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MINUTES OF THE 70
TH

 PLENARY MEETING  

OF THE SCIENTIFIC PANEL ON ADDITIVES AND PRODUCTS OR SUBSTANCES USED IN 

ANIMAL FEED (FEEDAP) 

(PARMA, 13-14 JULY 2010) 

 

(AGREED ON 5 OCTOBER 2010) 

PARTICIPANTS 

Panel Members 

Gabriele Aquilina, Paul Brantom, Andrew Chesson, Joop de Knecht (1
st
 day), Mikolaj Antoni 

Gralak, Jürgen Gropp, Reinhard Kroker, Lubomir Leng, Anne-Katrine Lundebye Haldorsen, 

Alberto Mantovani, Miklós Mézes, Derek Renshaw and Maria Saarela.  

 

Apologies  

Georges Bories, Joop de Knecht (2
nd

 day), Noël Dierick, Ingrid Halle and Sven Lindgren. 

 

EFSA 

Claudia Roncancio-Peña, Jaume Galobart, Maria Vittoria Vettori, Lucilla Gregoretti, Gloria López-

Gálvez, Matteo Innocenti and Nicola Jane Reynolds.  

  

European Commission 

Marta Ponghellini (DG SANCO) and Giuseppe Simone (DG JRC). 

 

1. WELCOME AND APOLOGIES FOR ABSENCE 

The Chair opened the meeting and welcomed the participants to the 70
th

 Plenary meeting of the 

FEEDAP Panel.  

Members not able to attend the meeting had sent their apologies (see under participants).  

2. ADOPTION OF THE AGENDA 

The agenda was adopted. 

3. DECLARATIONS OF INTEREST 

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual 

Declaration of interest (ADoI) and the Specific Declaration of interest (SDoI) filled in by the 

experts invited for the present meeting. For further details on the outcome of the screening of 

the ADoI and SDoI, please refer to the Annex I. 

4. ADOPTION OF THE DRAFT MINUTES OF THE 69
TH

 PLENARY MEETING  

The minutes of the 69
th

 Plenary meeting of the Panel held on 22-23 June 2010 were reviewed 
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and agreed.1 

5. WORK PROGRAM 

5.1. Discussion and possible adoption of the following scientific opinions 

- Assessment of herbs, essential oils and other plant products as additives for use in 

animal nutrition (EFSA-Q-2004-064) 

The Rapporteur presented the question and the draft opinion. This question refers to a self-

task initiated by the Panel in 2005. As a first step, the Panel outsourced, via a call for 

tenders, the preparation of a background paper “Study on the assessment of plants/herbs, 

plant/herb extracts and their naturally or synthetically produced components as “additives” 

for use in animal production”.2  

On the basis of this report and other protocols developed elsewhere in EFSA for the 

assessment of botanicals extracts/components used as food/food supplements, the Panel was 

able to propose the approach to botanicals eventually incorporated into Commission 

Regulation (EC) No 429/2008, and in the guidance for the preparation of dossiers for 

sensory additives – flavouring compounds,3 developed by the FEEDAP Panel.   

The statement was adopted.4 

- Soda ash (sodium carbonate) for all species (EFSA-Q-2008-694) 

The Rapporteur presented the question and the draft opinion. This question refers to an 

application for the authorisation under Article 4 of Regulation (EC) No 1831/2003 of the 

product sodium carbonate as a technological additive (acidity regulator) for all species.  

The draft opinion was discussed. The Panel concluded on the basis of the existing use in 

food, that the additive is safe for all animal species, consumers and users. It is also safe for 

the environment. Sodium carbonate is a well known component of many buffer solutions. 

However, the relevance of its buffering capacity in feed materials is not demonstrated. 

The opinion was adopted.5 

- Specific guidelines for the authorisation of additives belonging to the new functional 

group of substances for reduction of the contamination of feed by mycotoxins (EFSA-

Q-2009-00894) 

The rapporteur presented the question and the draft statement. EFSA was asked to deliver a 

technical advice on the guidelines to be followed for the submission of the dossier 

accompanying applications for authorisation of additives belonging to the functional group 

of substances for reduction of the contamination of feed by mycotoxins. 

Based on additional requirements identified for the assessment of additives falling into the 

functional group “substances for reduction of the contamination of feed by mycotoxins”, the 

FEEDAP Panel derived a proposal for the modification of Annex III of Regulation (EC) No 

429/2008. 

                                                 
1

 http://www.efsa.europa.eu/en/events/event/feedap100622-m.pdf  
2

 http://www.efsa.europa.eu/en/scdocs/scdoc/070828.htm 
3 http://www.efsa.europa.eu/en/scdocs/scdoc/1352.htm   
4
  http://www.efsa.europa.eu/en/scdocs/scdoc/1694.htm  

5
  http://www.efsa.europa.eu/en/scdocs/scdoc/1695.htm  

http://www.efsa.europa.eu/en/events/event/feedap100622-m.pdf
http://www.efsa.europa.eu/en/scdocs/scdoc/070828.htm
http://www.efsa.europa.eu/en/scdocs/scdoc/1352.htm
http://www.efsa.europa.eu/en/scdocs/scdoc/1694.htm
http://www.efsa.europa.eu/en/scdocs/scdoc/1695.htm
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The statement was adopted.6 

5.2. Discussion of the following scientific opinions 

- Sel-Plex
®
 (organic form of selenium produced by Saccharomyces cerevisiae) for all 

species (EFSA-Q-2009-00752) 

The rapporteur presented the question and summarised the work done by the working group. 

This question refers to an application for authorisation under Article 4 of Regulation (EC) 

No 1831/2003 of the product Sel-Plex
®
 as a zootechnical additive for all species. 

The Panel expressed it views on some of the principles to undertake the assessment of this 

dossier, taking into account the number, quality and significance of studies submitted 

supporting each of the specific claims.  

- Clinacox
®
 0.5% (diclazuril) for guinea fowl (EFSA-Q-2009-00968) 

A member of the working group presented the question and the draft opinion. This question 

refers to an application for authorisation under Article 4 of Regulation (EC) No 1831/2003 

of the product  Clinacox
®
 0.5% as a coccidiostat for guinea fowl. 

The draft opinion was discussed. The opinion will be submitted for adoption once the 

comments from the Member States are received and considered. 

- Update of the “Guidance for the preparation of dossiers for technological additives” to 

include the new functional group “substances for reduction of the contamination of 

feed by mycotoxins" (EFSA-Q-2010-00017) 

It was decided to postpone the adoption of the guidance document until Regulation (EC) No 

429/2008 has been revised. 

6. PROGRESS REPORT ON ONGOING WORK 

Not discussed 

7. FEEDBACK FROM THE SCIENTIFIC COMMITTEE  

The Panel was updated of the current working groups of the Scientific Committee. Those 

members of the Panel participating in any of the working groups provided feedback on the 

progress of the work.  

8. NEW REQUESTS TO EFSA  

8.1. New applications under Regulation (EC) No 1831/2003 

The Commission has forwarded to EFSA the following new applications of feed additives 

seeking authorisation under Regulation (EC) No 1831/2003 since the last Plenary meeting. 

These applications were presented to the Panel, who accepted them, and are currently being 

checked for completeness: 

Additive EFSA-Q-Number 

Optimûn
®
 (adenine, cytosine, guanine, thymine, uracil and purified RNA) 

for salmon and trout 
EFSA-Q-2010-00904 

                                                 
6
  http://www.efsa.europa.eu/en/scdocs/scdoc/1693.htm  

http://www.efsa.europa.eu/en/scdocs/scdoc/1693.htm
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Actisaf
®
 Sc 47 (Saccharomyces cerevisiae NCYC Sc 47) for rabbits for 

fattening and pet and non-food producing rabbits 
EFSA-Q-2010-00936 

Natugrain
®
 TS/L (endo-1,4-beta-xylanase, endo-1,4-beta-glucanase) for 

chickens for rearing, turkeys for breeding purposes, turkeys reared for 

laying, minor avian species for fattening, minor avian species for laying, 

pet birds 

EFSA-Q-2010-00937 

Yea-Sacc
®
 1026 (Saccharomyces cerevisiae CBS 493.43) for calves and 

cattle for fattening, diary cows and dairy sheep (for milk production), lambs 

for fattening and rearing, dairy goats (for milk production), kids for 

fattening and rearing, dairy buffalo 

EFSA-Q-2010-00938 

  

8.2. Self-tasks 

Subject EFSA-Q-Number 

Guidance document for the assessment of biomasses for use in animal 

nutrition 
EFSA-Q-2010-00939 

 

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

Applications considered valid for the start of the assessment: 

# Additive EFSA-Q-Number Valid on 

1 

BioPlus 2B
®
 (Bacillus licheniformis and Bacillus 

subtilis) for piglets, pigs for fattening, sows, turkeys for 

fattening and calves 

EFSA-Q-2009-00680 07/07/2010 

2 

Hostazym
® 

X  (endo-1,4-beta xylanase) for chickens for 

fattening, turkeys for fattening, laying hens, weaned 

piglets, fattening pigs and other birds for fattening or 

laying 

EFSA-Q-2010-00036 24/06/2010 

3 
AveMix XG 10 (endo-1,4-beta-xylanase and endo-

1,3(4)-beta-glucanase for chickens for fattening 
EFSA-Q-2010-00700 24/06/2010 

4 Choline chloride for all animal species and categories EFSA-Q-2010-00872 30/06/2010 

5 

Chemically defined flavourings from Flavouring Group 

06 - Aliphatic, alicyclic and aromatic saturated and 

unsaturated tertiary alcohols and esters with esters 

containing tertiary alcohols. Esters may contain any acid 

component: 13 substances for all animal species and 

categories 

EFSA-Q-2010-00873 01/07/2010 

6 

Chemically defined flavourings from Flavouring Group 

10 - Secondary aliphatic saturated or unsaturated 

alcohols/ketones/ketals/esters with a second secondary 

or tertiary oxygenated functional group: 11 substances 

for all animal species and categories 

EFSA-Q-2010-00874 06/07/2010 

These applications were assigned to the working group on Micro-organisms (#1), Enzymes 

(#2 & 3), Vitamins (#4) and Feed flavourings (#5 and 6). 

9. GENERAL INFORMATION FROM EFSA 

- Didier Verloo, from the Assessment Methodology Unit of EFSA gave a presentation on 

EFSA project on the Application of systematic review methodology to food and feed safety 

assessments in support of decision making. 

- Davide Arcella, from the Data Collection and Exposure unit, gave a presentation on the new 
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EFSA’s comprehensive food consumption database. 

- Christine Majewski, Strategy and Prospective Advisor, informed the Panel on the 

discussion at Codex on ractopamine, and on the ad-hoc task force on animal feeding.  

10. EMERGING RISKS 

- No emerging risks have been identified. 

11. MISCELLANEOUS 

- The Panel discussed the Codex paper “Factors taken into account in connection with 

establishing the ADI and the current process of recommending MRLs”. Comments were 

collected and will be submitted by the secretariat (see Annex II).  

- The plenary in September has been cancelled. 
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Annex I 

 

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOIS OR SDOIS 

 

- In his ADoI, Prof. Jürgen Gropp declared the following interest: he had done some consultancy 

work related to detoxifying dietary agents in pets. In accordance with EFSA’s Policy on 

Declarations of Interests and Implementing documents thereof, and taking into account the 

specific matters discussed at the meeting in question, the interest above was deemed to represent 

a conflict of Interest. Pursuant to EFSA’s Procedure on Identifying and Handling Declarations of 

Interest, the said expert incurs in the limitations identified under point C.III.b, that is, he cannot 

act as chair of the working group.  
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Annex II 

EFSA/FEEDAP Panel note on the discussion paper on factors taken into account in 

connection with establishing the ADI and the current process of recommending MRLs 

(CX/RVDF 10/19/8) 

 

Estimated Daily Intake (EDI) approach 

In relation to the specific recommendations presented in paragraph 17, the FEEDAP Panel suggests 

that the median residue levels in animal derived food for the calculation of an Estimated Daily 

Intake (EDI) as model for estimating chronic dietary exposure should be derived from experiments 

that would allow a robust statistical evaluation.  

 

Utilization of the Full ADI 

The FEEDAP Panel is of the opinion that more discussion is needed when considering the fact that 

besides its use as veterinary medicine or feed additive, a substance may also be used for other 

purposes (e.g. as a pesticide). In such a case, it must be assured that the cumulative consumer 

exposure from all sources would not exceed the ADI. CVMP/EMA usually considers this relation.  

The pattern of use is clearly different between veterinary medicines and feed additives (dose range 

mostly legally restricted, lifelong use and higher number of treated animals). As a general approach, 

the FEEDAP panel sets MRLs mainly considering the quantity of residues that arise from the 

maximum permitted dose.  

Which conditions are considered in the JECFA approach to set MRLs? 

 

Food basket content 

The FEEDAP Panel favours a wide approach. In addition, sub-populations potentially at higher risk 

(children, pregnant women, elderly and eaters vs. non-eaters) should be normally considered.  

With regard to this, by the end of 2008, EFSA started a project aimed at establishing the EFSA 

Comprehensive European food consumption database (Comprehensive database). Twenty different 

Member States provided to EFSA food consumption data at individual level collected in 22 

different national dietary surveys (56,259 subjects in total). In addition to this, consumption data for 

children from 13 different Member States have been provided to EFSA at the finest level of detail 

(12,348 subjects in total) within the EXPOCHI (Individual food consumption data and exposure 

assessment studies for children) project.  

The FEEDAP Panel will base his first approach developing a worst case scenario based on figures 

coming from the database. 

 

 


