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1. Welcome and apologies for absence 

The Chair welcomed the participants. No apologies were received. 

This meeting, originally scheduled as a physical meeting, was converted into a webconference to 
avoid traveling to Parma in line with the measures established to reduce the risk of coronavirus 

infection. 

2. Adoption of agenda 

The agenda was adopted after the addition of the topic “Formi LHS (potassium diformate) for sows 

for reproduction (EFSA-Q-2020-00508)”. 

3. Declarations of Interest of Panel members 

In accordance with EFSA’s Policy on Independence3 and the Decision of the Executive Director on 

Competing Interest Management4, EFSA screened the Annual Declarations of Interest f illed out by 
the Panel members invited to the present meeting. No Conflicts of Interest related to the issues 
discussed in this meeting have been identif ied during the screening process, and no interests were 

declared orally by the members at the beginning of this meeting. 

  

 
3 Policy on Independence 
4 Competing Interest Management 

http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf
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4. Report on written procedures since the 149th FEEDAP Plenary meeting 

The minutes of the 149th FEEDAP Plenary meeting were agreed by written procedure on 9 October 

2020.5 

5. Scientific topics for discussion 

5.1. Natugrain® TS, Natugrain® TS L (endo-1,4-beta-xylanase and endo-1,4-
beta-glucanase) for piglets (weaned), laying hens, chickens for fattening, 

chickens reared for laying, turkeys for fattening, turkeys reared for 
breeding, turkeys for breeding purposes, ducks for fattening, all minor 

avian species for laying, minor poultry species for fattening (other than 
ducks for fattening) and ornamental birds (EFSA-Q-2018-00417) 

This question refers to the renewal of the authorisation under Article 14 of Regulation (EC) 

No 1831/2003 of Natugrain® TS and Natugrain® TS L (endo-1,4-beta-xylanase and endo-
1,4-beta-glucanase) as a zootechnical additive for piglets (weaned), laying hens, chickens 
for fattening, chickens reared for laying, turkeys for fattening, turkeys reared for breeding, 
turkeys for breeding purposes, ducks for fattening, all minor avian species for laying, minor 

poultry species for fattening (other than ducks for fattening) and ornamental birds. 

The draft opinion was discussed focusing on the characterisation and safety of the additive. 

The Panel unanimously adopted the opinion. 

5.2. Vitamin B12 produced by Ensifer adhaerens SCM 2034 for all animal species 

(EFSA-Q-2019-00319) 

This question refers to the authorisation under Article 4 of Regulation (EC) No 1831/2003 of  
Vitamin B12 produced by Ensifer adhaerens SCM 2034 as a nutritional additive for all animal 

species. 

The draft opinion was discussed focusing on the characterisation and safety of the additive. 

The Panel unanimously adopted the opinion. 

5.3. FINASE® EC (6-phytase) for pigs other than sows, sows, poultry for 

fattening and breeding other than turkeys for fattening, poultry for laying 

and turkeys (EFSA-Q-2019-00333) 

This question refers to the renewal of the authorisation under Article 14 of Regulation (EC) 

No 1831/2003 of FINASE® EC (6-phytase) as a zootechnical additive for pigs other than 
sows, sows, poultry for fattening and breeding other than turkeys for fattening, poultry f or 

laying and turkeys. 

The draft opinion was discussed focusing on the characterisation and safety of the additive. 

The Panel unanimously adopted the opinion. 

5.4. Zinc chelate of hydroxy analogue of methionine (MINTREX® Zn) for all 
animal species (EFSA-Q-2019-00360) 

This question refers to the renewal of the authorisation under Article 14 of Regulation (EC) 
No 1831/2003 of MINTREX® Zn (zinc chelate of hydroxy analogue of methionine) as a 

nutritional additive for all animal species. 

 
5 https://www.efsa.europa.eu/sites/default/files/event/2020/149th-plenary-meeting-feedap-panel-minutes.pdf 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2018-00417
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2019-00319
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2019-00333
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2019-00360
https://www.efsa.europa.eu/sites/default/files/event/2020/149th-plenary-meeting-feedap-panel-minutes.pdf
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The draft opinion was discussed focusing on the characterisation and safety of the additive. 

The Panel unanimously adopted the opinion. 

5.5. L-lysine monohydrochloride and concentrated liquid L-lysine (base) for all 

animal species (EFSA-Q-2020-00134) 

This question refers to the authorisation under Article 4 of Regulation (EC) No 1831/2003 of  
L-lysine monohydrochloride and concentrated liquid L-lysine (base) as a nutritional additive 

for all animal species. 

The draft opinion was discussed focusing on the characterisation, safety and eff icacy of  the 

additive. The Panel unanimously adopted the opinion. 

5.6. Safety of 31 flavouring compounds belonging to different chemically 

defined groups for all animal species (EFSA-Q-2020-00175) 

EFSA was requested to deliver an opinion on the safety of 31 f lavouring compounds 

belonging to different chemically def ined groups as sensory additives for all animal species 

based on the additional information provided by the applicant. 

The draft opinion was discussed focusing on the safety of the additive. The Panel 

unanimously adopted the opinion. 

5.7. L-Threonine for all animal species (EFSA-Q-2020-00273) 

This question refers to the authorisation under Article 4 of Regulation (EC) No 1831/2003 of  

L-threonine as a nutritional additive for all animal species. 

The draft opinion was discussed focusing on the characterisation, safety and efficacy of  the 

additive. The Panel unanimously adopted the opinion. 

5.8. L-Lysine monohydrochloride and concentrated liquid L-lysine (base) 
produced by fermentation with Corynebacterium glutamicum KCTC 

12307BP (C123) for all animal species (EFSA-Q-2020-00326) 

This question refers to the authorisation under Article 4 of Regulation (EC) No 1831/2003 of  
L-lysine monohydrochloride and concentrated liquid L-lysine (base) produced by 
fermentation with Corynebacterium glutamicum KCTC 12307BP (C123) as a nutritional 

additive for all animal species. 

The draft opinion was discussed focusing on the characterisation, safety and efficacy of  the 

additive. The Panel unanimously adopted the opinion. 

5.9. Formi LHS (potassium diformate) for sows for reproduction (EFSA-Q-2020-
00508) 

EFSA was requested to deliver an opinion on the safety Formi LHS (potassium diformate) as 
a zootechnical additive for sows based on the additional information provided by the 

applicant. 

The draft opinion was discussed focusing on the safety of the additive. The Panel 

unanimously adopted the opinion. 

 

  

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2020-00134
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2020-00175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2020-00273
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2020-00326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2020-00508
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2020-00508


 

5 

 

OPEN SESSION 
19 November 2020, 09:00-13:00 

6. Welcome  

The Chair welcomed all the observers who attended the open session of the plenary. 

7. Brief introduction of Panel members  

The Panel Chair invited the Panel members and the Off icers of the FEED Unit to introduce 

themselves. 

8. Presentation of the EFSA Guidelines for Observers 

A member of the Feed Unit presented the guidelines for observers for open plenary meeting. 

9. Scientific outputs submitted for discussion 

9.1. Update of Guidance on the renewal of feed additive authorisations (EFSA-

Q-2019-00342) 

This question refers to the self -task of the Panel on the revision of the guidance documents. 

This guidance document covers the renewal of feed additives authorisations. 

The draft guidance was endorsed by the FEEDAP Panel for public consultation on 14 
November 2019. Discussion focussed on the modif ications introduced in the guidance 
following the comments received in the public consultation. The guidance was unanimously 

adopted.  

The Panel also endorsed the technical report prepared by the FEED Unit regarding the 

outcome of the public consultation.  

10. New mandates  

10.1. New Applications under Regulation (EC) 1831/2003 since the previous 

meeting  

The Commission has forwarded to EFSA the following new applications of f eed additives 
seeking authorisation under Regulation (EC) No 1831/2003 since the last Plenary meeting. 

These applications were presented to the Panel: 

EFSA-Q-Number Subject 

EFSA-Q-2020-00602 Lactobacillus plantarum DSM 21762 for all animal species. 

EFSA-Q-2020-00603 Biosprint® (Saccharomyces cerevisiae MUCL 39885) for cats and dogs. 

EFSA-Q-2020-00604 L-Histidine monohydrochloride monohydrate for all animal species 

EFSA-Q-2020-00605 Lactobacillus plantarum DSM 12837 for all animal species 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2019-00342
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2019-00342
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EFSA-Q-Number Subject 

EFSA-Q-2020-00635 
AveMix® 02CS (endo-1,4-beta-xylanase,endo-1,3 (4)-beta-glucanase and 

polygalacturonase) for piglets (weaned) 

EFSA-Q-2020-00636 L-lysine monohydrochloride and L-lysine sulphate for all animal species 

EFSA-Q-2020-00637 
Vitamin B2 produced by Bacillus subtilis CGMCC 13326 for all animal 

species 

EFSA-Q-2020-00654 Lactobacillus buchneri DSM 16774 for all animal species 

EFSA-Q-2020-00690 

Probiotic Lactina (preparation of Enterococcus faecium NBIMCC 8270, 

Lactobacillus acidophilus NBIMCC 8242, Lactobacillus helveticus NBIMCC 
8269, Lactobacillus delbrueckii ssp. Lactis NBIMCC 8250, Lactobacillus 

delbrueckii ssp. bulgaricus NBIMCC 8244 and Streptococcus thermophilus 

NBIMCC 8253) for cats and dogs. 

EFSA-Q-2020-00691 
Lactobacillus brevis DSM 12835 for all animal species for all animal 
species. 

EFSA-Q-2020-00692 Lactobacillus rhamnosus IMI 507023 for all animal species 

EFSA-Q-2020-00693 Pediococcus pentosaceus IMI 507024 for all animal species 

EFSA-Q-2020-00694 Pediococcus pentosaceus IMI 507025 for all animal species 

EFSA-Q-2020-00695 Lactobacillus plantarum IMI 507026 for all animal species 

EFSA-Q-2020-00696 Lactobacillus plantarum IMI 507027 for all animal species 

EFSA-Q-2020-00697 Lactobacillus plantarum IMI 507028 for all animal species 

EFSA-Q-2020-00706 Lactobacillus rhamnosus NCIMB 30121 for all animal species 

EFSA-Q-2020-00707 Lactobacillus paracasei DSM 16245 for all animal species 

EFSA-Q-2020-00708 
L-lysine sulphate produced by C. glutamicum KCCM 80227 (DK257RN) for 
all animal species 

EFSA-Q-2020-00728 Rosemary extract for cats and dogs 

10.2. Valid applications under Regulation (EC) No 1831/2003 since the previous 

meeting 

Applications considered valid for the start of the assessment: 

EFSA-Q-Number Subject Valid on 

EFSA-Q-2020-00394 Sodium alginate (E 401) for all animal species 04/11/2020 

EFSA-Q-2020-00496 

BA-KING® (Bacillus amyloliquefaciens TOA5001 (NITE BP-

01844)) for chickens for fattening, chickens reared for 
laying, turkeys for fattening, turkeys reared for breeding, all 

minor avian species (including also sporting, ornamental 

and exotic birds) 

19/10/2020 
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EFSA-Q-Number Subject Valid on 

EFSA-Q-2020-00498 
Taminizer D (Dimethylglycine sodium salt) for chickens for 

fattening 
13/11/2020 

EFSA-Q-2020-00502 

L-glutamic acid produced using strain NITE BP-01681, and 

its sodium salt (hydrate form) Monosodium glutamate 

monohydrate for all animal species 

13/11/2020 

EFSA-Q-2020-00521 Creamino® (Guanidinoacetic acid) for all animal species 28/09/2020 

EFSA-Q-2020-00539 
Cycostat 66 G (Robenidine Hydrochloride) for rabbits for 

breeding and rabbits for fattening 
09/10/2020 

EFSA-Q-2020-00546 
AVIMATRIX® Z (Preparation of benzoic acid, calcium 
formate and fumaric acid) for all avian species other than 

laying birds 

08/10/2020 

EFSA-Q-2020-00556 

BIO-THREE® (Bacillus subtilis TO-A (BS), Enterococcus 

faecium T-110 (EF), Clostridium butyricum TO-A (CB)) for 

chickens for fattening, chickens reared for laying, turkeys 
for fattening, turkeys reared for breeding, minor poultry 

species 

21/10/2020 

EFSA-Q-2020-00597 
AVATEC® 150 G (Lasalocid A sodium) for pheasants, guinea 

fowl, quails and partridges 
01/10/2020 

These applications were assigned to the respective working groups, where relevant. 

10.3. New questions under Regulation (EC) No 178/2002 since the previous 

meeting 

EFSA-Q-Number Subject 

EFSA-Q-2020-00557 
Monteban® G100 (Monteban® G100 containing granular narasin, equivalent 
to 100g narasin activity) for chickens for fattening 

EFSA-Q-2020-00574 
Amaferm (fermentation product of Aspergillus oryzae NRRL 458) for dairy 
cows 

EFSA-Q-2020-00620 

Axtra® XAP 104 TPT (endo-1,4-beta-xylanase, alpha-amylase and 

protease) for chickens for fattening, laying hens and all minor poultry 
species 

EFSA-Q-2020-00653 

ECONASE® XT (endo-1,4-beta-xylanase produced by Trichoderma reesei 

CBS 114044) for piglets (weaned), chickens for fattening, chickens reared 

for laying, turkeys for fattening and turkey reared for breeding 

EFSA-Q-2020-00699 
Biacton (Lactobacillus farciminis CNCM I-3740) for laying hens, chickens 

and turkeys for fattening 

These questions were assigned to the respective working groups, where relevant. 

11. Feedback from Scientific Committee/Scientific Panels, EFSA or the 
European Commission 

11.1. Scientific Committee/Scientific Panels 

a) The Chair of the Panel provided feedback from the last Scientif ic Committee (SC) 

plenary which took place on 11-12 November 2020. The draft opinions on “A systems-
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based approach to the environmental risk assessment of multiple stressors in honeybees 
(EFSA-Q-2018-00645)” and “Non monotonic dose response (EFSA-Q-2019-00530)” were 
endorsed for public consultation. The SC also discussed the “Draft guidance on scientif ic  
criteria for grouping chemicals into assessment groups for human risk assessment of  

combined exposure to multiple chemicals (EFSA-Q2019-00517)”. 

b) A member of the FEED Unit provided an overview of the discussion that took place in the 
SC with regards the applicability of Margin of Exposure (MoE) in the risk assessment of 

botanicals and botanical preparation used as feed additives. 

c) A member of the Feed Unit provided an update on the status of the EFSA statement on 
the requirements for whole genome sequence analysis of microorganisms intentionally 

used in the food chain.6 A general overview on the comments received during the public 
consultation was provided and it was indicated that this statement should be in the 
agenda of the next Plenary meeting of the Scientif ic Committee for discussion and 

possible adoption. 

11.2. EFSA  

a) The Feed Unit is working in a document which will summarise the topics for which 
questions are most frequently asked to applicants during the risk assessment. This 
document, which aims at helping applicants in the submission of their dossiers will be 

published in due time on the EFSA website.  

b) In the 149th Plenary meeting the Panel experts were asked to identify whether there is a 
need to update any of the guidance documents that the Panel has produced in the 
course of the years related to the assessment of feed additives. Small issues have been 
identif ied in several of the guidance documents, but the Panel agreed that none of them 

would warrant a major update of the guidance documents. The Panel noted that the 
guidance on User safety is the only guidance that has not been updated and that 

currently preparatory work is being done in view of its update. 

c) The Panel was also informed on the ongoing discussions in the framework of the WG on 
microbiology to define criteria for the assessment of eff icacy of additives under the 
functional group “hygiene condition enhancers”. A draft document will be shared with 

the Panel in one of the next plenaries. 

11.3. European Commission 

Not discussed 

12. Other scientific topics for information/or discussion 

Not discussed 

13. Answers to questions from Observers 

Q:  What is the status of the statement on the requirements for whole genome sequence 
analysis of microorganisms intentionally used in the food chain? By when can we 

expect this document to be published? (L. Arnaud, Lallemand) 

A:  The statement will be sent for discussion and possible adoption to the f irst Scientific Committee 

Meeting in 2021 (February); the publication should follow shortly after the adoption. 

 
6 https://www.efsa.europa.eu/sites/default/files/consultation/consultation/consultation_EFSA-Statement-WGS-

microorganisms.pdf 
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Q:  When we can expect to have guidance on renewal dossier published? When we can 
expect to have the new recommendations for applicant on whole genome sequence 

analysis of microorganisms published? (G. Bertin, ERAWAN CONSULTING) 

A:  The guidance on renewal has been presented and adopted in the current plenary meeting. It will 
be published likely in the next few weeks and will be implemented from 27 March 2021 

onwards. 

Regarding the statement on WGS analysis, it is expected that it will be endorsed by the 

Scientif ic Committee of EFSA in February 2021. 

Q:  What is the status of the Statement document on requirements for whole genome 

sequencing? (A. Costessi, Baseclear)  

A:  The statement will be sent for discussion and possible adoption to the f irst Scientific Committee 

Meeting in 2021 (February) the publication should follow shortly after the adoption. 

Q:  Are there options for EFSA/the Panel to support the sharing of "best practices" for 
WGS data analysis, beyond the specifications of the upcoming statement? For 
instance, for analyses that still lack standardised approaches. Shared best practices 
could help applicants/CROs to make sure all analyses are performed in a suitable way 

from the start and thus prevent stop-clocks. (A. Costessi, Baseclear)  

A:  The statement should help the applicants in preparing the data for dossiers. EFSA acknowledges 
that the exercise may be somehow challenging in some instances due to the lack of  standard 
approaches. This is a f irst attempt to use such kind of data in the f ield of  r isk assessment of 

regulated products and there is the need to gain experience in order to be in the position to 
provide further guidance. Also, the f ield advances rather fast and there will be the need to 

embrace these changes. EFSA may subject the statement to updates, accordingly. 

Q:  The technical details of WGS data analyses performed by applicants are most often 
considered confidential and blackened out in Scientific Opinions and related docs. 
Could this change after the implementation of the transparency regulation?  (A. 

Costessi, Baseclear)  

A:  EFSA will implement the provisions of the Transparency regulation when blackening confidential 

information. 

Q:  Novel feed materials such as seaweed can contain high levels of Iodine and Bromine. 
The MTL for dairy/beef cattle is known but what is the maximum level of 
Bromine/Iodine that can be allowed in milk/ dairy and beef? Can we assume that if 
we do not overfeed the animals, i.e surpass the MTL, the excreted levels of 

Iodine/Bromine in milk and beef are safe? (A. Demeter, Volta Greentech) 

A:  In order to be able to provide an answer appropriate data to perform a risk assessment should 
be provided, e.g., data on residues in milk/animal products should be made available and a 

consumer exposure calculation performed to check if  the levels of iodine and bromine are safe 

for consumers. 

Q:  Would it be possible to share a calendar of upcoming guidance document publications 

with their tentative transition period (N. Podevin, Pioneer Overseas Corp) 

A:  The guidance on renewal has been discussed and adopted in the current plenary meeting. It will 

be published likely in the next few weeks and will be implemented from 27 March 2021 

onwards. There are no other guidance documents currently under revision. 

Q:  Will there be an extra info session dedicated to the implementation of the new 

transparency regulation? This would be highly appreciated.  (R. Schreiner, Feed and 

additives GmbH)  
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A:  On 19/11, there will be a webinar organised by EFSA on “Implementing the Transparency 
Regulation – requirements, tools and services” to introduce the main aspects of the 
Transparency Regulation that will affect especially business, food industry and applicants. The 
presented information will be made available on the website. It is recommended to keep an eye 
on the the engagement approach at the EFSA website to follow the release of more information 

and the planning of future stakeholder events. 

 

Q:  Could hygiene condition enhancement also enclose derivatisation of mycotoxins if that 

was not the only function? (R. Schreiner, Feed and additives GmbH)  

A:  ‘Hygiene condition enhancers’ and ‘Substances for reduction of the contamination of feed with 

mycotoxins’ are two different functional groups. An application could cover both, provided that 
evidence of efficacy for both claims is provided.  

 
Q:  If studies for a dossier submission after March 27, 2021 started before this date, do 

these have to be notified? Or do just studies which started after March 27, 2021 have 

to be notified? (R. Schreiner, Feed and additives GmbH) 

A:  Any new requirements imposed by the Transparency Regulation will apply as of the date of the 

implementation of the regulation, not before.  

Q  Would it be possible to have an update on the work on user safety following the 

discussion that took place last November in the infosession? (L. Arnaud, Lallemand) 

A:  The work is ongoing, but the original plans have been delayed due to the Covid situation. 
Preparatory work has been done by EFSA. Further discussion with the EC/stakeholders is 

needed but this will be postponed, likely until there is the possibility to have a physical meeting.  

Q:  Currently, for demonstration of efficacy of zootechnical additives, 2 studies must be 
presented with at least 1 EU study. Will studies performed in the UK after December 

2020 (e.g. first quarter of 2021) be accepted as valid/equivalent as "EU study" (as 
farming practices have not changed). Or will we still need an additional EU study? (M. 

Cerrato Sánchez, Pen & Tec Consulting S.L.U.) 

A:  Studies conducted and f inalised before the withdrawal of the UK from the EU should be 
considered as being conducted in the EU. Studies f inalised after the “Brexit” will not be 
considered as being performed in the EU. This does not necessarily invalidate the study, but at 

least one of the studies submitted to support efficacy should be done in the EU.  

Q  Does EFSA consider an update of the guidance to include the new functional group on 

“physiological condition stabilisers”? (L. Arnaud, Lallemand) 

A:  At present EFSA does not have the capacity to undertake the work on this matter but will 

explore the possibility as soon as possible.  

Q:  In the general requirements is said that Market Data should be provided. Is this 

market data needed to e.g. assess the Consumer Exposure? (C. Martin, DSM) 

A:  The information on production and use of the additive provides information on the overall use of  

a given feed additive. It might be relevant to support the safety of use for the target species.  

Q:  Can you clarify what does it mean that data on antimicrobial production shall be 

submitted if antimicrobial production was not excluded in the previous assessment?  

(M. Cerrato Sánchez, Pen & Tec Consulting S.L.U.) 

A:  The data on antimicrobial production should be provided in cases where this was not already 

assessed in the original application. There might be cases in which data should be provided even 
if  in the f irst dataset those were not required, for example,  owing to an update on the 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fevents%2Fevent%2Fwebinar-implementing-transparency-regulation-requirements-tools-and&data=04%7C01%7C%7C6f44d6e2ea044f4c74d708d8870b1658%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637407828967892472%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3sc2Zb42mhNfNXy05l3lwM62jleB1LcmOw824D%2FbmPI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fevents%2Fevent%2Fwebinar-implementing-transparency-regulation-requirements-tools-and&data=04%7C01%7C%7C6f44d6e2ea044f4c74d708d8870b1658%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637407828967892472%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3sc2Zb42mhNfNXy05l3lwM62jleB1LcmOw824D%2FbmPI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fstakeholders%2Ftransparency-regulation-implementation&data=04%7C01%7C%7C0e23eed176984c16074c08d8873d97e6%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637408045895725727%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=iaX5tJBvnwuhF2%2BreLWA6qJmu26ZJh%2Bz%2BasG2uxJgrU%3D&reserved=0
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microorganism identif ication (e.g., the reallocation of a strain to the newly recognised species 

Bacillus velezensis which is a species known to produce antimicrobial substances). 

Q:  The prescribed three months for the selection of the Eimeria strain for the studies of 
efficacy is considered too short, in particular if 3 passages of the strain are to be 

performed. One year would be a more reasonable time. (R. Huibers, Elanco)  

A:  The scope of the assessment of efficacy for coccidiostats in the framework of the renewal is to 
ensure that the data ref lects current situation. If the data is produced 3 years before the 
submission (1 year for strain selection + 2 years before submission), the relevance of the data 
submitted to ref lect current conditions would be questionable. In addition, the guidance on 
efficacy recommends only one passage (three is the maximum provided that the virulence of 

the strain is retained). In any case, as indicated in the General Provisions, the applicant may 
deviate from the requirements of the Guidance providing a sound justif ication which will be 

assessed by the experts of the Panel.  

Q:  In the context of user safety, reference has been made to REACH and to CLP 

Regulations. What does it exactly mean? (R. Schreiner, Feed and additives GmbH) 

A:  Any assessments made by ECHA or by any other international body could be used to support 

the safety of the additive for the users. 

Q:  What are the views of the European Commission on the updated guidance on renewal? 

(D. Jans, SERRPA) 

A:  The EC accepts the guidance that EFSA prepares. It is important to note that the renewal 

process is not just an administrative procedure but is an important step to ensure that the f eed 

additive remains safe. 

14. Any other business 

The dates of the 151st and 152nd Plenary meetings have been slightly modif ied to 27-28 January and 

17-18 March 2021, both to take place via webconference. 

The Chair of the Panel closed the session by giving an overview of the achievements of the FEEDAP 

Panel in the last years and thanked the Panel and the EFSA staff for their work. 

The Chair closed the session by thanking all the participants to the Open Session. 


