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Subject: Reply to ESPP on fish sludge

Dear European Sustainable Phosphorus Platform (ESPP),

Thank you for ESPP’s interest in EFSA’s work on animal by-products (ABP), and more broadly in its
risk assessment activities as described in the letter of 18 June 2026. To obtain an EFSA opinion
enabling the conversion of fish sludge into fertiliser, the following clarifications are provided
following your questions:

1. Is it correct that a request for an EFSA Opinion can be submitted by stakeholders
(associations or companies, one or more) but that this opinion: must be submitted via a
Member State Competent Authority (a State where the process will be applied) and
must include required information (142/2011 Annex 7)?

Generally, EFSA canissue Scientific Opinions at the request of the European Commission, European
Parliament, Member States, or on its own initiative or as foreseen in relevant sectoral legislation.
Scientific Opinions are prepared and adopted by the Scientific Committee or a Scientific Panel.
Opinions find their legal basis in article 29 of Founding Regulation. Please visit the EFSA website for
detailed descriptions of EFSA scientific outputs.

Specifically, and with regard to the submission of an ABP application (dossier) to EFSA and in reply
to your question below, that seems to concern a different, very specific pathway under EU ABP rules
for the so-called alternative methods, as a “sectorial legislation” we referred to above.

2. To ensure that any future dossier is prepared in the most appropriate and efficient
manner, we would be grateful for your guidance on a number of procedural and
regulatory points outlined in the attached letter.

Is it possible to submit one dossier for the different processes suggested above (same
input material, same and-use) or should it be a number of separate dossiers?

Please note that, applications (for authorisation of alternative processing methods of ABP) should
be submitted to the Member State (MS) competent Authority, in accordance with Article 20 of ABP
Regulation (EC) No 1069/2009 and Regulation EU 142/2011. Application dossiers are then made
available to EFSA by the MS competent Authority. Annex VIl of Regulation (EU) No 142/2011 includes
provisions on the format, language and content of the application. The MS competent authority
evaluates whether the application complies with the standard format for the applications. Then the
MS competent authority communicates the application together with a report to EFSA and informs
the European Commission. After the submission phase and the completeness check, EFSA
performs a risk assessment and publishes an EFSA scientific opinion. Based on this opinion, the
European Commission adopts a measure to authorising or rejecting the alternative method.
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If an animal by-product or derived productis included in EU Regulation 1069/201109 with approved
processing methods described therein and a new processing (alternative) method was sought, an
independent application would need to be submitted to EFSA for each new method to be assessed.

Please visit the EFSA website for details. A visual representation of the procedure and the recording
of a webinar are also available for a better understanding.

Please also note that much of the above is also already publicly explained at the Commission ABP
websites:

e Either under applying for End Points in ABP Regulations:
https://food.ec.europa.eu/food-safety/animal-products/end-points-abp-regulations en or

e or asrelated to EFSA Scientific advise:
https://food.ec.europa.eu/food-safety/animal-products/scientific-advice en

About your question:

3. Does Norway ‘count’ as a Member State for this procedure?
Article 31 of Regulation (EC) No 178/2002 (General Food Law), as incorporated into the EEA
Agreement and adapted by Annex |, extends EFSA’s role in providing scientific and technical
assistance to requests from EEA-relevant bodies, including the EFTA Surveillance Authority.

Although Norway is not formally a Member State, it follows EU legislation on ABP. An ABP application
can therefore be submitted to the MS competent authority, which will then forward it to the EU EC,
and it will eventually arrive at EFSA.

Concerning the status of “fish sludge” and its impact on the publication of an EFSA Scientific
Opinion (Article 29 as explained above):

4. Does the status of fish sludge as an ABP or not (or unclear) impact this possibility to
requestan Opinion?
As we understand it, while fish sludge is not explicitly referred to in the ABP Regulation (EC) No
1069/2009 (like many other ABP material), it is covered by Article 9(h)™X} of Regulation (EC) No
1069/2009 and by the subsequent ABP rules.

EFSA cannot comment onwhatis or whatis not currently listed as a constituent material component
(CMC) in the Fertilisers Regulation (EU) 2019/1009.

In light of the above considerations, it is recommended to seek clarification from the European
Commission on this matter.

Please visit the web page with the recent webinar organised by your platform (ESPP) for additional
clarifications: https://www.phosphorusplatform.eu/images/scope/ESPP%20SCOPE%?20158.pdf

[l Article 9 - Category 2 material. (h) animal by-products other than Category 1 material or Category 3
material.


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2F2022-05%2Fapdeskapplworlflowanimalbyprod.pdf&data=05%7C02%7CFrank.VERDONCK%40efsa.europa.eu%7C5e20cdfd1c16468d675a08ded105caa1%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C639178019967317477%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=91pdNLO%2BJQLj8sj76HB7YzEXlrOMrEFZ9MzI6TlMPH0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fevents%2Fwebinar-animal-products-applications&data=05%7C02%7CFrank.VERDONCK%40efsa.europa.eu%7C5e20cdfd1c16468d675a08ded105caa1%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C639178019967340197%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=pvtXKKBJNl4G3HzsGfCFNFKF%2FNYrN19aihCWnuIrbtA%3D&reserved=0
https://food.ec.europa.eu/food-safety/animal-products/end-points-abp-regulations_en
https://food.ec.europa.eu/food-safety/animal-products/scientific-advice_en
https://euc-word-edit.officeapps.live.com/we/wordeditorframe.aspx?ui=en-US&rs=en-US&wopisrc=https%3A%2F%2Fefsa815.sharepoint.com%2Fsites%2FBIOHAWUnit%2F_vti_bin%2Fwopi.ashx%2Ffiles%2F72304d05cb6d478abbd20532a53da8b5&wdexp=TEAMS-TREATMENT&wdenableroaming=1&wdfr=1&mscc=1&hid=414922A2-6015-0000-0286-8F29F81C965E.0&uih=sharepointcom&wdlcid=en-US&jsapi=1&jsapiver=v2&corrid=8b6eaf90-ad9d-d7f9-328d-bf3c63ebc7db&usid=8b6eaf90-ad9d-d7f9-328d-bf3c63ebc7db&newsession=1&sftc=1&hfto=1782720163564.7&uihit=docaspx&muv=1&ats=PairwiseBroker&cac=1&sams=1&mtf=1&sfp=1&sdp=1&hch=1&hwfh=1&dchat=1&sc=%7B%22pmo%22%3A%22https%3A%2F%2Fefsa815.sharepoint.com%22%2C%22pmshare%22%3Atrue%7D&ctp=LeastProtected&rct=Normal&wdorigin=TEAMS-MAGLEV.teamsSdk_3ed5b337-c2c9-4d5d-b7b4-84ff09a8fc1c_ns.rwc&wdhostclicktime=1782720163040&afdflight=51&csiro=1&instantedit=1&wopicomplete=1&wdredirectionreason=Unified_SingleFlush#_ftn1
https://www.phosphorusplatform.eu/images/scope/ESPP%20SCOPE%20158.pdf
https://euc-word-edit.officeapps.live.com/we/wordeditorframe.aspx?ui=en-US&rs=en-US&wopisrc=https%3A%2F%2Fefsa815.sharepoint.com%2Fsites%2FBIOHAWUnit%2F_vti_bin%2Fwopi.ashx%2Ffiles%2F72304d05cb6d478abbd20532a53da8b5&wdexp=TEAMS-TREATMENT&wdenableroaming=1&wdfr=1&mscc=1&hid=414922A2-6015-0000-0286-8F29F81C965E.0&uih=sharepointcom&wdlcid=en-US&jsapi=1&jsapiver=v2&corrid=8b6eaf90-ad9d-d7f9-328d-bf3c63ebc7db&usid=8b6eaf90-ad9d-d7f9-328d-bf3c63ebc7db&newsession=1&sftc=1&hfto=1782720163564.7&uihit=docaspx&muv=1&ats=PairwiseBroker&cac=1&sams=1&mtf=1&sfp=1&sdp=1&hch=1&hwfh=1&dchat=1&sc=%7B%22pmo%22%3A%22https%3A%2F%2Fefsa815.sharepoint.com%22%2C%22pmshare%22%3Atrue%7D&ctp=LeastProtected&rct=Normal&wdorigin=TEAMS-MAGLEV.teamsSdk_3ed5b337-c2c9-4d5d-b7b4-84ff09a8fc1c_ns.rwc&wdhostclicktime=1782720163040&afdflight=51&csiro=1&instantedit=1&wopicomplete=1&wdredirectionreason=Unified_SingleFlush#_ftnref1

European Food Safety Authority

Digitally signed
Frank by Frank Kamiel

f D.Verdonck
Kamiel D 5,

Frank Verdonck  Verdonck o

Head of Unit
Biological Hazards & Animal Health and Welfare (BIOHAW)

Yours sincerely,

CC: E. Liebana Criado
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