteria are met and approved by the external 

certification system all types of compost can be marketed as 

PRODUCT. 

BE 

Flanders 

PRODUCT   

(secondary 

raw 

material) 

VLAREA 

Flemish 

Regulation on 

waste prevention 

and management 

(B.S. 1998-04-

16) 

Total quality control of the VLACO-certificate includes: 

 Positive list of input materials,  

 Processing parameters,  

 Standards for product  

 Correct use 

  External sampling and product 

certification by a semi-public organisation 

If conditions above are met, compost ceases to be waste. 

BE 

Wallonia 

WASTE Decree on 

compost and 

digestate 

(currently being 

examined by the 

Walloon 

Government) 

Compost does not cease to be waste 

Four classes (A, B, C, D) and two subclasses (B1, B2) are 

defined by the Walloon administration for all materials.  

Compost belong to class B, and are distributed between class 

B1 and B2 according to the type or origin of the material. 

Material of class D can not be used on or in the soils; 

Material of class C can not be used on or in agricultural soils; 

Material of class A of B can be used on or in agricultural 

soils.  

Norms of subclass B2 are those applied for treatment plant 

sludge that can be recovered in agriculture in accordance with 

European legislation, i.e. a management at the field level 

together with a preliminary soil analysis must be undertaken 

(field level traceability with soil analysis). In order to protect 

soils from metallic element traces, a maximum quantity of 

material spreading is defined and the soil is preliminary 

analysed for metallic element traces (in order to avoid 

exceeding a defined level) 

Norms of subclass B1 are less restrictive than subclass B2 due 

to the lower concentration in metallic element traces and in 

organic compound traces of certain material (such as waste 

from food-processing industry, green waste compost, 

decarbonation sludge, etc), and due to criteria that must be 

followed within the Water Code on sustainable nitrate 

management in agriculture. Therefore, preliminary soil 

analyses are not needed for subclass B1, which simplifies the 

use of these materials on or in agricultural soils. . 

BG No data No data No data 

CY No data No data No data 

CZ PRODUCT Act on fertilisers 

156/1998 Sb. by 

the Public 

Compost has only to be registered for this group and regular 

inspections/controls of samples are conducted done by the 

Control and Test Institute for Agriculture which is the Central 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

Ministry of 

Agriculture  

ČSN 46 5735 

Průmyslové 

komposty 

Czech Compost 

Standard defined 

in the CZ 

fertiliser law 

Institute for Supervising and Testing in Agriculture.  

 
 

 PRODUCT Bio-waste 

Ordinance (In 

preparation) 

All 3 Classes foreseen in the new draft Compost Ordinance 

are defined as end-of-waste criteria and follow the approach 

adopted for compost. 

DE WASTE Fertiliser 

Ordinance (26. 

November 2003)  

Closed Loop 

Management and 

Waste Act (KrW-

/AbfG); Bio-

waste Ordinance 

(BioAbfV, 1998) 

Compost also from source separated organic waste is seen as 

WASTE due to its waste properties and its potential to pose 

negative impacts to the environment. (risk of contamination) 

 Positive list for input materials 

 Sanitary rules 

 Limit value for heavy metals 

 Requirements for environmentally sound 

application 

 Soil investigation 

 Official control and certification by the 

competent authority 

 Documented evidence of approved 

utilisation 

All classes and types of compost, which are produced from 

defined source materials under the Bio-waste Ordinance 

remain WASTE 

 WASTE-

product (!) 

RAL 

Gütesicherung 

RALGZ 251 

When participating in a voluntary QA scheme relaxations are 

applied with respect to the regular control and approval 

protocols under the waste regime although, legally spoken, 

compost remains waste. The relaxations are: 

 No soil investigation 

 No official control of application by the 

waste authority 

 No documented evidence of approved 

utilisation 

In principle all classes and types of compost, which are 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

produced from defined source materials under the Bio-waste 

Ordinance remain WASTE, but in practice, if certified under 

QAS of the RALGZ 251 compost can be marketed and used 

quasi like a PRODUCT. 

DK WASTE Stat. Order 1650 

of 13.12.06 on 

the use of waste 

(and sludge) for 

agriculture 

The use of compost based on waste is under strict regulation 

(maximum of 30 kg P/year/ha etc. and the concentration of 

heavy metals in the soil were applied must not exceed certain 

levels. For this reason the authorities want to know exactly 

where the compost ends up which is only possible if handled 

as waste and not as a product (for free distribution). 

Compost from garden waste is not formally regarded as a 

product but is treated according to the general waste 

regulation for which the municipalities are responsible. 

EE WASTE Environmental 

Ministry 

regulations 

2002.30.12 nr. 78 

and in 

Environmental 

Ministry 

regulation 

2002.01.01 nr. 

269.   

Heavy metal limits in compost (sludge compost)  

No specific regulation on compost from bio-waste and green 

waste 

ES PRODUCT Real Decree 

506/2013 on 

Fertilisers 

Products 

 Positive list of input materials (Annex IV) 

 Traceability (Art. 16): declaration of raw 

materials, description of production 

processes, declaration of conformity to all 

legal requirements 

 Minimum criteria for fertilizer products to 

be used on agriculture or gardening (Annex 

I): raw materials, how it shall be obtained, 

minimum nutrient contents and other 

requirements, parameters to be included on 

the label. 

 Quality criteria for final compost (Annex 

V): heavy metals content, nitrogen %, 

water content, Size particle, maximum 

microorganism content, limitations of use. 

 Third party verification or certification 

depending on the regions 

FI PRODUCT Jätelaki (Waste 

Act) 

Fertiliser Product 

Act 539/2006 

WASTE status changes to PRODUCT if compost fulfils the 

criteria of fertiliser regulation and is spread to land or mixed 

into substrate. 

No external approval or inspection scheme. Samples can be 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

Decree of the 

Ministry of 

Agriculture and 

Forestry on 

Fertiliser 

Products 12/07 

taken by compost producer. 

The fertiliser product must be produced in an approved 

establishment. 

FR PRODUCT NF U44-051 

Standard 

Mixed waste compost – no positive list 

4 Product types  

 “Organic soil improvers -  Organic 

amendments and growing media” 

 “Organic soil improvers - Compost 

containing substances essential to 

agriculture, stemming from water treatment 

(sludge compost)” 

 “Organic amendments with fertiliser”  

 “growing media” 

Further following quality criteria: 

 Limit values for: trace metal concentrations 

and loads (g/ha*y), impurities, pathogens, 

organic micro-pollutants 

 Labelling requirements 

There is no regular external approval or inspection scheme. 

Samples can be taken by compost producer. However, there 

exists a legal inspection by the competent authority based on 

the Industrial Emission Directive procedure which in FR is  

applied to composting facilities. 

Compost which is not produced according to the standard is 

WASTE and has to follow a spreading plan and may apply for 

a temporary product authorisation 

GR PRODUCT Common 

Ministerial 

Decision 114218, 

1016/B/17- 11-

97.  

Fertiliser law 

(Law 2326/27-6-

1995, regulating 

the types of 

licenses for 

selling fertilisers). 

Compost is considered as product and may be sold, provided 

it complies with the restrictions of the framework of 

Specifications and General Programs for Solid Waste 

Management.  

No sampling protocol and analysis obligations/ organisations 

are defined.  

Compost produced from materials of agricultural origin 

(olive-mill press cake, fruit stones, tree trimmings, manure 

etc) are considered products and sold under the fertilisers law 

HU PRODUCT 36/2006 (V.18.) 

Statutory rule 

about licensing, 

storing, 

Compost are in waste status as long as they are not licensed 

under the Statutory rule Nr. 36/2006 (V.18.) which defines 

criteria for waste to be recognised as product.. 

Criteria:   
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

marketing and 

application of 

fertiliser products 

 Positive lists of input materials,  

 External quality approval by acknowledged 

laboratories,  

 Physical, chemical and biological quality 

parameter for final compost. 

IE PRODUCT EPA Waste 

license or Local 

Authority waste 

permit 

Product status is based on site specific waste licence or waste 

permit; compliance with all operational and product 

requirements laid down in the consent document must be 

shown by producer. There is currently no legal standard or 

quality protocol in Ireland which defines when waste becomes 

a product. 

IT PRODUCT L. 748/84 (law on 

fertilisers);  

D.M. 05/02/98 

(Technical 

Regulation on 

simplified 

authorization 

procedures for 

waste recovery) 

Criteria for product status are based on National Law on 

Fertilisers, which comprises: 

 Qualitative input list (source segregated 

organic waste 

 Quality parameters for final compost  

 Criteria for product labelling 

Compost from MBT/mixed waste composting plants may still 

be used under the old Decree DPR 915/82 - DCI 27/7/84 as 

WASTE for restricted applications (brown fields, landfill 

reclamation etc.).   

LT PRODUCT Decree of the 

Ministry for 

Environment 

(D1-57/Jan 2007) 

According to environmental requirements for composting of 

bio-waste, composting plants must provide a certificate of 

conformity. 

 Compost sampling is done by the producer  

 No external approval or plant inspection 

LU PRODUCT Waste licence The Product Status is achieved only when the statutory 

Quality Assurance Scheme is fulfilled. EoW criteria are: 

 Positive list for input materials 

 Sanitary requirements (Time/temperature 

profile and indicator pathogens) 

 Limit value for heavy metals 

 Requirements for environmentally sound 

application 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

 Labelling requirements 

 Third party certification 

LV PRODUCT Licensing as 

organic fertiliser 

(Cabinet 

Regulation No. 

530 “ Regulations 

on identification, 

quality,  

conformity and 

sale of fertilisers” 

25.06.2006) 

The product status is achieved only when it is registered and 

tested by certificated laboratory.  EoW criteria are: 

 Sanitary parameters  

 Limit value for contaminant  

MT WASTE --- NO provisions for compost 

NL PRODUCT Fertiliser act 

(2008) 
 key criteria  

Records and traceability of the composting 

process by third party certification 

Sanitary requirements.  

Animal manure cannot be used as raw 

material  

heavy metal limits  

declaration & labelling 

PL WASTE Fertiliser law Ministerial Approval by Min. of Agriculture and Rural 

Development 

Criteria: 

 Limit values for heavy metals (3 classes; 

also coarse and fine compost) 

 Test on pathogens 

 No external verification or certification 

PT PRODUCT NP 1048 – 

Standard for 

fertilisers 

Portaria 672002 

pg. 436 

Compost is classified as organic soil amendment “Correctivo 

organico” 

 

RO --- --- NO provisions for compost 

SE WASTE Private QAS and  

SPRC 152 

(compost 

standard) 

The compost standard is managed by the Swedish 

Standardisation Institute 

SI PRODUCT Decree on the If compost meets the requirements of this Decree, compost is 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

treatment of 

biodegradable 

waste (Official 

Gazette of the 

Republic of 

Slovenia, no. 

62/08) 

a PRODUCT. If limit values are not met the compost can be 

used as WASTE. Provided risk assessment is carried out by 

an accredited laboratory. 

Criteria: 

Limit values for heavy metals (3 classes) and AOX, PCBs 

Maximum levels for glass, plastics, metals 

Compost sampling is done by the producer 

SK PRODUCT Act No. 

223/2001 Col. on 

waste as 

amended 

Slovak technical 

standard (STS) 

46 57 35 Industry 

compost 

Act No. 

136/2000 Col. on 

fertilisers 

Act No. 

264/1999 Col. 

about technical 

requests for 

products 

Regulation of the 

Government No. 

400/1999 Col. 

which lays down 

details about 

technically 

requirements for 

products 

After bio-waste has gone through recovering process it is 

considered as compost, but such product cannot be marketed

  

Compost may be marketed in case it is certified by an 

authorised person according to Act No. 264/1999 Col. 

Key criteria for the PRODUCT status:  

 Quality parameter for final compost – STS 

46 57 35 

 Process parameter (sanitisation) – STS 46 

57 35§  

 Quality approval by acknowledged 

laboratory or quality assurance organisation 

– Act No. 264/1999 Col. 

UK WASTE Waste 

Management 

Licensing 

Regulations 

 

Animal By-

Products 

Regulations 

 

 

England, Wales, Scotland and Northern Ireland: Compost 

must be sold/supplied in accordance with the Waste 

Management Licensing Regulation rules for storing and 

spreading of compost on land (these rules apply whether or 

not the compost is derived from any animal by-products). 

There are not any quality criteria / classes but in the 

application form and evidence (test results for the waste) sent 

to the regulator, ‘agricultural benefit’ or ‘ecological 

improvement’ must be justified.  The regulator makes an 

evaluation taking account of the characteristics of the soil / 

land that is intended to receive the waste, the intended 

application rate and any other relevant issues. 

Compost derived in whole or in part from animal by-products 

must be placed on the market and used in accordance with the 

animal by-products regulations. 

 PRODUCT BSI PAS 

100:2005 

BSI PAS 

100:2005 

+ Quality 

Compost Protocol 

Scotland: requires certification to PAS 100 (or an equivalent 

standard), that the compost has certainty of market, is used 

without further recovery, is not be subjected to a disposal 

activity and is not be mixed with other wastes, materials, 

compost, products or additives. 

Northern Ireland: similar position as Scotland’s. 

England & Wales: both, the Standard and the Protocol have to 

be fulfilled to sell/supply/use “Quality Compost” as a 
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 Compost : 

PRODUCT   

or WASTE  

Legal basis or 

standard  

Main criteria for  

compost ceasing to be waste and/or  

placing on the market and use of compost 

PRODUCT. 

Key criteria: 

 Positive list of allowed input types and 

source types 

 QM system including HACCP  assessment; 

standard process including hygienisation 

 Full documentation and record keeping 

 Contract of supply per consignment 

 External quality approval 

 Soil testing on key parameters 

 Records of compost spreading by land 

manager who receives the compost 

(agriculture and land based horticulture 

 N.B.: In each country of the UK, if 

compost ‘product’ is derived in whole, or in 

part from animal by-products, placed on the 

market, stored, used and recorded as 

required by the Animal By-Products 

Regulations. 

Other diverging provisions as regard standards on product quality and sanitary rules 

are available in Annexes 4 and 5 of the JRC report. The following tables list heavy 

metals and organic pollutant limit values for compost and digestate in various 

Member States and Switzerland. The information was collected in the ORBIT/CEN 

study of 2008 and more recently during the stakeholder consultation carried out by 

JRC Sevilla on the preparation of EU EoW for biodegradable Waste. 
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Tables 68: Heavy metals and organic contaminant limits in Member States compost and digestate standards  

Country Regulation Type of 

standard 

Cd Crtot CrVI Cu Hg Ni Pb Zn As 

mg/kg d.m. 

AT Compost Ord.:Class A+ (organic farming) 

Statutory  

Ordinance 

0.7 70 - 70 0.4 25 45 200 - 

 Compost Ord.:Class A  

(agriculture; hobby gardening) 
1 70 - 150 0,7 60 120 500 - 

 Compost Ord.: Class B  limit value 

(landscaping; reclam.)  (guide value)* 

3 250 - 500 

(400) 

3 100 200 1,800 

(1,200) 

- 

BE Royal Decree, 07.01.1998, case by case 

authorisation, Compost 
Statutory decree 2 100 - 150 1 50 150 400 20 

 Royal Decree, 07.01.1998, case by case 

authorisation, DIGESTATE 
Statutory decree 6 500 - 600 5 100 500 2000 150 

BG No regulation - - - - - - - - - - 

CY No regulation - - - - - - - - - - 

CZ Use for agricultural land (Group one) Statutory 2 100 - 100 1 50 100 300 10 

 Landscaping, reclamation (draft Bio-waste 

Ordinance) (group two) 
Statutory          

 Class 1 2 100 - 170 1 65 200 500 10 

  Class 2 3 250 - 400 1.5 100 300 1200 20 

  Class 3 4 300 - 500 2 120 400 1500 30 

Fertilizer law 156/1998, ordinance 474/2000 

(amended) 

DIGESTATE 

with dry matter > 

13% 

2 100  150 1 50 100 600 20 

Fertilizer law 156/1998, ordinance 474/2000 

(amended)  

DIGESTATE 

with dry matter < 

13% 

2 100  250 1 50 100 1200 20 

DE Quality assurance RAL GZ   - compost / 

digestate products 
Voluntary QAS 1.5 100 - 100 1 50 150 400 - 

 Bio waste Ordinance Statutory decree          

   (Class I) 1 70 - 70 0.7 35 100 300 - 

   (Class II) 1.5 100 - 100 1 50 150 400 - 
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Country Regulation Type of 

standard 

Cd Crtot CrVI Cu Hg Ni Pb Zn As 

mg/kg d.m. 

DK Statutory Order Nr.1650;  

Compost after 13 Dec. 2006  Statutory decree 0.8 - - 1,000 0.8 30 

120/60 for 

priv. 

gardens 

4,000 25 

EE Env. Ministry Re. (2002.30.12; m° 87) 

Sludge regulation 
Statutory - 1000 - 1000 16 300 750 2500 - 

ES Real decree 506/2013 on fertilisers           

  Class A 

Statutory  

0.7 70 0 70 0.4 25 45 200 - 

 Class B 2 250 0 300 1.5 90 150 500 - 

  Class C  3 300 0 400 2.5 100 200 1000 - 

FI Decree of the Ministry of Agriculture and 

Forestry on Fertiliser Products 12/07 
Statutory decree 1.5 300 - 600 1 100 100 1,500 25 

FR NF U44-051  standard 3 120  300 2 60 180 600  

GR KYA 114218, Hellenic Government 

Gazette, 1016/B/17- 11-97 [Specifications 

framework and general programmes for 

solid waste management] 

Statutory decree 10 510 10 500 5 200 500 2,000 15 

HU Statutory rule 36/2006 (V.18) Statutory 

Co: 50; Se: 5 
2 100 - 100 1 50 100 -- 10 

IE Licensing/permitting of treatment plants by 

competent authority 
          

 stabilised MBT output  or compost not 

meeting class I or II 
Statutory 5 600 - 600 5 150 500 1500 - 

 (Compost – Class I)  Statutory 0.7 100 - 100 0.5 50 100 200 - 

 (Compost – Class II) Statutory 1.5 150 - 150 1 75 150 400 - 

IT Law on fertilisers (L 748/84; and: 03/98 and 

217/06) for BWC/GC/SSC  
Statutory decree 1.5 - 0.5 230 1.5 100 140 500 - 

Luxembourg Licensing for plants  1.5 100 - 100 1 50 150 400 - 

LT Regulation on sewage sludge  Categ. I 

(LAND 20/2005) 
Statutory 1.5 140  75 1 50 140 300 - 
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Country Regulation Type of 

standard 

Cd Crtot CrVI Cu Hg Ni Pb Zn As 

mg/kg d.m. 

LV Regulation on licensing of waste treatment 

plants (n° 413/23.5.2006) – no specific 

compost regulation 

Statutory 

=threshold 

between 

waste/product 

3   600 2 100 150 1,500 50 

Netherlands Amended National Fertiliser Act from 2008 Statutory  1 50  90 0.3 20 100 290 15 

PL Organic fertilisers Statutory 3 100  400 2 30 100 1500 - 

PT Standard for compost is in preparation - - - - - - - - - - 

Sweden Guideline values of QAS Voluntary 1 100 - 100 1 50 100 300  

SPCR 152 Guideline values Voluntary 1 100 - 600 1 50 100 800 - 

 SPCR 120 Guideline values (DIGESTATE) Voluntary 1 100 - 600 1 50 100 800 - 

SI Decree on the treatment of biodegradable 

waste (Official Gazette of the Republic of 

Slovenia, no. 62/08) 

Statutory: 1st 

class* 
0.7 80 - 100 0.5 50 80 200 - 

Statutory: 2nd 

class* 
1.5 200 - 300 1.5 75 250 1200 - 

Statutory: 

stabilized 

biodegradable 

waste* 

7 500 - 800 7 350 500 2500 - 

* normalised to an organic matter content of 30% 

SK Industrial Standard STN 46 5735   Cl. 1 Voluntary (Mo: 

5) 
2 100  100 1 50 100 300 10 

  Cl. 2 Voluntary(Mo: 

20) 
4 300  400 1.5 70 300 600 20 

UK UKROFS fertil.org.farming, 

 'Composted household waste' 

Statutory (EC 

Reg. 889/2008) 
0.7 70 0 70 0.4 25 45 200 - 

 Standard: PAS 100  Voluntary 1.5 100 - 200 1 50 200 400 - 

Standard: PAS 110 (DIGESTATE) Voluntary 1.5 100 - 200 1 50 200 400 - 
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Country Regulation Type of 

standard 

Cd Crtot CrVI Cu Hg Ni Pb Zn As 

mg/kg d.m. 

EU ECO Label 

COM Decision (EC) n° 64/2007 eco-label to 

growing media 

COM Decision (EC) n° 799/2006 eco-label 

to soil improvers 

Voluntary 

[Mo: 2; As: 10; 

Se: 1.5; F: 200 

[only if materials 

of industrial 

processes are 

included] 

1 100 - 100 1 50 100 300 10 

EU Regulation 

on organic 

agriculture 

EC Reg. n° 889/2008. Compliance with 

limits required for compost from source 

separated bio-waste only 

Statutory  

 
0.7 70 - 70 0.4 25 45 200 - 
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 AT 

 

BE (Fl) 

 

BE (Wal; 

digestate) 

DE 

 

DK 

 

FR 

(compost) 

LU 

 

SI 

 

CH 

 

PAH (mg/kg 

dm) 

6 

(sum for 6 

congeners

**) 

Individual 

limits for 

10 

congeners 

5 

(PAH16) 

 3 

(sum 

for 11 

congen

ers***) 

Individual 

limits for 

3 

congeners 

10* 

(PAH16

) 

3 

 

4* 

(PA

H16

) 

PCB (mg/kg 

dm) 

0.2 

(PCB6) 

0.8 

(PCB7) 

0.15 

(PCB7) 

**** 0.08* 

(PCB7) 

0.8 

(PCB7; 

only for 

sewage 

sludge 

compost) 

 

0.1* 

(PCB6) 

0.4 

(1st 

class) 

1 

(2nd 

class) 

(PCB6) 

 

PCDD/F (ng 

I-TEQ /kg 

dm) 

20  100 ****   20*  20* 

PFC (mg/kg 

dm) 

0.1   0.1      

AOX (mg/kg 

dm) 
500  250       

LAS (mg/kg 

dm) 

  1500*  1300     

NPE (mg/kg 

dm) 

  25*  10     

DEHP 
(mg/kg dm) 

  50*  50     

*= guidance value; **=sum of benzo[a]pyrene, benzo[b]fluoranthene, benzo[k]fluoranthene, 

benzo[ghi]perylene, fluoranthene and indeno[1,2,3-cd]pyrene; ***=sum of acenaphthene, 

phenanthrene, fluorene, fluoranthene, pyrene, benzo[b]fluoranthene, benzo[j]fluoranthene, 

benzo[k]fluoranthene, benzo[a]pyrene, benzo[ghi]perylene and indeno[1,2,3-cd]pyrene; **** 

Maximum sum of PCDD/F and dl-PCB: 30 ng WHO-TEQ/kg dm, in some cases additional 

restrictions for PCDD/F only of maximum 5 ng WHO-TEQ/kg dm; PAH16= sum of US EPA 16 

priority listed polycyclic aromatic hydrocarbons; PCB6= sum of PCBs 28, 52, 101, 138, 153 and 180; 

PCB7= sum of PCBs 28, 52, 101, 118, 138, 153 and 180; PCDD/F= sum of 17 polychlorinated 

dibenzo-p-dioxins/furans expressed in International Toxicity Equivalents; PFC= perfluorinated 

compounds (sum of PFOS and PFOA); AOX= adsorbable organic halogens; LAS linear alkylbenzene 

sulphonates, NPE= nonylphenol and –ethoxylates; DEHP= di(2-ethylhexyl)phthalates 

As mentioned on page 140, PAHs is the only substance that may occur significantly 

in compost and digestate according to the survey conducted by JRC Sevilla if only 

source segregated materials are authorised. The future Commission proposal will 

therefore propose a limit of 6 mg/kg dry matter for PAH16. 

3. GROWING MEDIA 

In relation to horticultural peat, legislation in this area is at a national level and there 

are significant variations across Member States as to the contents of horticultural 

peat products and labelling requirements.  

The divergent regulations across the EU pose challenges for producers exporting to 

other Member States and can amount to barriers to trade as producers must fulfil all 

national regulations in the Member States to which they export or use mutual 

recognition. A further issue is that revision of national legislation on growing media 
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forces producers to regularly change their packaging or labelling accordingly (See 

Annex II for examples). The following table gives an overview of the varying 

legislative standards on growing media across the EU. 

Table 69: National barriers to trade in growing media within the EU 

FR 

 

 

GM are included within the French 

fertilisers regulation.  

General definitions and market access rules 

are given by the Code Rural (Art L 255-1 to 

L255-11), law implemented in 1979. 

Regular way to access market is a specific 

authorization, so called “homologation”, but 

there are some exemptions, like by example 

the conformity to an obligatory standard. 

The full set of obligatory standards covers 

all large families of product (fertilizers, soil 

improver, GM…).  

French Decree n°80-478 (June 1980) 

specifies rules in term of labelling and 

declarations 

Today, there is not any GM marketed with 

specific authorization. All GM are marketed 

through conformity to an obligatory standard 

(NF U 44-551, and its amendments). NF U 

44-551 includes specificities for raw 

materials, threshold values for some heavy 

metals and microbiological parameters, 

specification for quality controls, 

specifications for labelling. 

France uses CEN TC 223 standards 

Parameters to declare for labelling of GM: 

Type, composition and declaration of 

major constituents 

Minor constituents (e.g. fertilizers, 

additives). Those constituents should 

have the authorization to be mixed with 

GM. 

Technical specificities: dry matter, pH, 

conductivity, water capacity + some 

specific characteristics depending of the 

type 

Quantity: volume and weight 

Company responsible for marketing 

Recommendations for uses. 

SE No particular legislation for fertilisers but 

safety requirements are detailed in chemical 

legislation. 

 

No apparent barrier caused by the Swedish 

legislation. However Swedish producers 

mentioned having problems to trade with other 

Member States as they have to adapt to all 

national legislations. 

LT Lithuania standard for GM, LST 1957-2006  Characteristics of peat substrate, labelling 

criteria for packaging and physical and chemical 

properties of peat products are defined by the 

Lithuanian standard LST 1957:2006 (which is 

based on the European standards EN 12579, EN 

12580, EN 13037, EN 13038, EN 13039, EN 

13040, EN 13041). 

DE German Fertilizer Ordinance (FO) dated 

05.12.2012: 

includes regulations for fertilisers, soil 

improvers, growing media and soil additives 

Full German title: 

Full quotation: „Düngemittelverordnung 

vom 5. Dezember 2012 (BGBl. I S. 2482)” 

Parameters to declare for general labelling of 

GM:  

General requirements: 

Must not contain pathogens: 

-no Salmonella in 50 g sample, 

- no hazardous organisms acc. to Directive 
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2000/29/EU, 

- no heat-resistant viruses i.e. TMV, 

- no fungal plant pathogens with permanent 

reproduction organs (i.e. Sclerotinia, 

Rhizoctonia, Plasmodiophora barassicae) 

- GM must be labelled as GM; 

- Only bulky constituents listed in the positive 

list of the FO may be used; 

- composition and labelling of the bulky 

constituents;   

- if necessary labelling of information on 

transport and proper storage and use; 

- Name or company and address of the person 

responsible for marketing in Germany; 

- Volume in liters or cubic meters (EN 12580); 

- pH (CaCl2); 

- salinity (g KCl/liter); 

- Amounts of As, B, Cd, Co, Cr, Cu, Hg, Ni, Pb, 

Tl, Zn if certain threshold values are exceeded. 

Parameters to declare for special labelling of 

growing media: 

- Plant available (soluble) nutrients; for N, 

P2O5, K2O and Mg in mg/l (noting the 

method), organic matter if the amount exceeds 5 

% in dry matter 

IT 
Legislative Decree No. 75 of 29 April 2010  

It includes growing media, liming materials, 

soil improvers, fertilizers, additives to 

fertilizer, soil and plant 

General criteria: 

Only organic and mineral components listed in 

the regulation can be used in growing media; 

organic materials must respect limits regarding 

chemical and biological parameters and heavy 

metals content. 

Two types of growing media are stated: basic 

growing media and mixed growing media, as 

follows: 

Basic GM: 

Evaluation criteria. Other required 

characteristics: 

pH (in H2O) between 3.5 and 7.5 

Electrical conductivity: max 0.70 dS/m 

Organic C min 8% s.s. 

Dry bulk density max 450 kg/m3 

  

Mixed GM: 

Evaluation criteria. Other required 

characteristics: 
pH (in H2O) between 4.5 and 8.5 

Electrical conductivity: max 1.0 dS/m 
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Organic C min 4% s.s 

Dry bulk density max 950 kg/m3 

Obligatory labelling: 

Type, Name or company and address of the 

person responsible for marketing in Italy, 

quantity: volume in liters  

Parameters to declare: 

pH (in H2O – IT method) 

Electrical conductivity (dS/m) 

Dry bulk density (kg/m3) 

Total porosity  (% of volume) 

Optional labelling of growing media: 

Recommended use. When declared "for 

acidophilic species" pH must be between 3.5 

and 5.0. 

Organic C 

Fertiliser quantity (N: P2O5: K2O – kg/m3) 

BE Arrêté royal from 28 January 2013 Specific labelling: parameters shall be declared: 

pH, organic matter, conductivity, dry matter, 

fertilisers used, composition of substrate 

PL Act on Fertilizers and Fertilization from 10 

July 10th, 2007. 

Regulation of the Minister of Agriculture 

and Rural Development of 21 December 

2009 amending the Act on fertilizers and 

fertilization 

In Poland, manufactures have to require an 

authorization to the ministry of agriculture for 

each substrate placed on the market. Every time 

the composition of the substrate is changed, a 

new request needs to be introduced. Application 

for permission takes between 1 year and several 

years. However, potting soil producers that 

import substrates in Poland do not need 

permission from the Polish ministry. 
Specific labeling: 

- Full name of product; 

-  pH, salinity, fertiliser content, 

information about the materials used in the 

composition of the products. 

- recommended dose rates an storage 

information; 

- Expiry date;  

- Volume in kg  (net weight);  

- A number of the permission from 

ministry of agriculture 

FI Decree of the Ministry of Agriculture and 

Forestry on Fertiliser Products 24/2011 

and  Decree of the Ministry of Agriculture 

and Forestry 11/2012 

The main difference between the Finnish law 

and the legislation of the other EU Member 

States lays in the level of concentration of heavy 

metal required that can be found in fertilisers 

However the Finnish authorities contacted in 

February 2014 have confirmed that the analysis 

results of growing media done by Finnish Food 

Safety Authority Evira in 2012 and 2013 have 

not led to withdrawals of GM from the market. 

Conversely, GM producers mentioned that 
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import to Finland is extremely limited.  

 

As regards limit values for contaminants, the table below summarizes the current 

requirements that applied in various Member States. Only two Member States 

reported having used EN 13650 for the determination of heavy metals in growing 

media.  The other used national or laboratory methods which makes the comparison 

of limit values difficult and unreliable and generates costs to verify compliance of 

products. 
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Table 70: Heavy metal limits for growing media in different EU Member States  

    
Heavy 

EU 

COM  
Germany France Belgium Italy

215
 Latvia Netherlands Sweden 

Spain 
216

(legislation) 

Metal proposal 
(Fertilizer 

Ordinance 

(FR 

standard) 

(Belgian 

Regulation) 

(Italian 

Reg.) 

(Min. of 

Agr.) 

National 

Comp. 
Nat. org.  

(no 

legislation 

Cat. 

A 

Cat. 

B 

 (mg/kg dry 

matter) 
  05.12.2012)   

 
    standard 

products 

standard 
for GM) 

    

Cd 2,5 1,5 (2,5) 2 1,5 1,5 2 1 0,8 mg/kg OM X 0,7 2 

Cr total 150 (CrVI) 2,0 150 X 

(CrVI)    

0,5 100 50 50 mg/kg OM X 

(Cr) 

70 

(Cr) 

250 

Cu 230 X 100 50 230 100 90 50 mg/kg OM X 70 300 

Hg 1 1 1 1 1,5 1 0,3 0,5 mg/kg OM X 0,4 1,5 

Ni 90 80 50 20 100 50 20 20 mg/kg OM X 50 90 

Pb 150 150 100 50 140 100 100 67 mg/kg OM X 45 150 

Zn 500 X 300 200 500 300 290 200 mg/kg OM X 200 500 

As X 40 X X X 20 15 10 mg/kg OM X X X 

The use of national standards may undermine the comparison. The limits values proposed by the Commission would apply when the 

extraction method EN-13651 is used. This method is validated for its practical value and proves to represent the cumulative leaching of 

contaminants in one year growing season in a worst case scenario. In practical conditions, leaching results will be considerably lower 

 

                                                 
215 In Italy, limit values are valid only for organic GM constituents not for commercialised GM 
216 In Spain, GM exceeding the limit values set for category B cannot be used for the growing of edible crops 



 

263 

 

4. PLANT BIOSTIMULANTS 

Safety requirements 

Only one Member State set limit values for contaminants in plant biostimulants. As 

mentioned in Annex VI, plant biostimulants are generally added in small quantities 

to fertilisers to which limit values for contaminants will apply. It is therefore not 

found necessary to propose limit values for heavy metals in plant biostimulants. 

Rules for the placing on the market 

According to the analysis of national legislation by Arcadia
217

, plant biostimulants 

can be placed on the market on the basis of variable schemes ranking from simple 

notification to public authorities to full registration of commercial products. The 

consultant proposed the following figure summarizing the different registration 

procedures enforced by the Member States and third countries compared to their 

various levels of stringency.  

Figure 31: EU and third country regulatory processes for placing of PB (and AFA) 

on the market 

 
Source: Arcadia International (SA: South Africa, BR: Brazil, CA: Canada) 

Some Member States do not regulate plant biotimulants or regulate them
218

 under 

other regulatory framework. For example, in The Netherlands, a product may be 

marketed as a fertiliser only if it satisfies the following general fertiliser 

requirements: ‘the fertiliser provides food for plants or parts of plants in the form of 

primary or secondary nutrients or micronutrients or improves soil properties by 

providing organic matter or by maintaining or lowering the acidity in the soil’. All 

products which fail to meet this general criterion (such as plant biostimulants) are not 

subject to national fertiliser regulations but fall, when applied onto the soil, under the 

Soil Protection Act." 

                                                 
217 A legal framework for plant biostimulants and agronomic fertiliser additives in the EU. Contract 

No255/PP/ENT/IMA/13/1112420. March 2014  
218 In accordance with the information provided in Table 67, 14 Member States regulate the placing on 

the market of such materials 

Free market Simple 

notification

Simple Pre-marketing approval process

Low High

Process

Data requirements

Autorisation process 

with tox&ecotox data 

requirements

Notification with data 

requirements w/o tox&ecotox 

data

UK

IE

FR

HU

CA

USA BR

SADE

BE

DK

ES (current) ES (future)

IT
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The following table summarizes the registration procedures and their related costs for 

a plant biostimulant based on seaweed extract in selected EU Member States and 

third countries.  



 

 

Table 71: Examples of registration process and data requirements for placing seaweed extract on the market in the EU and in third countries 

 EU Member States Third countries 

Process BE DE DK ES219 FR IT HU BR CA SA USA 

Simple notification   Yes Yes        

Notification with provisions of data Yes Yes        Yes Yes 

Data assessment/review Yes Yes No No Yes  Yes Yes Yes Yes  

Registration     Yes  Yes Yes Yes   

Time for authorisation 
<1year <1year 

Case by 

case 

6 

months 
>1year >1year >1year >1year >1year 

9 

months 

9 

months 

            

Data requirements 

Characterisation & identification Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 

Analytical method No No No No No Yes Yes Yes Yes No No 

Manufacturing process Yes Yes No No Yes Yes Yes Yes Yes No No 

Toxicity data No No No No Yes Yes Yes Yes Yes No No 

Ecotoxicity data No No No No Yes Yes Yes Yes Yes No No 

Environmental fate data No No No No Yes Yes Yes Yes Yes No No 

Efficacy data Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 

Labelling requirements Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 

            

Fees (in €) 

 1,500 400 400 350 6,000 3,000 340     

Average costs of compiling data for the registration of new products (in €/dossier) 

For applicant220 <10,000 <10,000 <2,000 <2,000 >30,000 >30,000 >20,000 >15,000 >15,000 <10,000 <10,000 

                                                 
219 Current situation. See figure 32  
220 Initial costs only. Cost for providing additional data not included 
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ANNEX XII 

Summary of various stakeholder consultations carried from 2010 to 2015. 

1. RESULTS OF THE EX-POST EVALUATION OF REGULATION (EC) NO 2003/2003 AND 

THE APPLICABILITY OF MUTUAL RECOGNITION FOR NATIONAL FERTILISERS 

CARRIED OUT IN 2010 

Ex-post evaluation of existing legislation is used increasingly by the Commission to assure 

smart regulation. It consists of an evaluation of the policy framework already in place, its 

impacts and its efficiency. Any proposals for significant amendments should then be based on 

the outcomes of the ex-post evaluation. The Commission had signed a contract with an 

outside consultant to conduct such an ex-post evaluation, who had consulted widely with all 

relevant stakeholders. 

From this evaluation it emerged that the Fertilisers Regulation had been effective in meeting 

one of its main objectives, namely to simplify and harmonise the regulatory framework in 

relation to inorganic fertilisers. However, the Regulation appears less effective in meeting two 

other objectives such as the protection of the environment and the promotion of innovation. 

The absence of maximum limits for contaminants is perceived to be a clear limitation of the 

Regulation and an area where Member States would like to see specific harmonised 

provisions put in place. Regarding the effects on innovation, the implementation process of 

the Regulation appears to be slow and not in line with the innovation cycles of industry. 

Possible explanations for the above problems include the following: the quality of technical 

files that are not always being properly prepared by applicants; a lack of resources in the 

Commission; the delays observed within the Fertilisers Working Group (FWG) that meets 

only twice a year; and the competence of the FWG, which is not necessarily the most 

appropriate body to assess technical files. Hence, under certain circumstances, procedures for 

inclusion of new EC fertiliser types can raise obstacles to innovation. 

Another weakness identified in the study concerns the products currently not covered by the 

Regulation, such as organic fertilisers, growing media and others, for which the market 

appears to be very fragmented. There is an increasing demand by stakeholders across the 

board for a more extensive coverage of the fertiliser sector by an EU-wide Regulation. 

Thus far, mutual recognition of national fertilisers is limited. Industry is either unaware of or 

very sceptical about its use, as are the great majority of Member State authorities. The 

position of almost all stakeholders is that it does not represent an appropriate mechanism to 

support the development of the Internal Market. 

Authorities are concerned by their capacity to ensure the safety of products on national 

markets through controls of new products and their compliance to national environmental and 

public safety standards. Almost all authorities also consider that additional work will be 

created due to the cumbersome task of checking whether a fertiliser, for which mutual 

recognition is sought, is actually in compliance with the legislation in at least one of the other 

26 Member States.  

Industry is mainly concerned about unfair competition, in particular from businesses 

operating in countries where placing on the market or registration is subject to less stringent 

provisions. A few firms considered that the implementation of mutual recognition could 

provide a useful alternative to overcome some of the obstacles to the free movement of 

national fertilisers. Obstacles include the various registration procedures and possible tests 
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required in the different Member States. The Mutual Recognition Regulation will continue to 

apply to fertilisers until a regulation covering all categories is adopted. It is thus important 

that a minimum common understanding of the MRR is established during that period. 

Independently of the relevance of mutual recognition, there is an overwhelming support for 

developing an EU-wide regulation to achieve a more comprehensive harmonisation of the 

market for a broader range of fertilisers, beyond inorganic fertilisers. However, the simple 

extension of the Fertilisers Regulation is not supported by all stakeholders. Potential 

difficulties are foreseen in reaching an agreement on particular requirements, such as the 

presence of pathogens in organic fertilisers or local requirements to demonstrate the efficacy 

of some fertilisers’ categories under different climatic and geological conditions. A separate 

regulation for each category stands as an alternative approach which the European Peat and 

Growing Media Association favours. 

2. RESULTS OF THE FERTILISERS STUDY CARRIED OUT IN 2011  

In 2011, the Commission mandated an outside contractor to analyse a range of policy options 

in view of the fundamental review of the current Fertilisers Regulation. The study last almost 

one year to which a broad range of stakeholders contributed. 

Study section 1 - Introduction: Background, objectives, methodology 

The consultant team carried out five main tasks: 

 Review of existing national legislation or standards concerning fertilising products, which 

are falling inside or outside the scope of Regulation (EC) No 2003/2003. 

 Assessment of the relationships and possible synergies in safety assessment with other 

relevant existing and forthcoming EU legislation. 

 Assistance and advice to the Commission in establishing essential safety and – if 

considered necessary – agronomic efficacy requirements for all types of fertilising 

products. 

 Assistance and advice to the Commission in detailing the formulation of policy options for 

a revised EU legislation, considering more flexible procedures for the approval of 

fertilising products and reduced administrative burdens for companies and authorities.  

 Evaluating the defined policy options regarding their effectiveness, feasibility and costs 

(for authorities and the manufacturing sector(s) including SMEs) based in particular on 

their economic, social and environmental impacts. 

The analysis of the existing national regulatory frameworks revealed large differences 

between Member States. Moreover, national legislations are still in place for mineral 

fertilisers, which are within the scope of the current Regulation (EC) No 2003/2003. 

As estimated by the consultants, further harmonisation efforts concern about 25% of the 

market value of the fertiliser sector, including mainly organic fertilisers and soil improvers. 

In reaction to the presentation of the consultants, some Member States commented on some 

unintended consequences of the dual legislative systems of European and national 

legislations: companies wishing to export fertilisers to third countries often ask for national 

authorisations / registrations for fertilisers even though they are actually marketed as EC 
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fertilisers, as the national authorisations / registrations cover limits for risk factors and 

hazards. Thus, limit values are an important topic to be discussed in respect to the 

harmonisation of the future EU Fertiliser Regulation. 

The organic fertiliser sector stressed the importance of taking into account the product use in 

the context of safety requirements, while allowing enough flexibility in the combination of 

authorised ingredients.  

Study section 2 - Safety and agronomic efficacy approach 

The study highlighted that apart from a rather general requirement, the current Fertiliser 

Regulation does not include appropriate methodology to address risk and safety assessments 

for human health and the environment.  

In the study, safety requirements referred to contaminants only (e.g. heavy metals, organic 

pollutants, or microbiological criteria), whereas the term risk assessment referred to all other 

risks (e.g. use conditions and background levels of contaminants in the environment). The 

term agronomic efficacy was defined as the property of a fertiliser to improve plant nutrition 

and/or to improve or maintain the physical, chemical, or biological conditions of the soil.  

Limits for contaminants are associated in most national legislations with limits on permissible 

application rates, so as to cover the potential risks from these substances. Limit values apply 

often to specific groups of products.  

Assessments of new products are considered on a case-by-case basis by Member States. 

Guidelines for the safety assessment of unknown products have been developed in some 

Member States only (e.g. FR, DE, DK). Moreover, agronomic efficacy criteria are applicable 

in some countries (e.g. FR, DE, IT, NL, ES).  

The consultants reported that existing EU legislation addresses (at least partly) risk and safety 

issues of fertiliser materials (e.g. REACH, CLP, Plant Protection Products Regulation, 

Animal By-Products Directive, and Waste Framework Directive).  

The consultants presented information on different regulatory systems in third countries: 

Most third countries have defined a policy that encompasses all nutrient fertilising products, 

being mineral or organic. In most countries, compost is also included. Registration of 

individual products is an obligation in most countries, but in large countries this obligation 

applies at regional levels (e.g. state vs. federal in the U.S.); 

Marketing regulations for fertilising products are linked to regulations related to the use of 

fertilisers, which aim at protecting users of products and the environment. Several countries 

have developed national plans related to the sustainable use of fertilisers (stewardship plans). 

In these countries, the way fertilisers are being used is the main concern of regulators; 

In several countries, fertiliser regulations are linked to other pieces of legislation, especially 

chemicals legislations and water quality policies; 

In most third countries, thresholds regarding the presence of heavy metals in commercial 

products as well as the maximum volumes of fertilisers that can be applied yearly in a given 

field are defined in the legislation; 

When registration of individual products is required, safety and agronomic efficacy 

assessments must be carried out. Labelling is mandatory; 
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The European approach, based on defining type designations and standards, seems to be 

rather unique, as countries that have been studied are approaching marketing of fertiliser 

materials via individual product registration or notifications; 

The study concluded that a first approach for regulating safety requirements is to set 

thresholds for contaminants. Limit values should serve as safeguard principle, but are not 

enough per se, and should be complemented by guidelines on application rates that could be 

developed at national or regional levels.  

Member States suggested that limit values need to be set in such a way that they can be 

applied by both farmers and industry, while providing adequate protection. Compliance 

control by analytical means could only be done at the level of the product that is placed on the 

market.  

The consultant and several Member States suggested the principle of splitting fertiliser 

products into known versus little known products for risks assessment arguing that some 

products were already risk assessed by Member States. Other Member States and industry 

representatives expressed concerns about how these distinctions would be applied in practice 

and therefore risk assessments should be performed for both new and old fertiliser products. 

For new products, risk assessments should preferably be carried out according to REACH 

requirements.  

Several Member Sates stated that safety requirements should also cover guidelines on "end of 

waste" criteria for all types of organic waste that could be used in the manufacture of organic 

fertilisers. Without proper treatment, biological contaminants (e.g. nematodes) would remain 

in these products.  

A few Member Stats insisted on the importance of having agronomic efficacy criteria (i.e. the 

proof that a product brings benefits to farmers) in the future Regulation while others estimated 

that agronomic efficacy issues that would require field trials should be dealt with by the 

market. However, minimal product quality criteria such as nutrient content levels should be 

defined in the future EU Regulation as a 'basic assurance' of efficacy as agricultural practices 

of farmers also influence the agronomic efficacy of fertilisers.    

Study section 3 - Policy options 

In 2011, seven different policy options had been developed in order to be compared in the 

framework of the forthcoming impact assessment.  

Policy option 1: Status Quo – baseline scenario 

The current Fertiliser Regulation is not modified. For the other categories of fertilisers and 

fertilising products, national rules and Regulation (EC) No 764/2008 on Mutual Recognition 

continue to apply. Other pieces of EU legislation such as the REACH Regulation, the Animal 

By-Products Directive, etc, continue to apply.  

Policy option 2: Repeal of Regulation (EC) No 2003/2003 

The current EU Regulation on fertilisers is repealed and the placing on the market of 

fertilisers exclusively relies on other relevant pieces of EU legislation: REACH, CLP 

Regulation, Waste Framework Directive, Animal By-Product Regulation, National 

legislations and Regulation (EC) 764/2008 on Mutual Recognition. 

Policy option 3: Voluntary action by industry 
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Fertiliser manufacturers, importers and distributors agree to voluntarily establish quality 

procedures and standards for all fertilising products. All pieces of legislations as described in 

Option 1 continue to apply. Public authorities are consulted on the definition of the industry 

standards and they might carry out conformity controls. 

Policy option 4: Extension of current approach: listing of fertiliser types 

Detailed description of all technical aspects of each authorised type designation for the 

categories of fertilising products is included in an Annex to the future Regulation. The list 

will be adapted to technical progress. Maximum limit values for contaminants and specific 

technical requirements for additives are introduced in the legal text. A risk assessment 

procedure applies to “new Fertiliser Material type designation”. EN standards are used for 

analytical methods to verify compliance with the type requirements. 

Policy option 5: Listing of ingredients 

Lists of ingredients and additives that are allowed for the manufacture of fertilising products 

are included in Annexes to the new Regulation. Limit values for contaminants and other 

specific technical details are described in the legal text. The lists of authorised ingredients and 

additives are regularly adapted to technical progress. A risk assessment procedure is applied 

to “new Fertilising Material ingredients”. Further details for the various materials might be 

developed in EN standards.  

Policy option 6: New Approach 

The Regulation lays down essential requirements with regard to human and animal safety, as 

well as protection of the environment, and other criteria such as labelling, traceability, quality 

control, agronomic efficacy (if considered necessary). All further details are developed in EN 

standards. Manufacturers, importers and distributors are collectively responsible for ensuring 

that the products placed on the market are in conformity to the selected criteria. Conformity 

assessments are carried out by notified bodies. The essential requirements will not be 

modified without the agreement of the co-legislators.  

Policy option 7: Combination of various options for different materials 

Different policy options are applied to different categories of fertilisers (but only one policy 

approach per Fertilising Material category). Framework legislation links the different legal 

instruments and defines the FM categories. For the purpose of the impact assessment, one 

option has been selected for each Fertilising Material category, but other approaches may be 

considered as a result of an agreement between stakeholders and authorities. 

Study section 4 – Assessment of the policy options 

The assessment of the policy options was performed to address qualitative and quantitative 

impacts: 

Identification – and where possible quantification - of the relevant economic, social and 

environmental impacts; 

Contribution of the different policy options to the general and specific objectives 

(effectiveness);  

Technical feasibility, political acceptance and time-scheduling of the policy options 

implementation; 

Assessment of administrative costs for authorities and industry; 



 

271 

 

Overall cost-effectiveness assessment based on the addition of the scores of the options 

obtained for the parameters listed in the indents above. 

The study concluded that the policy options 5 (listing of ingredients) and 6 (New Approach) 

scored best overall, followed closely by option 4. According to the consultants, the selection 

of the preferred policy option could not be made solely on the basis of the analysis but would 

ultimately be a political choice.  

Options 1, 2 and 3 were clearly rejected by Member States and industry representatives. 

Several Member States favoured the New Approach arguing that the new system needed to be 

fast and flexible which was not possible with the current regulatory approach. Other Member 

States (mainly Mediterranean countries) expressed preference for the current approach and 

concerns about the role of CEN under the New Approach. CEN mainly represents industry 

and thus would be biased on issues regarding the protection of human health and the 

environment. Policy option 7 (option 5 under this report) was seen as being flexible with 

regard to the wide range of fertilising products that would be regulated in the future at EU 

level but more information about the procedures under the New Approach were required to 

help Member States to better understand their roles. 

3. INFORMATION ABOUT THE RESULTS OF THE TECHNICAL WORKING GROUPS 

ESTABLISHED TO PREPARE THE REVISION OF THE FERTILISERS REGULATION 

Following a suggestion from Germany, the Fertiliser Working Group agreed in April 2011 to 

set up several expert working groups in order to discuss a range of technical topics that will be 

relevant in the preparation of the revision of the fertiliser legislation.   

The Commission set up the following 4 ad-hoc working groups: 

1. WG 1: OVERALL STRUCTURE OF THE FUTURE PROPOSAL  

In particular WG1 was tasked to: 

1.1. develop a common set of definitions for all the categories of fertilising products and 

additives currently placed on the European market..  

1.2. develop proposals on how the necessary safety requirements and relevant 

mechanisms / structures for their verification should be put into practice.  

2. WG 2: NUTRIENT CONTENT, PRODUCT COMPOSITION, AND AGRONOMIC EFFICACY 

WG 2 reflected on whether and how the revised Regulation should set criteria for nutrient 

content and agronomic efficacy of the various product categories, where relevant. 

3. WG3: CONTAMINANTS, HYGIENE, AND OTHER RISKS 

This working group examined the need for setting appropriate conditions with regard to the 

presence of contaminants (such as heavy metals or organic pollutants), pathogens, or other 

risk factors.  

4. WG4: LABELLING, ENFORCEMENT AND CONTROL 

WG 4 worked on a range of horizontal topics such as labelling requirements for each product 

category, monitoring and traceability by manufacturers and importers, particular obligations/ 

recommendations to Member States authorities concerning market surveillance of products. 

The ad-hoc working groups were composed of experts from the Member States, industry, 

other stakeholders (such as CEN and one NGO) and the Commission. They were co-chaired 
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by a representative of the Commission and a Member State expert. Information exchange 

were organised via specific CIRCA Groups for each WG. Working Groups met up to three 

times in the period January to December 2012. WG1 met four times.  

In December 2012, the Commission presented the main outcomes of the work of the ad-hoc 

technical working groups during a meeting of the Fertilisers Working Group offering an 

opportunity for participants to comment. The text below summarizes the main outcomes of 

the discussions in the WG. 

Concerning the definition of inorganic fertiliser the working group concluded that the 

proposed definition of inorganic fertiliser was overall supported (See glossary) and that, if a 

maximum limit of organic carbon (or matter) should at the end be defined, this should be set 

rather low to allow for the presence of trace quantities of organic materials whereas 

exempting additives as a point of principle. 

As regards the minimum nutrient content for inorganic fertilisers the Working Group reported 

about the difficulty to find a compromise value to reconcile the views of those Member States 

(IT, ES, CY, PL) and industry, who supported a higher minimum content to guarantee 

efficacy to the professional users (e.g. farmers) with those Member States, who supported 

lower values to cover also specialty-products for plants (such as aquatic plants, orchids, 

cactus,…) which require only low nutrient amounts per application.  

UK (supported by IE, AT, BE) expressed the concern that with a high minimum content, low-

concentration fertilisers would be excluded from the market. Industry suggested to raise the 

proposed minimum content (namely for fluid fertilisers) without consequences as the users 

(professional or amateurs) can always dilute to satisfy plant needs. The Commission 

mentioned the possibility that an exemption from (somewhat higher) minimum nutrient 

contents could be foreseen for specific consumer products (i.e. for orchid), if Member States 

can confirm that there is a distinction between products for consumers and for professionals 

(i.e. orchid breeders). 

As regards the forms of nutrients (N, P, K, secondary- and micro-nutrients) to be declared, the 

Commission noted an overall consensus based on the technical working group proposals. 

The Commission presented some general principles as regards contaminants which were 

broadly supported by the Working Group: 

 impracticability to regulate material flows (i.e. application rates of fertilisers) at EU level; 

 limit values need to be defined for the different product categories based on their specific 

application rates. Higher application rates will trigger stricter limits. 

 no need to require the declaration of all contaminants on the label at EU level – except 

possibly for Cu and Zn – while flexibility could be allowed for Member States to request 

labelling of contaminants in light of particular conditions such as relatively high 

background levels of certain contaminants to facilitate farmers' choice; 

 as regards enforcement activities, the responsibilities of the various actors (industry, 

officials) would be clearly defined; obligations shall apply equally to manufacturers and 

importers; the appropriate monitoring frequencies for contaminants could be discussed in a 

so-called Administrative Co-ordination Group (ADCO) among market surveillance 

authorities and stakeholders (e.g. modulated depending on which input materials are used) 
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and relaxed after a while if analytical results show consistently that the limit values are not 

exceeded; 

 possibility to allow Member State(s) – on the grounds of specific reasons - to grant 

upwards derogation from the general limit values for products which shall then be limited 

to be placed on the local or national market only unless other Member State(s) accept the 

product as well. When taking such action, Member States should provide quantitative 

information on the share of products that would be excluded from the market due to the 

fact that they cannot comply with the general limit values; 

 possibility for Member States to introduce certain specific lower national limit values for 

cadmium in phosphate fertilisers. For other contaminants, derogation for lower limits can 

be requested by Member States in accordance with Art.114 of the Treaty on the 

Functioning of the European Union. 

Copper, zinc and selenium are considered both, contaminants or plant nutrients (Cu and Zn) 

or as an additive with a human/animal health benefit (Se). The Working Group agreed that the 

rules for micro-nutrients should apply for Cu and Zn when they are intentionally added. When 

Cu and Zn are not intentionally added their concentration should not exceed limit values 

proposed by the EU End-of-waste criteria for biodegradable waste. 

As regards the proposed maximum limit values for heavy metals in primary and secondary 

nutrient fertilisers, it was agreed that the limit for cadmium should be expressed in mg/kg 

P205. Several Member States (PL, FR, PT, ES) said that the limit of 60 mg Cd/kg P2O5 for 

phosphate fertilisers containing more than 5% P2O5 is too stringent and should be raised up to 

90 mg Cd/kg P2O5. The Commission mentioned the outcome of a recent EUROMED 

conference where a representative of the major phosphates producer in Tunisia had provided 

encouraging information on the perspective of decadmiation of phosphate fertilisers.. 

As regards the compulsory labelling of inorganic fertilisers, the Working Group agreed to the 

items as proposed by WG 4.  The Commission replied to a question of industry that other 

indications might be voluntarily provided by the manufacturer/importer/distributor, such as 

the fact that the product is compliant with the organic farming rules (if it fulfils the provisions 

of the appropriate Regulation). 

The definition of organic fertiliser presented during the meeting gained support by a majority 

of Member States. ES remarked, however, that the proposed version is actually covering 

fertilisers made only out of microorganisms (e.g. from microbial biomass production), hence 

it proposed to specify that the organic materials should be of "animal or plant origin" instead 

of "biological origin". The ES opinion was adopted. 

As regards the quality requirements for organic fertilisers the Working Group discussed 

mainly the need for setting a minimum organic matter content. ES supported by industry 

indicated that this parameter was not really justified as the main function of fertilisers is to 

provide nutrients. However, following the discussion ES indicated that it could accept to have 

a minimum value in a spirit of compromise, but it has to be lower that the corresponding limit 

for soil improvers. PT considered this parameter important and preferred 30% (instead of 20% 

as presented).  

As regards the maximum limit values for non-nutrients metals, the Commission indicated that 

the proposed values are similar to those which are discussed in the context of the End-of-

Waste criteria for the biodegradable waste. Upwards derogations could be necessary to 
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address specific local situations for nickel (IT and FR in compost, DE in digestate) and for 

lead (UK in compost). IT (supported by PL, DE) explained that setting a limit for total 

chromium (Cr) does not make sense because it means the sum of Cr(III) plus Cr(VI).  

Cr(III) is a micronutrient for humans and animals, it is not mobile in soil solution and it has a 

low coefficient of translocation from soil to plant (i.e. it is not dangerous in soil, and its 

presence is not a matter of concern). Cr(VI) is not a micronutrient, it is carcinogenic, it is 

mobile in soil solution and it has high coefficient of translocation from soil to plant (i.e. 

Cr(VI) compounds are the only possibly dangerous). For these reasons IT proposes a limit 

exclusively for Cr(VI) for all kind of fertilisers. Safety towards productions and 

environmental protection are guaranteed with fertilisers not containing detectable amounts of 

Cr(VI). The presence of Cr(VI) in organic materials means that those products are polluted. 

Moreover there is no correlation between the potential presence of Cr(VI) and total 

chromium. Cr(III) content is insignificant in relation to toxicity and therefore no limit value is 

necessary. This proposal reflects the Regulation (EC) No 889/2008 of 5 September 2008 

laying down detailed rules for the implementation of Council Regulation (EC) No 834/2007 

on organic production. Official method to determine Cr(VI) in organic-based fertilisers is 

already available in Italy (D.M. 08/05/2003, G.U. 21/05/2003 n. 116, Suppl. n. 8 of the Italian 

Republic), as well as a method for determination Cr(VI) in organic and organo-mineral 

substances is being validated by CEN (EN ISO 17075:2007). . Other Member States 

considered that due to the presence of organic matter Cr(VI) will always be reduced and only 

a Cr total determination made sense.  

As regards the maximum limit values for organic contaminants, the Commission explained 

that it could be foreseen that they would apply only to relevant product categories. 

Application of the limit values could be made selective to products for which certain waste 

streams have been used as input materials or be limited to PCBs only (as marker substances). 

The frequency of monitoring could be reduced (or further verification waived) if producers 

can demonstrate that a significant number of representative samples are not exceeding the 

limit values proposed in the EoW criteria scheme over an initial period of time. The Working 

Group supported the proposed approach, as well as the one presented for maximum limit 

values for microorganisms. 

As regards the compulsory labelling of organic fertilisers, the Working Group discussed the 

need to define a threshold above which the origin of the components used in the manufacture 

of the product should be mentioned. ES underlined that the origin of each ingredient should 

be labelled by using for example the EU Waste List codification. DE indicated that the 

Animal By-Products Regulation has shown that traceability should be implemented in a 

thorough way in order to limit the spread of animal disease, hence the importance of 

mentioning the animal origin above a certain threshold.  

As regards the minimum quality requirement for organo-mineral fertilisers, IT pointed out 

that the minimum values for organic N in the IT legislation are 1 and 0.3 % for solid and fluid 

products, respectively. Two Member States sent other proposals after the meeting. 

EL, BE and UK commented on the definition of liming materials. The UK requested the 

possibility to market silicate slags as liming materials, as otherwise about 100,000 tons/year 

will not have access to the market anymore. This was opposed by EL and BE - although BE 

indicated some flexibility for the future. 

The minimum neutralising value presented (20) as well as the list of parameters to be declared 

obtained overall support of the Working Group. UK pointed out that a minimal NV of 15 had 

been proposed for sugar lime in the 7
th

 ATP and should be used as the benchmark for the 
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whole category. CEN clarified that the minimum NV of 15 was applicable for sugar factory 

lime suspensions, while the NV of 20 should apply to solid sugar factory lime. 

Definition of "soil improvers":  PT, BE and IT would favour the definition of two sub-

categories, inorganic soil improvers (including liming materials and "acidifying products") 

and organic soil improvers. According to ES (supported by PT, BE, UK) the definition of 

both sub-category should not contain the origin of the  materials but only be based on their 

main function (e.g. increasing soil organic matter content for organic soil improver).  

Quality criteria for organic soil improvers: the Working Group discussed the need for a 

maximum nutrient content (upper limit) as a "cut-off" value to avoid overlapping with organic 

fertilisers where a minimum nutrient content was discussed. It was recognised that some 

flexibility should be applied to the producers which could prefer to market a given product in 

the organic soil improvers category despite the fact it is complying with the minimum nutrient 

content criteria of the organic fertiliser category. However, the actual content should always 

be declared. 

Growing media: the points reported in the presentation prepared by the Commission were not 

discussed, except the proposed safety criteria which should be aligned with the values of the 

future End-of-Waste criteria for compost and digestate.  

Plant biostimulants: the Commission presented the proposed definition and the guiding 

principles and concept of "registration" for plant biostimulants (NOTE: the NLF was finally 

favoured) according to an approach similar to that of the Feed Materials Regulation and in a 

way to the REACH Regulation. The Commission reacted to the question raised by ES about 

the completeness of a dossier by saying that the dossier should be submitted and checked (by 

an official body to be determined and according to a procedure, also to be determined) before 

it would be declared as complete. Industry indicated that they will be making some proposals 

on how to make this completeness check the least burdensome as possible for the designated 

official bodies.  

As regards the waste materials (neither composted nor digested), such as animal meals, oil 

cake meal, which will not be addressed by the future EU End-of-Waste criteria for compost 

and digestate, a similar approach as for 'upwards derogation' discussed earlier could be 

implemented: waste materials compliant with national EoW criteria can be used as ingredients 

but the derived fertilisers shall then be limited to be placed on the local or national market 

only unless other Member State(s) accept the products as well. When taking such action, 

Member States should provide quantitative information on the share of products that would be 

excluded from the market due to the fact that they are not included in the EU EoW criteria. 

Alternatively, the animal by-products regulation already foresees the placing on the market of 

soil improver and organic fertilisers made of animal by-products and could be used as criteria 

for EU end-of-waste.   

Policy options: the Commission noted that the situation compared to the discussion one year 

ago had evolved as several Member States had realised that extending the procedure of type 

listing to all new fertilisers categories to be covered by the future Fertilisers Regulation would 

not be realistic as thousands of types have already been identified on the market in the 

Member States. Therefore, the Commission highlighted to possible advantages of combining 

option 5 (positive and negative lists) for the most sensitive ingredients such as agronomically 

relevant active additives and plant biostimulants with option 6 (new approach) for the other 

main product categories. (NOTE: the NLF was finally adopted in 2015 as the preferred 

option) 
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DE indicated that due to negative experiences in the past few years (e.g. with waste products) 

they have implemented at national level a system which is similar to the presented 

combination of options 5 and 6.  DE commented that negative lists would not be that easy to 

establish in the initial proposal and could be easily by-passed, so that DE would now for 

organic materials be more in favour of a positive listing of ingredients which would be more 

transparent for users and manufacturers. The Commission repeated that a negative list would 

be implemented as a safeguard mechanism for ingredients which are found to constantly lead 

to non-conformity of products with the essential requirements. 

ES stated that, considering the previous investment for type designation of inorganic 

fertilisers, option 4 should continue to apply for this category, while ES recognised that this 

option is not adapted to the other categories considering the high number of new type 

designations to handle. Option 5 (ingredient listing) could be an alternative for these 

categories.  

PL, IT, FR supported ES and expressed concerns about the amount of work related to CEN 

standards if option 6 would be implemented. The Commission repeated that types or 

ingredients listing will also be an immense task – in particular for describing precisely 

acceptable ingredients for organic materials.  

FR indicated that "bigger groups" of ingredients could be constituted which could reduce the 

amount of work and ease the identification of problematic ingredients. The Commission 

considered that grouping ingredients in view of their listing will not provide the necessary 

level of safety information to the manufacturers, nor to the users. There would probably also 

be many questions regarding correct interpretation of these descriptions during actual 

implementation of the revised Regulation, hence missing the objective of simplification.   

Industry indicated that a better understanding of option 7 following the presentation by the 

Commission at the last meeting of technical working group 1 had increased the industry's 

support for this option. 

4. OUTCOMES OF THE PUBLIC CONSULTATION ON THE RENEWED CIRCULAR 

ECONOMY PACKAGE IN RELATION WITH FERTILISERS (SUMMER 2015) 

As a reminder the Circular Economy package as published in July 2014 included  

• the European Commission’s communication document “Towards a Circular Economy: 

A zero waste program for Europe” as well as  

• a Proposal for a Directive which would revise several pieces of legislation such as the 

Waste Framework Directive (Directive 2008/98/EC) and introduced the vision of a ‘Circular 

Economy’.   

However, a ‘Circular Economy’ further aims to maintain the value of the materials and energy 

used in products in the value chain for the optimal duration, thus minimising waste and 

resource use. By preventing losses of value from material flows, it creates economic 

opportunities and competitive advantages on a sustainable basis. 

This is one of the reason why, in December 2014, the new Commission announced the 

withdrawal of the 2014 legislative proposal for the review of waste legislation.  

A new initiative promoting the Circular Economy was announced by the end of 2015.  
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The new and more ambitious Circular Economy strategy would have to be fully aligned with 

the priorities of the new Commission and comprise a revised legislative Proposal on waste 

acquis, and a Communication setting out an action plan on the Circular Economy covering – 

as it is often called - the ‘other side of the circle’, which means covering the whole value 

chain of a product instead of focussing on its end of life state as waste. 

To develop a more ambitious Circular Economy strategy and create the necessary conditions 

to “close the loop” in the value chain and promote actions at all stages of the life-cycle of 

products, the input from stakeholders and the public was identified as one key factor to spot 

main barriers and gather views on measures to be taken at EU level to overcome such barriers. 

Therefore, the new Commission initiated the exchange of information at European level with 

three initiatives:  

1. In early 2015, the Commission announced that it will conduct a public, online 

stakeholder consultation on the Circular Economy over the summer. The consultation was 

published on 28th May 2015 and lasted until 20th August 2015 at midnight. All interested 

stakeholders such as citizens, organisations and public authorities have been invited to 

contribute to the online consultation. The survey consisted of eight sections, including short 

background information and addressing different fields: introduction, general information 

about respondents, production phase, consumption phase, markets for secondary raw 

materials, sectoral measures, enabling factors for the Circular Economy, including innovation 

and investment, and upload documents. Many questions allowed for specific remarks and 

upload of additional papers was possible.  

2. In addition, the Commission consulted the 28 Member States through a separate 

questionnaire dedicated to issues not covered by the public stakeholder consultation (as 

described above) or of specific interest to the Member States. This questionnaire was 

distributed electronically to the relevant administrations (in English) and included a maximum 

of 10 open questions. The consultation was started from July 2015 and ended in September 

2015.  

3. Organisation of the Circular Economy Conference in Brussels on 25 June 2015: The 

Commission organised the conference “CLOSING THE LOOP – Circular Economy: boosting 

business, reducing waste” which was open to all stakeholders wishing to contribute in shaping 

the European economy policy making. The conference consisted of an opening plenary 

(keynote and panel discussion), a series of break-out sessions addressing specific aspects of 

the Circular Economy (and discussing questions of the online stakeholder consultation as 

described above), and a closing panel with institutional representatives. All documents, 

speeches and web streams of the conference have been published on the Commission’s 

website and are publicly available. 

Based on a comprehensive analysis of the stakeholder input, the outcome of the three 

initiatives as described above has formed part of the final Circular Economy initiative. 

Under the section "Market for secondary raw materials", the results of the consultation 

identified 9 problem descriptions, each followed by a list of the three top priority-fields 

selected by stakeholders.  
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"Bio-nutrients" holds the "Priority 1"-place in 6 of the 9 priority lists, and the "Priority 2"-

place in another 1 of the 9 lists.  

This underlines the strong support received during this last public consultation, for a 

regulatory initiative such as the revision of the Fertilisers Regulation enabling the 

development of a market for the so-called bio-nutrients which have to be understood as the 

recycled nutrients from secondary raw materials. 

The results of the consultation are available on the following website: 

HTTPS://EC.EUROPA.EU/EUSURVEY/PUBLICATION/CIRCULAR-ECONOMY 

The Commission has presented a new, more ambitious circular economy strategy in 

December 2015, to transform Europe into a more competitive resource-efficient economy, 

addressing a range of economic sectors, including waste. The strategy will be fully aligned 

with the priorities of the new Commission. It will comprise a revised legislative proposal on 

waste and a Communication setting out an action plan on the circular economy for the rest of 

this Commission’s term of office. The action plan will cover the whole value chain, and focus 

on concrete measures with clear EU added value, aiming at ‘closing the loop’ of the circular 

economy. 

https://ec.europa.eu/eusurvey/publication/circular-economy
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1. INTRODUCTION 

Concerns regarding the risks posed by cadmium to human health and the environment were 

addressed by the Council already in its Resolution of 25 January 1988
1
 which emphasized the 

importance of reducing inputs of cadmium into soils from all sources including diffuse 

sources (e.g. atmospheric deposition, phosphate fertilisers, sewage sludge…) by among others 

“appropriate control measures for the cadmium content of phosphate fertilisers based on 

suitable technology not entailing excessive costs and taking into account environmental 

conditions in the different regions of the Community”. Among the possible actions (reduced 

atmospheric emissions, limit values for sewage sludge), cadmium in phosphate fertilisers 

remains the main point not having been dealt with so far at EU level. 

The EU fertiliser market is only partly harmonised. Regulation (EC) No 2003/2003 of the 

European Parliament and of the Council of 13 October 2003 relating to fertilisers
2
 (hereinafter 

referred to as “the Fertilisers Regulation”) aims to ensure the free circulation on the internal 

market of “EC fertilisers” i.e. those fertilisers that meet certain requirements for their nutrient 

content, their safety, and their lack of adverse effect on the environment. The Fertilisers 

Regulation does not affect the so-called “national fertilisers” placed on the market of the 

Member States in accordance with national legislation. Producers can choose to market 

fertiliser as “EC fertiliser” or as “national fertiliser”. Depending on agricultural practices in 

the Member States, “EC fertilisers” have, on average, market shares from 60 to 70 %
3
.  

Twenty Member States have already introduced or intend to introduce diverging limits for 

cadmium in national fertilisers. On the other hand, there is currently no limit value for 

cadmium in the Fertilisers Regulation. However, Recital 15 of the Fertilisers Regulation 

specifies that “Fertilisers can be contaminated by substances that can potentially pose a risk 

to human and animal health and the environment. Further to the opinion of the Scientific 

Committee on Toxicity, Ecotoxicity and the Environment (SCTEE), the Commission intends to 

address the issue of unintentional cadmium content in mineral fertilisers and will, where 

appropriate, draw up a proposal for a Regulation, which it intends to present to the European 

Parliament and the Council”. 

                                                 
1 OJ C 30, 4.02.1988, p. 1. 
2 OJ L 304, 21.11.2003, p. 1. 
3 Evaluation of Regulation (EC) No 2003/2003 to fertilisers. Centre for Strategy and Evaluation Services. 

Final Report. November 2010. 

HTTP://EC.EUROPA.EU/ENTERPRISE/SECTORS/CHEMICALS/FILES/FERTILIZERS/FINAL_REPORT_2010_

EN.PDF 

http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/final_report_2010_en.pdf
http://ec.europa.eu/enterprise/sectors/chemicals/files/fertilizers/final_report_2010_en.pdf
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Commission Regulation (EC) No 889/2008
4
 on organic products sets an upper limit of 

90 mg/kg P2O5
5

 for cadmium in two phosphate fertiliser types (soft ground rock phosphates, 

aluminium-calcium phosphate) that may be used in organic production. Those fertiliser types 

also fall under the scope of the Fertilisers Regulation. 

2. CONSULTATION OF INTERESTED PARTIES AND EXPERTISE 

The various consultations conducted as part of this impact assessment report have been 

carried out in compliance with the Commission’s minimum standards on consultation
6
. 

2.1. Consultation of other Commission services 

An impact assessment steering group (IASG) was established in May 2008 to which the 

following Directorates-General were invited: Enterprise and Industry, Environment, Health 

and Consumer Protection, Agriculture, Trade, External Relations, Research, Development, 

Economic and Financial Affairs, Internal Market, Secretariat General and Legal Service. The 

members of the steering group were also invited to participate in meetings with experts in 

decadmiation, stakeholders and Member States representatives. 

The IASG met six times between June 2008 and May 2010 in order to accompany the 

preparation of the impact assessment. Directorates-General Enterprise and Industry, 

Environment, Health and Consumer Protection, Agriculture and Trade were the most active 

participants. 

2.2. Consultation of the Member States and EU fertiliser industry in the frame of 

the Fertiliser Working Group 

During the Fertilisers Working Group meeting of 5 November 2007, most Member States 

supported setting upper limits for cadmium for all phosphate fertilisers (EC and national 

fertilisers). Several Member States having set already national limits that so far affect only 

national fertilisers insisted on being allowed to continue to apply them to address their 

specific environmental concerns. Annex I contains an overview of the limit values for 

national fertilisers that Member States have already introduced or intend to introduce in 

legislation. 

In October 2009, representatives of the Member States, producing countries of phosphate 

rocks and fertilisers, EU fertiliser manufacturers, environmental NGOs, trade unions, farmers 

and consumers organisations
7
 were consulted at a specific workshop on potential policy 

options for implementing cadmium limit(s). The advantages and drawbacks of the options 

                                                 
4 Commission Regulation (EC) No 889/2008 laying down detailed rules for the implementation of 

Council Regulation (EC) No 834/2007 on organic production and labelling of organic products with 

regard to organic production, labelling and control. OJ L 250, 18.09.2008, p. 1. 
5 See Glossary of terms and abbreviations. 
6 Available at: 

HTTP://WWW.CC.CEC/HOME/DGSERV/SG/STAKEHOLDER/INDEX.CFM?LANG=EN&PAGE=GUIDANCE 
7 BEUC (European Consumers Organisation), COPA COGECA, CEN (European Committee for 

Standardisation), European Environmental Bureau (EEB), IMPHOS (World Phosphate Institute), OCP 

(Office Chérifien des Phosphates), EFMA (European Fertilisers Association), EFBA (European 

Fertilisers Blenders Association), EFIA (European Fertilisers Imports Association), IFA (International 

Fertilizers Association), ETUC (European Trade Union Confederation), EMCEF (European mine, 

chemical and energy workers’ federation). 

http://www.cc.cec/home/dgserv/sg/stakeholder/index.cfm?lang=en&page=guidance
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developed in this impact assessment (except Option 2)
8
 were presented in detail and 

stakeholders were requested to provide their views on the options. The preferences expressed 

during that meeting are provided in Annex II. 

In summary, a majority of stakeholders supported the following approach: 

– Introduction of an upper limit of 60 mg cadmium/kg P2O5 decreasing progressively to more 

stringent limits because of sufficient scientific evidence establishing a conclusive link 

between soil cadmium concentration, transfer to plants, dietary intake and possible human 

health risks. Some Member States advocated starting with a limit value of 75 mg 

cadmium/kg P2O5 and decreasing to 60 mg cadmium/kg P2O5 after 3 years.  

– However, the adoption of limits lower than 60 mg cadmium/kg P2O5 would be conditional 

on the successful implementation of a decadmiation technology at industrial scale which is 

so far unproven as low cadmium phosphate sources will not be sufficient to cover all needs 

of EU farmers. 

– The setting of low limits needs to be mindful of the problem that not all the current 

fertiliser types placed on the market can be decadmiated, in particular decadmiation would 

not be possible for the phosphate fertilisers currently authorised in organic farming. 

– The timing of a progressive decrease in cadmium limits will therefore mainly depend on 

progress in decadmiation technology and/or on the availability of phosphate fertiliser 

alternatives containing less cadmium (e.g. from manure, sewage sludge, bio-waste, 

industrial by-products…). 

In addition to this consultation, an earlier public consultation via internet had been conducted 

in 2003 regarding the possible introduction of Community limits on cadmium in fertilisers 

below 60 mg cadmium/kg P2O5. The distribution of the 65 replies received by the 

Commission, which may be broadly classified as for, against and neutral, was as follows: 

 7 broadly approved the Commission’s proposal; 

 54 expressed strong concerns in particular concerning the introduction of uniform limits 

below 60 mg cadmium/kg P2O5; 

 4 replies did not directly express an opinion on the proposal, but sent studies relating to the 

subject of cadmium in fertilisers. 

Further details are contained in Annex III. A renewed public consultation via internet was not 

considered necessary, as based on the available knowledge through direct contacts the 

positions of those who participated in the earlier consultation have not changed. All key 

stakeholders were represented at the workshop in October 2009 referred to above. 

2.3. SMEs consultation 

In the framework of the implementation of the Small Business Act, requests for input on the 

various options (except option 2) developed in the impact assessment were also submitted to 

Small and Medium Size Enterprises (SMEs) on the basis of a specific questionnaire supported 

by a background note clarifying the technical and economical aspects of the proposal. 

40 companies in 14 Member States participated in the consultation. This might represent 

around 5% of the SMEs active in the production and trade of mineral fertilisers across 

                                                 
8 Option 2 (market-based incentives) was not part of the earlier consultations because it was included in 

the analysis only after the first review of the draft impact assessment report by the Commission's Impact 

Assessment Board.  
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Europe. In general, SMEs producing only mineral fertilisers or producing mineral fertilisers 

plus organic fertilisers and soil improvers commented mostly on possible negative impacts on 

the competitiveness of the sector from measures restricting the supply in phosphate fertilisers. 

Further information on the SMEs replies is incorporated in the analyses in section 6 and is 

available in Annex IV. 

2.4. Scrutiny by the Commission impact assessment board 

The impact assessment board (IAB)
 9

 of the European Commission assessed a draft version of 

the impact assessment and issued its first opinion on 2 July 2010. The impact assessment 

board made several comments and, in the light of those suggestions, the revised impact 

assessment report: 

– provides a broader description of the problem by presenting in more detail the current 

supply conditions and related economic issues such as incentives for developing 

decadmiation technologies;  

– explains in the description of the problem why long term risks for the population and 

for the environment cannot be assessed more quantitatively and why it is impossible to 

directly correlate soil cadmium inputs from mineral phosphate fertilisers and their effects 

on public health and the environment; 

– clarifies the objectives pursued with the legislative proposal accompanied by this impact 

assessment; 

– indicates more clearly the trade-offs between the different objectives and specifies why 

choices are limited by political constraints such as trade obligations and external relations; 

– introduces and analyses a new option on market-based incentives including fiscal 

incentives (hereinafter option 2) to increase the use of fertilisers with low cadmium 

content and a new annex explaining the calculations carried out;  

– analyses for each option the incentives to trigger the development and implementation of 

decadmiation technologies; 

– provides additional explanations why the most ambitious option of an immediate EU 

limit of 20 mg cadmium/ kg P2O5 has been discarded at an early stage and clarifies that this 

option is implicitly contained in one of the options that has been fully analysed. 

The Impact Assessment Board issued its final position on a revised draft impact assessment 

report on 26 July 2011 and, based on those comments, the final impact assessment report:  

– Better present the time dimension of the problem in terms of long term health impacts 

and technological developments 

– Clarifies how the trade-offs between the objectives have been taken into account in the 

formulation of objectives and why a complete harmonisation of the cadmium limit value is 

not envisageable 

– Provides clearer arguments to disguard the option of immediately imposing a 20 mg 

limit 

                                                 
9 HTTP://EC.EUROPA.EU/GOVERNANCE/IMPACT/IAB_EN.HTM. 

http://ec.europa.eu/governance/impact/iab_en.htm
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3. PROBLEM DEFINITION 

3.1. Why is the presence of cadmium in phosphate fertilisers an issue? 

Cadmium is a non-essential element that has a high transfer rate from soil to plants compared 

to other non-essential elements. Certain plants (e.g. sunflowers, colza, triticale, tobacco...) 

tend to accumulate larger amounts of cadmium. Cadmium is naturally present in phosphate 

rocks which are mined for the manufacture of phosphate fertilisers. 

The additional annual cadmium accumulation rate from various anthropogenic sources such 

as atmospheric deposition, mineral fertilisers, manure and sewage sludge is generally small 

but quantitative estimates vary. In 2002, the Scientific Committee on Toxicity, Ecotoxicity 

and the Environment (SCTEE-2002
10

) considered that annual net accumulation from all 

sources is typically in the order of about 1 % of the amount already present in agricultural 

soils
11

, whilst several Member States having conducted specific risk assessments concluded 

that annual net accumulation would be in the order of 0.4-1.25 % from phosphate fertilisers 

alone if their cadmium content is at 60 mg/kg P2O5
12

.  

Once present in soil, cadmium cannot be removed and might accumulate and migrate to pore 

solution where plant roots take up their nutrients. Quantification of the net contribution of 

phosphate fertilisers to transfer to plants is extremely complex and depends on soil and 

climatic conditions. Cadmium solubilisation and bioavailability are affected by soil pH – 

acidic soils favour the solubility of cadmium – and are also largely controlled by the presence 

of organic matter, sand, clay or micro-nutrients such as zinc, iron and manganese. Other 

factors such as crop variety, rainfall and farming practices may also affect cadmium 

bioavailability. However, soil pH and soil cadmium accumulation are considered as the main 

factors controlling the availability of cadmium for uptake by plants.  

The presence of cadmium in plants and cadmium intake from foodstuffs could eventually lead 

to adverse effects on human health in the longer term. In addition to human health impacts, 

further cadmium accumulation in soils could have negative effects on soil biodiversity and 

therefore on soil functions (e.g. decay of organic matter) and on groundwater quality via 

leaching in soils. 

In 2002, the Scientific Committee on Toxicity, Ecotoxicity and the Environment (SCTEE -

2002)) was asked by the Commission for its opinion
11

 on the likelihood for accumulation of 

cadmium in soils through the use of phosphate fertilisers. Based on risk assessment studies 

carried out by 8 Member States (+ Norway) and additional analysis, the SCTEE-2002 

estimated that phosphate fertilisers containing 60 mg cadmium/kg P2O5 or more are expected 

to lead to cadmium accumulation in most EU soils whereas phosphate fertilisers containing 

20 mg cadmium/kg P2O5 or less are not expected to cause long-term soil accumulation over 

100 years, if other cadmium inputs are not considered. A similar trend is expected for 

cadmium uptake in crops although the actual increase would be much smaller. The SCTEE
-

2002 was also of the opinion that the derivation of a limit exclusively based on soil 

accumulation does not take into account the level of risk for human health and the 

environment associated with the current situation and considered that such a limit should be 

derived on a more solid risk assessment basis using a probabilistic approach and taking all 

cadmium sources into consideration. 

                                                 
10 Now renamed SCHER. 
11 HTTP://EC.EUROPA.EU/HEALTH/PH_RISK/COMMITTEES/SCT/DOCUMENTS/OUT162_EN.PDFI. 
12 HTTP://EC.EUROPA.EU/ENTERPRISE/SECTORS/CHEMICALS/DOCUMENTS/SPECIFIC-

CHEMICALS/FERTILISERS/CADMIUM/RISK-ASSESSMENT_EN.HTM 

http://ec.europa.eu/health/ph_risk/committees/sct/documents/out162_en.pdf
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
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In 2015, the Commission mandated the Scientific Committee on Health and Environmental 

Risks (SCHER-2015) to evaluate a new mass-balance analysis
13

 (hereinafter the "new 

analysis") based on new information about atmospheric deposition of cadmium, use of 

inorganic phosphate fertilisers and new and more accurate models to estimate the cadmium 

leaching from the soil. The main objective was to compare the results of the new analysis with 

the SCTEE-2002 opinion in order to assess whether new trends in soil cadmium accumulation 

can be observed based on the most up-to-date data.  

The SCHER released its final opinion on 27.11.2015
14

 and concluded that, on average,  

cadmium accumulation is not likely to occur in EU 27 + Norway arable soils when using 

inorganic phosphate fertiliser containing less than 80 mg Cd/kg P2O5.  According to SCHER, 

the new conclusion is justified by the significant decrease in the level of cadmium actually 

present in the environment since the last assessment of 2002 which was based on data from 

the nineties.   

The SCHER-2015 highlighted  however that an average scenario does not reflect the various 

soil and climatic conditions in the EU. In extreme conditions (high fertiliser consumption, 

critical soil conditions), SCHER showed that cadmium soil accumulation could still happen at 

a concentration of 20 mg Cd/kg P2O5. 

As the new conclusion from SCHER-2015 came during the interservice consultation on a 

draft Commission proposal for a revision of the Fertilisers Regulation, the assessment of the 

impacts have been construed based on the conclusions of SCTEE-2002. However, the opinion 

of SCHER-2015 should be considered as a new important scientific element and therefore its 

impact on the choice of the preferred option is discussed in Section 8 of this impact 

assessment.   

The most important conclusions of recent risk assessments concerning cadmium are presented 

in the following section. Summaries of previous mass-balance calculations and risk 

assessments are available in Annex V. 

3.1.1. Toxicity of cadmium for human health via the diet 

In the framework of Council Regulation (EEC) No 793/93 of 23 March 1993 on the 

evaluation and control of the risks of existing substances
15

, cadmium and cadmium oxide 

were identified as priority substances for evaluation in accordance with Commission 

Regulations (EC) No 1179/94
16

, (EC) No 2268/95
17

 and (EC) No 143/97
18

, respectively. 

Belgium was designated as Rapporteur Member State and completed a risk evaluation for 

cadmium and cadmium oxide to the environment and human health in accordance with 

Commission Regulation (EC) No 1488/94 of 28 June 1994 laying down the principles for the 

assessment of risks to man and the environment of existing substances
19

. The EU Risk 

                                                 
13  HTTP://WWW.SCIENCEDIRECT.COM/SCIENCE/ARTICLE/PII/S0048969714004495 
14 

HTTP://EC.EUROPA.EU/HEALTH/SCIENTIFIC_COMMITTEES/ENVIRONMENTAL_RISKS/OPINIONS/INDEX

_EN.HTM 
15 OJ L 84, 5.04.1993, p. 1. 
16 Commission Regulation (EC) No 1179/94 of 25 May 1994 concerning the first list of priority 

substances as foreseen under Council Regulation (EEC) No 793/93.OJ L 131, 16.05.1994, p. 3. 
17 Commission Regulation (EC) No 2268/95 of 27 September 1995 concerning the second list of priority 

substances as foreseen under Council Regulation (EEC) No 793/93.OJ L 231, 28.09.1995, p. 18. 
18 Commission Regulation (EC) No 143/97 of 27 January 1997concerning the third list of priority 

substances as foreseen under Council Regulation (EEC) No 793/93.OJ L 25, 28.01.1997, p. 13. 
19 OJ L 161, 29.06.1994, p. 3. 

http://www.sciencedirect.com/science/article/pii/S0048969714004495
http://ec.europa.eu/health/scientific_committees/environmental_risks/opinions/index_en.htm
http://ec.europa.eu/health/scientific_committees/environmental_risks/opinions/index_en.htm
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Assessment Report
20

 (hereafter EU RAR) on cadmium and cadmium oxide was issued in 

December 2007. 

The EU RAR on cadmium found that the most sensitive toxicological/ecotoxicological 

endpoint is kidney toxicity through repeated oral exposure (intake via the diet). Cadmium in 

food is the second factor after smoking that contributes to cadmium human body burden. For 

the general non-smoking population, food is actually the main source of cadmium intake. 

Although cadmium absorption through the gastrointestinal tract is relatively low (3-6 %), 

cadmium is efficiently retained in kidneys and liver. Once absorbed, cadmium is not easily 

excreted (biological half life between 10 and 30 years) and tends to accumulate in humans and 

may eventually cause renal dysfunction.  

The food groups that contribute most to adult dietary cadmium intake are, in decreasing order 

of importance: cereals and cereal products; vegetables; meat, meat products and offal (inner 

organs); as well as fish and seafood. Vegetables and wheat are the crop categories with the 

highest inputs of phosphate fertilisers (market shares of 17.8 % and 16.4 %, respectively).  

The EU RAR found that the contribution of dietary cadmium constitutes about half the 

tolerable intake and concluded that there is a need for limiting the risks to human health from 

cadmium via the environment from all sources of cadmium combined because, at current 

level of exposure, health risks cannot be excluded for adult smokers and people with depleted 

iron body stores and/or living near industrial sources. 

Based on the conclusions of the EU RAR, the Risk Reduction Strategy for cadmium and 

cadmium oxide recommended concrete measures to reduce cadmium content in foodstuffs, 

tobacco blends and for phosphate fertilisers taking into account the variety of conditions 

throughout the Community
21

.  

In 2007, the Commission asked the European Food Safety Authority (EFSA) to assess the 

risks to human health related to the presence of cadmium in foodstuffs
22

. The Panel on 

Contaminants in the Food Chain of EFSA (CONTAM Panel) issued its scientific opinion
23

 in 

January 2009. Based on updated exposure assessments from foodstuffs and on statistical 

review of available information, the CONTAM Panel concluded that a value of 1 µg 

cadmium/g creatinine for urinary cadmium (Cd-U) would be an appropriate biomarker value 

to protect 95 % of the general population by the age of 50. The dietary exposure that 

corresponds to the value of 1 µg cadmium/g creatinine after 50 years corresponds to a 

tolerable weekly dietary intake of 2.5 µg cadmium/kg body weight (TWI).  

The current average weekly dietary exposure across Europe – 2.3 µg cadmium/kg body 

weight – is very close to the TWI proposed by the CONTAM Panel and may be exceeded 

about 2-fold for certain sub-groups of the population such as vegetarians, children, smokers 

and people living in contaminated areas. Quantitative data on the size of these high risk 

groups, the distribution of risks within these groups, their risk increase in relation to the 

                                                 
20 HTTP://ECB.JRC.EC.EUROPA.EU/DOCUMENTS/EXISTING-

CHEMICALS/RISK_ASSESSMENT/REPORT/CDOXIDEREPORT302.PDF and 

HTTP://ECB.JRC.EC.EUROPA.EU/DOCUMENTS/EXISTING-

CHEMICALS/RISK_ASSESSMENT/REPORT/CDMETALREPORT303.PDF. 
21 OJ C 149, 14.06.2008, p. 6. 
22 For exposure assessments, dietary intake included only cadmium in food but not in drinking water. 
23 Scientific Opinion of the panel on contaminants in the Food Chain on a request from the European 

Commission on cadmium in food. The EFSA Journal (2009) 980, p. 1-139. 

HTTP://WWW.EFSA.EUROPA.EU/EN/SCDOCS/DOC/980.PDF 

http://ecb.jrc.ec.europa.eu/DOCUMENTS/Existing-chemicals/RISK_ASSESSMENT/REPORT/cdoxidereport302.pdf
http://ecb.jrc.ec.europa.eu/DOCUMENTS/Existing-chemicals/RISK_ASSESSMENT/REPORT/cdoxidereport302.pdf
http://ecb.jrc.ec.europa.eu/DOCUMENTS/Existing-Chemicals/RISK_ASSESSMENT/REPORT/cdmetalreport303.pdf
http://ecb.jrc.ec.europa.eu/DOCUMENTS/Existing-Chemicals/RISK_ASSESSMENT/REPORT/cdmetalreport303.pdf
http://www.efsa.europa.eu/en/scdocs/doc/980.pdf
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general population and the potential impact on public health costs were not assessed by EFSA 

as such data is not available and the calculation of public health costs is outside the remit of 

EFSA. Furthermore, a more detailed estimate of risk to establish relations between certain risk 

levels and the percentages of the population exposed to given risk levels would require a 

probabilistic risk assessment, for which not enough information is available. 

Although the risk for adverse effects on kidney function at an individual level and at dietary 

exposures across Europe is very low, EFSA concluded that the current exposure to cadmium 

at population level should be reduced. EFSA evaluated qualitatively the impact of the 

uncertainties associated with their risk assessment according to EFSA and international 

guidelines. The outcome of this evaluation was that "the impact of the uncertainties on the 

risk assessment of exposure to cadmium is limited" and "that its assessment of the risks is 

likely to be conservative- i.e. more likely to overestimate than to underestimate the risk". This 

approach is in line with the precautionary principle. In fact, although early signs of kidney 

dysfunction may be reversible, it is difficult for people to decrease their exposure as most of 

the exposure to cadmium for the general population is via the food chain. These early signs 

mostly appear at the age of 50 when kidneys are supposed to function still for several decades. 

Furthermore, according to the SCHER, the vulnerability of diabetics and patients with kidney 

disease needs to be ascertained with regard to cadmium effects on kidney function. 

In June 2010 the Joint FAO/WHO expert Committee on food additives (JECFA)
24

 evaluated 

the toxicology of dietary cadmium and revised its earlier provisional tolerable intake 

downwards from 7 µg cadmium/kg body weight per week to the slightly lower value of 

25 µg cadmium/kg body weight per month. JECFA considered that the current cadmium 

ingestion through the diet for all age groups, including consumers with high exposure and 

subgroups with special dietary habits (e.g. vegetarians) does not lead to increased health risks. 

The limit value set by JECFA is rather close to that of the EU-RAR which is 21 µg 

cadmium/kg body weight on a monthly basis, whereas the corresponding EFSA value is 

significantly different at 10 µg cadmium/kg body weight per month.  

In July 2010, EFSA was asked by the European Commission to confirm whether the current 

TWI of 2.5 µg cadmium/kg body weight is still considered appropriate or whether any 

modification are needed in view of the opinion of JECFA. In February 2011, the CONTAM 

Panel confirmed its TWI limit
25

. The assessments of the CONTAM Panel and the JECFA 

were based on the same indicator of cadmium induced kidney damage (i.e. the beta 2-

microglobulin B2M) and the same epidemiological studies. However, the statistical 

approaches to quantify the variations between those studies were different and lead to 

different values of permitted tolerable weekly intake. 

Annex VI provides further information on the differences in the calculations made in the 

various assessments
26

. 

                                                 
24 HTTP://WWW.WHO.INT/FOODSAFETY/PUBLICATIONS/CHEM/SUMMARY73.PDF. Summary report of the 

73rd meeting of JEFCA. JECFA is the Joint FAO/WHO Expert Committee on Food Additives. FAO is 

the Food and Agriculture Organization of the United Nations. WHO is the World Health Organisation.  
25 EFSA Panel on Contaminants in the Food Chain (CONTAM); Statement on tolerable weekly intake for 

cadmium. EFSA Journal 2011;9(2):1975. [19 pp.]. doi:10.2903/j.efsa.2011.1975. Available online at: 

http://www.efsa.europa.eu/en/efsajournal/pub/1975.htm#  
26 In 2001 the US State of California proposed a maximum limit for dietary intake of cadmium of 

0.7 µg/kg/day, which would correspond to 0.49 µg/kg/week – hence even considerably lower than 

EFSA. The value has been derived under California's Proposition 65, which applies to chemicals that 

http://www.who.int/foodsafety/publications/chem/summary73.pdf
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In January 2011, the German Federal Institute for Risk Assessment (BfR) has released a 

report
27

 on the current levels of cadmium, lead, mercury, dioxins and polychlorinated 

biphenyls (PCBs) intakes by the general population through the food chain. The report 

concludes that, on average, the current cadmium ingestion via the diet for all age groups is 

below the Tolerable Weekly Intake recommended by EFSA. However some specific groups 

with specific dietary habits (e.g. teenagers and vegetarians) might occasionally exceed the 

EFSA limit. 

In conclusion, for the general population the main exposure to cadmium is through food 

ingestion and the most critical endpoint is kidney toxicity. Two reports (EU RAR 2007 and 

JECFA 2010) indicate that intake via food constitutes about half the tolerable intake for 95 % 

of the population, and a third report (EFSA 2009) that food constitutes the whole tolerable 

intake for the average adult. The EU-RAR concludes that exposure via the environment to 

cadmium from all sources combined constitutes a risk, and that there is a need for specific 

measure to limit the risk. EFSA is also of the opinion that exposure to cadmium at the 

population level should be reduced. The negative impacts of cadmium on human health are 

only gradual and could appear after 50 years of exposure.  

Due to the very complex relation between cadmium content in soil and cadmium content in 

plants, which is influenced by a range of parameters (as described above), it is not possible to 

derive a specific limit value for cadmium in fertilisers that would ensure that the cadmium 

content in food stays below a desired value. However, the general relation that increasing 

amounts of cadmium in soil will lead to increasing cadmium content in plants – and 

conversely decreasing cadmium content in soil will eventually lead to decreasing cadmium 

content in plants – is valid. In order to protect human health from adverse effects of cadmium 

via dietary intake, it is, therefore, important to decrease cadmium input into soils.  

3.1.2. Environmental concerns about the presence of cadmium in soils 

The EU RAR concluded that there is a need for specific measures to limit the risks to 

terrestrial ecosystems in the vicinity of cadmium production and plating sites and in one 

region in the UK based on the 90
th

 percentiles of measured cadmium concentrations of 

European soils. 

The EU RAR did not conclude that there is a need to limit the risks from cadmium in the 

environment in general. However, the SCTEE-2002
28

 criticised the choice of the Predicted 

environmental concentration (PEC) and the Predicted no-effect concentrations (PNEC) 

mentioned in the EU-RAR and suggested creating PEC/PNEC probabilistic distributions to 

improve insights and information for potential risk management decisions. This probabilistic 

element was eventually not included in the final version of the EU-RAR. Furthermore, more 

recent scientific evidence shows that accumulation of cadmium in European soils threatens 

the long term sustainability of water and soil functions such as storing, filtering and 

                                                                                                                                                         
are carcinogenic or toxic to reproduction. The legislation requires dividing the No-Observed Effect 

level (NOEL) for reproductive toxicity by 1.000 to establish the maximum allowable dose level and 

does not account for other toxic effects, such as renal toxicity. This explains why the limit derived in 

California is significantly low than even the limit established by EFSA, even though kidney toxicity is 

actually more sensitive than reproductive toxicity. 
27

 HTTP://WWW.BFR.BUND.DE/CM/238/AUFNAHME_VON_UMWELTKONTAMINANTEN_UEBER_LE

BENSMITTEL.PDF  
28 HTTP://EC.EUROPA.EU/HEALTH/PH_RISK/COMMITTEES/SCT/DOCUMENTS/OUT228_EN.PDF 

http://www.bfr.bund.de/cm/238/aufnahme_von_umweltkontaminanten_ueber_lebensmittel.pdf
http://www.bfr.bund.de/cm/238/aufnahme_von_umweltkontaminanten_ueber_lebensmittel.pdf
http://ec.europa.eu/health/ph_risk/committees/sct/documents/out228_en.pdf
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transforming nutrients and water, biodiversity and carbon pools
29

. The influence of heavy 

metals, including cadmium, and their bioaccumulation by earthworms has been the subject of 

many studies in the past
30

. Heavy metals (including cadmium) have been shown to cause 

mortality and reduce fertility, cocoon production, cocoon viability and growth of earthworms. 

Negative effects on the aquatic ecosystem in Spain have been reported in a recent study
31

. 

Cadmium inputs from anthropogenic sources, e.g. emissions from industry and intensive 

agriculture, affect the natural background concentration of cadmium and the residence time of 

cadmium could be several decades. The relative annual contributions from various sources to 

soil cadmium inputs are described in Annex VII for 11 Member States and Norway 

(phosphate fertiliser contribution ranges from just 3 % in certain regions up to 86 % in 

others). 

The current cadmium concentration in the plough layer of Member States is shown in Figure 

1. The cadmium concentration in soil solution (the cadmium fraction that could be assimilated 

by plants) is not reflected on this map. 

All mathematical models
32

 predict a net accumulation of cadmium over the long term (60 to 

100 years) with current cadmium inputs. However, the historical increase of the last century – 

which results in important cadmium reservoirs as illustrated in Figure 1 – is unlikely to 

continue at the same rate because of the decrease in air emissions from different 

anthropogenic sources and the reduction in the overall consumption of mineral phosphate 

fertilisers in Europe (See example for France in Figure 7). 

EU legislation already restricts atmospheric deposition through emission limits for cadmium 

from major anthropogenic sources such as coal-fired power stations, waste incinerators and 

metal refineries. Other EU legislation is also in place to limit the content of cadmium in 

several products and waste, as well as to reduce and prevent the emissions of cadmium to the 

environment. Annex VIII contains a list of relevant legislation.  

Figure 1: Current cadmium concentration (mg/kg) in European topsoil including natural 

background and human sources (Source: Geochemical Atlas of Europe – Soil data and 

information system – FOREGS and JRC Ispra) 

                                                 
29 'Soil biodiversity, functions; threats and tools for policy makers', available at: 

HTTP://EC.EUROPA.EU/ENVIRONMENT/SOIL/BIODIVERSITY.HTM  
30 For example: Bouche 1994, Morgan and Morgan 1999, Kennette et al. 2002. 
31 E. Dopico, A.R. Linde and E. Garcia-Vasquez (2009). Traditional and modern practices of soil 

fertilisation: effects on cadmium pollution of river ecosystems in Spain. Human Ecology, 37(2), 235-

240. 
32 Algorithm of Anderson and Christensen (1988), algorithm of Christensen (1989), algorithm of Mac 

Bride (1997), algorithm of Römkens (2000), algorithm of Smolders (2007). 

http://ec.europa.eu/environment/soil/biodiversity.htm
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As regards surface water
33

, an EU Environmental Quality Standard for cadmium has been 

recently adopted under the Water Framework Directive together with an obligation for 

Member States to cease or phase-out emissions, discharges and losses, as well as maximum 

concentration limits in rivers and lakes depending on the local water hardness level. 

As regards groundwater
34

, quality standards have been adopted taking into account local or 

regional conditions together with measures to prevent or limit the input of cadmium into 

groundwater. Based on recent surveys, the competent authorities responsible for the 

groundwater Directive have reported the following data in 2009: 

                                                 
33 Directive 2008/105/EC of the European Parliament and of the Council of 16 December 2008 on 

environmental quality standards in the field of water policy, amending and subsequently repealing 

Council Directives 82/178/EEC, 83/513/EEC, 84/156/EEC, 84/491/EEC, 86/280/EEC and amending 

Directive 200/60/EC of the European Parliament and of the Council. (OJ L 348, 24.12.2008, p. 84-97). 
34 Directive 2006/118/EC of the European Parliament and of the Council of 12 December 2006 on the 

protection of groundwater against pollution and deterioration. (OJ L 372, 27.12.2006, p. 19-31). 
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– 11 Member States indicated that they have groundwater bodies at risk of not complying 

with their environmental objectives because of cadmium, 

– 6 Member States already declared at this stage that they have groundwater bodies that fail 

the cadmium standards. 

3.2. Current EU supply in mineral phosphate fertilisers 

Mineral phosphorous is a non-renewable resource. According to the statistics of Fertilisers 

Europe, EU farmers applied on their land on average around 2.7 million tonnes of phosphate 

fertilisers (expressed as P2O5) over the last three years which correspond to approximately 

38 kg P2O5/year for each hectare of arable land. 

The main suppliers of phosphate rock, phosphoric acid or phosphate fertilisers to the EU are 

Morocco, Tunisia, Syria, Egypt, Israel, Jordan, South Africa and Russia. Morocco is one of 

the world’s main suppliers and holds the most important phosphate rock reserves in the world. 

Figure 2 presents a breakdown by origin of imports.  

Figure 2: Phosphate rock imports to EU-27 in 2007, share of different producer countries 

(source: IFA – International Fertiliser Industry Association) 

 

The EU market takes up about 25 % of the Moroccan phosphate production and phosphate 

exports represent about 20 % of the total Moroccan exports (ERM 2001). The only 

commercially viable source of phosphate rock in the EU is located in Finland. 

The cadmium content of phosphate rock varies considerably from one source to another (an 

overview for the main producing countries is contained in Annex IX). The phosphate rocks 

which are mined in Finland, Russia and South Africa are igneous rocks i.e. they were formed 

deep within the earth, and have very low cadmium contents (sometimes below 10 mg 

cadmium/kg P2O5). In contrast, those found in North and West Africa and the Middle East are 

sedimentary rocks i.e. they formed on the seabed by the decay of organic matter, and 

generally have much higher cadmium levels. In North and West Africa (Tunisia, Togo, 

Senegal), the levels are frequently above 60 mg cadmium/kg P2O5 while Morocco, the most 

important EU supplier, does have deposits which lead to cadmium content in fertilisers above 

or lower the 60 mg cadmium/kg P2O5 (see Annex IX for further details). In the Middle East 
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(Jordan, Syria, Egypt), the rocks are also sedimentary but the cadmium content is lower at 

about 20-40 mg cadmium/kg P2O5. 

Global demand for phosphate fertilisers is forecast to grow at an annual rate of 3 % although 

demand in Europe is expected to continue to be weak (see Figure 7). Over the next five years, 

close to 40 new units producing various phosphate fertilisers (MAP, DAP and TSP) are 

expected to be constructed in ten countries, half of them in China alone. New facilities are 

planned in Africa (Algeria, Morocco and Tunisia), Middle East (Saudi Arabia), Asia 

(Bangladesh, China, Indonesia and Viet Nam), and Latin America (Brazil and Venezuela). 

For the period 2010 to 2014, it is estimated that all new supply additions will be absorbed by 

global growing demand for food, feed, fibres and bioenergy and that prices of phosphate 

fertilisers will experience upward pressure. 

Very few data are available on the actual cadmium content of mineral phosphate fertilisers 

placed on the market in the EU as this parameter is not routinely monitored by either 

manufacturers or importers. Annex X gives information about the content of cadmium in 

phosphate mineral fertilisers from various sources. In 2007, Nziguheba and Smolders
35

 

measured the cadmium content of 197 phosphate fertiliser samples provided by 12 Member 

States (see Figure 3). 

About 21 % of those samples contained more than 60 mg cadmium/kg P2O5. Samples have 

not been weighted for the size of the local market compared to the size of the EU market (e.g. 

18 samples from France and 16 from Belgium) nor is it specified which overall volume of 

fertiliser each sample represents. If the data from the study were used to calculate the 

cumulative cadmium content contained in phosphate fertilisers as a function of the 

concentration contained in the samples analysed, the curve in Figure 3 would emerge. 

However, it has to be underlined that the figure is given mainly for illustration purposes, as 

information provided in the study does not allow concluding that the data used are 

representative for the entire EU phosphate fertiliser market. Despite this limitation, the figure 

will be used in the analysis of the policy options to provide an indication of which reduction 

in cadmium input could potentially be achieved through the implementation of the options. 

                                                 
35 Nziguheba G., Smolders E. Inputs of trace elements in agricultural soils via phosphate fertilizers in 

European countries, Sci Total Environ (2007). 
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Figure 3: cadmium distribution 197 samples of phosphate fertilisers (From the data of 

Nziguheba and Smolders (2007) – communicated directly by the authors. The data are not 

necessarily representative of the EU phosphate fertiliser market situation) 

 

3.3. Possible alternatives to mineral phosphate fertilisers with high cadmium 

content and their availability  

Mineral phosphates containing high levels of cadmium (> 60 mg/kg P2O5) could be replaced 

by the following alternatives: 

– phosphates from igneous or sedimentary sources with (very) low cadmium content, 

– decadmiation of phosphate rocks during the production process of fertilisers, 

– phosphates from organic fertilisers. 

The different possibilities and their limitations are reviewed in the following sections. 

3.3.1. Use of igneous rocks or sedimentary rocks of low cadmium content 

Some 85 % of the world phosphate production is derived from sedimentary phosphate 

deposits and reserves of igneous rocks, in the neighbourhood of the EU, are limited to Russia. 

Instead of exporting igneous rocks as such, Russia prefers to export transformed products like 

DAP and MAP. There are also doubts whether Russia will be able to increase its capacity 

from existing deposits. The current operations are not particularly efficient and would require 

huge investments to maintain or even increase production. 

Although notable investments in new capacity are coming on-stream in Brazil and South 

Africa, a sufficient supply in phosphates from igneous rock in these countries is not expected 
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at affordable prices due to high costs of transport. Moreover, the main investments have been 

developed to support national farming in these countries. 

In addition, the characteristics of igneous-based SSP and TSP (higher free acidity, higher 

moisture) would require the EU fertiliser producers to bear significant technological 

adjustment costs for using different raw materials. 

In 2007, 18 % of overall EU-27 imports (9 000 ktons) of phosphate rocks for all purposes 

(fertilisers, food industry, etc) came from sedimentary rocks of low cadmium content mined 

in the Middle East
36

. Imports of phosphate fertilisers from this region represented only 3.2 % 

of the total EU consumption. Given their overall shares in world phosphate reserves and 

fertiliser production (see Annex XI), it is unlikely that exports of sedimentary phosphate rocks 

of low cadmium content could increase to such quantities as to replace the current imports of 

sedimentary phosphates from sources with high cadmium content that are used in the 

production of phosphate fertilisers.  

In conclusion, it is not feasible to supply the EU market with phosphate fertiliser solely from 

igneous origins or from sedimentary phosphates with low cadmium content. 

3.3.2. Decadmiation of phosphate rocks 

Without a specific decadmiation treatment, the final fertiliser retains most of the original 

cadmium content of the phosphate rocks. So far, two decadmiation technologies have been 

developed at laboratory scale, which can be applied in production processes where phosphoric 

acid is an intermediate. Further details concerning the processes are contained in Annex XII.  

Figure 4 contains a schematic representation of phosphate fertiliser production pathways. All 

currently known decadmiation processes can only be used for fertilisers being produced via 

the phosphoric acid route. Consequently, several EU manufacturers (BASF, Belgium; YARA, 

Norway; AMI, Austria; Azomures, Romania; Lovochemie, Czech Republic), who in order to 

address growing environmental concerns about the generation of gypsum wastes produced in 

the conventional phosphoric acid route have opted for the production of NP and NPK
37

 

fertilisers via the nitrophosphate route, are not in a position to use the known decadmiation 

technologies. Single superphosphate, double superphosphate, partially solubilised rock 

phosphate production which do not follow the phosphoric acid route can also not be 

decadmiated. 

Based on overall cost structure (price of phosphoric acid, ammonia, sulphur and phosphate 

rock) and estimated decadmiation running costs between EUR 12-32/t P2O5
38

 as suggested for 

one of the decadmiation processes, experts of the International Fertilisers Association (IFA) 

have estimated a possible price increase for phosphate fertilisers derived from sedimentary 

rock phosphate with high cadmium content in the range of 2 to 7 %. However, these 

economic figures must be considered with caution as the costs for decadmiation and their 

impact on fertiliser prices have not been confirmed at industrial scale. During the stakeholder 

consultation of October 2009, experts in decadmiation commented that the minimum increase 

in fertiliser prices would be most likely in the range of 5 to 15 %. The current state of 

development of the various technologies does not allow any certain prediction as to the future 

decadmiation costs (including the costs for a sound disposal of cadmium containing waste, 

                                                 
36 Egypt (200 kt), Syria (1 100 kt) and Jordan (300 kt). Source EFMA. 
37 30% of the volume of NP and NPK fertilisers marketed in the EU follow the nitrophosphate route. 
38 Exchange rate: EUR 1 = USD 1.25. 
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which would be generated as by-products) and the possible income from the marketing of 

added-value by-products (such as certain other heavy metals). 

In any case, costs due to decadmiation would become a structural disadvantage for phosphate 

producers mining deposits with high cadmium content. Producers from Russia or Syria, 

Jordan and Egypt would have no decadmiation costs to bear since the cadmium content of 

their ores is (very) low. This would be different for producers based in Northwest Africa, 

which today produce the bulk of phosphates imported in the EU. 

Figure 4: schematic representation of phosphate fertiliser production pathways 

 

Decadmiation technology for high-quality phosphates for human and animal consumption, 

which are sold at much higher prices than phosphate fertilisers, is already in operation in two 

phosphate production plants in Tunisia
39

 to reduce the level of cadmium impurities below 

very strict regulatory limits in food and feedstuffs. The development and installation of the 

technology came in response to this regulatory drive, in combination with the economic 

consideration that the additional cost due to decadmiation would still be preferable than a 

restriction of phosphate sources or export possibilities.  

                                                 
39 The precipitation process SIAPE is used by the Groupe Chimique Tunisien in Gabès and Skhira. 

Annual phosphoric acid production capacity: Gabès: 470 000 tons P2O5; Skhira: 375 000 tons P2O5. In 

October 2012, the Tunisian producer stated that the existing decadmiation process could be applied to 

the production of fertilisers at reasonable costs. This statement was unfortunately not confirmed later 

on. 
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In conclusion, in the present circumstances, there is no reason why decadmiation for 

phosphate fertilisers would be developed on industrial scale: producers have not been required 

to do so, e.g. through the setting of limit values in important phosphates markets, neither is 

there a financial incentive as phosphate fertiliser prices are not correlated with cadmium 

content. Several attempts started earlier – probably in response to the long-standing debates in 

the EU for setting a limit in phosphate fertilisers – have not gone beyond laboratory scale. For 

example, in 1993, the EU signed a contract of ECU 1 million with CERPHOS for the 

development of a decadmiation process at laboratory scale. The results were positive, but 

CERPHOS was unwilling to develop a pre-industrial pilot plant without additional funding of 

ECU 7.5 million by the EU.   

Further details concerning the state of development of the various processes and their future 

perspectives are contained in Annex XII.  

3.3.3. Organic fertilisers 

Most experts estimate reserves of mineral phosphorous to last little more than one hundred 

years. The highest quality reserves will be depleted more rapidly and current use of 

phosphates is not in line with the principles of sustainable development (only 20 % of the 

phosphorous mined end up in crops).  

Mineral phosphates are not the only possible source of this indispensable nutrient for plant 

growth. Manure and to a lesser extent sewage sludge and biowaste are potential sources of 

phosphorous. In fact, animal manure is the main source of phosphorous in the EU and 

4.7 million tonnes of manure are applied as fertilisers annually in the EU
40

.  

Figure 5 illustrates that for 15 Member States out of 22 (no data available for Cyprus, 

Luxembourg, Bulgaria, Romania and Malta), the main source of phosphorous in agricultural 

land is manure. In Denmark, Netherlands and Estonia the amount of phosphorous coming 

from manure is more than three times that coming from mineral fertilisers – but those 

Member States have a surplus of manure due to the high density of animal farms – whereas in 

Finland, France, Greece, Hungary, Italy, Latvia, Slovenia and Spain, mineral phosphate 

fertilisers are the main source of phosphorous. 

Figure 5: ratio of the use of manure and mineral fertiliser in EU-25 (Source: Study 

addressing phosphorous related problems in farm practice. Soil Service of Belgium – 2005) 

 

Furthermore, among the 22 Member States, only the Czech Republic, Slovakia and Hungary 

have a negative balance in phosphorous as illustrated in Figure 6. The others have a 

phosphorous surplus which means that the input of phosphorous to soil is higher than the 

output.  

                                                 
40 Richards, J.R. & D.J. Dawson (2008). Phosphorous imports, exports, fluxes and sinks in Europe. 

Proceedings 638, International Fertilizer Society. York, UK: 1-28. 
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Figure 6: phosphorous surplus in 1989 and 2004 (kg P per ha UAA (Utilised Agricultural 

Area) (Source OECD)) 

 

In comparison to mineral phosphate fertilisers, a complete recovery of phosphate from 

organic fertilisers (e.g. manure, sewage sludge, and bio-waste) would also have the advantage 

of not increasing the overall cadmium mass present in the European ecosystem. Cadmium 

impurities in manure, bio-waste and, to a lesser extent, sewage sludge mainly come from food 

and feedstuffs produced in Europe which in turn contain cadmium absorbed from European 

soils. 

EU environmental legislation has been the main driver for the development of phosphorous 

recovery technologies. Alternatives to mineral phosphate fertilisers in agriculture are 

promoted by several EU environmental instruments: 

 Generation of energy from renewable sources
41

 and use of remaining solid fractions as 

fertiliser. The characteristics of the end product are a function of the relative ratio between 

the different sources of organic wastes. 

 The Sewage Sludge Directive has established the conditions to ensure a safe use of sludge 

on agricultural lands although the maximum limit values for cadmium therein are rather 

high. 16 Member States have adopted more stringent standards than those given in the 

Directive. Therefore the amount of sewage sludge applied on land is currently limited and 

represents only 40 % of the volume of sludge produced in EU-15 Member States. 

 The Landfill Directive
42

 requires Member States to progressively reduce landfilling of 

municipal biodegradable waste by 35 % in 2016 compared to 1995 which will instead be 

used for biogas production or compost. The Directive has led to a very significant increase 

in the recycling of bio-waste to produce biogas and nutrients for soil improving and 

agriculture.  

                                                 
41 Directive 2009/28/EC of the European Parliament and of the Council of 23 April 2009 on the 

promotion of the use of energy from renewable sources. OJ L 140, 5.06.2009, p. 16-62. 
42 Council Directive 1999/31/EC of 26 April 1999 on the landfill of waste. OJ L 182, 6.07.1999. 
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 The Water Framework Directive which requires Member States to reduce discharge, 

emissions and losses of phosphorous in the environment.  

Although many industrial phosphorous recovering technologies are already on-stream, there is 

no common strategy to promote the use of such renewable sources by farmers. The price of 

recycled fertilisers is commonly much higher than mineral phosphate fertiliser prices. 

Annex XIII contains further details on the various sources of phosphorous available in the EU 

and their relative efficiency in relation to mineral fertilisers, the cadmium content of those 

sources and a description of the EU fertiliser industry. 

Possibilities to stimulate further substitution of mineral phosphates by alternatives have been 

examined by in the Commission Communication on future steps in bio-waste management in 

the EU
43

. Priority actions include rigorous enforcement of the targets on diverting bio-waste 

away from landfills (the Landfill Directive requires MS to progressively reduce landfilling of 

municipal biodegradable waste by 35 % in 2016 compared to 1995), proper application of the 

waste hierarchy and other provisions of the Waste Framework Directive to introduce separate 

collection systems as a matter of priority. Compost collection and treatment could substitute 

10 % of phosphate fertilisers, 9 % potassium fertilisers and 8% of lime fertilisers. Supporting 

initiatives at EU level – such as developing standards for compost – will be crucial to 

accelerate progress. 

Figure 7: Total phosphorous inputs in France for the last 20 years (Source: UNIFA) 

 

                                                 
43 COM (2010) 235 
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Figure 8: Inputs from new phosphate sources (versus total phosphorus inputs for the three 

last growing seasons – Source UNIFA) 

 

Still, whilst the need for mineral phosphates fertilisers is presently slightly decreasing, the 

complete recycling of phosphorous from organic fertilisers will not be able to replace them 

completely in the foreseeable future. In France, where fertilising patterns have been recorded 

for more than 20 years, the amounts of phosphorous coming from the recovery of manure and 

other organic inputs covered about 55 % of the French farmers' needs in 2008 as illustrated in 

Figures 7 and 8. 

According to an Austrian Company active in the recovery and treatment of manure, sludge 

and slaughterhouse residues, more than 50 % of the current phosphate fertilisers imports 

could theoretically be replaced by recycled phosphates, if all available phosphate resources 

were managed sustainably (e.g. increase of biomass-to-energy technologies for manure) as a 

pathway to a more efficient use of phosphorous in the EU and a lesser reliance on mineral 

phosphate fertilisers imports. Today, this volume ends up in landfills, cement, ashes of power 

plants and waste incinerators. 

The Commission has contracted work to a consultant to assess the sustainable use of 

phosphorus
44

. The result of this study will contribute to possible development and promotion 

of other alternatives to the current phosphate products provided that environmental and 

economical benefits emerge i.e. that the general characteristics (phosphorus and cadmium 

content) and prices of organic wastes fertilisers and mineral phosphate fertilisers are 

comparable. 

In summary, whilst recycling of phosphates from organic waste will increase, it is not certain, 

that within the foreseeable future the available quantities will be sufficient to replace imports 

of mineral phosphates with high cadmium content. 

3.4. Trade obligations and external relations 

As explained in section 3.2, the majority of current EU imports of mineral phosphates 

originate in Northern Africa. Countries such as Morocco and Tunisia are covered by the 

European Neighbourhood Policy (ENP) which was developed in 2004 with the objective of 

establishing a deeper political relationship and economic integration between the EU and its 

                                                 
44 HTTP://EC.EUROPA.EU/ENVIRONMENT/FUNDING/PDF/CALLS2009/SPECIFICATIONS_EN09025.PDF 
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immediate neighbours by land or sea. Measures taken in the EU with regard to phosphates, 

could potentially lead to strong reductions of phosphates exports to the EU, which are today 

significant sources of revenues (e.g. 20 % of the total Moroccan exports). This would be 

contrary to the ENP objectives. 

Furthermore, the EU is a member of the World Trade Organisation (WTO) and bound by its 

rules. Consequently, any measures adopted to protect human health or the environment, must 

be the least trade-restrictive in order to achieve the intended objectives. All possible options 

therefore have to be assessed with regard to their compatibility with WTO obligations. The 

proposal accompanied by this impact assessment report will also be notified to the WTO 

under the TBT agreement, which will allow 3
rd

 countries to comment. 

3.5. Fragmentation of the internal market and administrative burden 

Every Member State is concerned to a greater or lesser extent by the threat that accumulation 

of cadmium poses to the long-term sustainability of crop production. Twenty Member States 

have already introduced or intend to introduce rules limiting the cadmium content in national 

fertilisers under their obligations to reduce emissions of cadmium in the environment and 

thereby the cadmium exposure to humans. Depending on the Member State, between 30 to 

40 % of total mineral fertilisers are marketed as national fertilisers.  

Based on the former Article 95(4) of the EC Treaty (now Article 114 TFEU), the Commission 

has granted derogation to the free circulation of “EC fertilisers” to Austria, Finland, and 

Sweden
45

 to apply national limits for cadmium also to “EC fertilisers”. Such requests need to 

be accompanied by appropriate justification and the Commission has to take a decision within 

6 months. This process constitutes significant administrative burdens for both Member States 

and the Commission. For example, efforts by the Czech Republic to provide appropriate 

justification for their intention to set a limit value also for EC Fertilisers at 50 mg cadmium/kg 

P2O5 have been ongoing for several years. When a first request was submitted in 2006, several 

Commission services have been involved in the examination in order to deal with it within the 

prescribed time period (including consultation of SCHER). Following the withdrawal of the 

request in the light of SCHER's negative opinion on the quality of the submitted justification, 

the Czech Republic has worked for more than a year with several experts on a re-submission, 

which has ultimately not happened, as an EU proposal is now expected instead.  

The diversity of rules concerning the cadmium content of phosphate fertilisers marketed in the 

EU has a negative effect on the internal market of phosphate fertilisers which is more and 

more fragmented and fertiliser manufacturers have to be aware of and comply with an 

increasing number of diverging limit values, e.g. by sourcing appropriate raw materials and 

conducting the necessary quality analyses. 

                                                 
45 Commission Decision 2006/349/EC of 3 January 2006 on the national provisions notified by the request 

of the Republic of Austria under Article 95(4) of the EC Treaty concerning the maximum admissible 

content of cadmium in fertilisers. Cadmium limit: 75 mg cadmium/kg P2O5. 

 Commission Decision 2006/348/EC of 3 January 2006 on the national provisions notified by the request 

of the Republic of Finland under Article 95(4) of the EC Treaty concerning the maximum admissible 

content of cadmium in fertilisers. Cadmium limit: 22 mg cadmium/kg P2O5. 

 Commission Decision 2006/347/EC of 3 January 2006 on the national provisions notified by the request 

of the Kingdom of Sweden under Article 95(4) of the EC Treaty concerning the maximum admissible 

content of cadmium in fertilisers. Cadmium limit: 44 mg cadmium/kg P2O5. 
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Furthermore, in accordance with Regulation (EC) No 764/2008 on mutual recognition
46

, 

Member States are obliged to accept fertilisers lawfully placed on the market of another 

Member State unless they can demonstrate that there are specific reasons to the contrary. The 

cadmium content of mineral fertilisers can be used as an argument by competent authorities to 

refuse the marketing of products within their territories if their specific soil conditions require 

action. However, Member States authorities have limited resources for market surveillance 

and if they fail to notify their decision within the period foreseen in Regulation (EC) 

No 764/2008, products are considered as lawfully placed on the market, even though the 

Member States might have legitimate reasons to be more restrictive. 

3.6. Regulatory failures 

As a direct consequence of the EFSA report and the recommendations in the Risk Reduction 

Strategy, the Commission is envisaging revising the maximum levels for cadmium in food as 

set in Regulation (EC) No 1881/2006
47

. However, the setting of more stringent limits in food 

could become impossible as the cadmium content of foodstuff is dependent on soil cadmium 

concentration, which confirms the need for an overall action to reduce cadmium inputs to 

soils through the use of phosphate fertilisers. 

Furthermore, limit values for national fertilisers can actually be circumvented by industry 

through marketing phosphate fertilisers as 'EC fertilisers', which benefit from the free 

movement clause in the current EU Regulation on fertilisers, except for the three Member 

States that have obtained derogation in accordance with Article 114 TFEU. The current EU 

legislation could thus be used to undermine the efforts of Member States who have set limits 

for national fertilisers to achieve a high level of protection of human health and the 

environment.  

3.7. Who is affected, how and to what extent by the current situation? 

In the current situation, fertilisers with high cadmium content can be used and the following 

stakeholders are affected: 

– The general population for which current exposure is very close to the current safety limit 

recommended by EFSA. For some parts of the population current exposure might already 

exceed this safety limit twofold, and they are, therefore, at risk of unacceptable cadmium 

exposure via food with possible adverse effects in the longer term. 

– The European fertilisers industry which, without a harmonised market for phosphate 

fertiliser, has to comply with different values for cadmium in the Member States and 

thereby faces extra compliance costs. 

– Phosphate producing companies in third countries and the European fertiliser industry have 

no incentives to develop and implement decadmiation technologies at industrial scale, nor 

are there incentives to promote the recycling of phosphates as an alternative to mineral 

fertilisers. 

                                                 
46 Regulation (EC) No 764/2008 of the European Parliament and of the Council of 9 July 2008 laying 

down procedures relating to the application of certain national technical rules to products lawfully 

marketed in another Member States and repealing Decision No 3052/95/EC. OJ L 218, 13.08.2008, 

p. 21. 
47 Regulation (EC) No 1881/2006 of 19 December 2006 setting maximum levels for certain contaminants 

in foodstuffs. OJ L 364, 20.12.2006, p. 5-24. 
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– EU farmers have no information
48

 on the cadmium content of EC phosphate fertilisers and 

are currently not able to take action to control cadmium inputs to agricultural soils. 

– Food safety authorities have difficulties to implement safe maximum levels of cadmium 

concentration in foodstuffs without unduly restricting the supply of food commodities that 

are beneficial and essential for human health (fruit and vegetables, cereals…). The limits 

are set taking into account the recommended daily intake but also considering 

pragmatically the current load of contaminants in the environment. 

– National public administrations in Member States having established limit values for 

cadmium in phosphate fertilisers to avoid soil contamination by cadmium have difficulties 

to enforce their limit values under their obligations on mutual recognition of ‘national 

fertilisers’ from other Member States and due to the possibility for the industry to 

circumvent the national rules by marketing fertilisers as ‘EC fertilisers’. 

3.8. How would the situation evolve if no action is taken? 

In the longer term, cadmium levels in EU agricultural soils from phosphate fertiliser inputs 

would probably increase. The production of food complying with safe limit values for 

cadmium that would guarantee that the TWI recommended by EFSA would be respected in 

the EU could therefore become impossible, and certain sub-groups of the population would 

continue to be at risk. 

Most soils would see an increase in cadmium concentrations, thus threatening soil functions 

and the aquatic environment. The objectives of the Water Framework Directive with regard to 

the chemical status of groundwater might also not be achieved. 

EU farmers would not get any means to limit the cadmium input into their soils from mineral 

fertilisers.  

The internal market for phosphate fertilisers would continue to be fragmented, with increasing 

tendency, as more and more Member States might take legislative action at national level and 

convergence towards lower limit values would not be a realistic outcome of the current 

situation. The European fertilisers industry would continue to face extra compliance costs. 

There would be no incentive for industry or phosphate producing countries to invest in 

decadmiation technologies or the technical recycling of phosphates from manure, sewage 

sludge and bio-waste. 

Additional Member States wishing to set limit values for cadmium in EC fertilisers would 

have to request derogations based on Article 114(6) TFEU. This will create administrative 

burdens for the Member States – examples from the past have shown that gathering the 

necessary data requires significant resources – and for the Commission to evaluate and decide 

on the requests. National public administrations in Member States having established limit 

values for cadmium in phosphate fertilisers to avoid soil contamination by cadmium will have 

increasing difficulties to enforce their limit values under their obligations on mutual 

recognition of ‘national fertilisers’ from other Member States and due to the possibility for 

industry to market fertilisers as 'EC fertilisers' rather than national fertilisers. 

                                                 
48 Only the Czech Republic authorities have introduced a mandatory labelling of the cadmium content of 

national mineral phosphate fertilisers. 
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3.9. The EU right to act 

3.9.1. Legal basis 

The legal basis of the proposal accompanied by this impact assessment is Article 114 of the 

Treaty on the Functioning of the European Union (TFEU). Article 114 has the objective to 

establish an internal market while ensuring a high level of protection of human health and the 

environment. 

3.9.2. Subsidiarity and proportionality 

Legislation relating to fertilisers is already partly harmonised by the Fertilisers Regulation: 

“EC fertilisers” complying with the requirements of that Regulation can circulate freely in the 

internal market and Member States cannot hamper their free movement based on their 

composition. If a Member State wants to impose limits to the content of cadmium in “EC 

fertilisers” used in their territory it has to request derogation based on Article 114(6) TFEU. 

So far, such derogations have been granted by the Commission to three Member States. 

Many Member States have also introduced national rules limiting the cadmium content in 

national phosphate fertilisers, setting limit values that are widely diverging. However, in 

accordance with the recent legislation on mutual recognition, Member States would be 

obliged to accept fertilisers lawfully placed on the market of another Member State unless 

they can demonstrate that the fertilisers in question present a serious risk to the environment 

or human health. 

Moreover, the Council in its Resolution of 25 January 1988
49

 has explicitly called on the 

Commission to reduce inputs of cadmium into soils from all sources including diffuse sources 

such as phosphate fertilisers. 

Consequently, Member States cannot achieve a functioning internal market for phosphate 

fertilisers by themselves. As a result of the stakeholder consultation, Member States support 

broadly the setting of a harmonised EU limit with the possibility by individual Member States 

to impose stricter limits or to gradually impose stricter EU limits under the condition that 

decadmiation technologies become available. Action at EU level to set an overall limit can, 

therefore, be considered proportionate.  

4. OBJECTIVES 

4.1. General objective 

The general objective is to ensure a high level of protection of human health and the 

environment from the potential adverse effects of cadmium in phosphate fertilisers while 

ensuring a well functioning internal market for such fertilisers. 

4.2. Specific objectives 

– Reduction of cadmium inputs to European agricultural and pastoral soils, contributing to 

the overall reduction of cadmium inputs to the environment to supplement existing 

environmental legislation affecting several other industrial sectors.  

– Reduction of the exposure of humans to cadmium through food ingestion. 

– Reduction of the exposure of soil organisms and maintaining soil biodiversity which 

provide essential ecological services and are important elements of soil fertility. 

                                                 
49 OJ C 30, 4.02.1988, p. 1. 
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– A secure and adequate supply of the EU from diverse sources of phosphate fertilisers at 

reasonable costs and minimisation of negative economic impacts on third countries and on 

EU farmers.  

– Improvement of the functioning of the internal market for phosphate fertilisers through a 

reduction of the divergence of existing limit values for cadmium in such fertilisers. 

Harmonisation of cadmium limit(s)
50

 is seen by most of the Member States as the only way 

to reduce the environmental problems caused by the mutual recognition of national 

fertilisers.   

– Reduction of the burden for public administrations for developing and justifying national 

measures in the absence of harmonised measures at the level of the European Union. 

The proposed objectives highlight that choices to reduce the exposure to cadmium are limited 

by constraints as regards trade obligations and external relations. 

5. POLICY OPTIONS 

5.1. Possible options which have been discarded at an early stage 

5.1.1. Voluntary commitment by the fertiliser industry 

Fertiliser manufacturers and importers could agree to establish voluntarily a limit value for 

cadmium in phosphate fertilisers and would then make only such fertiliser available on the 

EU market. Additionally, they could agree to work with farmers (or farmer associations) to 

reduce cadmium input to agricultural soils by implementing good agricultural practices. 

In 2000, in an effort to avoid legislation, EFMA (today called “Fertilisers Europe”) members 

tried to adopt an overall upper limit of 60 mg cadmium/kg P2O5. In 2007, a survey on the 

cadmium content of phosphate fertilisers
51

 showed that 21 % of phosphate fertilisers placed in 

the EU market are still exceeding the 60 mg cadmium/kg P2O5 limit (see also Figure 3). 

Members of Fertilisers Europe cover only 60 % of the EU phosphate fertilisers market and 

full harmonisation by voluntary commitment is unlikely to be achieved for the whole sector. 

Furthermore, those Member States that have already set legally binding limit values for 

national fertilisers (see Annex I) and in some cases also for EC fertilisers would most likely 

not modify these limit values when faced with a voluntary commitment by industry. 

5.1.2. Setting directly an EU limit of 20 mg cadmium/kg P2O5 without intermediate steps 

In the absence of a reliable and cost efficient decadmiation process at industrial scale, the 

immediate introduction of a limit of 20 mg cadmium/kg P2O5 would have disastrous 

economical consequences for almost all producing countries in Northern Africa and the 

Middle East (see section 3.2) who would be shut out of the European market, as their 

phosphate deposits contain significantly higher amounts of cadmium. It would thus be utterly 

incompatible with the ENP objectives. As these countries are the main suppliers of the 

European phosphates fertilisers market, sufficient supply of EU farmers at reasonable prices 

would be endangered. Whilst such a low limit value would be a very strong incentive to invest 

in decadmiation, the construction and operation of plants at industrial scale is yet unproven 

                                                 
50  A complete harmonisation would not take into account the diverging soil and climatic conditions 

among the Member States. 
51 Nziguheba G., Smolders E. Inputs of trace elements in agricultural soils via phosphate fertilizers in 

European countries, Sci Total Environ (2007). 
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and will not be feasible in the short term. As a consequence, practically the entire EU supply 

would depend on one single phosphates exporting country, in the current circumstances 

Russia, which mines igneous rocks with low cadmium content. However, igneous rock, which 

is much harder, requires different machinery for transformation than softer sedimentary rocks. 

Most EU producers would have to invest heavily to modify their equipment and it is uncertain 

whether Russia will be able to increase its production to levels necessary to make up for the 

no longer available sedimentary rocks. 

On the other hand, this option would be fully in line with the opinion of the SCTEE-2002 

according to which a limit of 20 mg cadmium/kg P2O5 or less is not expected to result in long-

term soil accumulation over 100 years. The ultimate goal of achieving a cadmium limit of 

20 mg/kg P2O5 is, therefore, not discarded, but is part of option 4 (albeit with a longer timer 

horizon), which will be examined in full. Although there is still no firm and clear commitment 

from Third countries to invest in decadmaition, technical solutions are currently being 

investigated in Morocco. The Commission signed in 2012 a political agreement with Tunisia 

on raw materials. The developemnt of a decadmiation technology for the production of 

phosphate fertilisers was part of the deal.  

5.2. Description of the examined options 

5.2.1. Option 1: No action 

The status quo would continue: no maximum limit for cadmium in phosphate fertilisers would 

be adopted at EU level (with the exception of the already existing limits for phosphate 

fertilisers authorised in organic farming). Member States having established limit values for 

national or EC phosphate fertilisers will maintain them, whilst others might do so in the 

future. 

5.2.2. Option 2: Market incentives 

Options based on market incentives include taxation of fertilisers on the basis of cadmium 

content, subsidies for low-cadmium containing fertilisers, quotas on imports and/or the use of 

fertilisers containing cadmium, or combinations of these elements. Adopting either of these 

options would in turn make decadmiation more attractive and send a market signal to that 

effect. 

5.2.3. Option 3: A new Regulation setting an upper limit of 60 mg cadmium/kg P2O5 in 

phosphate fertilisers while allowing Member States to impose a limit value of 40 or 

20 mg cadmium/kg P2O5 for the placing on the market and use depending on the 

conditions prevailing in their territories 

The new Regulation would define a maximum level of 60 mg cadmium/kg P2O5 for the entire 

EU to enter into force after an appropriate transition period (e.g. 2 to 3 years) and Member 

States would be allowed to establish a lower limit by choosing from two possible values when 

there are reasons in the light of soil and climatic conditions. Fertilisers would be labelled with 

the information of whether they comply with the limit of 60 mg cadmium/kg P2O5 or 

40 mg/kg, or 20 mg/kg, respectively.  

Concerning the level of justifications to derogate from the 60 mg limit value, a formal 

notification under the procedures of Article 114(6) TFEU would no longer be necessary. A 

notification under Directive 98/34/EC on the European Parliament and of the Council of 

22 June 1998 laying down a procedure for the provision of information in the field of 
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technical standards and regulations
52

 would be sufficient to inform the Commission and the 

other Member States. 

5.2.4. Option 4: A new Regulation setting a Community limit value for cadmium content in 

phosphate fertilisers at 60 mg cadmium/kg P2O5 decreasing over time to 40 and 

eventually 20 mg cadmium/kg P2O5, if decadmiation becomes available on industrial 

scale 

The new Regulation would set a Community upper limit for cadmium in phosphate fertilisers 

at 60 mg cadmium/kg P2O5 after an appropriate (e.g. 2 to 3 years) transition period. 

Five years after the end of the transition period, the Commission would reassess the technical 

and economic feasibility of decadmiation, taking into consideration the socio-economic 

aspects but also the need to protect the EU citizens against cadmium inputs in the 

environment. If considered feasible and proportionate, the upper limit value would be 

decreased to 40 mg cadmium/kg P2O5 and, after a further review at a later point in time, 

would be decreased to 20 mg cadmium/kg P2O5. 

The three Member States who have been granted derogations to apply national limits for the 

cadmium content of phosphate fertilisers would continue to benefit from them until an 

equivalent level is reached by EU action. Other Member States wishing to reduce the 

cadmium inputs to agricultural land will have to request derogation under Article 114(6) of 

the TFEU as long as the EU level stays higher as what they consider necessary for their 

territories. 

5.2.5. Option 5: A new Regulation setting an upper limit of 40 mg cadmium/kg P2O5 in 

phosphate fertilisers while allowing Member States to set a limit value of 60 or 

20 mg cadmium/kg P2O5 for the placing on the market and use depending on the 

conditions prevailing on their territories 

This option would be similar to Option 3 except that the normal upper limit for cadmium in 

phosphate fertilisers would be set at 40 mg cadmium/kg P2O5 after an appropriate transition 

period (e.g. 2 to 3 years). By way of derogation, Member States would be allowed to opt for 

setting a higher limit of 60 mg cadmium/kg P2O5 or a lower limit of 20 mg cadmium/kg P2O5 

throughout their territories where acceptable or necessary in the light of prevailing soil and 

climatic conditions. Fertilisers would be labelled with the information of whether they comply 

with the limit of 40 mg cadmium/kg P2O5 or 60 mg, or 20 mg, respectively, as foreseen for 

Option 3. 

As explained in Option 3, Member States wishing to derogate from the 40 mg limit value 

would have to inform the Commission and the other Member States of their decision by using 

Directive 98/34/EC on the European Parliament and of the Council of 22 June 1998 laying 

down a procedure for the provision of information in the field of technical standards and 

regulations. 

6. IMPACT ANALYSIS 

Effects of the various policy options on food prices will not be analysed in the assessment, as 

for end-consumers, the estimated costs increase due to higher costs for low cadmium content 

fertilisers would be negligible because cultivated products are mostly commodities, i.e. easily 

                                                 
52 OJ L 204, 21.07.1998, p. 37-48. 



 

32 

 

tradable and therefore prices are defined by the overall market situation rather than on an 

“additional cost” basis
53

. 

6.1. Option 1: No action 

Risks to human health and the environment from cadmium in fertilisers depend very much on 

soil properties, agricultural practices and dietary habits, which vary significantly between the 

Member States. They are therefore well placed to determine which limit values would be the 

most appropriate for them. As mentioned before, 20 Member States have already set or intend 

to set limit values for national fertilisers placed on their markets. Three Member States 

(Sweden, Finland and Austria) have obtained authorisation under Article 114 TFEU (the 

former Article 95 of the Treaty) to set limit values also for EC fertilisers at 44, 22, and 

75 mg/kg P2O5, respectively.  

In the absence of an EU limit of cadmium content in phosphate fertilisers and if not all 

Member States take action to set appropriate limit values, there is a risk that in the longer 

term, cadmium levels in EU agricultural soils from phosphate fertilisers inputs would 

increase. Furthermore, national limits apply only to national fertilisers, which on average 

make up between 30 and 40 % of total consumption in the Member States. In the absence of 

an EU limit, there would be a risk that phosphate fertilisers with high cadmium content will 

be sold primarily in those Member States not setting limit values, leading to faster cadmium 

accumulation in their agricultural soils with possible adverse consequences on the cadmium 

content in food, groundwater and surface water. Sub-groups of the population would continue 

to be at risk. The long term preservation of soil functions and the protection of soil 

biodiversity would be in jeopardy. The objectives of the Water Framework Directive with 

regard to the chemical status of groundwater might also not be achieved. 

According to a recent report from the Commission on the implementation of the Nitrates 

Directive
54

, the consumption of mineral phosphorous fertilisers has gone down by 9 % in the 

EU-15 in the reporting period 2004 to 2007 and by only 1 % for the EU-27 as compared with 

the last reporting period (2000-2003). According to earlier forecasts by Fertilisers Europe, the 

EU-27 consumption of mineral phosphate fertilisers could fall by 4.3 % over the next ten 

years which in turn will lead to reduced cadmium input regardless of the introduction of 

regulatory cadmium limit values (by either Member States or the EU). However, in the light 

of the available information, it is not possible to conclude that this decrease in overall 

consumption of phosphate fertilisers would be sufficient to stop or reverse cadmium 

accumulation from mineral fertilisers. Conversely, growing food production needs and 

decrease in available production areas from urban sprawl or competition with bio-fuel 

production may cause a reverse trend in mineral phosphate consumption. In fact, in its latest 

forecasts in the 2009 Annual Report, Fertiliser Europe notes that for the first time in several 

decades an increase of 3.9 % in the consumption of mineral phosphates fertilisers is expected 

for the next ten years, with significant growth in Sweden, Spain and the UK.  

Impacts on industry, producing countries – and hence the secure and adequate supply of 

phosphates – as well as farmers would be limited in the short-term and there would be no 

                                                 
53 For example, high food prices during 2007/2008 were mainly caused by a drastic reduction of 

worldwide cereals stocks and not necessarily by higher fertiliser prices, which had raised in line with 

energy and raw material costs. 
54 Report on the implementation of Council Directive 91/676/EEC concerning the protection of waters 

against pollution caused by nitrates from agricultural sources based no member States reports for the 

period 2004-2007 (HTTP://EC.EUROPA.EU/ENVIRONMENT/WATER/WATER-

NITRATES/PDF/COM_2010_47.PDF). 

http://ec.europa.eu/environment/water/water-nitrates/pdf/com_2010_47.pdf
http://ec.europa.eu/environment/water/water-nitrates/pdf/com_2010_47.pdf
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particular incentive to invest in decadmiation. However, impacts could increase if more and 

more Member States introduced different limit values – in particular if those limit values 

cannot be met by the main producing countries without decadmiation. Fragmentation of the 

internal market would increase and EU industry would have to adapt to a multitude of 

different limit values applicable in various Member States which would create additional 

compliance costs, e.g. for sourcing appropriate raw materials, supply chain management, and 

conducting the necessary quality analyses. 

Member States wishing to introduce more stringent limit values for cadmium in EC fertilisers 

would have to ask for authorisation by the Commission in accordance with Article 114 (5) of 

the Treaty on the Functioning of the European Union (TFEU), which would create significant 

administrative burdens as described in section 3.5. Likewise, correct implementation of 

Regulation (EC) No 764/2008 on mutual recognition might be a problem for Member States 

wishing to enforce existing low national cadmium limits, as they will have to justify refusal of 

placing on the market of national fertilisers with higher cadmium content that are lawfully 

placed on the market in Member States having established higher limits or no limits at all. In 

addition, limit values for national fertilisers could be circumvented by industry through 

marketing phosphate fertilisers as 'EC fertilisers', as described in section 3.6.  

Conclusions: 

This option would not achieve most of the intended objectives, as neither the input of 

cadmium into soils through mineral fertilisers, nor the uptake of cadmium by crops and 

human exposure to cadmium through the diet would be significantly reduced, unless all 

Member States adopted appropriate national limits. However, not all Member States have 

taken action to reduce cadmium inputs from the use of national fertilisers and only three 

Member States have obtained derogation for EC fertilisers. 

Conversely, if more and more Member States introduced specific cadmium limits, the internal 

market would be more and more fragmented and the EU fertilisers industry will have to meet 

a multitude of cadmium limits leading to additional compliance costs. 

There would be no immediate impacts on the security of supply. No action at EU level would 

lead to significant administrative burdens for Member States authorities in relation with their 

obligations concerning Regulation (EC) No 764/2008 on mutual recognition, or for requesting 

derogation under Article 114 TFEU and for the Commission to decide on such requests. 

6.2. Option 2: Market incentives 

Currently, prices of phosphate fertilisers do not reflect their cadmium content. Consequently, 

there are no price signals giving incentives to manufacturers or farmers to increase the share 

of phosphates with low cadmium content. Moreover, the supply of phosphates with a low 

cadmium content is limited (see section 3.3.1), whilst decadmiation during the production 

process is associated with certain costs and is currently unavailable at industrial scale (see 

section 3.3.2 for details).  

There are different sub-options to provide market incentives for increasing the use of low-

cadmium containing phosphate fertilisers, and their impacts will be analysed separately. 

Adopting either of these options would in turn make decadmiation more attractive and send a 

market signal to that effect. Numerical examples will illustrate how high a tax (or conversely 

a subsidy) would need to be to compensate for the additional costs of decadmiation. 
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6.2.1. Sub-option A: Fiscal incentives for stimulating substitution of current mineral 

phosphate fertilisers with suitable alternative sources or for creating a separate 

market for low-cadmium mineral phosphate fertilisers 

This option has been studied by Oosterhuis et al.
55

 who examined charges of EUR 1.00 per 

gram of cadmium per ton of fertilisers applied across the board, or charges of EUR 0.25 per 

gram of cadmium per ton of fertiliser applied to fertilisers with more than 60 mg cadmium per 

kg P2O5 in combination with lowering the latter threshold to 40 mg/kg after two years and to 

20 mg/kg after four years. Member States would in all cases be able to impose higher charges 

nationally to reflect different soil characteristics and other national circumstances. The 

purpose of a tax would be to incentivise users of high-cadmium fertilisers to switch to organic 

or low-cadmium mineral fertilisers. The purpose would not be to raise revenue. 

In terms of benefits, the perceived tax revenues could theoretically be redistributed to the 

farming and fertiliser industries (in the form of support for developing decadmiation 

technologies, training and awareness raising for farmers, etc.), although based on the 

experience in other areas, it is more likely that the revenues will become part of the general 

Member States budgets. The sub-option is potentially easy to implement and run, as a tax 

system would impose limited additional administrative burden on users, producers and 

importers. 

Provided the tax level would be set at the appropriate level so that decadmiation becomes 

advantageous above a certain cadmium content (see section 6.2.5 and Annex XIV), the 

overall reduction of cadmium content in phosphate fertilisers (and hence the input into 

agricultural soils) would be comparable to that achieved by setting a regulatory limit value. 

These are further examined in sections 6.3, 6.4, and 6.5. 

Two critical parameters for the success of this sub-option are the price and substitution 

elasticities of phosphate fertilisers. Estimates in existing literature suggest that the demand for 

phosphate fertilisers has low price elasticity, around 0.1 in absolute terms
56

. Therefore even 

doubling the price by imposing a tax of 100 % would only reduce demand by about 10 %. 

Substitution elasticities appear to be slightly higher in absolute terms, meaning that the 

purpose of making users shift to organic or low-cadmium mineral fertilisers would be 

achieved to a greater extent by the introduction of a tax than the purpose of reducing the 

overall use of fertilisers. 

On the other hand, taxation of phosphates containing high levels of cadmium would push up 

demand for low-cadmium mineral phosphate fertilisers, the demand for which may exceed 

maximum production capacity in the absence of viable decadmiation technology at industrial 

scale. If technical, economical or social constraints would not allow an increase in the use of 

untapped sources of organic phosphorous (e.g. from biowaste or sewage sludge), overall 

prices would thus go up and constitute a burden on EU farmers. Taxation of phosphates with 

high cadmium content would sour relations between the EU and (mainly African) exporting 

countries. There could be stockpiling of high-cadmium fertilisers in anticipation of the tax and 

                                                 
55 A possible EU wide charge on cadmium in phosphate fertilisers: economic and environmental impacts". 

Final report to the European Commission, April 2000 (Report no E-00/02). 
56 Low price elasticity is confirmed by recent data for the growing seasons 2007/2008 and 2008/2009: 

Despite a very strong price increase in the season 2007/2008 (prices for some fertiliser types almost 

tripled – see Annex X), consumption of phosphate fertilisers showed only a small decrease in line with 

long-term trends. However, in the season 2008/2009, prices went down strongly but consumption in 

EU-27 actually dropped by 40 % (according to the 2009 Annual Report of Fertilisers Europe) due to 

difficulties for farmers to have access to finance. 
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there would be a risk of illegal imports to avoid the tax. EU-wide taxes would not reflect the 

true externalities of cadmium in fertilisers, which can vary regionally or even locally 

depending on different soil characteristics. Last but not least, unanimity in the Council would 

be needed for the adoption of any legal act on EU cadmium taxes. 

The existing fragmentation of the internal market would not be reduced. Member States 

wishing to maintain or introduce more stringent limit values for cadmium in EC fertilisers 

would have to ask for authorisation by the Commission in accordance with Article 114(4) or 

(5) of the Treaty on the Functioning of the European Union (TFEU), which would create 

significant administrative burdens as described in section 3.5. Likewise, correct 

implementation of Regulation (EC) No 764/2008 on mutual recognition might be a problem 

for Member States wishing to enforce existing low national cadmium limits, and limit values 

for national fertilisers could be circumvented by industry through marketing phosphate 

fertilisers as 'EC fertilisers', as described in section 3.6. 

6.2.2. Sub-option B: Subsidies for the use (or production) of suitable alternatives to high-

cadmium mineral phosphate fertilisers  

This sub-option would involve rewarding users (or producers) financially when purchasing 

(producing) any fertilisers (including those with organic phosphorous) defined as preferable to 

mineral phosphate fertilisers with high cadmium content. The purpose would be to use the 

price mechanism to steer consumption (production) away from fertilisers with high cadmium 

content, but not to reduce overall use of fertilisers. 

As virtually all phosphates producers are located outside the EU (apart from a modest 

production in Finland), giving financial support to producers would mean channelling public 

funds from the EU into the fertiliser industry in non-EU countries, which is probably 

politically difficult. Financial support to users can be given either at the point of purchase (the 

user would pay only part of the price, the remainder being covered by the subsidy) or ex-post, 

for instance annually in the form of tax credits. In the latter case the user would pay the full 

price at the point of purchase and be compensated later. 

There would be a shift from non-subsidised fertilisers with high cadmium content to 

subsidised fertilisers, within the limits of availability of fertilisers with low cadmium content. 

This sub-option is likely to appeal more to users than taxation. If combined with a tax on 

fertilisers with high cadmium content, the revenues from the tax could be returned to the user 

community in the form of subsidies.  

On the other hand, it is also possible that due to the limited availability of low cadmium-

containing phosphates, producers would increase their profit margins on subsidised fertilisers 

in order to get a share of the subsidy. Provided the subsidy would be set at the appropriate 

level so that decadmiation becomes advantageous above a certain cadmium content (see 

section 6.2.5 and Annex XIV), the overall reduction of cadmium content in phosphate 

fertilisers (and hence the input into agricultural soils) would be comparable to that achieved 

by setting a regulatory limit value. These are further examined in sections 6.3, 6.4, and 6.5.  

As for sub-option A, the fragmentation of the internal market and the administrative burden 

related to maintaining or setting limit values in the Member States and those related to mutual 

recognition would persist. The entire system would be difficult to administrate and run, and 

there would be a high risk of fraud. The actual amounts of the subsidies are difficult to 

calibrate to different soil characteristics. 
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6.2.3. Sub-option C: Quotas on imports of mineral phosphate fertilisers with high cadmium 

content 

Import quotas on fertilisers with high cadmium content would limit their availability in the 

EU, thereby pushing up prices to the point where the demand of the users with the highest 

willingness to pay for such fertilisers would match the limited supply. Users with insufficient 

willingness to pay would be excluded from the market for fertilisers with high-cadmium 

content and would need to turn to organic or mineral fertilisers with low cadmium content, the 

prices of which would also go up as a result. 

As a consequence, the overall amount of phosphates with high cadmium content imported and 

used in the EU would go down. Provided the quotas could be set at the appropriate levels so 

that decadmiation becomes advantageous above a certain cadmium content (see section 6.2.5 

and Annex XIV), the overall reduction of cadmium content in phosphate fertilisers (and hence 

the input into agricultural soils) would be comparable to that achieved by setting a regulatory 

limit value. These are further examined in sections 6.3, 6.4, and 6.5. 

However, import quotas would probably fall foul of WTO rules and would be detrimental to 

relations between the EU and (mainly African) exporting countries. It would be extremely 

difficult to calculate appropriate quotas – balancing the overall needs of EU agriculture, the 

different soil characteristics that vary on regional and even local scale, and the availability of 

low cadmium-containing phosphates. All users and some producers would suffer welfare 

losses. There is a risk of stockpiling of fertilisers with high cadmium content in anticipation of 

the quotas and of illegal imports to circumvent them.  

As for sub-option A, the fragmentation of the internal market and the administrative burden 

related to maintaining or setting limit values in the Member States and those related to mutual 

recognition would persist. 

6.2.4. Sub-option D: Quotas on the use of mineral phosphate fertilisers containing 

cadmium 

In analogy to the European emissions trading scheme for greenhouse gas emissions, 

"cadmium permits" could be distributed to users of fertilisers in relation to the size of the 

productive farming area and taking into account its soil characteristics. Users could choose to 

use several permits at once to buy fertilisers with high cadmium content, fewer permits to buy 

fertilisers with low cadmium, or no permits at all to buy organic fertilisers or ‘recycled 

phosphates’ with low cadmium content. Users running out of permits would need to either 

buy additional permits or refrain from buying mineral phosphate fertilisers. Users with more 

permits than needed would be able to sell them on a special exchange. Member States would 

be able to control the total number of permits and the use of cadmium, by buying or selling on 

the exchange and by limiting the validity of permits so that they expire after a number of 

years and then issue new permits, possibly in smaller numbers. 

The scheme would guarantee a genuine market equilibrium in which the users with the 

highest marginal benefit of high-cadmium fertilisers end up using the permits. Assuming that 

the number of available permits is such that all permits will be used, Member States would be 

able to calculate with accuracy the actual total use of cadmium and fine-tune it by making 

available fewer (or more) permits. In calculating the amount of permits, it would be possible 

to take account of different soil qualities. 

However, the development and administration of such a permit system would potentially be 

very burdensome and expensive. It would impose a heavy administrative burden on 
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participants. In fact, the latest draft internal proposal discussed in the Commission in 2005 

foresaw the labelling of phosphate fertilisers as being in one of three classes (up to 20, 40, 

60 mg/kg, respectively) and the possibility that Member States designate 'vulnerable zones' 

according to certain criteria and that in these zones only fertilisers with low cadmium content 

could be used. However, this was rejected by many other Directorates-General as too 

bureaucratic, complicated, and unenforceable. Furthermore, due to inelastic demand the 

market for permits may not work. There is a risk of stockpiling of fertilisers with high 

cadmium content in anticipation of the trading scheme, illegal imports to circumvent it, and a 

high risk of fraud. 

In line with the total amounts of permits, the overall cadmium input into agricultural soils will 

decrease, but it is not possible to forecast, whether this will lead to reduced exposure of 

humans and the environment, as farmers, who should use low-cadmium containing fertilisers 

in the light of the soil characteristics on their farms and/or the plants they wish to grow, would 

still be able to buy permits and high-cadmium containing phosphates. As for sub-option A, 

the fragmentation of the internal market and the administrative burden related to maintaining 

or setting limit values in the Member States and those related to mutual recognition would 

persist. 

6.2.5. Incentives for investing in decadmiation 

Decadmiation is expensive to invest in, which is one reason why no full-scale industrial 

decadmiation plants have been built so far for the production of fertilisers. Moreover, the two 

existing technologies that could be cost-effective have not yet been proven feasible at 

industrial scale. However, given the right incentives, using one of the four sub-options 

outlined above, producers may decide it makes business sense to make the investment. 

Changing circumstances such as a breakthrough in decadmiation technology would have the 

same effect. 

In the case of an incentive for decadmiation in the form of a tax on fertilisers with high 

cadmium content, Oosterhuis et al. showed that under a set of simplifying assumptions
57

, 

investing in decadmiation can be profitable. Building on that approach, an analysis is made in 

Annex XIV, in which a simple tax is introduced that needs to be paid on every gram of 

cadmium per ton of phosphate fertiliser brought on the EU market. Every producer of 

phosphate fertilisers then has to decide whether it is cheaper to pay the tax or to decadmiate 

the phosphates in the fertiliser production process, which costs money but also leads to tax 

savings.  

In this model, for a given cost of the decadmiation technology, it is possible to calculate the 

tax rate that induces producers to decadmiate phosphate fertilisers above a certain desired 

threshold (in terms of cadmium content), while for phosphate fertilisers below the threshold it 

is cheaper to pay the tax. In summary, the lower the desired threshold is, the higher the tax 

rate needs to be. 

Data for the two most-promising decadmiation technologies (CERPHOS and ELICAD) have 

been used in order to estimate which tax rates would be required per gram of cadmium in 

order to provide the appropriate incentives for decadmiation. For a full description of the 

model, the data used, the results and some sensitivity analysis, please refer to Annex XIV.  

                                                 
57 Note that the model may be over-simplified and that the results therefore need to be interpreted with 

care. 
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Figure 9 compares the most promising decadmiation technologies in terms of tax effect to 

stimulate decadmiation for the cadmium content in the phosphate fertilisers (using the data 

with regard to cadmium content from Figure 3). Figure 10 illustrates the effect of a tax on the 

average cadmium content of phosphate fertilisers (using the data with regard to cadmium 

content from Figure 3). For the ELICAD process, tax effects have been calculated on the basis 

of estimated low and high operative costs. 

The main conclusions are that: 

1. The necessary tax rate depends on several essential parameters that characterise a 

decadmiation technology (notably costs, process effectiveness and production 

capacity). The two technologies examined produce different results (see figure 9): a 

tax rate of EUR 0.5 has a break-even for Cerphos at around 57 mg cadmium whereas 

the same tax rate would provide a break-even between 37 to 44 mg cadmium for 

Elicad depending on its final operative costs. 

2. The sensitivity analysis (see Annex XIV) shows that the effectiveness of the 

decadmiation process (how much cadmium can be removed by it) is the most 

important factor, while various other parameters do not significantly change the 

results for a given technology. The choice of the discount rate is also important. 

 

Figure 9: Comparison Elicad/Cerphos. Break-even between tax and cost of decadmiation
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Based on the figures presented in Figure 9, an estimation of the level of the tax needed to 

stimulate decadmiation for a given desired limit can be made as well as its influence on the 

increase of fertilisers costs. 

Results for the ELICAD process: 

Desired maximum 
cadmium content per ton 
of fertiliser [g/ton] 

Tax per gram of cadmium 
[EUR/g] for lower cost 
estimate 

Tax per gram of cadmium 
[EUR/g] for higher cost 
estimate 

60 0.3 0.37 

40 0.45 0.56 

20 0.90 1.12 

Irrespective of the threshold chosen, this would increase the price of a ton of fertiliser close to 

or slightly above the desired threshold by approximately EUR 18 to 22.5 (sum of 

decadmiation costs and tax to be paid on remaining Cd content), which at a price of USD 250 

per ton – a price observed during much of 2007 – and an exchange rate of USD 1.25 per EUR 

would correspond to an increase of 9 to 11 %. If the initial Cd content is higher, the price 

increase would also be higher – for example for an initial content of 100 g Cd/ton phosphate, 

the increase would be 10-16 % (See Annex XIV for details). 

Results for the CERPHOS process: 

Desired maximum Cadmium 
content per ton of fertiliser [g/ton] Tax per gram of cadmium [EUR/g] 

60 0.5 

40 0.7 

20 1.4 

Figure 10: Comparison Elicad/Cerphos. Effect of tax on average Cd content

0

5

10

15

20

25

30

35

40

0 0,5 1 1,5 2 2,5 3 3,5 4

Tax (EUR/g Cd)

C
a
d

m
iu

m
 (

m
g

/k
g

 P
2
O

5
)

Elicad (for high operative

costs)

Elicad (for low operative costs)

Cerphos 

Current EU average = 36 mg/kg 



 

40 

 

Irrespective of the threshold chosen, this would increase the price of a ton of fertiliser close to 

or slightly above the desired threshold by approximately EUR 28 (sum of decadmiation costs 

and tax to be paid on residual Cd content), which at a price of USD 250 per ton – a price 

observed during much of 2007 – would correspond to an increase of 14 %. If the initial Cd 

content is higher, the price increase would also be higher – for example for an initial content 

of 100 g Cd/ton phosphate, the increase would be 15-20 % (See Annex XIV for details). 

The same results can be used to determine the required subsidies – as an alternative to a tax. 

The available information does not allow to model the system of quotas and/or permits, which 

would make decadmiation financially attractive. 

Conclusions:  

At least two of the sub-options (taxation or subsidies) have the potential to stimulate 

investment in decadmiation and provided the taxes/subsidies could be set at the appropriate 

levels, the overall reduction of cadmium content in phosphate fertilisers (and hence the input 

into agricultural soils) would be comparable to that achieved by setting a regulatory limit 

value.  

However, politically it will be rather impossible to get unanimity in the Council for the 

adoption of a tax or subsidies at EU level. All sub-options will have significant impacts on 

farmers – in fact decadmiation (triggered by taxation) and paying the tax on the remaining 

cadmium content will lead to significant price increases – for phosphates containing originally 

100 mg cadmium/kg P2O5 from about 10 to 20 % for the ELICAD or CERPHOS processes 

which would be passed on as additional costs to farmers – see Annex XIV for details. If the 

raw material contains more cadmium, or if the efficiency of the decadmiation process is lower 

than assumed, price increases would even be higher, while they would be lower for raw 

material containing less cadmium or for more efficient decadmiation processes. 

There would also be potentially negative effects on phosphates producing countries (in 

particular if their deposits contain high cadmium levels) and security of supply. None will 

lead to a reduction of the fragmentation of the internal market, nor to a reduction of 

administrative burdens linked to Article 114 requests for derogation or mutual recognition, as 

Member States will keep their legislation setting limit values (or introduce new one). Quite on 

the contrary, there will be additional administrative burdens to introduce and administer the 

sub-options, which will be particularly high for a system of import quotas or tradable permits.  

6.3. Option 3: A new Regulation setting an upper limit of 60 mg cadmium/kg P2O5 

in phosphate fertilisers while allowing Member States to impose a limit value 

of 40 or 20 mg cadmium/kg P2O5 for the placing on the market and use 

depending on the conditions prevailing in their territories 

An EU limit of 60 mg cadmium/kg P2O5 combined with the possibility for Member States to 

set a lower limit at either 40 or 20 mg cadmium/kg P2O5 will lead to some reduction of new 

cadmium input into soils. However, it is uncertain whether this will result in a significant 

decrease in soil cadmium accumulation and hence lower cadmium levels in food since the 

SCTEE-2002 considered that in most European soils, cadmium accumulation will likely 

continue if a 60 mg cadmium/kg P2O5 limit was implemented. On the other hand, the 

flexibility foreseen in this option as an element of subsidiarity will allow Member States to 

opt for limit values at either 40 or 20 mg cadmium/kg P2O5 in the light of prevailing 

conditions and it would therefore not be totally inconsistent with the SCTEE-2002 opinion. 
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As already set out in section 3.2, the actual cadmium content of the fertilisers placed on the 

market in the EU is not well studied, and it is therefore difficult to quantify the reduction in 

new cadmium input into agricultural soils that this option would entail. Phosphate fertilisers 

with cadmium concentrations higher than 60 mg cadmium/kg P2O5 could no longer be 

marketed in the EU and would be replaced by others with lower cadmium content. It is not 

possible to know precisely the cadmium content of the phosphate fertilisers that would replace 

the prohibited quantities with cadmium content above 60 mg/kg P2O5, but this will have a 

strong influence on the reduction that can be achieved. On the basis of the data contained in 

Figure 3, which are, however, not necessarily representative for the EU, the introduction of an 

upper limit at 60 mg cadmium/kg P2O5 could reduce the annual input of cadmium on EU 

agricultural soils by around 30 % if all fertilisers with cadmium content above the limit were 

to be replaced by fertilisers with a cadmium content of 25 mg cadmium/kg P2O5 (which is the 

average of those currently on the market below 60 mg cadmium/kg P2O5). However, if all 

replacement quantities had a cadmium content of exactly 60 mg cadmium/kg P2O5, the overall 

cadmium reduction would only be at around 10 %, whereas replacement with phosphates at 

0 mg cadmium/kg P2O5 would lead to an overall reduction of 45 %. Further details of the 

analysis are contained in Annex XV. 

In terms of impacts on third countries, the main supplier of phosphates to the EU, Morocco, 

has a number of different mines, each with different average cadmium content, and the 

fertilisers produced from these mines also have different cadmium contents (see Annexes IX 

and X). The deposits within each mine are several meters thick and are layered rather 

uniformly. Some of these layers have higher cadmium content than others. By selective use of 

certain mines (e.g. Khourbiga) and/or of certain layers within a deposit, an upper limit of 

60 mg cadmium/kg P2O5 appears to be feasible for Moroccan phosphate producers on the 

scale needed to supply the EU market for the foreseeable future without the need for 

decadmiation. In fact, selective mining for quality purposes in relation to P2O5 content is 

already in place in a majority of mines. Further sedimentary phosphates with low cadmium 

content are available in Syria, Jordan and Egypt. Thus, sufficient production capacity of 

sedimentary rock with cadmium content at or below 60 mg cadmium/kg P2O5 from existing 

sources seems to be available, and a significant increase of rock price is unlikely. Some 

smaller phosphate producing countries in Africa, such as Togo and Senegal, where cadmium 

content in phosphates is higher than 60 mg kg P2O5, would face difficulties – however, for 

more than 10 years there have not been any exports to the EU from these countries. 

Consequently, the European fertiliser industry could meet an upper limit of 60 mg 

cadmium/kg P2O5 using their current supply chains without decadmiation through the 

selective mining and blending of sedimentary phosphate rock deposits with appropriate 

cadmium content. The European Standard EN 14888
58

 has been developed to determine the 

cadmium content of fertilisers. The related analytical costs are around EUR 60 per sample. 

16 out of 26 European SMEs consulted on the potential impacts of the different policy options 

developed in this impact assessment (except Option 2) reported that the economical impacts 

would be smallest if a cadmium limit of 60 mg cadmium/kg P2O5 was to be adopted. A more 

stringent limit would inevitably make the supply of adequate sources of phosphate fertilisers 

and the management of the different stocks of raw material more problematic. Annex IV 

provides details of the SMEs consultation. 

                                                 
58 Determination of cadmium content by flame atomic spectroscopy (AAS) and by inductively coupled 

plasma-optical emission spectroscopy (ICP-OES) after extraction in nitric acid. 
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Labelling fertilisers with the cadmium content could be a measure to facilitate enforcement of 

limit values and would increase awareness of farmers about the cadmium content of 

fertilisers. So far, only one Member State having introduced legislation to limit the cadmium 

content of phosphate fertilisers requires such labelling, but one company does this voluntarily. 

Consultation with industry revealed that the determination of cadmium content and labelling 

fertilisers with the exact content (i.e. per individual batch of production) would lead to high 

costs, whereas the sole indication on the label that fertilisers respect the limit value of either 

60, 40 or 20 mg cadmium/kg P2O5 would not entail significant costs.  

Given that the main suppliers of phosphates could meet an EU limit of 60 mg cadmium/kg 

P2O5 without decadmiation, this option will not provide a direct incentive to invest in 

developing such technologies. However, if over time more and more Member States would 

choose to allow only marketing and use of fertilisers with a cadmium content of 40 or 20 mg 

cadmium/kg P2O5, Morocco and other producing countries of phosphate rock with high 

cadmium content would have to invest into decadmiation or the EU fertiliser industry would 

have to increase its supply from phosphate sources with low cadmium content, which could 

lead to an increase in costs for mineral phosphate fertilisers. As the majority of Member 

States seem to be satisfied by the upper limit of 60 mg cadmium/kg P2O5 as evidenced by the 

outcome of the consultations described in section 2, such a development is not expected in the 

near future. 

Impacts on conventional farmers are expected to be limited as the main producing countries 

can supply the EU market at the 60 mg cadmium/kg P2O5 limit without additional costs 

except costs for analysis and raw material stock management. No phosphate fertiliser type 

will be shut out of the market.  

Organic farming represents approximately 4 to 5 % of the cultivated land in the EU; organic 

crop production is therefore currently limited. In organic farming, phosphorous generally 

comes from organic sources e.g. composted farmyard manure, but use of mineral phosphate 

fertilisers (soft ground rock phosphate, aluminium-calcium phosphate) as described in 

Regulation (EC) No 889/2008 occurs. Soft ground phosphate rocks cannot be decadmiated, 

but sources of low cadmium phosphate rocks are available in Jordan and Syria, which could 

comply with a limit value of 60 mg cadmium/kg P2O5. Some Member States have adopted 

action plans to increase organic farming. In particular Germany, Austria, Slovenia, UK 

(Wales) have committed to increase this area up to 20 %
59

. It is therefore likely that organic 

production will increase in the future and all phosphorous sources need to be available in 

particular for areas where organic sources are less available. As this could lead to increasing 

demand for soft ground phosphate rock with low cadmium content, it might be necessary in 

the future to consider appropriate measures for organic agriculture, including further recycling 

of organic materials. 

An upper limit of 60 mg cadmium/kg P2O5 would satisfy the needs of a majority of Member 

States (see Annex I). Allowing Member States to restrict placing on the market and use to 40 

or 20 mg cadmium/kg P2O5, would satisfy those Member States wishing to reduce further the 

cadmium emissions in their environment due to specific prevailing conditions. This would be 

fully in line with the subsidiarity principle and the fact that there are divergent conditions 

among the Member States. There would be no administrative burden linked to mutual 

recognition or the need for Member States wishing to set one of the two lower limit values to 

request derogation under Article 114 TFEU. In fact, an upper limit of 60 mg cadmium/kg 

                                                 
59 Source FP6. ORGAP (The Consortium partners of the European Research Project) – 2008. 



 

43 

 

P2O5 would make the existing derogation for Austria (with a limit value of 75 mg 

cadmium/kg P2O5) redundant, whereas the current derogations for Sweden and Finland could 

be fully accommodated by imposing the possible lower limits of 40 or 20 mg /kg P2O5 – the 

existence of the former derogations would be a sufficient justification. Industry could no 

longer circumvent national limit values by marketing fertilisers as ‘EC fertilisers’. Overall, 

fragmentation of the internal market would be reduced compared to the situation today, as 

instead of complying with a multitude of different limits, there would be only 3 different 

values and companies could choose themselves whether they want to produce only fertilisers 

respecting the EU limit of 60 mg cadmium/kg P2O5 and hence forego marketing in those 

Member States having set lower limits, or whether they want to produce also fertilisers 

complying with the lower limit values. 

Conclusions: 

Setting an upper limit of 60 mg cadmium/kg P2O5 would lead to some reduction of new 

cadmium input into agricultural soils from phosphate fertilisers throughout the EU. This effect 

would be more pronounced in Member States opting for one of the lower limits of either 40 or 

20 mg cadmium/kg P2O5. Due to the limited availability of data, quantification of the 

reduction of new cadmium input to soils is difficult – using the available but not necessarily 

representative data shown in Figure 3, the reduction could be in the order of 30 % (possible 

range 10-45 %). 

However, in the light of the SCTEE-2002 opinion, cadmium accumulation will likely 

continue in most soils with the implementation of the 60 mg cadmium/kg P2O5 limit. A 

possible decrease of soil cadmium accumulation and, hence transfer from soil to foodstuffs, 

will therefore depend on the number of Member States using the flexibility of this option to 

set lower limits at either 40 or 20 mg cadmium/kg P2O5.  

An EU limit of 60 mg cadmium/kg P2O5 could be met without a major disturbance of the EU 

supply in phosphate fertilisers as the main supplying country, Morocco, could provide 

sufficient quantities by selective mining and blending, but would not be a sufficient incentive 

for producing countries to develop and invest in a reliable decadmiation technology, unless a 

growing number of Member States chose to set one of the two lower limits. Given that supply 

would not be strongly affected, the transition period for introducing the limit value could be 

relatively short, between 2 and 3 years after entry into force of the legislation.  

It would improve the functioning of the internal market for phosphate fertilisers, by reducing 

the already existing fragmentation with a multitude of different limit values and would also 

avoid further fragmentation in the future. No Member State would be required to request 

authorisation for derogation under Article 114 TFEU and there would be no future 

administrative burden related to such requests for either the Member States or the 

Commission.  

6.4. Option 4: A new Regulation setting a Community limit value for cadmium 

content in phosphate fertilisers at 60 mg cadmium/kg P2O5 decreasing over 

time to 40 and eventually 20 mg cadmium/kg P2O5 if decadmiation becomes 

available on industrial scale 

When fully implemented, i.e. when decadmiation is available at industrial scale, this option 

would be fully in line with the opinion of the SCTEE-2002 concluding that, in most European 

soils, a limit of 60 mg cadmium/kg P2O5 in mineral phosphate fertilisers would not be 

sufficient to avoid accumulation of cadmium, whilst a limit of 20 mg cadmium/kg P2O5 would 

be appropriate to achieve that goal. Consequently, this option would lead to a decrease of 
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cadmium concentrations in soil in the long term and hence a clear reduction of risks to the 

environment and to human health via the diet provided that it is fully implemented, i.e. that 

further reductions to 40 mg and 20 mg cadmium/kg P2O5 become effective. 

As already set out in section 3.2, the actual cadmium content of the fertilisers placed on the 

market in the EU is not well studied, and it is therefore difficult to quantify the reduction in 

new cadmium input into agricultural soils that this option would entail. On the basis of the 

data contained in Figure 3, which are, however, not necessarily representative for the EU, and 

with the same calculations as set out for Option 3 (see Annex XV for details), setting the limit 

value at 60 mg cadmium/kg P2O5 could lead to a reduction of cadmium inputs in the order of 

30 % (possible range 10-45 %) compared to today, whilst a further decrease to 40 mg 

cadmium/kg P2O5 could lead to a reduction of cadmium input by 69 % (possible range 30-

84 %), and a decrease to 20 mg cadmium/kg P2O5 could bring a reduction of about 81 % 

(possible range 60-92 %). 

As explained in the analysis of Option 3, an initial limit value of 60 mg cadmium/kg P2O5 

could probably be met by phosphates exporting countries (except for some smaller African 

producers, which do, however, not export to the EU) and the EU fertiliser industry without 

excessive costs and disturbance of supply, by using raw material from selective mining of 

sedimentary phosphate rock from mines with sufficiently low cadmium content. As for option 

3, an appropriate transition period to set this limit could be of the order of 2 to 3 years after 

entry into force of the legislation. 

As the entry into force of stricter cadmium limits would be conditional on the existence of a 

suitable decadmiation technology, producers would still not have any immediate reason for 

developing such technology (see also section 3.3.2). Conversely, the impacts of a reduction of 

the EU limit to 40 or 20 mg will strongly depend on the availability of alternatives to 

phosphates as described in section 3.3. Given that the availability of natural deposits of 

phosphates with low cadmium content and the potential for increased recycling of phosphates 

from waste streams is limited, the feasibility of decadmiation at industrial scale will be 

decisive. 

In the absence of decadmiation at industrial scale and at reasonable costs, the consequences of 

a reduction of the EU limit will be very negative for a broad range of phosphates producing 

countries in Northern Africa, who effectively will not be able to export to the EU anymore – 

including also the main producer Morocco. Consequently, there will be a disruption of the 

supply of the EU fertiliser industry and farmers, who will also face strongly increased prices 

due to very high demand for the limited amounts of alternative phosphates with low cadmium 

content. At the same time, countries such as Morocco and Tunisia are covered by the 

European Neighbourhood Policy (ENP) which was developed in 2004 with the objective of 

establishing a deeper political relationship and economic integration between the EU and its 

immediate neighbours by land or sea. Without proven feasibility of decadmiation, both could 

see their exports of phosphates to the EU being severely limited, which are today significant 

sources of revenues. This would be contrary to the ENP objectives. 

As a further consequence, producers in Northwest Africa would probably seek to export 

phosphates with high cadmium content that could no longer be sold to the EU to other third 

countries, in particular to developing countries, as several other developed countries have 

already introduced restrictions on cadmium content in fertilisers
60

.  

                                                 
60 Several third countries have introduced restrictions on cadmium content in fertilisers: Switzerland 

(21 mg Cd/kg P2O5), Norway (43 mg Cd/kg P2O5), Japan (146 mg Cd/kg P2O5). 
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Many of the soils in developing countries are naturally acidic with little opportunity of being 

limed to raise their pH and thereby cadmium applied to these acidic soils will be likely to 

enter the food chain. The EU imports in turn agricultural produce from developing countries, 

the cadmium content of which could then possibly increase. In that context, the Kenyan 

authorities notified in mid October 2010 to the World Trade Organisation their intention to 

impose limits on heavy metals, including cadmium
61

, in rock phosphate for use in 

manufacture of fertilisers and common phosphate fertiliser types. The main objective of the 

Kenyan authorities is to ensure a safe use of fertilisers for consumers and environment 

protection. No member of the WTO objected or submitted comments on the Kenyan 

notification. 

On the other hand, implementation of stringent limits for cadmium in phosphate fertilisers 

would constitute a clear signal from the EU to phosphates producing countries to invest in 

decadmiation technologies in order to ensure continued access to the EU market in the long 

term future. For example, construction of the existing installation with decadmiation for food-

grade phosphates in Tunisia was probably motivated by the EU's setting of stringent limits for 

cadmium in food and feedstuffs. Further research and development could bring down the 

costs of such processes, and would allow these countries to remain competitive also on other 

third country markets where limit values for cadmium are already in place or might be 

established in the future.  

In June 2010 and in January 2011, the European Investment Bank has received applications to 

finance two projects in Tunisia (EIB 21 276 2010) and Morocco (EIB 21 05 2011) concerning 

the modernisation or construction of new phosphate fertiliser plants. In its comments, the 

Commission has recommended that the investors also consider developing and installing an 

industrial decadmiation process in the light of possible future limits for cadmium in phosphate 

fertilisers. 

Still, whilst successful decadmiation would restore a sufficient supply base for the European 

fertiliser industry and farmers, third countries mining phosphates with high cadmium content 

would face some structural disadvantage due to the costs associated with decadmiation – as 

set out in the analysis of Option 2, price increases due to decadmiation could be in the order 

of 10 to 20 % – and for certain fertiliser types that are not produced involving phosphoric acid 

as an intermediate, decadmiation technologies are not yet available, even at laboratory scale.  

As long as no decadmiation at industrial scale is available, the fragmentation of the internal 

market will persist, as 60 mg cadmium/kg P2O5 will remain the de facto EU limit. Member 

States wishing to maintain or introduce more stringent limit values for cadmium in EC 

fertilisers would have to ask for authorisation by the Commission in accordance with Article 

114 TFEU, which would create significant administrative burdens as described in section 3.5. 

However, once decadmiation is available and the EU limit can be decreased, fragmentation 

will be reduced and eventually the Internal Market will be fully harmonised. 

Conclusions: 

Full implementation of this option would strongly reduce the cadmium content in phosphate 

fertilisers throughout the EU, which would reduce the input of cadmium to agricultural soils 

and hence transfer into food and ultimately also intake by humans through the diet. It would 

eventually be fully in line with the opinion of the SCTEE-2002 indicating that, at a limit value 

of 20 mg cadmium/kg P2O5, no further cadmium accumulation from phosphate fertilisers is 

                                                 
61 Maximum cadmium content in rock phosphate: 30 ppm cadmium on dry matter i.e. around 90 mg 

Cd/kg P2O5 for phosphate content of 32 % (wt % P2O5). 
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likely to occur in most European soils. Due to the limited availability of data, quantification of 

the reduction of new cadmium input to soils is difficult – using the available but not 

necessarily representative data shown in Figure 3, the reduction could be in the order of 30 % 

(possible range 10-45 %) for the initial limit of 60 mg cadmium/kg P2O5, whilst a further 

decrease to 40 mg cadmium/kg P2O5 could lead to a reduction of cadmium input by 69 % 

(possible range 30-84 %), and a decrease to 20 mg cadmium/kg P2O5 could bring a reduction 

of about 81 % (possible range 60-92 %). 

Feasibility of the full implementation of this option will largely depend on the availability of a 

decadmiation process at industrial scale. If stringent cadmium limits were to be adopted even 

though no industrial decadmiation process is available, there would likely be a rush to either 

sedimentary low-cadmium phosphate rock or to a lesser extent to igneous rocks leading to 

severe effects on producing countries, EU fertiliser industry and farmers. In the mid term at 

least, the recovery of nutrients from organic wastes such as manure, sewage sludge and bio-

waste will not cover the phosphate needs of EU farmers. On the other hand, drivers such as 

this option could stimulate decadmiation and phosphorous recycling technologies and if a 

workable timetable for implementation of the lower limits were foreseen, these adverse 

effects on supply could be mitigated. 

With a single EU limit value for cadmium in phosphate fertilisers – decreasing over time – 

fragmentation of the internal market would eventually disappear and enforcement by national 

authorities would be easier. However, as long as the EU limit would stay at 60 mg 

cadmium/kg P2O5 several Member States wishing to maintain lower national limits would 

have to submit requests for derogation under Article 114 TFEU with the related 

administrative burdens and fragmentation of the internal market would persist. 

6.5. Option 5: A new Regulation setting an upper limit of 40 mg cadmium/kg P2O5 

in phosphate fertilisers while allowing Member States to impose a limit value 

of 60 or 20 mg cadmium/kg P2O5 for the placing on the market and use 

depending on the conditions prevailing on their territories 

This option might be considered as a variant of Option 3. An upper limit of 40 mg 

cadmium/kg P2O5 after an appropriate transition period would better address the concerns 

about cadmium accumulation in European soils by limiting the input of cadmium from the 

application of phosphate fertilisers and would be more in line with the opinion of the SCTEE-

2002. However, it is not certain that this will result in a significant decrease in soil cadmium 

accumulation and hence lower cadmium levels in food since the SCTEE-2002 considered that 

in most European soils, cadmium accumulation will be avoided only if a 20 mg cadmium/kg 

P2O5 limit was implemented. 

As already set out in section 3.2, the actual cadmium content of the fertilisers placed on the 

market in the EU is not well studied, and it is therefore difficult to quantify the reduction in 

new cadmium input that this option could entail. On the basis of the data contained in Figure 

3 which are, however, not necessarily representative for the EU, and using similar 

calculations as for the previous options (for details see Annex XV), setting the limit value at 

40 mg cadmium/kg P2O5 could lead to a reduction of new cadmium inputs by 69 % (possible 

range 30-84 %). 

Compared to Option 3, this option would have significant economic impacts on the fertiliser 

industry and producing countries, unless a majority of Member States would opt to deviate 

from the default value of 40 mg/kg P2O5. This is not guaranteed because many Member States 

– although actually satisfied with a limit value of 60 mg/kg P2O5 (see Annex I) – would have 
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to act to allow the marketing and use of phosphate fertilisers containing 60 mg cadmium/kg 

P2O5 if an EU limit value was set at 40 mg/kg P2O5. With regard to labelling, the same 

considerations as for Option 3 apply. 

As explained in the analysis of Option 4, there will be a strong negative impact on producing 

countries mining sedimentary rocks containing a high amount of cadmium. In particular 

Morocco, as the main supplier of phosphate to the EU, will also be immediately affected. 

Indeed, as Morocco, Tunisia and Israel will not be able to supply the European market with 

phosphate fertilisers with an upper limit of 40 mg cadmium/kg P2O5 without decadmiation 

technology, there will be a rush to low cadmium phosphates sources which will most likely 

lead to strong price increases for such phosphates. The same supply constraints as discussed 

for Option 4 apply. 

No Member State would be required to request authorisation for derogation under Article 114 

TFEU and there would be less administrative burden, in comparison with option 1, related to 

such requests for either the Member States or the Commission. In fact, an upper limit of 

40 mg cadmium/kg P2O5 would make the derogation for Austria (with a limit value of 75 mg 

cadmium/kg P2O5) and Sweden (with a limit value of 44 mg cadmium/kg P2O5) redundant, 

whereas the derogation for Finland (with a limit value of 22 mg cadmium/kg P2O5) could be 

fully accommodated. 

However, according to the results of the stakeholder meeting of 28 October 2009 (see Annex 

II for details) the number of Member States that might adopt the 60 mg cadmium/kg P2O5 

limit instead of the EU limit of 40 mg cadmium/kg P2O5 would be significantly higher than 

those opting for lower limits in Option 3. This would create administrative burdens for a 

higher number of Member States.  

Conclusions: 

Compared to Option 3, this option would reduce the cadmium content in phosphate fertilisers 

throughout the EU, which would further reduce the input of cadmium into agricultural soils 

and hence transfer into food. Due to the limited availability of data, quantification of the 

reduction of new cadmium input to soils is difficult – using the available but not necessarily 

representative data shown in Figure 3, the reduction could be in the order of 69 % (possible 

range 30-84 %). 

However, in the light of the SCTEE-2002 opinion, cadmium accumulation might still 

continue in some soils with the implementation of the 40 mg cadmium/kg P2O5 limit and more 

so, if Member States opt to increase the limit to 60 mg cadmium/kg P2O5. A possible decrease 

of soil cadmium accumulation and, hence transfer from soil to foodstuffs, will therefore 

depend on the number of Member States using the flexibility of this option to set either a 

higher limit at 60 mg cadmium/kg P2O5 or a lower limit at 20 mg cadmium/kg P2O5. In the 

absence of a technically and economically feasible decadmiation technology at industrial 

scale, there would be very high economic impacts on producing countries that currently 

supply the bulk of phosphate fertilisers imported into the EU. On the other hand this option 

would provide a clear signal to invest in the development of decadmiation or phosphates 

recycling. 

The option would improve the functioning of the internal market for phosphate fertilisers, by 

reducing the already existing fragmentation of the internal market with a multitude of 

different limit values and would also avoid further fragmentation in the future but the number 

of Member States deviating from the EU limit would be higher than in Option 3. 
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Lastly, the Legal Service of the Commission considers that, according to Article 114 TFEU, 

economic reasons are not recognised as possible grounds to justify deviation from harmonised 

measures, in particular when less strict measures are adopted, which seems to preclude 

Member States from opting for a limit value of 60 mg cadmium/kg P2O5. This effectively 

rules out an implementation of this option in practice. 

7. COMPARING THE OPTIONS 

The comparison of the various policy options has been conducted taking into account the 

criteria of: 

– effectiveness of the option in achieving the objectives (reduction of cadmium inputs into 

agricultural soils, reduction of exposure of humans via food and reduction of the exposure 

of soil organisms, secure supply and minimisation of negative impacts on third countries 

producing phosphates, reduction of internal market fragmentation, reduction of 

administrative burden). Overall effectiveness has been calculated as an average across 

achievement of the individual objectives, assigning, however, double weight to the 

objectives linked to human health and the environment; 

– efficiency of the option in achieving the objectives. Efficiency aims at comparing the costs 

of the implementation of a particular policy option to its effectiveness in reaching the 

objectives. In the absence of reliable quantitative estimates, the costs of implementation are 

interpreted as adverse economic impacts on producing countries, fertiliser manufacturers or 

farmers
62

; 

– coherence of the option with other EU objectives (e.g. European Neighbourhood Policy) 

and trade obligations including WTO rules . 

While the following tables represent a qualitative analysis of the arguments developed in 

section 6, the quotation presented is a necessary simplification to facilitate comparison and 

identify trade-offs and should be therefore treated as purely indicative. 

The options have been assessed as being “strongly negative (---)”, “negative (--)”, “slightly 

negative (-)”, “neutral (=)”, “slightly positive (+)”, “positive (++)” or “strongly positive 

(+++)” compared to the no EU action option (baseline scenario). The selected options have 

been assessed according to two scenarios:
 
 

Scenario 1: technologically and economically feasible decadmiation for large scale processing 

is not available; 

Scenario 2: technologically and economically feasible decadmiation for large scale processing 

is available. 

                                                 
62 Nota bene: for the purpose of this indicative comparison and in the absence of reliable quantitative 

estimates, the costs of the development and investment in the decadmiation technology are not taken 

into account. 
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Scenario 1: technologically and economically feasible decadmiation for large scale processing is not available:  

Criteria Option 1 Option 2 Option 3 Option 4 Option 5 

Reduction of cadmium input into soils = =/+ + + ++ 

Reduction of human exposure to 

cadmium 
= =/+ =/+ =/+ + 

Reduction of exposure of soil organ- 

isms / Maintaining soil biodiversity  
= =/+ =/+ =/+ + 

Security of supply and minimisation of 

negative impacts on 3rd countries  
= = = = --- 

Reduction of Internal market 

fragmentation  
= = ++ = ++ 

Reduction of burden for public 

administration 
= -- +++ = ++ 

Overall effectiveness  = = + =/+ + 

Costs of implementation = -- - - --- 

Efficiency  = - = - /= -- 

Coherence = - ++ ++ --- 

Explanatory comments = If no decadmiation is available, 

incentives will not change very 

much which fertilisers will be 

available or bought. A tax would 

cause adverse economic impacts 

on producing countries, industry 

and/or farmers through price 

increases. Fragmentation of 

internal market and related 

administrative burdens will remain 

unchanged – still need for Art. 114 

TFEU requests for Member States 

wishing to set limits. In addition 

administrative burdens for 

developing and implementing any 

of the sub-options. Incoherent with 

neigh-bourhood and trade policies. 

Some reduction of new 

cadmium inputs into 

agricultural soils. Uncertain 

whether this will result in 

decrease of total soil 

cadmium and hence reduced 

exposure of humans via food 

or reduced exposure of soil 

organisms. Reduced 

fragmentation of internal 

market as only 3 limit values 

will be possible. No need for 

Art. 114 TFEU requests 

Some negative economic 

impacts. Coherent with 

neighbourhood and trade 

policies. 

Some reduction of new cadmium 

inputs into agricultural soils - the 60 

mg limit would remain the de facto 

limit value. Uncertain whether this 

reduction will result in decrease of 

total soil cadmium and hence reduced 

exposure to humans via food or 

reduced exposure of soil organisms. 

Some Member States will wish to 

maintain or introduce lower limits, 

which necessitates Art. 114 TFEU 

requests as today. No reduction of 

fragmentation of internal market. 

Some negative economic impacts. 

Coherent with neighbourhood and 

trade policies as long as limit stays at 

60 mg Cd/kg P2O5. 

Significant reduction of new 

cadmium inputs into soils and some 

reduction of soil cadmium 

accumulation. Consequently, some 

reduction of the exposure of 

humans via food and some 

reduction of exposure of soil 

organisms. Reduced fragmentation 

of internal marked as only 3 limit 

values possible. No need for Art. 

114 TFEU requests, but more 

Member States would wish to opt 

for 60 compared to those opting for 

40 or 20 in option 2. Strong 

negative economic impacts. 

Incoherent with several EU policies 

(neighbourhood and trade policies, 

intentions of Art. 114 TFEU). 
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Scenario 2: technologically and economically feasible decadmiation for large scale processing is available 

Criteria Option 1 Option 2 Option 3 Option 4 Option 5 

Reduction of cadmium input and 

reduction of risks to human health 

= +++ + +++ ++ 

Reduction of human exposure to 

cadmium 

= +++ +/= +++ + 

Reduction of exposure of soil organ-

isms and maintaining soil biodiversity  

= +++ +/= +++ + 

Security of supply and minimisation of 

negative impacts on 3rd countries  

= = = = = 

Reduction of Internal market 

fragmentation  

= = ++ +++ ++ 

Reduction of burden for public 

administration 

= -- +++ +++ ++ 

Overall effectiveness  = ++ + +++ ++ 

Costs of implementation = -- - -- - 

Efficiency  = = = + + 

Coherence = -/= ++ -/= -- 

Explanatory comments = If incentives are set at appropriate 

level, reduction of cadmium input and 

hence risk to human health and the 

environment will be similar to 

regulatory limits. Some adverse 

economic impacts on producing 

countries, industry and/or farmers. 

Fragmentation of internal market and 

related administrative burdens un-

changed – still need for Art. 114 TFEU 

requests for Member States wishing to 

set limits. Administrative burdens for 

developing and implement-ting all sub-

options. Disadvantages for countries 

with phosphates of high cadmium 

content, otherwise coherent with 

neighbourhood and trade policies 

Some reduction of new 

cadmium inputs into 

agricultural soils. Uncertain 

whether this will result in 

decrease of total soil 

cadmium and hence reduced 

exposure of humans via food 

or reduced exposure of soil 

organisms. Reduced 

fragmentation of internal 

market as only 3 limit values 

will be possible. No need for 

Art. 114 TFEU requests. 

Some negative economic 

impacts. Coherent with 

neighbourhood and trade 

policies. 

Strong reduction of new 

cadmium input into soils and of 

soil cadmium accumulation. 

Reduction of exposure to 

humans via food of soil 

organisms. Eventually full 

harmonisation and no need for 

Article 114 TFEU requests. 

Some adverse economic impacts 

– in particular on producers not 

using the phosphoric acid route. 

Some structural disadvantages 

for third countries mining 

phosphates with high cadmium 

content, otherwise coherent with 

neighbourhood and trade 

policies. 

Reduction of new cadmium inputs 

into soils and some reduction of 

soil cadmium accumulation. 

Consequently, some reduction of 

the exposure of humans via food 

and some reduction of exposure of 

soil organisms. Reduced fragmen-

tation of Internal Marked as only 3 

limit values possible. No need for 

Art. 114 TFEU requests, but more 

Member States would wish to opt 

for 60 compared to those opting 

for 40 mg or 20 mg in option 2. 

Some negative economic impacts. 

Incoherent with Art. 114 TFEU. 
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8. PREFERRED POLICY OPTION 

From the comparison of the different options, it emerges that in the current situation where 

technically and economically viable decadmiation at industrial scale is not available, overall 

effectiveness and efficiency are better for option 3 compared to option 4 and even more so 

compared to option 5. This is due in particular to the reduced fragmentation of the internal 

market and lower administrative burdens for option 3, and not to better achievements of the 

objectives to reduce cadmium exposure for humans and the environment. In the absence of a 

decadmiation technology, both options 3 and 4 have only limited effects in achieving those 

objectives as, in the light of the SCTEE-2002 opinion, cadmium accumulation could actually 

still continue in most European agricultural soils unless lower limits are adopted. However, 

under the condition that a technically and economically viable decadmiation process becomes 

available at industrial scale, option 4 will be clearly preferable, as it would be the most 

effective in achieving all objectives. 

It is not possible to estimate with confidence the effectiveness of option 2 in achieving the 

objectives because of the limitation of the economic model used to derive the level of the tax 

and the uncertainties of the parameters introduced in the model. However, this option would 

not result in a reduction of the fragmentation of the internal market and would increase 

significantly administrative burdens. Whilst it will provide an incentive to invest in 

decadmiation technologies it would also increase phosphate fertiliser prices.  

It is therefore crucial in view of achieving all the intended objectives that the proposed new 

Regulation gives an incentive to invest in further developments of decadmiation technologies. 

This would be in line with the opinion of the SCTEE-2002 with regard to potential cadmium 

accumulation in soil and would respond to the desire of many stakeholders to achieve a 

further decrease of the cadmium content of phosphate fertilisers. 

A new Regulation should therefore be adopted that would establish an EU limit value of 

60 mg cadmium/kg P2O5 as a starting point. This limit would take effect after an appropriate 

transition period of e.g. 2 to 3 years. Flexibility should be given to allow Member States to set 

limit values at either 40 or 20 mg cadmium/kg P2O5 in the light of specific conditions in their 

territories. Fertilisers would be labelled to provide an indication which limit value for 

cadmium they comply with. 

In order to provide incentives for further developments in decadmiation technologies and their 

implementation at industrial scale, different alternatives could be chosen: 

– to include in the legislative proposal a clause triggering a review of the situation 5 to 

10 years after the date of application of the 60 mg cadmium/kg P2O5 limit based on 

biannual reporting by manufacturers and importers of phosphates fertilisers on the efforts 

undertaken to develop a decadmiation process and on statistical data about the cadmium 

content of mineral phosphate fertilisers. The review should also address further 

developments in the supply situation for phosphates with low cadmium content and the 

availability of recycled phosphates; 

or 

– to set, in the legislative proposal, a timetable for implementation of lower limit values, e.g. 

40 mg cadmium/kg P2O5 5 to 10 years after the date of application of the 60 mg/kg limit, 

and 20 mg cadmium/kg P2O5 after 15 to 20 years. The Commission would, nevertheless, 

need to monitor the actual development at industrial scale of a decadmiation process, the 

evolution of phosphate imports into the EU, and the availability of alternative phosphate 
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sources through recycling to avoid shortages of supply of phosphates in the EU and/or 

disproportionate effects on phosphates exporting countries.  

The selection of the incentive to be included in the final legislative text will be a political 

choice. 

As mentioned in section 3.1, the SCHER-2015 opinion estimated that the current actual 

cadmium level in the environment justifies the revision of the CSTEE-2002 opinion and 

concluded that the accumulation of cadmium in soils is not expected to occur on average in 

most EU-27 + Norway soils if the concentration of  cadmium in inorganic phosphate 

fertilisers does not exceed 80 mg/kg P2O5. In the SCTEE-2002 opinion, the same effect was 

achieved with a limit value of 20 mg cadmium/kg P2O5.  

Despite the new assessment of future trends in soil cadmium accumulation, the conclusions of 

experts assessing the toxicology of cadmium through the food chain ( See Section 3.1.1) 

remain valid i.e. that in order to protect human health from adverse effects of cadmium via 

dietary intake
63

, it is important to decrease cadmium input into soils. Such reduction seems in 

light of the SCHER-2015 opinion more rapidly achievable than expected in 2002.    

The overall approach would: 

 achieve a reduction of new cadmium inputs to soils thereby reducing, in the long term, the 

presence of cadmium in the environment and in crops harvested in Europe and therefore 

the cadmium exposure of humans via food, depending on the actual development of 

technically and economically feasible decadmiation at industrial scale; 

 achieve initially a rather harmonised internal market with an upper EU limit while 

allowing Member States to set with low administrative burdens one of two possible lower 

limits to reduce the cadmium content of phosphate fertilisers marketed in their territories 

proportionate to their specific conditions. Full harmonisation will be achieved when a 

technically and economically feasible decadmiation at industrial scale will be available; 

 have limited and gradual economic impacts on phosphate producing countries, fertiliser 

manufacturers and farmers and on the economy as a whole; 

 reduce the administrative burden for the Commission and the Member States as requests 

for derogation in accordance with Article 114 TFEU will not be necessary any longer. 

9. MONITORING AND EVALUATION 

The proposal, once adopted, is going to be implemented in close cooperation with all 

stakeholders concerned. To this end, the Committee and the Working Group on Fertilisers 

have provided for a valuable forum for the past and will be used in the future. 

As long as a decadmiation technology is not available at industrial scale, Member States 

wishing to impose limits of 40 or 20 mg/kg P2O5, respectively, within their territories will 

notify those measures to the Commission accompanied by justification in terms of particular 

conditions. The Commission will make the information received from Member States 

publicly available, to increase awareness of operators and facilitate enforcement.  

                                                 
63 As mentioned in section 3.7, food safety authorities are not able to implement today safe maximum levels of 

cadmium concentration in staple food as these limits take also into account the actual cadmium concentration 

currently present in the environment.   



 

53 

 

Under their obligations of market surveillance set in Regulation (EC) No 765/2008, Member 

States will have to collect data on cadmium limit values in phosphate fertilisers after 

implementation of this legislation through the determination of the cadmium content of 

phosphate fertilisers that are representative of their national markets. This information will be 

available from manufacturers and importers of phosphate fertilisers, who will have to 

determine the cadmium content of the fertilisers placed on the market in order to label them 

with the correct limit value that they comply with. 

As one important objective of the proposal is to reduce exposure to cadmium through the food 

chain, the Commission should continue to request EFSA to periodically review new 

toxicological studies and/or the occurrence of cadmium in foodstuffs. However, as the 

residence time of cadmium into the soil is very long, effects of the adopted measure are not 

likely to emerge in the short term. 

The Commission also intends to review the situation of the European market supply 

(recycling of organic waste and their cadmium content, better availability of low cadmium 

sedimentary rocks sources, better availability of phosphorous to plant roots leading to reduced 

application of phosphorous) and other parameters that affect the proposal (development of 

decadmiation technology). 
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11. GLOSSARY OF TECHNICAL TERMS AND ABBREVIATIONS 

 AP means ammonium phosphate (or triammonium phosphate). A substance which is used 

used as ingredient in some fertilisers as source of nitrogen and phosphorous. 

http://www.ceep-phosphates.org/default.asp
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 Bioavailability is the proportion of a substance capable of being absorbed by plants and 

available for use or storage. 

 B2M stands for beta-2-microglobulin a low molecular weight protein recognised as useful 

bio-marker in relation with cadmium body burden. 

 Cadmium is a heavy metal that is found as an environmental contaminant both from 

natural occurrence and from industrial sources. Food is the major source of exposure to 

cadmium for the non-smoking general population. 

 Cd-U is the quantity of cadmium excreted in urine. It is often expressed in relation with a 

molecule totally excreted by the kidneys (creatinine). 

 COPA COGECA: European farmers and agri-cooperatives association. 

 Decadmiation: an industrial process by which cadmium could be removed from 

phosphoric acid. The two main processes that could be suitable for the fertiliser industry 

are described in Annex XII. 

 EC fertilisers: fertilisers complying with the provisions of Regulation (EC) 

No 2003/2003. 

 EFBA: European Fertilisers Blenders Association. 

 EFMA: European Fertilisers Manufacturers Association. Recalled Fertilizers Europe as of 

1 January 2010. 

 EU RAR: EU Risk Assessment Report. 

 Eutrophication: an increase in available nutrients or nutrient enrichment of a water body. 

 HEA: Health and Environmental Alliance. 

 IFA: International Fertiliser Industry Association. 

 IMPHOS: the World Phosphate Institute represents six phosphate producing countries: 

Algeria, Jordan, Morocco, Senegal, Togo and Tunisia. 

 MAP and DAP: monoammonium phosphate and diammonium phosphate respectively. 

Ammonium salts of phosphoric acid are those days the most largely used phosphate 

fertilisers. 

 mg cadmium/kg P2O5 is the way the cadmium content in phosphate fertilisers is 

expressed. 1 kg P is equivalent to 2.29 kg P2O5. 

 National fertilisers: fertilisers complying with national rules. 

 NP, PK and NPK are fertilisers having a declarable content of at least two of the primary 

nutrients (Nitrogen, Phosphorous and/or Potash). Whenever figures are mentioned, they 

indicate the content of each nutrient. 

 OCP: Office Chérifien des Phosphate. A leading Moroccan company for the production of 

phosphate rocks and derivatives. 

 P2O5: phosphorous oxide. A way to express the content of phosphorous in fertilisers. 

 Phosphate fertilisers: fertilisers containing mineral phosphate fertilisers in amounts 

greater than 5 % P2O5 equivalent. 
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 PEC: Predicted Environmental concentration. This is the estimated concentration of a 

chemical in an environmental compartment calculated from available information on its 

properties, its use and discharge patterns and the quantities involved. 

 PNEC: Predicted Non-Effect Concentration. It can be defined as the concentration below 

which a specified percentage of species in an ecosystem are expected to be protected or the 

content below the level of which soil function are not impaired by the effect of hazardous 

substance. 

 Reserve: that part of the reserve base which could be economically extracted or produced 

at the time of determination. 

 Reserve base: that part of an identified resource that meets specified minimum physical 

and chemical criteria related to current mining and production practices, including those 

for grade, quality, thickness, and depth. The reserve base is the in-place demonstrated 

(measured plus indicated) resource from which reserves are estimated. It may encompass 

those parts of the resources that have a reasonable potential for becoming economically 

available within planning horizons beyond those that assume proven technology and 

current economics. The reserve base includes those resources that are currently economic 

(reserves), marginally economic (marginal reserves), and some of those that are currently 

subeconomic (subeconomic resources). 

 SCTEE: Scientific Committee on Toxicity, Ecotoxicity and the Environment. One of the 

scientific committees managed by DG SANCO. 

 SCHER: Scientific Committee on Health and Environmental Risks. The former SCTEE  

 Solubilisation: to make or become a substance soluble or more soluble in water. 

 SSP and TSP: single super phosphate and triple superphosphate respectively. The 

advantage of those fertilisers is their high phosphorous content. 

 Technical Guidance Document (TGD): is the document issued in 1996 by the Institute 

for Health and Consumer Protection in support of Commission Directive 93/67/EEC on 

Risk Assessment for New Notified Substances and Commission Regulation (EC) 

No 1488/94 on Risk Assessment for Existing Substances. 

 Topsoil is the upper, outermost layer of SOIL, usually the top 5 cm to 20 cm. It has the 

highest concentration of ORGANIC MATTER and MICROORGANISMS and is where most of 

the EARTH's BIOLOGICAL soil activity occurs. PLANTS generally concentrate their ROOTS 

in and obtain most of their NUTRIENTS from this layer. 

 UNIFA, Assofertilizzanti and IVA are respectively the French, Italian and German 

fertiliser producers associations. 

 Welfare loss: A situation where marginal social benefit is not equal to marginal social cost 

and society does not achieve maximum utility. 

http://en.wikipedia.org/wiki/Soil
http://en.wikipedia.org/wiki/Organic_matter
http://en.wikipedia.org/wiki/Microorganism
http://en.wikipedia.org/wiki/Earth
http://en.wikipedia.org/wiki/Biology
http://en.wikipedia.org/wiki/Plant
http://en.wikipedia.org/wiki/Root
http://en.wikipedia.org/wiki/Nutrient


 

58 

 

ANNEX I: OUTCOME OF A MEMBER STATES AND INDUSTRY CONSULTATION ON LIMITS FOR 

CADMIUM IN NATIONAL PHOSPHATE FERTILISERS 

Member State 

represented 

Maximum limits for cadmium in 

national fertilisers containing more 

than 5 % P2O5 

 

mg cadmium/kg P2O5 

Austria 75 

Belgium 90 

Czech Republic 50 

Denmark 48 

Finland 22 

France 60 

Germany 60 

Poland 50 

Hungary 20 

Italy 50 

Cyprus 60 

Lithuania 60 

Spain 60 

Romania 60 

Slovenia 60 

Slovakia 20 

Bulgaria 50 

Greece 60 

Sweden 44 

Latvia 60 
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ANNEX II: SUMMARY OF MEMBER STATES AND INDUSTRY CONSULTATION ON THE OPTIONS 

PRESENTED AT THE WORKSHOP IN OCTOBER 2009
64 

Option 1 Option 3 Option 4a* Option 4b* Option 4c* Option 5 

OCP UK IE FR SE  

IMPHOS BG FI BE HEA
65

  

 RO LT IT   

 PT SI SP   

 PL
66

 DK
67

 UNIFA   

 CZ HU Assofertillizzanti   

 LV GR    

 EE LU    

  AT    

  DE    

  IVA    

  Copa Cogeca    

 

* Option 4a: Option 4 as proposed by the Commission in this Impact Assessment. 

** Option 4b: Option 4 with a cadmium limit starting from 75 mg and decreasing to 

60 mg after 3 years of entry into force of the proposal. Further reduction would be then 

dependent on the availability of a reliable and cost-effective decadmiation technology that 

would be suitable for fertiliser production. 

*** Option 4c: Option 4 with a lower starting limit (40 mg). 

                                                 
64 Nota bene: Option 2 had not been discussed during the stakeholder consultation, as it was only included 

into the analysis after the first review of the draft impact assessment report by the Commission's Impact 

Assessment Board. 
65 HEA suggested starting from 40 mg and decreasing rapidly to 20 mg. This proposal was supported by 

other NGOs like Greenpeace, the European Environmental Bureau and WWF. 
66 Subject that the starting limit would be 75 ppm. 
67 Subject to the condition that DK can maintain a lower national limit of 48 ppm. 
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ANNEX III: SUMMARY OF AN EARLIER INTERNET CONSULTATION ON LIMITS FOR CADMIUM 

IN PHOSPHATE FERTILISERS 

In 2003, DG Enterprise and industry ran an Internet consultation on a first draft proposal 

relating to cadmium in fertilisers. This proposal introduced a phasing out approach with an 

initial limit for the cadmium content in phosphate fertilisers starting from 60 mg cadmium/kg 

P2O5 and decreasing stepwise to 40 and 20 mg cadmium/kg P2O5 over a period of 15 years 

during which decadmiation technology would have been introduced to supply the whole EU 

market with low cadmium-content phosphate fertilisers (Nota bene: this is very similar to 

option 4 examined in this impact assessment). 

Stakeholders were invited to comment on the text of a Draft Proposal and on an 

accompanying impact assessment which were available on-line
68

. 

The EU fertiliser manufacturing industry replied that 60 mg would be the lowest limit that 

could be applied. A maximum limit of 90 mg was proposed by some stakeholders to be 

consistent with the provisions of Commission Regulation (EC) No 889/2008 of 5 September 

2008
69

 laying down detailed rules for the implementation of Council Regulation (EC) 

No 834/2007 on organic production and labelling of organic products with regard to organic 

production, labelling and control. 

Some replies suggested waiting for the completion of the European risk assessment report on 

cadmium oxide and cadmium metal. The final report of the EU RAR on cadmium was 

published in December 2007
70

. 

Many replies stated also that the proposal was not based on an adequate risk assessment and 

questioned the assumptions on which the proposal was based concerning cadmium input into 

agricultural soils. In particular questions were raised relating to the following issues: 

 many experiments have shown that most phosphate fertilisers used for long periods did not 

increase crop cadmium concentration as these fertiliser treatments have not increased the 

bioavailability of cadmium; 

 the validity and type of algorithm or model for soil accumulation used; 

 the overall phosphate fertiliser consumption in the EU (the proposal mentioned 3.5 million 

tons per year, which was considered too high). 

All replies concerning decadmiation possibilities pointed out that no decadmiation technology 

was yet implemented at industrial scale and that the related additional costs would therefore 

be uncertain but that they were probably considerably underestimated in the impact 

assessment of the proposal. Some of these replies also stressed that decadmiation could pose a 

risk to the environment due to the waste generated and the problem of its disposal. 

All but two companies (KEMIRA in Finland and PHOSAGRO in Russia) argued that the 

impact on the EU industry and farmers as well as some high cadmium content sedimentary 

phosphate rock producing countries could be severe due to the creation of a quasi 

                                                 
68 See: 

HTTP://EC.EUROPA.EU/ENTERPRISE/NEWSROOM/CF/DOCUMENT.CFM?ACTION=DISPLAY&DOC_ID=29

68&USERSERVICE_ID=1&REQUEST.ID=0. 
69 OJ L 250, 18.09.2008, p. 1. 
70 European Union Risk Assessment Report on cadmium and cadmium oxide. Vol. 72 and 74. JRC Ispra 

(2007). 

HTTP://ECB.JRC.EC.EUROPA.EU/DOCUMENTS/EXISTING-

CHEMICALS/RISK_ASSESSMENT/REPORT/CDOXIDEREPORT302.PDF 

http://ec.europa.eu/enterprise/newsroom/cf/document.cfm?action=display&doc_id=2968&userservice_id=1&request.id=0
http://ec.europa.eu/enterprise/newsroom/cf/document.cfm?action=display&doc_id=2968&userservice_id=1&request.id=0
http://ecb.jrc.ec.europa.eu/DOCUMENTS/Existing-Chemicals/RISK_ASSESSMENT/REPORT/cdoxidereport302.pdf
http://ecb.jrc.ec.europa.eu/DOCUMENTS/Existing-Chemicals/RISK_ASSESSMENT/REPORT/cdoxidereport302.pdf
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monopolistic position of the Russian producer of low cadmium igneous rock. Moreover, the 

nature of the Russian phosphate rock is not suitable for the production of simple and triple 

super-phosphates according to Amsterdam Fertiliser and OCP
71

. Several replies, and in 

particular those of two agricultural cooperatives, indicated that the farmers would not be able 

to bear the additional costs resulting from decadmiation. 

                                                 
71 Office Chérifien des Phosphates. 
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ANNEX IV: SUMMARY OF THE SMES CONSULTATION ON LIMITS FOR CADMIUM IN 

PHOSPHATE FERTILISERS 

The Commission ran a SMEs consultation from 24 October 2009 to 11 January 2010 by using 

the European Enterprise Network. The purpose of the consultation was to receive information 

from industry on their estimated compliance costs from a potential Commission proposal 

setting limit values for cadmium in mineral phosphate fertilisers. 

In addition to technical and scientific arguments regarding the contribution of phosphate 

fertilisers to cadmium exposure through the environment, the Commission intended to 

investigate the socio-economic consequences on EU SMEs from possible limits on cadmium 

content in phosphate fertilisers in order to identify the most proportionate and adequate course 

of action. 

The questionnaire was divided into three sections asking SMEs to provide information on the 

company (section 1), their local market situation (section 2) and the possible impacts on 

business from possible harmonised limits on cadmium for phosphate fertilisers (section 3). 

75 % of the participating companies declared less than 49 workers. 14 companies registered 

as mineral fertiliser retailers, 11 as mineral fertiliser producers, 4 as importers and 12 as being 

also active in the production of organic fertilisers and liming material. A majority of 

enterprises were present on their national markets and in neighbouring countries.  

Price, value for money and the quality of service are currently the three main sales arguments. 

Human health and environmental concerns are regarded as less important. 

In section 3 (economical impacts of cadmium limits on business), one of the questions put 

forward was about whether limit values of 60, 40 or 20 would have detrimental, neutral or 

beneficial consequences on business.  

Companies located in countries already applying cadmium limits below 60 mg/kg P2O5 

(Norway, Denmark) would have less difficulties to implement stricter limits. EU-10 

companies worried more than EU-15 companies about the possible implementation of 

cadmium limits in phosphate fertilisers. 

52 % of the respondents declared that they already suffered from a disruption in the supply of 

mineral fertilisers in the past. However, companies having less than 10 workers did not claim 

to have more difficulties than larger enterprises to be correctly supplied in phosphate 

fertilisers. 

In general, SMEs producing only mineral fertilisers or having a wider portfolio (organic 

fertilisers, liming material) were most concerned about the possible negative impacts on the 

competitiveness of the sector from measures restricting the supply in phosphate fertilisers. 

Importers and retailers expressed less concerns about the possible economical impacts of the 

policy options. 

Relatively few companies provided quantitative estimates of price increases if the limit value 

was set below 60 mg cadmium/kg P2O5 and these ranged from 0-220%. However, as no real 

justification was provided for these estimates, it has not been possible to make quantitative 

estimates for the entire sector.  
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The following figure provides the results of a semi-quantitative analysis determining an 

‘impact rate’
72

 and shows that stringent limits are seen as potentially detrimental for the 

competitiveness of the sector.  

 

Summary of the SMEs Test 

(1) Consultation with SMEs 

representatives 
See sections 2.3, as well as Annex IV. 

(2) Preliminary assessment of businesses 

likely to be affected 
See sections 2.3., as well as Annex IV. 

(3) Measurement of the impact on SMEs 
See sections 6.2, 6.3, 6.4, and 6.5 as well as 

Annex IV. 

(4) Assess alternative options and 

mitigating measures 
See sections 6.2, 6.3, 6.4, and 6.5. 

                                                 
72 The impact rate is the score achieved by rating the replies according to the following table and summing 

up the result: 

Strongly beneficial: +2 

Slightly beneficial: +1 

No effect: 0 

Slightly detrimental: -1 

Strongly detrimental: -2 

The maximum achievable impact rate for a total of 40 companies would therefore be ± 80. 

SMEs evaluation of the impacts of setting 

cadmium limits on fertilisers 
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ANNEX V: SUMMARY OF PREVIOUS RISK ASSESSMENTS ON CADMIUM 

Environmental concerns caused by cadmium in fertilisers were raised at Community level 

during the negotiations for the accession of Austria, Finland and Sweden in 1995. The three 

Member States were granted temporary derogation from Community legislation on fertilisers 

pending a careful Community evaluation of the risks from cadmium in fertilisers. 

In this context, the Commission first gathered all available data and information on the 

exposure situation. As not enough data was available in all Member States, the Commission 

mandated two studies to elaborate a methodology and procedures
73

 with a view to assessing 

the risks to the environment from cadmium in fertilisers. Member States were subsequently 

invited to carry out nation-wide risk assessments by making use of the above methodology 

and procedures. 

In 2000, eight Member States (plus Norway) submitted reports
74

 in line with the agreed 

methodology. In each case, these assessments showed that soils and climatic conditions 

strongly affect the rate of soil cadmium accumulation. Those nine countries did not represent 

the whole EU – Mediterranean countries were not among them – nor did they address the 

actual risk to human health or the environment, focusing instead only on cadmium 

accumulation in soil. 

In 2002, the Scientific Committee on Toxicity, Ecotoxicity and the Environment (SCTEE) 

was asked for its opinion
75

 on the results of the reports submitted by those eight Member 

States (+ Norway) and in particular on the likelihood for slow build-up of cadmium in soils 

through the use of phosphate fertilisers. The SCTEE criticized the mass balance approach 

chosen by the consultant and used by the nine countries. The main uncertainty associated with 

this methodology was the estimation of leaching output which has never been confirmed in a 

real-world environment. This led to some significant variability in the prediction of the long-

term soil accumulation sometimes leading to opposing trends. Nevertheless, the SCTEE 

estimated that despite the differences in values for input and output variables, the various 

assessments suggested some consistent trends: phosphate fertilisers containing 60 mg 

cadmium/kg P2O5 or above are expected to lead to cadmium accumulation in most European 

soils and application of 20 mg cadmium/kg P2O5 or less would lead to slow increase and even 

decrease of cadmium accumulation. A similar trend is expected for cadmium accumulation in 

crops although the actual increase is much smaller. 

Moreover, the SCTEE
 
was of the opinion that the derivation of a limit exclusively based on 

soil accumulation does not take into account the level of risk for human health and the 

environment associated with the current situation and considered that such a limit should be 

derived on a more solid risk assessment basis using a probabilistic approach and taking all 

cadmium sources into consideration. 

                                                 
73 Environmental Resources Management (ERM), March 1999, contract No ETD/98/501711 and (ERM), 

February 2000, contract No ETD/99/502247.  

HTTP://EC.EUROPA.EU/ENTERPRISE/SECTORS/CHEMICALS/DOCUMENTS/SPECIFIC-

CHEMICALS/FERTILISERS/CADMIUM/RISK-ASSESSMENT_EN.HTM. 
74 Available at:  

HTTP://EC.EUROPA.EU/ENTERPRISE/SECTORS/CHEMICALS/DOCUMENTS/SPECIFIC-

CHEMICALS/FERTILISERS/CADMIUM/RISK-ASSESSMENT_EN.HTM#H2-%0A-RISK-ASSESSMENTS-

FROM-THE-MEMBER-STATES%0A-------- 
75 Scientific Committee on toxicity, ecotoxicity and the environment (SCTEE) – Brussels, 24 September 

2002. HTTP://EC.EUROPA.EU/HEALTH/PH_RISK/COMMITTEES/SCT/DOCUMENTS/OUT162_EN.PDF. 

http://ec.europa.eu/enterprise/chemicals/legislation/fertilizers/cadmium/reports/erm_501711.pdf
http://ec.europa.eu/enterprise/chemicals/legislation/fertilizers/cadmium/reports/erm_502247.pdf
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm#h2-%0A-risk-assessments-from-the-member-states%0A--------
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm#h2-%0A-risk-assessments-from-the-member-states%0A--------
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm#h2-%0A-risk-assessments-from-the-member-states%0A--------
http://ec.europa.eu/health/ph_risk/committees/sct/documents/out162_en.pdf
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In 2004, the opinion of the SCTEE
76

 was requested on the results of a first draft EU Risk 

Assessment Report on cadmium and cadmium oxide (EU RAR). In general, the SCTEE 

considered that the EU RAR contained satisfactory scientific information to assess the 

environmental benefit of potential risk management decisions but indicated that probabilistic 

assessment techniques would enhance the risk characterization and would provide improved 

insights and information for the risk management. This point was subsequently partly 

addressed in the revised EU RAR which based its approach on the use of 90
th

 percentiles to 

introduce a probabilistic element in its assessment. 

The lowest dose with observed adverse effects (LOAEL
77

) proposed in the EU RAR for 

urinary cadmium concentration (Cd-U) is 2 µg cadmium/g creatinine because it has been 

demonstrated in several studies that this limit is predictive of the age related decline of the 

kidney filtration rate. However, the SCTEE
78

 considered that the proposed LOAEL (Cd-U) of 

2 µg Cd/g creatinine is uncertain and not sufficiently conservative. 

                                                 
76 Scientific Committee on toxicity, ecotoxicity and the environment (SCTEE) – Brussels, 28 May 2004. 

HTTP://EC.EUROPA.EU/HEALTH/PH_RISK/COMMITTEES/SCT/DOCUMENTS/OUT228_EN.PDF. 
77 Lowest Observed Adverse Effect Limit. 
78 Scientific Committee on toxicity, ecotoxicity and the environment (SCTEE) – Brussels, 8 January and 

28 May 2004. 

(HTTP://EC.EUROPA.EU/HEALTH/PH_RISK/COMMITTEES/SCT/DOCUMENTS/OUT228_EN.PDF,  

HTTP://EC.EUROPA.EU/HEALTH/PH_RISK/COMMITTEES/SCT/DOCUMENTS/OUT220_EN.PDF. 

http://ec.europa.eu/health/ph_risk/committees/sct/documents/out228_en.pdf
http://ec.europa.eu/health/ph_risk/committees/sct/documents/out228_en.pdf
http://ec.europa.eu/health/ph_risk/committees/sct/documents/out220_en.pdf
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ANNEX VI: COMPARISON OF CADMIUM TOLERABLE INTAKES MADE BY EFSA, JECFA AND EU-RAR 

Parameter EFSA (Issued in 2009) JECFA (Issued in 2010) EU- RAR (Issued in 2007) Comment 

Criterion for the threshold of 

toxicological concern (effects 

assessment) 

5 % incidence of elevated Beta-2-

microglobulin in the sub-population 

aged >50 years compared with 

whole population 

Any increase in the mean 

Beta-2-microglobulin level 

for individuals who were 

50 years or older 

Elevated levels of low MW 

proteins in urine  

The studies do not give the 

‘normal’ value of the 

biomarker. It is not known if 

EFSA and JEFCA take the 

same value for B2M 

Urinary Cd concentration 

corresponding to the threshold 

of concern 

4 µg Cd/g creatinine 5.24 µg Cd/g creatinine 2 µg Cd/g creatinine  

Adjustment factors applied to 

above value 

3.9 (for inter-individual variations 

in creatinine/B2M correlation) 

None – confidence interval 

4.94-5.57 

NOAEL=LOAEL/3  

Max safe Cd level in urine 1 µg Cd/g creatinine 5.24 µg Cd/g creatinine 0.66 µg Cd/g creatinine  

Criterion for calculating 

dietary intake needed for max 

safe urine level 

Safeguard 95th percentile of the 

non-smoking population after 

50 years exposure 

Safeguard 95th percentile of 

the whole population  

Safeguard 95th percentile of 

the non-smoking population 

after 53 years exposure 

JEFCA do not mention the 

smoker/non-smoker issue 

Tolerable intake 2.5 µg Cd/kg body weight/week 25 µg Cd/kg body 

weight/month 

0.67 µg Cd/kg body 

weight/day 

 

Tolerable monthly intake 

(TMI) 

10µg Cd/kg body weight 25 µg Cd/kg body weight 21 µg Cd/kg body weight  

Monthly dietary exposure  10 µg Cd/kg body weight. Mean 

value for adults, subgroups may be 

twice as high 

No JEFCA assessment, but 

JEFCA claims that no 

exposure estimate exceeds 

25 µg Cd/kg body weight, 

even for sensitive groups 

4.6-8.5 µg Cd/kg body weight 

(Norway)  

9.3-12 µg Cd/kg body weight 

(Belgium) 

8.9-11.2µg Cd/kg body 

weight (Italy).  

Mean values for adults 

Additional study from 

Germany (published in 2010):  

mean values for adults: 6.0-

7.2 µg Cd/kg body weight 

high consumption groups 

(teenagers and vegetarians): 

12.5-15.0 µg Cd/kg body 

weight  
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ANNEX VII: RELATIVE CONTRIBUTION OF VARIOUS SOURCES TO TOTAL CADMIUM INPUT IN 

SOIL FOR VARIOUS MEMBER STATES 

(Source: Environmental and Human Health Risk Reduction Strategy-Cd metal and Cd oxide. 

Addendum to report of March 2006.04/09307/KDV-April 2007) 

  Total Cd 

input 

g Cd/ha/yr 

Relative contribution of various sources to total cadmium input in soil 

  
Atmospheric 

deposition 

Phosphate 

fertiliser 
Manure 

Sewage 

sludge 
Lime 

Other 

organic 

wastes 

Austria 
Arable land 3,43 61,22 % 22,94 % 13,50 % 1,17 %  1,17 % 

Grassland 3,353 62,63 % 10,44 % 24,55 % 1,19 %  1,19 % 

Belgium 

Region 1 3,89 38,56 % 27,25 % 33,93 % 0,26 %   

Region 2 6,04 60,43 % 17,55 % 21,85 % 0,17 %   

Region 3 38,89 93,85 % 2,73 % 3,39 % 0,03 %   

Czech 

Republic  
1,66 78,31 % 15,66 % 6,02 %    

Denmark 

Cereals 4,144 9,89 % 33,59 % 11,78 % 34,99 % 9,65 % 0,10 % 

Root crop 3,552 11,54 % 22,52 % 13,74 % 40,82 % 11,26 % 0,11 % 

Grassland 3,448 11,89 % 20,19 % 14,15 % 42,05 % 11,60 % 0,12 % 

Finland  0,605 33,06 % 4,13 % 53,22 %  5,79 % 3,80 % 

France  5,35 31,78 % 68,22 %     

Germany  7,94 21,41 % 70,53 % 8,06 %    

Greece 

Kopaida 0,971 3,19 % 82,39 % 4,12 %  10,30 %  

Koropi 0,955 4,71 % 73,30 % 9,42 %  12,57 %  

Thessaloniki 0,981 4,18 % 71,36 % 14,27 %  10,19 %  

Lorissa 0,771 4,02 % 64,85 % 18,16 %  12,97 %  

Biotia 1,324 3,32 % 86,10 % 3,02 %  7,55 %  

Chalkidiki 0,59 6,78 % 74,58 % 1,69 %  16,95 %  

Biotia-

Kopaida 
0,721 4,30 % 83,22 % 5,55 %  6,93 % 

 

Ireland  4,0747 36,81 % 40,98 % 22,09 % 0,12 %   

Sweden 
Min 0,96 67,71 % 27,08 % 5,21 %    

Max 1,47 44,22 % 52,38 % 3,40 %    

UK  3,98 45,23 % 54,77 %     

Norway 
Min 0,88 56,82 % 13,64 % 4,55 % 22,73 % 2,27 %  

Max 0,97 51,55 % 21,65 % 4,12 % 20,62 % 2,06 %  
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 ANNEX VIII: LIST OF EU LEGISLATION DEALING WITH CADMIUM 

Commission Regulation (EC) No 1881/2006 of 19 December 

2006 setting maximum levels for certain contaminants in 

foodstuffs 

OJ L 364, 20.12.2006, p. 5-24 

Directive 2002/95/EC of the European Parliament and of the 

Council of 27 January 2003 on the restriction of the use of 

certain hazardous substances in electrical and electronic 

equipment 

OJ L 37, 13.02.2003, p. 19-23 

Directive 2000/53/EC of the European Parliament and of the 

Council of 18 September 2000 on end-of-life vehicles 
OJ L 269, 21.10.2000 

Council Directive 86/278/EEC of 12 June 1986 on the 

protection of the environment, and in particular of the soil, 

when sewage sludge is used in agriculture 

OJ L 181, 4.07.1986, p. 6 

Directive 2008/105/EC of the European Parliament and of the 

Council of 16 December 2008 on environmental quality 

standards in the field of water policy 

OJ L 348, 24.12.2008, p. 84-97 

Directive 2000/60/EC of the European Parliament and of the 

Council of 23 October 2000 establishing a framework for 

Community action in the field of water policy 

OJ L 327, 22.12.2000 

Directive 2006/66/EC of the European Parliament and of the 

Council of 6 September 2006 on batteries and accumulators and 

waste batteries and accumulators 

OJ L 266, 26.09.2006, p. 1-14 

European Parliament and Council Directive 94/62/EC of 

20 December 1994 on packaging and packaging waste 
OJ L 365, 31.12.1994, p. 10-23 

Council Directive 98/83/EC of 3 November 1998 on the quality 

of water intended for human consumption 
OJ L 330, 5.12.1998, p. 32-54 

Directive 2006/118/EC of the European Parliament and of the 

Council of 12 December 2006 on the protection of groundwater 

against pollution and deterioration 

OJ L 372, 27.12.2006, p. 19-31 

Directive 2000/76/EC of the European Parliament and of the 

Council of 4 December 2000 on the incineration of waste 
OJ L 332, 28.12.2000, p. 91-111 

Directive 2008/1/EC of the European Parliament and of the 

Council of 15 January 2008 concerning integrated pollution 

prevention and control 

OJ L 24, 29.01.2008, p. 8-29 

Regulation (EC) No 1907/2006 of the European Parliament and 

of the Council of 18 December 2006 concerning the 

Registration, Evaluation, Authorisation and Restriction of 

Chemicals (REACH). Annex XVII 

OJ L 396, 30.12.2006, p. 1-849 

Directive 2008/50/EC of the European Parliament and of the 

Council of 21 May 2008 on ambient air quality and cleaner air 

for Europe 

OJ L 152, 11.06.2008, p. 1-44 
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ANNEX IX: CADMIUM CONTENT IN PHOSPHATE ROCK (MG CD/KG P2O5) 

Origin Davister, 1996 Oosterhuis et al, 2000 

Igneous rock   

Russia (Kola)  < 13 0,25 

Russia (Pharlaborwa)  < 13 0,38 

Sedimentary rock   

USA (Florida)  23 24 

Jordan  > 30 18 

Morocco (Khouribga)  46 55 

Syria  52 22 

Algeria  60  

Egypt  74  

Morocco (Boucraa)  100 97 

Israel   100 61 

Morocco (Youssoufia)  121 120 

Tunisia (Gafsa)  137 173 

Togo  162 147 

USA (North Carolina)  166 120 

Senegal (Taiba)  203 221 
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ANNEX X: CADMIUM CONTENT IN CERTAIN FERTILISER TYPES 

Trace elements concentration in Triple Superphosphate (TSP). The cadmium concentration is expressed 

as mg per kg P2O5 whereas the concentration of the other elements is expressed in relation to the dry mass of 

fertilisers. (Source IMPHOS) 

   Elements (in mg cadmium/ kg P2O5) 

Country Deposit P205(%wt) As Cd Cr Hg Ni Pb 

Sediment deposits         

Algeria 
Djebel Onk 
Djebel Onk 

28,8 
27,9 

7,4 
53,2 
29,3 

285,7 0,3  2,3 

Australia  28,8 23,0 9,9 57,5 0,1  7,7 

Burkina Fasso  25,4 11,2 5,4 54,0 0,2  1,7 

China ? 31,1 39,5 5,5 50,2 7,6  1,4 

 Kaiyang 35,9 11,9 3,8 23,7 0,3  3,7 

Colombia 
Media Luna 
Sardinalia 

30,1 
36,2 

 
20,3 
29,1 

    

Egypt Abu Tartur 29,9 55,4 13,0 39,5 0,1  14,1 

 Hamrawen 22,2 55,4 46,0 370,6 0,2  1,0 

 West Makamid 26,5 10,7 15,4 133,8 0,2  12,5 

India 
Mussoorie 
Rajasthan 

25,0 
36,7 

149,4 
21,8 

1,9 
105,9 3,2  22,2 

Israel Arad 32,4 8,0 30,0 189,7 0,2 58,4 1,4 

 Zin 31,1 15,2 67,4  0,3  3,6 

 Oron 33,6 11,3 10,1 150,6 0,2  0,7 

 ? 32,8  50,2 327,3   3,4 

Jordan El Hasa Ruseife 
32,4 
30,8 

11,7 
16,9 

11,3 
134,3 
353,1 

0,1 24,8 1,4 

 Shidyia 30,5 14,0 13,4 76,0 0,1  1,5 

Mali  28,8 18,1 18,9 37,8 0,0  15,4 

Morocco Boucraa 35,1  72,7   25,6  

 Khourbiga 32,6 19,4 31,5 290,1 1,2 46,4 6,8 

 Youssoufia 32,1 13,6 61,9 374,2 0,2  9,7 

 ? 32,4 17,8 54,6 407,2 0,1   

Nauru  37,5 3,8 154,6     

Niger  34,3 5,5 7,9 67,6 0,1  5,2 

Peru  30,1 20,9 56,5 201,1 0,2  8,8 

Senegal  35,9 22,9 164,3 184,4 0,4 69,8 3,7 

Syria  31,9 5,9 6,4 155,6 0,0 37,1 2,1 

Tanzania  28,6 13,2 2,4 26,5 0,1  1,6 

Togo  36,7 12,9 108,3 130,1 0,5 45,1 4,8 

Tunisia  29,3 7,3 139,3 232,4 0,2 25,8 3,0 

USA Central Florida 31,9 16,8 19,4 88,9 0,3 59,3 11,8 

 North Florida 31,2 10,6 13,3 98,5  33,3 8,5 

 North Carolina 29,9 17,7 86,9 249,9 0,4  5,9 

 Idaho 31,7 35,4 198,1 950,2 0,4 126,8 8,4 

Venezuela  27,9 6,8 9,8 55,9 0,1  1,6 

Mean  31,2 20,0 45,4 195,5 0,6 53,0 5,7 

Igneous deposits         

South Africa  38,2 16,1 2,3 1,2  43,3 6,4 
Brazil Araxa 37,0 22,4 4,6 38,3 0,1  13,2 

 Catalão 37,4 19,0 3,6 45,5 0,1  17,2 

Burundi  40,4 2,3 3,4 36,3 0,0  5,5 

Finland  39,5 3,6 3,4 16,8 0,0  2,2 

Uganda  38,6 4,9 1,8 13,5 0,0  20,7 

Russia Kola 35,9 13,2 2,3   2,6 20,4 

Sri Lanka  36,4 34,7 4,1 129,9 0,3  7,3 

Sweden Grangesburg 37,8 469,1 1,8 25,0 0,1  11,7 

 Kjiruna 37,2 945,7 0,0  0,2  6,0 

Zimbabwe  33,1 8,6 2,1 14,3 0,1  4,0 

Mean  37,4 153,0 2,7 34,1 0,1  8,9 



 

71 

 

Trace elements in Mono Ammoniumphosphate (MAP). The cadmium concentration is expressed as mg 

per kg P2O5 whereas the concentration of the other elements is expressed in relation to the dry mass of 

fertilisers. (Source IMPHOS) 

   Elements (in mg cadmium/ kg P2O5)  

Country Deposit P205(%wt) As Cd Cr Hg Ni Pb 

Sediment deposits         

Algeria Djebel Onk 
Djebel Onk 

28,8 
27,9 

8,6 51,6 
28,4 

334,3 0,4  1,5 

Australia  28,8 26,9 9,6 67,2 0,2  5,1 

Burkina Fasso  25,4 13,1 5,2 63,2 0,2  1,1 

China ? 31,1 46,3 5,3 58,7 8,9  0,9 

 Kaiyang 35,9 13,9 3,7 27,7 0,3  2,4 

Colombia Media Luna 
Sardinalia 

30,1 
36,2 

 19,8 
28,3 

    

Egypt Abu Tartur 29,9 64,8 12,6 46,3 0,1  9,3 

 Hamrawen 22,2 64,8 44,6 433,7 0,2  0,7 

 West Makamid 26,5 12,5 15,0 156,6 0,2  8,2 

India Mussoorie 
Rajasthan 

25,0 
36,7 

174,8 21,1 
1,8 

123,9 3,7  14,6 

Israel Arad 32,4 9,4 29,2 222,0 0,2 68,3 0,9 

 Zin 31,1 17,8 65,4  0,4  2,3 

 Oron 33,6 13,2 9,8 176,2 0,2  0,4 

 ? 32,8  48,8 382,9   2,2 

Jordan El Hasa 
Ruseifa 

32,4 
30,8 

13,7 
19,8 

11,0 157,1 
413,2 

0,1 29,0 0,9 

 Shidyia 30,5 16,3 13,0 88,9 0,1  1,0 

Mali  28,8 21,1 18,4 44,2 0,1  10,1 

Morocco Boucraa 35,1  70,6   29,9  

 Khourbiga 32,6 22,7 30,6 339,4 1,5 54,3 4,5 

 Youssoufîa 32,1 15,9 60,1 437,8 0,2  6,4 

 ? 32,4 20,8 53,0 476,4 0,1   

Nauru  37,5 4,4 150,1     

Niger  34,3 6,5 7,7 79,0 0,2  3,4 

Peru  30,1 24,4 54,9 235,3 0,2  5,8 

Senegal  35,9 26,8 159,6 215,8 0,4 81,7 2,4 

Syria  31,9 6,9 6,2 182,1 0,1 43,4 1,4 

Tanzania  28,6 15,5 2,3 31,0 0,1  1,0 

Togo  36,7 15,1 105,1 152,3 0,5 52,8 3,2 

Tunisia  29,3 8,5 135,3 271,9 0,2 30,2 2,0 

USA Central Florida 31,9 19,6 18,8 104,1 0,3 69,4 7,8 

 North Florida 31,2 12,4 12,9 115,3  39,0 5,6 

 North Carolina 29,9 20,7 84,4 292,4 0,4  3,9 

 Idaho 31,7 41,4 192,4 1111,8 0,5 148,4 5,5 

Venezuela  27,9 7,9 9,5 65,4 0,1  1,0 

Mean  31,2 23,4 44,1 228,8 0,7 62,1 3,7 

Igneous deposits         

South Africa  38,2 18,8 2,2 1,4  50,7 4,2 
Brazil Araxa 37,0 26,2 4,5 44,9 0,2  8,7 

 Catalão 37,4 ??,2 3,5 53,3 0,1  11,3 

Burundi  40,4 2,7 3,3 42,5 0,0  3,6 

Finland  39,5 4,2 3,3 19,6 0,1  1,5 

Uganda  38,6 5,7 1,7 15,8 0,1  13,6 

Russia Kola 35,9 15,4 2,2   3,1 13,4 

Sri Lanka  36,4 40,6 4,0 152,0 0,4  4,8 

Sweden Grangesburg 37,8 548,9 1,7 29,3 0,1  7,7 

 Kjiruna 37,2 1106,6 0,0  0,2  3,9 

Zimbabwe  33,1 10,0 2,0 16,7 0,1  2,6 

Mean  37,4 179,0 2,7 39,9 0,1  5,8 
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Trace elements concentrations in Diammonium Phosphate (DAP). The cadmium concentration is 

expressed as mg per kg P2O5 whereas the concentration of the other elements is expressed in relation to the 

dry mass of fertilisers. (Source IMPHOS) 

   Elements (in mg cadmium/ kg P2O5)  

Country Deposit P205(%wt) As Cd Cr Hg Ni Pb 

Sediment deposits         

Algeria 
Djebel Onk 
Djebel Onk 

28,8 
27,9 

7,3 
49,7 
27,4 

280,6 0,31  1,3 

Australia  28,8 22,6 9,3 56,4 0,13  4,2 

Burkina Fasso  25,4 11,0 5,0 53,0 0,16  1,0 

China ? 31,1 38,8 5,1 49,3 7,45  0,8 

 Kaiyang 35,9 11,6 3,5 23,3 0,27  2,0 

Colombia 
Media Luna 
Sardinalia 

30,1 
36,2 

 
19,0 
27,3 

    

Egypt Abu Tartur 29,9 54,4 12,1 38,8 0,12  7,8 

 Hamrawen 22,2 54,4 43,0 364,0 0,17  0,6 

 West Makamid 26,5 10,5 14,4 131,4 0,16  6,9 

India 
Mussoorie 
Rajasthan 

25,0 
36,7 

146,7 
20,4 

1,7 
104,0 3,10  12,2 

Israel Arad 32,4 7,9 28,1 186,3 0,19 57,3 0,8 

 2n 31,1 14,9 63,1  0,30  2,0 

 Oron 33,6 11,1 9,5 147,9 0,18  0,4 

 ? 32,8  47,0 321,4   1,9 

Jordan El Hasa Ruseife 
32,4 
30,8 

11,5 
16,6 

10,6 
131,9 
346,8 

0,07 24,4 0,8 

 Shidyia 30,5 13,7 12,5 74,6 0,08  0,8 

Mali  28,8 17,7 17,7 37,1 0,05  8,5 

Morocco Boucraa 35,1  68,0   25,1  

 Khourbiga 32,6 19,1 29,5 284,9 1,22 45,6 3,7 

 Youssoufia 32,1 13,3 57,9 367,4 0,17  5,3 

 ? 32,4 17,5 51,1 399,9 0,09   

Nauru  37,5 3,7 144,7     

Niger  34,3 5,4 7,4 66,3 0,14  2,9 

Peru  30,1 20,5 52,9 197,5 0,19  4,9 

Senegal  35,9 22,5 153,8 181,1 0,35 68,6 2,0 

Syria  31,9 5,8 6,0 152,8 0,04 36,4 1,1 

Tanzania  28,6 13,0 2,2 26,0 0,06  0,9 

Togo  36,7 12,7 101,3 127,8 0,46 44,3 2,7 

Tunisia  29,3 7,1 130,4 228,2 0,16 25,4 1,7 

USA Central Florida 31,9 16,4 18,2 87,3 0,29 58,2 6,5 

 North Florida 31,2 10,4 12,4 96,7  32,7 4,7 

 North Carolina 29,9 17,4 81,3 245,4 0,36  3,3 

 Idaho 31,7 34,7 185,4 933,1 0,42 124,5 4,6 

Venezuela  27,9 6,7 9,1 54,9 0,10  0,9 

Mean  31,2 19,6 42,4 192,0 0,57 52,1 3,1 

Igneous deposits         

South Africa  38,2 15,8 2,2 1,2  42,5 3,5 

Brazil Araxa 37,0 22,0 4,3 37,7 0,14  7,3 

 Catalão 37,4 18,6 3,4 44,7 0,05  9,5 

Burundi  40,4 2,3 3,2 35,6 0,02  3,0 

Finland  39,5 3,5 3,2 16,5 0,05  1,2 

Uganda  38,6 4,8 1,6 13,2 0,05  11,4 

Russia Kola 35,9 12,9 2,1   2,6 11,2 

Sri Lanka  36,4 34,1 3,8 127,6 0,32  4,0 

Sweden Grangesburg 37,8 460,7 1,7 24,6 0,07  6,5 

 Kjiruna 37,2 928,7 0,0  0,19  3,3 

Zimbabwe  33,1 8,4 1,9 14,0 0,06  2,2 

Mean  37,4 150,2 2,6 33,5 0,07  4,9 
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ANNEX XI: GLOBAL PHOSPHATES PRODUCTION AND RESERVES  

World production of phosphate rock
79

 in 2005 (Source US Geological Survey) 

Country  Production (10
6
 kg) World share (%) 

United States  36 300 24,69 

China  30 400 20,68 

Morocco  25 200 17,14 

Russia  11 000 7,48 

Tunisia  8 000 5,44 

Jordan  6 230 4,24 

Brasil  6 100 4,15 

Syria  3 500 2,38 

Israel  2 900 1,97 

Egypt  2 730 1,86 

South Africa  2 577 1,75 

Australia  2 050 1,39 

Senegal  1 520 1,03 

Togo  1 215 0,83 

India  1 200 0,82 

Canada  1 000 0,68 

Algeria  878 0,60 

Finland  825 0,56 

Others  3 396 2,31 

Total  147 021 100 

 

  

                                                 
79 The P2O5 content varies with the origin of the rock. 
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World phosphate rock reserves and reserves base (Source: US Geological Survey 2007 

and 2008) 

 Mean 

grade 

(wt % 

P2O5) 

Mine 

production 

2005 

(1 000 tons) 

Mine 

production 

2006 

(1 000 tons) 

Reserves
80

 

(1 000 tons) 

Reserve base
81

 

(1 000 tons) 

United States of 

America 
31,2 36 300 30 100 1 200 000 3 400 000 

Australia 31,2 2 050 2 300 77 000 1 200 000 

Brazil 35 to 38 6 100 5 800 260 000 370 000 

Canada 37,5 1 000 550 25 000 200 000 

China 35,9 30 400 30 700 6 600 000 13 000 000 

Israel 32,5 2 900 2 200 180 000 800 000 

Syria 31,9 3 500 3 850 100 00 800 000 

Jordan 31,2 6 230 5 870 900 000 1 700 000 

Egypt 26,2 2 730 2 200 100 000 760 000 

Morocco 32,2 25 200 27 000 5 700 000 21 000 000 

Senegal 35,9 1 520 600 50 000 160 000 

South Africa 36 to 40 2 580 2 600 1 500 000 2 500 000 

Togo 36,7 1 220 1 000 30 000 60 000 

Tunisia 30 8 000 8 000 100 000 600 000 

Russian 

Federation 
39 to 40 11 000 11 000 200 000 1 000 000 

Other countries  6 500 7 740 890 000 2 200 000 

World total  147 000 142 000 18 000 000 50 000 000 

                                                 
80 Assuming a production cost of USD 36/ton. 
81 Assuming a production cost of USD 90/ton. 
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ANNEX XII: DECADMIATION PROCESSES 

The CERPHOS (Centre d’Etudes et de Recherches des Phosphates Minéraux) and a Dutch 

start-up
82

 have developed on laboratory scale two decadmiation processes that could be 

suitable and economically viable for the fertilisers industry. The feasibility of both processes 

has not yet been demonstrated at industrial scale and the environmental and economic aspects 

will have to be carefully investigated when they will be available. 

 The CERPHOS process
83

 (co-crystallisation): 

This co-crystallisation process is based on the addition of sulphate ions in the form of gypsum 

to the diluted phosphoric acid before a concentration step. The following crystallisation is 

influenced by many impurities and must be adjusted to the phosphate rock processed. The 

removal of cadmium requires a temperature between 80 °C to 100 °C and takes place at a 

phosphoric acid concentration above 56.6 % P2O5. A purity level of 87 % could be achieved 

(corresponding to a reduction from 75 to 10 mg Cd/kg P2O5) but requires investment costs of 

around USD 4.56 million. In 2007, CERPHOS estimated that the increase in DAP fertiliser 

prices is expected at around USD 30/ton P2O5 if this process is introduced. The process 

generates also an important amount of cadmium salts that must be disposed of and the post-

treatment of those salts should have an important impact on the final costs. The figures will 

have to be refined by CERPHOS when data from a pilot plant – the construction of which 

remains uncertain – will be available. 

 The ELICAD process: 

This process would eliminate cadmium from a continuous flow of phosphoric acid by a 

selective adsorption of cadmium on an active material. When this material is saturated, it can 

be regenerated five times by a physico-chemical treatment. The process allows also the 

removal of other heavy metals like arsenic, mercury, nickel, copper, zinc, vanadium, 

chromium and lead and most probably uranium. The investment costs should be below EUR 

1.2 million for an installation treating 1200 tons of phosphoric acid per day. Fertiliser price 

increase from the use of this technology would be around EUR 12 to 32/ton P2O5 (figures 

from 2009) for a 90 % effectiveness. The figures need to be refined when data from a pilot 

plant will be available. This was expected by mid 2010, however no project for constructing a 

pilot plant found the necessary funding and it is uncertain when this will happen. The 

objective of the Dutch start-up is to make the process eventually available to fertilisers and 

mining companies. 

Compared to other decadmiation processes, the ELICAD process would be more cost 

effective as illustrated in the following figure. 

                                                 
82 INOS: Innovative Engineering System. 
83 Promoting the development and semi-industrial application of a potentially high performing process for 

removing cadmium from phosphoric acid. CERPHOS issue paper to OECD Cd Workshop – Stockholm 

1995. 
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Costs estimations of different decadmiation processes (Source INOS). 

 

Based on the potential cost increases from the use of the ELICAD process, the increase in 

mineral phosphate fertilisers prices has been estimated by IFA as presented in the following 

table. Further calculations conducted by the Commission are contained in Annex XIV.  

Potential increase in price for several phosphate fertiliser types from Morocco related to the 

implementation of a decadmiation process (Source: IFA) 

Fertiliser name 

Decadmiation 

costs of 

phosphoric acid 

 

 

 

EUR/t P2O5 

Fertiliser prices 

in September 

2009 

 

 

 

EUR/t fertiliser 

Average price 

increase 

if the ELICAD 

process is 

introduced 

 

EUR/t fertiliser 

Average 

percentage 

increase in 

fertiliser price if 

the ELICAD 

process is 

introduced 

% 

DAP  0 305 - 0,0 

Diammonium 

phosphate  

12 (= USD 15) 311,5 6,5 2,2 
32 (= USD 40) 324,5 19,5 6,4 

MAP 0 283 - 0,0 

Monoammonium 

phosphate 

12 (= USD 15) 289,7 6,7 2,4 
32 (= USD 40) 303 20 7,1 

TSP 0 242 - 0,0 

Triple 

superphosphate 

12 (= USD 15) 247,1 5,1 2,1 
32 (= USD 40) 257 15 6,2 

 

As worldwide demand for cadmium metal is decreasing due to growing restrictions on its use, 

it will most likely not be possible to sell the recycled cadmium metal in order to reduce costs. 

Therefore, there is little incentive to recover cadmium at all and the initial residues will have 
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to be disposed of which will create risks of inappropriate disposal and contamination of the 

environment in producing countries. However, the capture and possible recovery of several 

other heavy metals in the ELICAD process would allow a reduction of the costs for the 

treatment of the saturated product and its final destruction. 

Currently, 130 million tons of phosphogypsum are produced each year worldwide as by-

product of the production of phosphoric acid. The costs for treatment and management of 

phosphogypsum reach up to EUR 5/ton. The introduction of a decadmiation technology could 

partly reduce this volume and make phosphogypsum more available as raw material product 

for construction. The management of the cadmium-rich waste generated by the decadmiation 

process would need to be properly addressed to avoid environmental pollution. 
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ANNEX XIII: CURRENT SUPPLY OF THE EU IN PHOSPHATE FERTILISERS 

In the EU, phosphorous is supplied to agricultural land either by mineral fertilisers (natural 

rock phosphate, superphosphates and NPK mixtures) or by organic fertilisers (mostly animal 

manure and slurry as well as to a lesser extent, sludge and bio-waste). 

The rationale for phosphorous application is to maintain soil phosphorous concentration in 

readily available soil reserves sufficiently high to ensure a correct crop yield. This is achieved 

by replacing the quantity of phosphorous that is removed from soil in the harvested crops 

(maintenance and replacement application). At farm level, an analysis of soil samples is 

conducted every 4 or 5 years to determine the needs in fertilisers for a particular crop. 

In European agriculture, environmental concerns related to the use of phosphate fertilisers 

(eutrophication in surface and marine waters as a consequence of run-off of phosphates from 

agricultural land) and a better understanding of the plant nutrition mechanisms have allowed a 

substantial decrease in the consumption of phosphate fertiliser in recent years. 

For example, the French fertiliser manufacturers association has reported on average a strong 

decrease in the consumption of chemically processed phosphate fertilisers since 1972 from 

72 kg P2O5/ha/year to approximately 23 kg P2O5/ha/year for the growing season 2007-2008. 

1. Mineral fertilisers 

The worldwide primary market for phosphate rock derivatives is agriculture (79 %) followed 

by animal feeds (11 %), detergents (7 %) and specific applications (3 %). Mined phosphate 

rock is not commonly used directly as fertiliser because the solubility of the phosphate in the 

rock is rather low. In order to increase the bioavailability of rock phosphate on neutral and 

alkaline soils, phosphate fertilisers are manufactured from the rock by dissolution in acid and 

subsequent precipitation. In the past, phosphate rock was imported into the EU for conversion 

to fertilisers but producing countries now generally prefer to export either the phosphoric acid 

intermediate product or even the finished fertiliser (mainly in the form of ammonium 

phosphate) which offers significant technical and economic advantages. This trend is likely to 

continue for all producing countries. 

Currently, only one European fertiliser producer can be supplied with igneous rocks from 

Finland and Russia at affordable price as Russia prefer to export to the high added value feed 

supplements market. All others rely mainly on the sedimentary rocks, the phosphoric acid or 

the final products coming from North Africa to produce phosphate fertiliser. The current 

cadmium content of the most largely used phosphate fertilisers are described in Annex X in 

relation to their origin. 

Morocco and China hold the most important phosphate reserves in the world (See Annex XI). 

Jordan, Syria and Egypt have substantial reserves of sedimentary phosphate rock of low 

cadmium content (1.7 Gt, 0.8 Gt and 0.75 Gt respectively – US Geological Survey Minerals 

Yearbook 2000) but their phosphate fertiliser production capacity is limited and can not cover 

all the EU farmers needs in the short term. EU organic farmers needs could however be 

covered, but the Jordan and Syrian ores are very dusty and some European ports have already 

banned their unloading in bulk shipments. 

Current world reserves of phosphate rocks are estimated to last 100 years (at current 

consumption and production costs) but this could be extended to more than 300 years if 

proven phosphate deposits become economically viable in the future. (See Annex XI). Large 

phosphate resources have been identified on the continental shelves and on seamounts in the 
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Atlantic Ocean and the Pacific Ocean, but cannot be recycled economically with current 

technology. 

2. Other sources of nutrient phosphorous 

Organic fertilisers are another source of phosphorous supply. However, whilst mineral 

fertilisers (with the exception of natural ground phosphate) are readily available for plants, 

only a fraction of the phosphates in organic materials can be assimilated by crops (See table). 

The organically bound phosphorous mineralises slowly through the activity of soil 

microorganisms and becomes thereby available for plants. 

Indicative phosphate levels and the relative distribution of mineral phosphorous and 

organically bound phosphorous in different organic wastes in relation to the mineral fertiliser 

TSP (triple superphosphate). (Source Alterra report 991, 2004) 

Manure Type 

Total phosphate 

content 

(kg P2O5 ton
-1

) 

Mineral 

Phosphorous. 

Readily available for 

plants 

(% on mass) 

Organic 

Phosphorous. Slowly 

available for plants  

(% on mass) 

Solid cattle manure 3,3 60 40 

Cattle slurry 1,5 90 10 

Chicken slurry 6,7 80 20 

Fixed pig slurry 11,8 85 15 

Pig slurry 2,6 95 5 

Compost 4,4 70 30 

Urban sludge
84

 1,8 50 50 

Garden turf 0,6 20 80 

Triple 

superphosphate 

(TSP) 

460 100 0 

The amount of phosphorous mineralised (and hence bioavailable) show great variability and 

depend not only on climatic conditions, storage, handling but also on the farming system and 

the nature of the soil. 

3. Cadmium content in various organic waste 

The next table shows the average cadmium content in different organic wastes in 13 Member 

States. 

Cadmium content in different organic wastes (mg cadmium/kg P2O5) (Source: Annex to the 

Report from the Commission to the Council and the European Parliament on the 

implementation of community waste legislation – Directive 75/442/EEC on waste, Directive 

91/689/EEC on hazardous waste, Directive 75/439/EEC on waste oils, Directive 86/278/EEC 

                                                 
84 According to data provided by UNIFA. 
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on sewage sludge and Directive 94/62/EC on packaging and packaging waste, Directive 

1999/31/EC on the landfill of waste – for the period 2001-2003 {COM(2006) 406 final) 

SEC(2006)972) 

Compost 25 

Cattle manure 11 

Pig manure 10 

Sewage sludge 23 

Despite its low cadmium concentration, urban sludge is often applied in such quantities that 

the annual cadmium input to the soil might exceed the cadmium input from the use of mineral 

phosphate fertilisers as illustrated in the following example from Belgium. In 2006, farmers in 

the Walloon Region have applied on average 4 tons of urban sludge per hectare containing on 

average 1.5 mg cadmium/kg dry matter. This means an average annual input of 6 g cadmium 

per hectare. In comparison the average annual input from the application of phosphate 

fertiliser containing 60 mg cadmium/kg P2O5 and applied at an annual rate of 40 kg per 

hectare is of 2.5 g cadmium per hectare. Urban sludge is prohibited for use as fertiliser in 

Flanders.  

Consequently, when setting limit values for cadmium in mineral phosphate fertilisers other 

sources of cadmium, such as urban sludge, also need to be addressed. A revision of the 

sewage sludge Directive is under preparation and more stringent Community values for heavy 

metals content in sludge might emerge.  

4. Organic or inorganic: which nutrient source is better for plants? 

Mineral fertiliser contains precise, guaranteed levels of nutrients, in forms that are readily 

available for plant uptake and use. Their application can be timed to meet crop requirements, 

assuring efficient nutrient use and minimizing any potential impact on the environment if 

used correctly. Because of their high nutrient content, mineral fertilisers are easy and 

economical to ship to great distance from their point of production. However the reserves of 

mineral phosphate are finite and located in a limited number of countries. They also contain 

certain amounts of hazardous substances such as heavy metals (including cadmium). 

Organic fertilisers such as manure, urban sludge and bio-waste contain varying amounts of 

plant nutrients and provide organic carbon. They improve the biological, chemical and 

physical properties of the soil. There are, however, concerns associated with their use: 

– They are low in nutrient content making impractical the transport of organic sources over 

long distances. 

– It is also virtually impossible to time the release of the nutrients they contain so as to match 

the needs of the growing crop and minimize residual amounts that can impact the 

environment. For example, the nitrogen content of manure and human waste (sewage 

sludge) is often the factor determining the rate of application. Their relative fixed nutrient 

ratios can result in excessive phosphorous loading in heavily manured soils because crops 

require much less phosphorous compared to nitrogen contained in the manure. This can 

pose a threat of excessive phosphorous moving into surface waters though runoff. 
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– Nutrient content of livestock manures and other organic material varies considerably. The 

phosphorous content in manure and urban sludge might decrease somewhat in the future 

following the continuous decrease of phosphorous in animal feedstuffs and detergents. The 

quantity of animal husbandry is now stabilised in EU 27 after a significant decrease for the 

period 2003-2007. 

– Indiscriminate use of animal manures and urban sludge can create human health hazards 

through the accumulation of heavy metals (including cadmium), pathogens and organic 

compounds. 

Therefore, the quality of municipal sewage sludge, manure and meat and bone meal as 

regards their heavy metals and nutrient content should be improved and projects under the 

Sixth EU Research Framework Programme have aimed at increasing their use in agriculture 

and thereby at reducing the EU dependence on mineral phosphate fertilisers. 

According to an Austrian engineering company which has developed a process for treating 

urban sludge and slaughterhouse residues, 15 EU plants could be equipped with such 

technology to produce around 650 000 tons of phosphorous (as P2O5) annually within a period 

of 5 to 7 years.  

This company has recently put on the German and Austrian markets two compound fertilisers 

(NPK and PK) to assess the reaction of farmers. Both products were accepted as valuable 

alternatives to traditional mineral fertilisers. However, recycled phosphate fertilisers are 

currently sold at EUR 0.85-0.90/kg P2O5 when triple superphosphate is sold at EUR 0.55-

0.60/kg P2O5. This disadvantage is currently overcome by selling specialities. 

5. Accessibility of mineral phosphate fertilisers for EU farmers during the last three 

years 

During the season 2007/2008, prices for all kind of fertilisers have surged worldwide (see 

next table). Phosphate rock prices have multiplied by 9 in 12 months from around EUR 32/ton 

to EUR 272/ton. The reasons for this price increase are the global demographic pressure, high 

energy prices and the demand for renewable fuels, thereby pushing the demand for fertilisers 

which cannot be immediately balanced by a production increase of the phosphate rock 

producers. Prices decreased again in 2009 as a consequence of the global economic crisis. 

In 2009, access to finance remained a key problem in the current economical situation and 

certain categories of farmers were unable to take out loans to buy fertilisers because banks 

refused to provide credits in the light of the financial and economic crisis. 

Fluctuations in prices for DAP (Diammonium Phosphate), TSP (Triple Superphosphate) and 

NPK (compound fertiliser) during the last two years in EUR/ton. (Source World Bank and 

EFMA) 

Fertiliser name 
January-December 

2007 

January-December 

2008 

January-October 

2009 

DAP 

(bulk, fob US Gulf) 
290 315 215 

TSP 

(bulk, fob US Gulf) 
225 590 175 
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NPK 16-16-16 

(fob Baltic) 
250 600 280 

 

By the end of 2009, prices of agricultural produce were at historical low level – cereals prices 

largely depend on cereals worldwide stocks. This had an impact on the purchase of fertilisers 

by EU farmers who already reduced their fertiliser purchase in spring and autumn and intend 

to adopt a very cautious approach for 2010. This negative environment had consequences on 

the production and turnover of some SMEs producing mineral fertilisers. 

The current share of costs for fertilisers and soil improvers in cereal farmers’ input costs was 

around 8.1 % in 2008, slightly higher than the long term average of 6.8 % (see figure below 

for further details). 

EU Farmers input costs for the last ten years (Source EFMA) 

 

6. Description of the EU fertiliser industry 

EU fertiliser producers are organised in two different categories: 

– large companies transforming the basic elements (nitrogen from air, phosphorous and 

potassium from mines) into a small range of fertilisers that are used for cereals, colza and 

maize crops, 

– Small and Medium Size Enterprises which blend fertilisers produced by the majors for 

specific needs of their local market (vineyards, fruits, vegetables…). 

Fertiliser manufacturing plants are distributed throughout the EU. Major producing Member 

States are France, The Netherlands, Germany, Poland and Spain, being close to the market 

because transport costs constitute a significant part of the cost of the finished product. 

Together with energy costs, the other main factor affecting the competitive position of 

fertiliser manufacturers and importers will be the price and the availability of the phosphate-

based raw materials and intermediate products. Since cadmium has not yet become a 
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determining factor for the price of phosphate rock and fertilisers, the price of igneous or 

sedimentary rocks are roughly the same. 
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ANNEX XIV: MODELLING THE INCENTIVES FOR DECADMIATION BY TAXATION / SUBSIDIES 

Incentives to invest in decadmiation can be steered by imposing a tax on the cadmium content 

of phosphate fertiliser. The same results can be used to determine an appropriate subsidy, as 

essentially, a subsidy is a negative tax. Therefore, only taxation will be analysed here, the 

discussion of subsidies would be analogous. 

The basic model
85

 consists of a simple tax per gram of cadmium per ton of phosphate 

expressed in P2O5 put on the market. The tax rate is denoted by t [in EUR/g] and needs to be 

paid by the manufacturer
86

. 

The model assumes that fixed costs are required to build a decadmiation plant and that 

constant variable costs are incurred for the decadmiation of a ton of phosphate. The fixed 

costs are denoted by C
f
 and the variable cost by c. Both are measured in EUR. 

Furthermore, the cadmium content of the non-decadmiated fertiliser is denoted by x and 

measured in [g/ton]. 

Finally, the model assumes that decadmiation cannot remove all cadmium from the 

phosphates but that a fraction remains. That fraction is denoted by . Note that in the model, 

the tax is still to be paid on the remaining cadmium content after decadmiation
87

. It further 

assumes that the variable cost is independent of the original cadmium content of the input 

phosphate. 

In this model, producers of fertilisers are only interested in profit maximisation. Therefore, 

they will invest in decadmiation and decadmiate phosphates if (and only if) this is cheaper 

than paying the tax for the entire cadmium content of the non-decadmiated phosphate 

fertiliser. It is clear that a necessary (but not sufficient) condition that needs to be met if 

decadmiation is to be stimulated is that the variable cost of decadmiating a ton of fertiliser are 

lower than the tax savings that can be realised by it.  

Mathematically, this can be described as follows: 

(1) if c + x ∙ β ∙ t > x ∙ t, then it is cheaper to pay the tax than to pay c per ton of fertiliser 

in order to save (1 − β) ∙ x ∙ t. Therefore the following condition needs to be met to 

make decadmiation interesting for given cadmium content of phosphate: 

(2) c + x ∙ β ∙ t ≤ x ∙ t. This can be rewritten as follows: 

(3)  

                                                 
85 This model is based on several assumptions that need not necessarily be met in reality. Most 

importantly, it uses cost estimates for decadmiation that are based on laboratory scale processes or at 

best pre-commercial pilot plants. None of these technologies is currently used at industrial level. 

Therefore the cost estimates may not reflect what can be realised in practice. 
86 This is the simplest way of collecting the tax. Other ways are possible and should not lead to radically 

different conclusions. 
87 There are other ways how the tax system could be designed. One could for instance think of a tax that is 

only payable for fertiliser with a cadmium content above a certain threshold, while for fertiliser below 

it, no tax needs to be paid at all. This would limit price increases for decadmiated fertiliser to the same 

level as a regulatory limit. However, such a tax system would be so similar to introducing a regulatory 

limit that the additional administrative cost of setting up and enforcing a tax system does not appear 

justifiable. 
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Furthermore, this condition is not sufficient to induce decadmiation ex-ante, since it is also 

necessary to recover the investment costs over the lifetime of a decadmiation plant (C
f
 and the 

cost of capital). 

Therefore, the model is extended by the following: 

A decadmiation plant has initial investment costs of C
f
 [in EUR] and an expected lifetime of 

L years. Furthermore, it has a daily capacity of decadmiating R tons of phosphate and 

operates on d days per year. Finally, cost of capital is described by i. 

In order to operate profitably, a plant must generate sufficient margins to recover the cost of 

capital over time. The (constant) margin per ton required is denoted by . This condition is 

met if the margin allows realising a positive net present value (NPV, see also Annex 11.6 of 

the Commission IA guidelines). 

This can be written as 

(4)  

We will calculate the minimum margin required to just generate a zero net present value in a 

first step, using parameters for two known decadmiation technologies. In a second step, we 

can then calculate the tax rate that is necessary to induce decadmiation for all fertiliser 

exceeding a desired threshold in terms of cadmium content per ton of fertiliser. 

ELICAD process: 

For the so-called ELICAD process, the following values are known: 

C
f
 = EUR 1 200 000 R = 1 200 tons P2O5/day L = 20 years 

c = EUR 16 to 20 per ton P2O5 

The number of operating days (d) is assumed to be 300 per year. The required return on 

investment is assumed to be 4 % (i). Finally,  is assumed to be 0.1 (90 % of cadmium can be 

removed). 

In order to achieve a positive NPV, the annual operating profit must be greater than 

EUR 88 300, which translates into a margin of  = EUR 0.25 per ton. 

In a second step, the tax rate (t) can be calculated, which incentivises decadmiation for a 

given level of maximum cadmium content desired in fertilisers (Cd
max

), while still allowing 

generating the required margin per ton of fertiliser that is decadmiated. 

From equation (3) it can be seen that the following must hold: 

(5)  but this equation needs to be amended to also incorporate the margin per 

ton required to make the initial investment worthwhile. 

This can be done by simply replacing the term c by the term c + , such that 

(6)  

For the maximum levels discussed in the options in this impact assessment, the required tax 

rates for the ELICAD technology would be: 
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Cd
max

 
t [EUR/g] for 
low c 

t [EUR/g] for 
high c 

tax per ton 
[EUR] for low c 

tax per ton 
[EUR] for high c 

60 0.3 0.37 18 22.5 

40 0.45 0.56 18 22.5 

20 0.90 1.12 18 22.5 

At a price level of USD 250/ton phosphate fertiliser – as observed for example during 2007 

(see Annex XIII) – and an exchange rate of USD 1.25 per EUR, this would mean a price 

increase of 9-11 % for a ton of phosphate with a cadmium content close to the desired 

maximum level. If the initial cadmium content is higher, the price increases would also be 

higher – see illustrative example below. 

CERPHOS process: 

For the so-called CERPHOS process, the following values are known: 

C
f
 = EUR 4 560 000 R = 1 200 tons P2O5/day L = 20 years 

c = EUR 24 per ton P2O5 

The number of operating days (d) is assumed to be 300 per year. The required return on 

investment is assumed to be 4 % (i). Finally,  is assumed to be 0.1 (90 % of cadmium can be 

removed). 

In order to achieve a positive NPV, the annual operating profit must be greater than 

EUR 335 600, which translates into a margin of  = EUR 0.93 per ton. 

For the maximum levels discussed in the options in this impact assessment, the required tax 

rates for the CERPHOS technology would be: 

Cd
max

 t [EUR/g] 
tax per ton 
[EUR] 

60 0.5 28 

40 0.7 28 

20 1.4 28 

At a price level of USD 250/ton phosphate fertiliser – as observed for example during 2007 

(see Annex XIII) – this would mean a decadmiation cost of 14 % for a ton of phosphate with a 

cadmium content close to the desired maximum level. If the initial cadmium content is higher, 

the price increases would also be higher – see illustrative example below.  

Illustrative example 

In order to illustrate how the model works, we choose the case of a producer who sells 

phosphate with a cadmium content of 100 g/ton (which corresponds to 100 mg cadmium/kg 

P2O5). If a tax on cadmium is introduced, the producer would have to pay a tax of 

T = t ∙ EUR 100 per ton if he decides not to use decadmiation. On the other hand, if the 

producer decides to decadmiate, he incurs the decadmiation costs and he would need to pay a 

tax on the remaining cadmium content after decadmiation. This would amount to c + π + β ∙ t. 
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The following table reports the additional financial burden on the manufacturer for the 

scenarios described above, once for simply paying the tax and once for decadmiating and 

paying a tax on the remaining cadmium content (for  we use the 10 % as above). 

ELICAD process: 

Cd
max

 
t [EUR/g] 
for low c 

t [EUR/g] 
for high c 

Cost for 
simply 
paying the 
tax (low c) 

Cost for 
simply 
paying the 
tax (high c) 

Cost for 
decadmiating 
and paying tax 
on remaining Cd 
(low c) 

Cost for 
decadmiating 
and paying tax 
on remaining Cd 
(high c) 

60 0.3 0.37 30 37 19.25 23.95 

40 0.4 0.56 40 56 20.25 25.85 

20 0.9 1.12 90 112 25.25 31.45 

At a price level of USD 250/ton phosphate fertiliser – as observed for example during 2007 

(see Annex XIII) – and an exchange rate of USD 1.25 per EUR this would mean a price 

increase of 10-16 % for decadmiation and payment of tax on remaining cadmium content, and 

15-56 % for simply paying the tax.  

CERPHOS process: 

Cd
max

 t [EUR/g] 

Costs for 
simply paying 
the tax  

Costs for 
decadmiating and 
paying tax on 
remaining cd 

60 0.5 50 30 

40 0.7 70 32 

20 1.4 140 39 

At a price level of USD 250/ton phosphate fertiliser – as observed for example during 2007 

(see Annex XIII) – this would mean a price increase of 15 to 20 % for decadmiation and 

payment of tax on remaining cadmium content, and 25-70 % for simply paying the tax.  

What can be seen from this example is that for this producer it is under all scenarios cheaper 

to decadmiate than to simply pay the tax over the total cadmium content. It can also be seen 

that for the different maximum cadmium levels desired, the choice of the corresponding tax 

rate has a large impact if the producer decides to simply pay the tax but that it has a relatively 

small impact if he decides to decadmiate. This is due to the fact that with higher tax rates, the 

tax is due on the entire cadmium content in the one case but only on 10 % of the original 

cadmium content in the case of decadmiation. 

Conclusion 

It can be concluded that the results depend on the decadmiation technology that is used. For 

ELICAD, lower tax rates would induce fertiliser producers to decadmiate compared to the 

CERPHOS process. 
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It has to be noted also that decadmiation (triggered by taxation) and paying the tax on the 

remaining cadmium content will lead to price increases – for phosphates containing originally 

100 mg cadmium/kg P2O5 from about 10 to 16 % for the ELICAD process and 15 to 20 % for 

CERPHOS, which would be passed on as additional costs to farmers. If the raw material 

contains more cadmium, price increases would even be higher, while they would be lower for 

raw material containing less cadmium. 

Sensitivity analysis: 

In order to check the robustness of the results, several rounds of calculations have been 

carried out with varying parameters. 

a) capacity utilisation 

One assumption that is implicit and the model above is that the decadmiation plant can be run 

at 100 % capacity utilisation. This is probably overly optimistic and the calculations have 

been re-run with a different value for R (which is the same as taking the original capacity and 

assuming an utilisation rate of less than 100 %). 

For ELICAD 80 % utilisation results in: 

Cd
max

 
t [EUR/g] for 
low c 

t [EUR/g] for 
high c 

tax per ton 
[EUR] for low c 

tax per ton [EUR] 
for high c 

60 0.30 0.38 18.12 22.56 

40 0.45 0.56 18.12 22.56 

20 0.91 1.13 18.12 22.56 

and for CERPHOS 80 % utilisation would result in: 

Cd
max

 t [USD/g] 
tax per ton 
[USD] 

60 0.47 28 

40 0.70 28 

20 1.40 28 

It can be seen that the required tax rate is not significantly higher for ELICAD and 

CERPHOS. 

b) number of operating days 

The number of operating days per year used in the basic model might be overly optimistic, 

and the model has been re-run with only 250 operating days per year (50 weeks with 

5 working days a week). 

For ELICAD the results are: 

Cd
max

 
t [EUR/g] for 
low c 

t [EUR/g] for 
high c 

tax per ton 
[EUR] for low c 

tax per ton [EUR] 
for high c 
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60 0.30 0.38 18.1 22.55 

40 0.45 0.56 18.1 22.55 

20 0.91 1.13 18.1 22.55 

And for CERPHOS: 

Cd
max

 t [USD/g] 
tax per ton 
[USD] 

60 0.47 28 

40 0.70 28 

20 1.40 28 

Consequently, the number of operating days per year does not change the results significantly 

for ELICAD and CERPHOS. 

c) Cost of capital 

The basic model uses an internal discount rate of 4 % (to note: the model assumes constant 

prices and does not capture inflation). To test for robustness, a higher rate of 8 % has been 

used. 

For ELICAD and CERPHOS, an increase of 4 % in the discount rate will require an increase 

of 40 % of the annual operating profit to ensure a positive NPV. This might lead to a 

significant fertiliser price increase. 

d) effectiveness of decadmiation process 

Finally, calculations have been re-  % (the cadmium 

portion that cannot be removed by decadmiation) to see how this would influence the results. 

For ELICAD, it results in: 

Cd
max

 
t [EUR/g] for 
low c 

t [EUR/g] for 
high c 

tax per ton 
[EUR] for low c 

tax per ton [EUR] 
for high c 

60 0.34 0.42 20.3 25.3 

40 0.51 0.63 20.3 25.3 

20 1.02 1.27 20.3 25.3 

And for CERPHOS in: 

Cd
max

 t [USD/g] 
tax per ton 
[USD] 

60 0.52 31.2 

40 0.78 31.2 

20 1.56 31.2 
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A less effective decadmiation process means that the tax rate needs to be higher (as expected). 

It also means that total price increases (i.e. cost for decadmiation + tax on remaining 

cadmium) would be somewhat higher.  

Conclusion: 

The underlying assumptions do not change the results dramatically. For all processes, the 

choice of the discount rate and the effectiveness of the decadmiation process are important 

factors. The results for ELICAD and CERPHOS are close to each other. 
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ANNEX XV: POTENTIAL REDUCTION OF TOTAL QUANTITY OF CADMIUM INPUT INTO 

AGRICULTURAL SOILS FOR THE VARIOUS POLICY OPTIONS 

As set out in section 3.2, the actual cadmium content of the fertilisers placed on the market in 

the EU is not well studied, and it is therefore difficult to quantify the reduction in new 

cadmium input into agricultural soils that the various policy options would entail.  

Phosphate fertilisers with cadmium concentrations higher than the overall limit set in the 

policy options could no longer be marketed in the EU and would be replaced by others with 

lower cadmium content. It is not possible to know precisely the cadmium content of the 

phosphate fertilisers replacing the prohibited quantities.  

On the basis of the data contained in Figure 3, the following table summarises the results of 

calculations for the overall cadmium input reduction, if the quantities of phosphate fertilisers 

that could no longer be marketed, were to be replaced in their entirety with other phosphate 

fertilisers of a given cadmium concentration. The shaded fields correspond to the situation 

where the fertilisers replacing the prohibited quantities contained the average concentration of 

the fertilisers currently on the market below the limit value.  

Limit 60 mg Cd/kg P2O5 

(43 out of 197 fertiliser 

samples above the limit) 

Limit 40 mg Cd/kg P2O5 

(96 out of 197 fertiliser 

samples above limit) 

Limit 20 mg Cd/kg P2O5 

(117 of 197 fertiliser 

samples above limit) 

Replacement 

Cd content 

Net Cd 

reduction, % 

Replacement 

Cd content 

Net Cd 

reduction, % 

Replacement 

Cd content 

Net Cd 

reduction, % 

0 45,20 0 83,89 0 92,32 

10 39,43 10 70,36 6,8 81,21 

20 33,65 11,3 68,61 10 75,98 

25,2 30,65 20 56,84 20 59,64 

30 27,88 30 43,32   

40 22,10 40 29,80   

50 16,32     

60 10,55     
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Relatório de síntese 

Avaliação de impacto relativa a uma proposta de regulamento do Parlamento Europeu e do Conselho  

relativa à disponibilização no mercado de produtos fertilizantes 

A. Necessidade de medidas 

Porquê? Que problema se pretende resolver?  

As condições de acesso ao mercado dos produtos fertilizantes só estão parcialmente harmonizadas a nível da 

UE. A fragmentação da parte não harmonizada do mercado dificulta seriamente as oportunidades comerciais. 

Além disso, a legislação harmonizada não tem suficientemente em conta as questões ambientais e relativas à 

saúde humana. Mais especificamente, foram identificados os seguintes problemas operacionais: 

1) As empresas que operam em vários Estados-Membros no mercado não harmonizado suportam os custos de 

regras nacionais divergentes, que incluem, frequentemente, uma autorização prévia, que é difícil de obter. 

2) Foram identificadas graves preocupações relacionadas com a saúde e o ambiente, em especial a presença 

de contaminantes tóxicos em certos adubos amplamente utilizados. A legislação de harmonização em vigor não 

prevê uma proteção suficiente da saúde humana e do ambiente.  

3) A legislação harmonizada em vigor concede acesso ao mercado através de um procedimento que se revelou 
demasiado lento em relação ao ciclo de inovação da indústria. 

Que se espera conseguir com esta iniciativa?  

Espera-se que a iniciativa: 
1. Crie condições de concorrência equitativas para todos os produtos fertilizantes a nível da UE, 

aumentando, assim, as oportunidades de acesso ao mercado interno pela indústria, mantendo, ao 

mesmo tempo, as regras nacionais em vigor para os produtos limitados aos mercados nacionais, e 

evitando, assim, eventuais perturbações do mercado. 

2. Aumente o nível de proteção da saúde e do ambiente ao limitar a presença de contaminantes em 

matérias fertilizantes e aditivos em toda a UE.  

Facilite o acesso ao mercado harmonizado mediante a introdução de um quadro regulamentar proporcionado, 
eficaz em termos de custos, transparente e flexível, respondendo, assim, às necessidades que os agricultores 
da UE têm de produtos inovadores. 

Qual o valor acrescentado das medidas tomadas a nível da UE?  

Os problemas identificados no mercado harmonizado (proteção insuficiente da saúde humana e do ambiente e 
requisitos inflexíveis que implicam um acesso demasiado lento ao mercado) são inerentes ao nível atual da UE 
e, por conseguinte, apenas podem ser corrigidos por uma ação a nível da UE. Um mercado eficaz a nível da UE 
para todos os produtos fertilizantes abrirá novas oportunidades de mercado e reduzirá os encargos 
administrativos. 

No entanto, tendo em conta o caráter muito local do mercado de certos produtos fertilizantes, esta ação 
harmonizada da UE será facultativa e coexistirá com as legislações nacionais mantidas ou introduzidas pelos 
Estados-Membros e com o reconhecimento mútuo.  

 

B. Soluções 

Que opções legislativas e não legislativas foram consideradas? Há ou não uma opção preferida? 
Porquê?  
Opção 1: Cenário de base – A legislação da UE atualmente em vigor mantém-se inalterada.  
Opção 2: A técnica legislativa do regulamento relativo aos adubos, a homologação, mantém-se inalterada, 
sendo alargada à harmonização dos adubos produzidos a partir de matérias-primas orgânicas e de outros 
produtos relacionados com os adubos, como os «bioestimulantes para plantas».  
Opção 3: Harmonização através da aprovação dos ingredientes, conduzindo a uma lista exaustiva positiva de 
matérias elegíveis para incorporação intencional num produto fertilizante.  
Opção 4: Harmonização através do novo quadro legislativo (NQL), que se baseia nos requisitos obrigatórios de 
qualidade e segurança e em normas técnicas harmonizadas voluntárias.  
Opção 5: Tal como na opção 4, a harmonização é obtida através do «Novo Quadro Legislativo», com requisitos 
e normas. No entanto, a intervenção de terceiros na avaliação da conformidade com os requisitos varia em 
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função das categorias de materiais, sendo mais elevada para os resíduos e para outras matérias secundárias 
com composição potencialmente variável. A opção 5 surge como a opção preferida na sequência da análise. 
Nas opções 2 a 5, são introduzidos valores-limite para os contaminantes (incluindo metais pesados) presentes 
em todos os produtos fertilizantes. Foram avaliadas duas variantes: plena harmonização e harmonização 
facultativa, como acima descrito. 

Quem apoia que opção?  
A opção 1 não é apoiada por quaisquer Estados-Membros, nem pela indústria ou pelas ONG. 
As opções 2 e 3 são apoiadas por alguns Estados-Membros e algumas federações nacionais da indústria, que 
estão habituados a regulamentar o mercado dos adubos através da manutenção de listas de tipos ou 
ingredientes autorizados. 
A opção 4 não é apoiada por todos os Estados-Membros, uma vez que o NQL é considerado uma mudança 
radical em relação às abordagens bem conhecidas das opções 2 e 3.  
A opção 5, em especial com a variante da harmonização facultativa, é geralmente bem aceite pela indústria 
(nomeadamente as PME) e por um grande número de Estados-Membros (incluindo alguns dos maiores) como a 
melhor opção. 

C. Impacto da opção preferida 

Quais são os benefícios da opção preferida (se existir; caso contrário, quais são os benefícios das 
principais opções)?  

O acesso ao mercado dos produtos fertilizantes regulamentados no contexto do NQL seria facilitado e a 
conformidade desses produtos com os requisitos de segurança e qualidade asseguraria um nível acrescido de 
segurança na cadeia alimentar. Os benefícios em termos de acesso ao mercado interno e de flexibilidade do 
mercado resultantes da opção preferida (opção 5) são muito semelhantes aos da opção 4. A avaliação de 
impacto estima que esta opção permitiria reduzir os custos administrativos para as entidades públicas e para os 
operadores económicos em comparação com o status quo e permitiria reduzir significativamente os custos 
administrativos para as entidades públicas, quando comparada com a opção de homologação, o que 
aumentaria significativamente a flexibilidade do mercado e, por conseguinte, estimularia a inovação. 
A variante da harmonização facultativa teria a vantagem suplementar de afetar apenas os operadores 
económicos com um interesse genuíno de acesso ao mercado em vários Estados-Membros, em consonância 
com os princípios da subsidiariedade e de legislar melhor. 

 

Quais são os custos da opção preferida (se existir; caso contrário, quais são os custos das 
principais opções)?  

Os custos da opção preferida são proporcionais aos benefícios esperados para as empresas e para a 

sociedade. Os custos para as entidades públicas são bastante neutros. Seria necessário algum trabalho 

suplementar de normalização dos métodos de ensaio para os produtos abrangidos pelo NQL.  
A opção 5 implicaria, para os operadores económicos, custos administrativos inferiores à opção de 
homologação. Contudo, pode esperar-se que os custos administrativos, ao nível das diferentes empresas, 
venham a ser, em determinados casos, mais elevados do que os custos do status quo. Seria o caso, em 
especial, para os produtores de matérias relativamente variáveis, que exigem um elevado nível de participação 
de terceiros na avaliação da conformidade. As PME envolvidas na produção de produtos fertilizantes sujeitos a 
certificação por terceiros teriam de pagar taxas a um organismo notificado, para verificar a conformidade dos 
seus produtos com os requisitos. A variante da harmonização facultativa poderia implicar custos mais elevados 
para as administrações nacionais do que uma harmonização completa, uma vez que se pode esperar que, em 
certa medida, mantenham os procedimentos nacionais. Os custos de transição seriam mínimos para os 
produtos fertilizantes ainda abrangidos pelo atual regulamento, uma vez que seria autorizada a autocertificação 
dos produtos. Os Estados-Membros teriam também de garantir a qualidade dos organismos notificados.  

Como serão afetadas as empresas, as PME e as microempresas?  

As empresas que optassem pela via da harmonização beneficiariam de acesso facilitado a todo o mercado da 
UE. Os custos administrativos também diminuiriam, uma vez que haveria menos necessidade de registar os 
diferentes produtos de acordo com regras nacionais divergentes. Os produtores não sujeitos a procedimentos 
de certificação por terceiros seriam menos afetados, em comparação com os que suportam os custos da 
certificação por terceiros (por exemplo, as PME). Esses custos seriam atenuados pela redução da frequência 
dos controlos em função do volume de produção e pela redução do número de amostragens externas após o 
ano de reconhecimento. Neste sentido, a harmonização facultativa poderia facilitar a transição harmoniosa para 
o novo quadro normativo, deixando aos produtores a escolha de comercializar o produto no mercado local ou 
nos mercados da UE.   
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Haverá incidências importantes nos orçamentos e nas administrações nacionais? 
Os custos seriam bastante neutros para os orçamentos nacionais. Os custos de governação da legislação 
nacional continuarão a ser os mesmos, mas serão reduzidos ao longo do tempo se cada vez mais empresas 
optarem pela via harmonizada facultada pelo regulamento relativo aos adubos, enquanto os custos de 
fiscalização do mercado continuarão a ser os mesmos ou poderão aumentar ligeiramente. 

Haverá outras incidências importantes?  
A proposta deverá reduzir a dependência de matérias-primas estrangeiras, oferecendo uma oportunidade para 
um acesso mais fácil a todo o mercado da UE para os produtos inovadores fabricados, por exemplo, a partir de 
matérias orgânicas ou recicladas. Os fluxos de importação da UE poderão ser afetados, tal como foi analisado 
em pormenor numa avaliação de impacto separada, de 2011, sobre eventuais limites máximos para o cádmio.  

D. Seguimento 

Quando será reexaminada a política traçada?  
Está prevista uma avaliação ex post do regulamento cinco anos após a sua execução. Essa avaliação 
assentará nas informações recebidas através dos vários mecanismos de cooperação já estabelecidos no 
quadro do atual regulamento relativo aos adubos (grupos de peritos).A lista de contaminantes e os respetivos 
valores-limite podem ser revistos em qualquer altura, se surgirem novos elementos científicos que demonstrem 
a necessidade de reduzir a introdução de contaminantes no solo pelos adubos. 

 


	1COM_2016_157_PT_ACTE_f.pdf
	1. CONTEXTO DA PROPOSTA
	• Razões e objetivos da proposta
	Primeira razão e primeiro objetivo
	Segunda razão e segundo objetivo
	• Coerência com as disposições existentes da mesma política setorial
	• Coerência com outras políticas da União

	2. BASE JURÍDICA, SUBSIDIARIEDADE E PROPORCIONALIDADE
	• Base jurídica
	• Subsidiariedade (no caso de competência não exclusiva)
	• Proporcionalidade
	• Escolha do instrumento

	3. RESULTADOS DAS AVALIAÇÕES EX POST, DAS CONSULTAS DAS PARTES INTERESSADAS E DAS AVALIAÇÕES DE IMPACTO
	• Avaliações ex post/balanços de qualidade da legislação existente
	• Consulta das partes interessadas
	• Obtenção e utilização de competências especializadas
	• Avaliação de impacto
	• Adequação e simplificação da legislação

	4. INCIDÊNCIA ORÇAMENTAL
	5. OUTROS ELEMENTOS
	• Planos de execução e acompanhamento, avaliação e prestação de informações
	• Explicação pormenorizada das disposições específicas da proposta


	2COM_2016_157_PT_ACTE2_f.pdf
	PFC 1: Adubo
	PFC 1(A): Adubo orgânico
	PFC 1(A)(I): Adubo orgânico sólido
	PFC 1(A)(II): Adubo orgânico líquido
	PFC 1(B): Adubo organomineral
	PFC 1(B)(I): Adubo organomineral sólido
	PFC 1(B)(II): Adubo organomineral líquido

	PFC 1(C): Adubo inorgânico
	PFC 1(C)(I): Adubo inorgânico de macronutrientes
	PFC 1(C)(I)(a): Adubo inorgânico sólido de macronutrientes
	PFC 1(C)(I)(b): Adubo inorgânico líquido de macronutrientes

	PFC 1(C)(II): Adubo inorgânico de micronutrientes
	PFC 1(C)(II)(a): Adubo inorgânico elementar de micronutriente
	PFC 1(C)(II)(b): Adubo inorgânico composto de micronutrientes



	PFC 2: Corretivo alcalinizante
	PFC 3: Corretivo de solos
	PFC 3(A): Corretivo de solos orgânico
	PFC 3(B): Corretivo de solos inorgânico

	PFC 4: Suporte de cultura
	PFC 5: Aditivo agronómico
	PFC 5(A): Inibidor
	PFC 5(A)(I): Inibidor da nitrificação
	PFC 5(A)(II): Inibidor da urease
	PFC 5(B): Agente quelatante
	PFC 5(C): Agente complexante

	PFC 6: Bioestimulante para plantas
	PFC 6(A): Bioestimulante microbiano para plantas
	PFC 6(B): Bioestimulante não microbiano para plantas
	PFC 6(B)(I): Bioestimulante não microbiano orgânico para plantas
	PFC 6(B)(II): Bioestimulante não microbiano inorgânico para plantas


	PFC 7: Combinação de produtos fertilizantes
	CMC 1: Substâncias e misturas à base de matérias virgens
	CMC 2: Plantas, partes de plantas ou extratos de plantas não transformados ou transformados mecanicamente
	CMC 3: Composto
	CMC 4: Digerido de culturas energéticas
	CMC 5: Outro digerido, além do digerido de culturas energéticas
	CMC 6: Subprodutos da indústria alimentar
	CMC 7: Micro-organismos
	CMC 8: Aditivos agronómicos
	CMC 9: Polímeros de nutrientes
	CMC 10: Outros polímeros, além dos polímeros de nutrientes
	CMC 11: Certos subprodutos animais
	PFC 1: Adubo
	PFC 1(A): Adubo orgânico
	PFC 1(B): Adubo organomineral
	PFC 1(B)(I): Adubo organomineral sólido
	PFC 1(B)(II): Adubo organomineral líquido

	PFC 1(C): Adubo inorgânico
	PFC 1(C)(I): Adubo inorgânico de macronutrientes
	PFC 1(C)(I)(a): Adubo inorgânico sólido de macronutrientes
	PFC 1(C)(I)(b): Adubo inorgânico líquido de macronutrientes

	PFC 1(C)(II): Adubo inorgânico de micronutrientes
	PFC 1(C)(II)(a): Adubo inorgânico elementar de micronutriente
	PFC 1(C)(II)(b): Adubo inorgânico composto de micronutrientes


	PFC 2: Corretivo alcalinizante
	PFC 3: Corretivo de solos
	PFC 4: Suporte de cultura
	PFC 5: Aditivo agronómico
	PFC 6: Bioestimulante para plantas
	PFC 6(A): Bioestimulante microbiano para plantas

	PFC 7: Combinação de produtos fertilizantes
	PFC 1: Adubo
	PFC 1(A): Adubo orgânico
	PFC 1(B): Adubo organomineral
	PFC 1(C): Adubo inorgânico
	PFC 1(C)(I): Adubo inorgânico de macronutrientes

	Granulometria: Desvio relativo de ± 10 % aplicável à percentagem declarada de material que passa num determinado peneiro
	Quantidade:  Desvio relativo de ± 5 % em relação ao valor declarado
	PFC 1(C)(II): Adubo inorgânico de micronutrientes

	Quantidade:  Desvio relativo de ± 5 % em relação ao valor declarado

	PFC 2: Corretivo alcalinizante
	PFC 3: Corretivo de solos
	PFC 4: Suporte de cultura
	PFC 6: Bioestimulante para plantas
	1. Aplicabilidade do controlo interno da produção (Módulo A)
	2. Aplicabilidade do controlo interno da produção e do ensaio supervisionado do produto (Módulo A1)
	3. Aplicabilidade do exame UE de tipo (Módulo B) e conformidade com o tipo baseada no controlo interno da produção (Módulo C)
	4. Aplicabilidade da garantia de qualidade do processo de produção (Módulo D1)
	Módulo A – Controlo interno do fabrico
	1. Descrição do módulo
	2. Documentação técnica
	3. Fabrico
	4. Marcação CE e declaração UE de conformidade
	5. Mandatário

	Módulo A1 – Controlo interno da produção e ensaio supervisionado do produto
	1. Descrição do módulo
	2. Documentação técnica
	3. Fabrico
	4. Controlos do produto para determinar a retenção de óleo e a resistência à detonação
	4.1. Ciclos térmicos antes de um ensaio de conformidade com o requisito de retenção de óleo referido no n.º 4 do ponto PFC 1(C)(I)(a)(i-ii)(A) do anexo I
	4.1.1. Princípio e definição
	4.1.2. Aparelhos e utensílios
	4.1.3. Procedimento

	4.2. Ciclos térmicos antes do ensaio de resistência à detonação referido no n.º 5 do ponto PFC 1(C)(I)(a)(i-ii)(A) do anexo I
	4.2.1. Princípio e definição
	4.2.2. Aparelhos e utensílios
	4.2.3. Procedimento

	4.3. Ensaio de resistência à detonação referido no n.º 5 do ponto PFC 1(C)(I)(a)(i-ii)(A) do anexo I
	4.3.1. Descrição
	4.3.2. Princípio
	4.3.3. Materiais
	4.3.4. Técnica
	4.3.4.1. Preparação da carga detonadora a colocar no tubo de aço
	4.3.4.1.1. Iniciação simultânea em sete pontos
	4.3.4.1.2. Iniciação central por comprimido explosivo
	4.3.4.1.2.1. Preparação do comprimido
	4.3.4.1.2.2. Preparação da carga detonadora
	4.3.4.2. Preparação dos tubos de aço para os ensaios de detonação
	4.3.4.3. Enchimento e carregamento do tubo de aço
	4.3.4.4. Posicionamento do tubo de aço e dos cilindros de chumbo (ver figura 4)
	4.3.4.5. Preparação do tiro
	4.3.5. Relatório de ensaio
	4.3.5.1. Avaliação dos resultados do ensaio


	5. Marcação de conformidade e declaração UE de conformidade
	6. Mandatário

	Módulo B – Exame UE de tipo
	Módulo C – Conformidade com o tipo baseada no controlo interno da produção
	1. Descrição do módulo
	2. Fabrico
	3. Marcação de conformidade e declaração UE de conformidade
	4. Mandatário

	Módulo D1: Garantia da qualidade do processo de produção
	1. Descrição do módulo
	2. Documentação técnica
	3. Disponibilidade da documentação técnica
	4. Fabrico
	5. Sistema de qualidade
	6. Vigilância sob a responsabilidade do organismo notificado
	7. Marcação de conformidade e declaração UE de conformidade
	8. Disponibilidade da documentação do sistema de qualidade
	9. Dever de informação dos organismos notificados
	10. Mandatário


	3SWD_2016_64_EN_DOCUMENTDETRAVAIL_f.pdf
	Introduction
	1. Procedural issues and consultation of interested parties
	1.1. Identification
	1.2. Organisation and timing
	1.3. Consultation and expertise
	1.4. Scrutiny by the Commission Impact Assessment Board

	2. Regulatory context
	3. Problem definition
	3.1. Lack of awareness about nutrient recycling
	3.2. Lack of internal market
	3.3. The impacts of mutual recognition of fertilisers covered by national laws
	3.3.1. Lack of trust in MRR by economic operators
	3.3.2. Divergences in environmental and human health safety standards
	3.3.3. Additional costs for Member States

	3.4. Weaknesses of the current EU Fertilisers Regulation
	3.4.1. Lack of consideration for environmental and public health concerns
	3.4.2. Market access problems for new products

	3.5. Drivers of the problem
	3.6. Who is affected, in what ways and to what extent?
	3.7. Expected evolution of the problem
	3.8. EU right to act
	3.8.1. Legal basis
	3.8.2. Subsidiarity and Proportionality


	4. Objectives
	4.1. General policy objective
	4.2. Specific policy objectives
	4.3. Operational objectives
	4.4. Consistency with other policies and objectives

	5. Policy options
	5.1. Possible options which have been discarded at an early stage
	5.1.1. Improvement of the Mutual Recognition without harmonisation
	5.1.2. Voluntary agreement by industry
	5.1.3. Withdrawal of the EU legislation on fertilisers and reliance on other relevant existing EU legislations to ensure the safety of fertilising products

	5.2. Description of the examined options
	5.2.1. Option 1: the current EU legislation governing the placing on the market of fertilisers remains unchanged (baseline scenario)
	5.2.2. Option 2: creation of an internal market for fertilising products in the format of the current Regulation, i.e. listing individual product types
	5.2.3. Option 3: creation of an internal market for fertilising products by listing authorised ingredients
	5.2.4. Option 4: creation of an internal market for fertilising products using the ‘New Legislative Framework  - NLF
	5.2.5. Option 5: creation of an internal market for fertilising products and additives by adopting different variants of option 4 for different types of fertilising products


	6. Analysis of impacts
	6.1. Descriptions of impacts and their corresponding assessment criteria
	6.2. Option 1: no action
	6.3. Option 2: creation of an internal market for fertilising products by listing individual product types
	6.3.1. Economic impacts
	6.3.1.1. Impact on the functioning of the EU fertiliser market and simplification potential
	6.3.1.2. Administrative costs

	In case of full harmonisation, the costs for the management of the Fertilisers Regulation would increase compared to Option 1. The members of the Fertilisers Committee would have to meet more frequently to adopt opinions based on the assessment of ECH...
	The SMEs consultation reported that more than 80% of the responding SMEs are in favour of harmonisation. Although it is not possible to establish with any accuracy the precise part of the market for which producers would opt for EU rules and the part ...
	If 20% of the current products remain on national markets under the optional harmonisation option, the costs of governance of national legislation would have to be increased accordingly whereas the costs of EU governance would have to be reduced propo...
	6.3.1.3. Impact on competitiveness, innovation and international trade

	6.3.2. Social impacts
	6.3.3. Environmental impacts
	6.3.4. Stakeholders’ opinion

	6.4. Option 3: creation of an internal market for fertilising products by listing authorised ingredients
	6.4.1. Economic impacts
	6.4.1.1. Impact on the functioning of the EU fertilising product market and potential for simplification
	6.4.1.2. Administrative costs

	Under the optional harmonisation scenario and similarly to option 2, the costs of management of national legislation would be maintained at 20% of the costs described under option 1.The costs of intervention of EU agencies would decrease by 20%.
	6.4.1.3. Impact on competitiveness, innovation and international trade

	6.4.2. Social impacts
	6.4.3. Environmental impacts

	6.5. Option 4: creation of an internal market for fertilising products by using the New Legislative Framework
	6.5.1. Economic impacts
	6.5.1.1. Impact on the functioning of the EU market and potential for simplification
	6.5.1.2. Administrative costs
	6.5.1.3. Impacts on competitiveness, innovation and international trade

	6.5.2. Social impacts
	6.5.3. Environmental impacts
	6.5.4. Stakeholders’ opinion

	6.6. Option 5: creation of an internal market for fertilising products by adopting different variants of options 4
	6.6.1. Economic data
	6.6.1.1. Impacts on the functioning of the EU market and potential for simplification
	6.6.1.2. Administrative costs
	6.6.1.3. Impacts on competitiveness, innovation and international trade

	6.6.2. Social impacts
	6.6.3. Environmental impacts
	6.6.4. Stakeholders’ opinion


	7. Comparing the options
	8. Monitoring and evaluation
	8.1. Supporting the implementation of the new legislative proposal
	8.2. Measuring the fulfilment of the objectives
	8.2.1. Removal of trade barriers and simplification (operational objectives 1 and 3)
	8.2.2. Better market access for more sustainable products deriving from domestic resources (operational objective 4)
	8.2.3. Better safety of products (operational objective 2)
	8.2.4. Better information of farmers and consumers (operational objective 5)


	9. References
	10.  Glossary of technical terms and abbreviations
	ANNEX I  The global and EU supply and demand of fertilising products and additives
	ANNEX II  Additional evidence illustrating the problems with the current regulatory framework
	ANNEX III  Evaluation of administrative burden costs

	1. Assumptions
	2. Limitations
	3. Detailed assessment of the administrative costs
	3.1. Option 1
	3.2. Option 2
	3.3. Option 3
	3.4. Option 4
	3.5. Option 5
	3.6. Partial harmonisation scenario

	4. Description of the standardisation work
	1. Results of consultation of SMEs
	2. assessment of business likely to be affected
	Figure 22: Percentage fertiliser costs versus total input costs for various EU farm types. Average costs of 2007-2009. (Source: EU farm accountancy Data Network)
	Table 54: Costs of fertilising products per farm in the Netherlands in EUR (average 2008-2010). (Source: the Competitiveness Report)

	3. Measurement of the impacts on SMEs
	3.1. Composition of ’business as usual costs’ as regards compliance check
	3.2. Composition of administrative burden costs as regards compliance obligations

	4. Assessment of possible mitigations measures
	4.1. Reduction of frequency of controls for products deriving from biodegradable waste (applicable to options 2 to 5)
	4.2. Certification per group of products (applicable to options 4 and 5 only)
	4.3. No obligation to label the content of contaminant in each fertiliser bag (applicable to options 2 to 5)
	ANNEX V  List of relevant EU legislation in relation with fertilising products
	ANNEX VI  Background information concerning the proposed list of contaminants levels for the different categories of products

	1. Sources of contaminants in fertilising products and availability for plants
	2. Information about identified risks to human health and the environment from contaminants in fertilisers materials
	2.1. Justification based on existing EU legislation
	2.2. Justification based on recent peer-review soil and human health studies

	3. Proposed limit values and justification for the different categories of products
	4. Other risks identified
	5. Summary of the impact assessment report on possible limits for cadmium in national and EC phosphate fertilisers
	6. Estimation of the percentage of products affected by the proposed limit values
	ANNEX VII  Description of each possible options envisaged in this impact assessment
	ANNEX VIII  Assessment criteria

	1. Economic impacts
	1.1. Functioning of the internal market and simplification potential
	1.2. Administrative burden costs
	1.3. Competitiveness and innovation

	2. Social Impacts
	2.1. Benefits for human health
	2.2. Jobs and Growth

	3. Environmental impacts
	The criteria below are linked to the policy objectives of ensuring the safety of fertilising products, allow a quicker access to products derived from domestic and secondary raw materials and improve the labelling requirements for all product categori...
	This includes effects on resource efficiency, reduction of soil contamination, special considerations for the revision of the air quality strategy.
	3.1. Resource efficiency and contribution to the circular economy
	3.1.1. Energy performance, carbon foot print and increased sustainability during production
	3.1.2. Carbon footprint and increased sustainability performance during fertiliser use
	3.1.3. Other contributions to the circular economy

	3.2. Reduction of contaminant inputs
	3.3. Benefits for implementation of the objectives of the air quality strategy
	ANNEX IX  Characteristics of plant biostimulants and agronomic fertiliser additives
	ANNEX X  Regulation (EC) No 2003/2003 relating to fertilisers
	ANNEX XI Overview of some national fertiliser laws and their discrepancies (Source: the Fertilisers Study )

	1. Inorganic fertilisers
	2. Soil improvers and organic fertilisers
	3. Growing media
	4. Plant biostimulants
	ANNEX XII
	Summary of various stakeholder consultations carried from 2010 to 2015.

	1. Results of the ex-post evaluation of Regulation (EC) No 2003/2003 and the applicability of mutual recognition for national fertilisers carried out in 2010
	2. Results of the Fertilisers study carried out in 2011
	3. Information about the results of the technical working groups established to prepare the revision of the Fertilisers Regulation
	1. WG 1: overall structure of the future proposal
	2. WG 2: Nutrient content, product composition, and agronomic efficacy
	3. WG3: contaminants, Hygiene, and other Risks
	4. WG4: Labelling, enforcement and control
	4. Outcomes of the public consultation on the renewed circular economy package in relation with fertilisers (Summer 2015)

	4SWD_2016_64_EN_DOCUMENTDETRAVAIL2_f.pdf
	1. Introduction
	2. Consultation of interested parties and expertise
	2.1. Consultation of other Commission services
	2.2. Consultation of the Member States and EU fertiliser industry in the frame of the Fertiliser Working Group
	2.3. SMEs consultation
	2.4. Scrutiny by the Commission impact assessment board

	3. Problem definition
	3.1. Why is the presence of cadmium in phosphate fertilisers an issue?
	3.1.1. Toxicity of cadmium for human health via the diet
	3.1.2. Environmental concerns about the presence of cadmium in soils

	3.2. Current EU supply in mineral phosphate fertilisers
	3.3. Possible alternatives to mineral phosphate fertilisers with high cadmium content and their availability
	3.3.1. Use of igneous rocks or sedimentary rocks of low cadmium content
	3.3.2. Decadmiation of phosphate rocks
	3.3.3. Organic fertilisers

	3.4. Trade obligations and external relations
	3.5. Fragmentation of the internal market and administrative burden
	3.6. Regulatory failures
	3.7. Who is affected, how and to what extent by the current situation?
	3.8. How would the situation evolve if no action is taken?
	3.9. The EU right to act
	3.9.1. Legal basis
	3.9.2. Subsidiarity and proportionality


	4. Objectives
	4.1. General objective
	4.2. Specific objectives

	5. Policy options
	5.1. Possible options which have been discarded at an early stage
	5.1.1. Voluntary commitment by the fertiliser industry
	5.1.2. Setting directly an EU limit of 20 mg cadmium/kg P2O5 without intermediate steps

	5.2. Description of the examined options
	5.2.1. Option 1: No action
	5.2.2. Option 2: Market incentives
	5.2.3. Option 3: A new Regulation setting an upper limit of 60 mg cadmium/kg P2O5 in phosphate fertilisers while allowing Member States to impose a limit value of 40 or 20 mg cadmium/kg P2O5 for the placing on the market and use depending on the condi...
	5.2.4. Option 4: A new Regulation setting a Community limit value for cadmium content in phosphate fertilisers at 60 mg cadmium/kg P2O5 decreasing over time to 40 and eventually 20 mg cadmium/kg P2O5, if decadmiation becomes available on industrial scale
	5.2.5. Option 5: A new Regulation setting an upper limit of 40 mg cadmium/kg P2O5 in phosphate fertilisers while allowing Member States to set a limit value of 60 or 20 mg cadmium/kg P2O5 for the placing on the market and use depending on the conditio...


	6. Impact analysis
	6.1. Option 1: No action
	6.2. Option 2: Market incentives
	6.2.1. Sub-option A: Fiscal incentives for stimulating substitution of current mineral phosphate fertilisers with suitable alternative sources or for creating a separate market for low-cadmium mineral phosphate fertilisers
	6.2.2. Sub-option B: Subsidies for the use (or production) of suitable alternatives to high-cadmium mineral phosphate fertilisers
	6.2.3. Sub-option C: Quotas on imports of mineral phosphate fertilisers with high cadmium content
	6.2.4. Sub-option D: Quotas on the use of mineral phosphate fertilisers containing cadmium
	6.2.5. Incentives for investing in decadmiation

	6.3. Option 3: A new Regulation setting an upper limit of 60 mg cadmium/kg P2O5 in phosphate fertilisers while allowing Member States to impose a limit value of 40 or 20 mg cadmium/kg P2O5 for the placing on the market and use depending on the conditi...
	6.4. Option 4: A new Regulation setting a Community limit value for cadmium content in phosphate fertilisers at 60 mg cadmium/kg P2O5 decreasing over time to 40 and eventually 20 mg cadmium/kg P2O5 if decadmiation becomes available on industrial scale
	6.5. Option 5: A new Regulation setting an upper limit of 40 mg cadmium/kg P2O5 in phosphate fertilisers while allowing Member States to impose a limit value of 60 or 20 mg cadmium/kg P2O5 for the placing on the market and use depending on the conditi...

	7. Comparing the options
	8. Preferred policy option
	9. Monitoring and evaluation
	10.  References
	11. Glossary of technical terms and abbreviations
	Annex I: Outcome of a Member States and industry consultation on limits for Cadmium in national phosphate fertilisers
	Annex II: Summary of Member States and industry consultation on the options presented at the Workshop in October 2009
	Annex III: Summary of an earlier internet consultation on limits for cadmium in phosphate fertilisers
	Annex IV: Summary of the SMEs consultation on limits for cadmium in phosphate fertilisers
	Annex V: Summary of previous risk assessments on cadmium
	Annex VI: Comparison of cadmium tolerable intakes made by EFSA, JECFA and EU-RAR
	Annex VII: Relative contribution of various sources to total cadmium input in soil for various Member States
	Annex VIII: List of EU legislation dealing with cadmium
	Annex IX: Cadmium content in Phosphate Rock (mg Cd/kg P2O5)
	Annex X: Cadmium content in certain fertiliser types
	Annex XI: Global phosphates production and Reserves
	Annex XII: Decadmiation processes
	Annex XIII: Current supply of the EU in phosphate fertilisers
	Annex XIV: Modelling the incentives for decadmiation by taxation / subsidies
	Annex XV: Potential reduction of total quantity of cadmium input into agricultural soils for the various policy options


