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SCIENTIFIC PANEL ON FOOD ADDITIVES AND NUTRIENT SOURCES ADDED TO FOOD 

Minutes of the 41st plenary meeting of the  

Scientific Panel on Food Additives and Nutrient Sources added to Food (ANS) 

Held on 22-24 April 2013, Parma, Italy  
 

(Agreed on 14 May 2013)  

 

Participants 

 Panel Members: 

- Fernando Aguilar, Birgit Dusemund, Pierre Galtier, Riccardo Crebelli, David Gott 
(Vice-Chair), Ursula Gundert-Remy, Claude Lambré (Vice-Chair), Jean-Charles 
Leblanc, Alicja Mortensen (Chair), Agneta Oskarsson, Dominique Parent-Massin, 
Martin Rose, Ivan Stankovic, Paul Tobback, Ine Waalkens-Berendsen, Ruud 
Woutersen and Matthew Wright  

 European Commission: 

- Wim Debeuckelaere 

 EFSA:  

- Food Ingredience and Packaging (FIP) Unit: Anna Campanini, Claudia Heppner, 
Georges Kass, Kim Petersen, Ana Rincon, Camila Smeraldi, Alexandra Tard and 
Stavroula Tasiopoulou 

- Planning &Monitoring team Science Strategy and Coordination Directorate: Andras 
Szordi. 

1. Welcome and apologies for absence 

The Chair welcomed the participants to the 41st ANS Panel meeting. Apologies were 
received from Jürgen König and Pasquale Mosesso. 

2. Adoption of agenda 

The draft agenda was adopted without any modifications. 
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3. Declarations of interest 

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making 
Processes regarding Declarations of Interests (DoIs)1 and the Decision of the Executive 
Director implementing this Policy2, 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. No conflicts of interests related to the issues discussed in this meeting have been 
identified during the screening process or at in the Oral Declaration of interest (ODoI) at the 
beginning of this meeting. 

4. Agreement of the minutes of the 40th Plenary meeting held on 12-14 March 
2013, Parma, Italy 

The members of the ANS Panel acknowledged the draft minutes of the 40th plenary meeting 
and proposed some minor revisions. With these revisions the ANS Panel agreed with the 
minutes of the 40th plenary meeting. The minutes are available on the Authority’s webpage3.  

5. Report on written procedures since 40th Plenary meeting 

No outputs were adopted by written procedure.  

6. Scientific outputs submitted for discussion and possible adoption 

6.1. Draft opinion on Allura Red AC(E 129) (EFSA-Q-2012-00743) 

The Chair of the ANS WG Allura Red provided an update on the progress made in relation 
with the draft statement on Allura Red AC and other sulphonated mono azo dyes. Further to 
the steer received from during the 39th ANS Panel plenary meeting which was held on 19 to 
21 February 2013, the draft opinion has been further elaborated during working group 
meetings and was presented to the ANS Panel for the second time.  

The Panel generally agreed with the conclusions and recommendations of the ANS WG 
Allura Red that a repetition of the in vivo comet assay in mice using a standard protocol is 
needed. Suggestions were made to the text that would need further elaboration. The revised 
statement will be presented for possible adoption at the next plenary. 

Finally the Panel expressed their appreciation to the FIP staff member for the excellent 
scientific support in preparing this output.  

6.2. Draft opinion on Ephedra species (EFSA-Q-2012-00106) 

The Chair of the ANS WG on Botanicals in food introduced the draft opinion to the ANS 
Panel and highlighted the main points for discussion during a presentation. It was explained 
to the Panel that the draft opinion was still in a preliminary stage and that in order to progress 
with its elaboration, the WG on Botanicals needs steering from the Panel on the general 
approach to take for the safety assessment of botanicals preparations containing 
pharmacologically active alkaloids intended for use in food supplements. The Panel 
supported the approach taken for the evaluation by the Working Group. The Panel noted that 
still quite some work is needed to finalise this opinion and supported the request from the 
Working Group to ask the European Commission for an extension of deadline.  

 

                                                      

1
 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 

2
 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf  

3
 http://www.efsa.europa.eu/en/events/event/130312b-m.pdf  

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00743
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00106
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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6.3. Draft opinion on Yohimbe (EFSA-Q-2012-00228) 

The Chair of the ANS WG on botanicals in food introduced the draft opinion to the ANS 
Panel and highlighted the main issues during a presentation. As for agenda item 6.2, it was 
explained that the draft opinion was still in a preliminary stage and that advice from the Panel 
was requested in order to progress with its elaboration. Similar issues to those raised under 
the agenda item 6.2 were brought to the attention of the Panel. Also in this case the herbal 
preparation under assessment contains pharmacologically active alkaloids. The Panel 
supported the approach taken for the evaluation by the Working Group. The Panel noted that 
still quite some work is needed to finalise this opinion and supported the request from the 
Working Group to ask the European Commission for an extension of deadline. 

6.4. Aspartame (E 951) (EFSA-Q-2011-00406) 

The ANS Panel further eloborated the opininon on the re-evaluation of aspartame (E 951) as 
a food additive, particularly the toxicity of formaldehyde and the opinion elaborated by the 
FEEDAP Panel were discussed. The draft opinion will be scheduled for further discussion 
during the next ANS plenary.   

6.5. Draft opinion on riboflavin (E 101i) (EFSA-Q-2011-00361; EFSA-Q-2011-00430) 

The rapporteur introduced the draft document to the ANS Panel and explained the main 
issues for discussion.  

In the absence of carcinogenicity/chronic toxicity studies and lack of relevant reproductive 
and developmental toxicity studies the Panel has previously considered basing its re-
evaluation on riboflavins (E 101) on the Margin of Safety and did not accept this approach.  

The rapporteur proposed a weight of evidence approach. The.ANS Panel noted that the 
exposure section needed further elaboration and that the usages data provided by 
FoodDrinkEurope in 2009 should be clarified. The EU Commission agreed to liaison with 
FoodDrinkEurope. The opinion will be presented for possible adoption in the near future 
when these issues have been addressed.   

1. New Mandates  

The ANS Panel members were informed that since the last plenary meeting three new 
mandates related to applications on food additives ethyl lauroyl arginate, hydroxypropyl 
methylcellulose and antrapen, (EFSA-Q-2013-00338, EFSA-Q-2013-00283, EFSA-Q-2013-
00284) have been received. The first request was accepted by EFSA and work is in 
progress. For the other two applications the suitability assessment related to the data 
provided is still under consideration by APDESK. In addition, the panel was informed that the 
dossier on the safety evaluation of Kopal (EFSA-Q-2013-00238) as food additives was not 
accepted by EFSA as the specifications for Kopal and the analytical methods used to 
characterise Kopal´s migration profile were not provided. Furthermore the Panel members 
were informed that the EFSA accepted  a mandate on technical assistance related to use of 
phosphate additives (EFSA-Q-2013-00311) and accepted a revised terms of reference 
related to (6S)-5-methyl-tetrahydrofolic-acid, glucosamine salt (EFSA-Q-2012-00843). 

 

2. Feedback from the Scientific Committee/the Scientific Panel, Working Groups, 
EFSA, the European CommissionScientific Committee 

The head of the FIP Unit who attended on behalf of the chair of the ANS Panel the 61st 
plenary meeting of the Scientific Committee (SC) informed that the chair of the Management 
Broad of EFSA attended the first day of the SC meeting. The MB chair presented the four 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00228
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00406
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00361
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00430
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00338
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00283
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00284
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00284
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00238
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00311
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00843
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recommendations of the Management Board4 following the external evaluation of EFSA in 
2012 and invited the members of the SC for expressing their views. .EFSA  presented the  
draft Multiannual work plan (2014-2016), multi-annual activities in relation to grants and 
procurement, harmonised timelines for submitting information to EFSA within the stop the 
clock mechanism, virtual library project and consideration of new data available after the 
adoption of opinions. In addition, a joint presentation on formaldehyde currently under 
evaluation by the FEEDAP Panel and the ANS Panel (as metabolite of methanol) was 
presented and the members of the SC recommended to elaborate on the kinetics of 

formaldehyde and model the internal exposure to formaldehyde for both uses. 

8.2 Working Groups 

8.2.1 Working Group “Toxicology” 

The Chair of the ANS WG on Toxicology mentioned that during its last meeting the draft 
opinion on advantame was discussed in particular the new study investigating the 
potential immunotoxic effects of advantame. In addition, the WG identified the need to 
update  the  guidance for submission for nutrient source evaluations. 

8.2.2 Working Group “Botanicals in Food” 

No additional information was provided due to the discussions which took place under 
item 6.2. and 6.3. 

8.2.3 Working Group “Allura Red” 

Outcome of this WG was discussed under item 6.1. No additional information was 
provided.  

8.2.4 Working Group “A on Food Additives and Nutrient Sources” 

The Chair of the ANS A mentioned that during the last WG meeting eight draft opinions 
on food additives: riboflavin (EFSA-Q-2011-00361; EFSA-Q-2011-00430), iron oxides 
and hydroxides (EFSA-Q-2011-00347), sorbates (EFSA-Q-2012-00740), acacia gum 
(EFSA-Q-2011-00513) locust bean gum (EFSA-Q-2011-00510) sorbitans (EFSA-Q-
2011-00571, EFSA-Q-2011-00572, EFSA-Q-2011-00573, EFSA-Q-2011-00574, EFSA-
Q-2011-00575), polyglycerol esters of fatty acids (EFSA-Q-2011-00564) and oxidised 
polyethylene wax (EFSA-Q-2011-00709) and one nutrient source (6S)-5-methyl-
tetrahydrofolic-acid glucosamine salt (EFSA-Q-2012-00843) were discussed and good 
progress was made. A member of the WG had some questions in relation with the terms 
of reference for the evaluation of (6S)-5-methyl-tetrahydrofolic-acid glucosamine salt and 
it was agreed to clarify this issue with the European Commission. 

8.2.5 Working Group “B on Food Additives and Nutrient Sources”” 

The Chair of the ANS B mentioned that during the last WG meeting good progress been 
made on six opinions: beetroot red (EFSA-Q-2011-00350), tocopherol (EFSA-Q-2011-
00475, EFSA-Q-2011-00476, EFSA-Q-2011-00477, EFSA-Q-2011-00478), ascorbates 
(EFSA-Q-2011-00471, EFSA-Q-2011-472), Montan acid esters (EFSA-Q-2011-00708), 
Dimethyl dicarbonate (EFSA-Q-2011-00459) and Polyoxyethylene sorbitans (EFSA-Q-
2011-00523, EFSA-Q-2011-00524, EFSA-Q-2011-00525, EFSA-Q-2011-00526, EFSA-
Q-2011-00527). The ANS Panel was furthermore informed that for the re-evaluation of 
montan acid esters no data was received during a public call for data but useful data has 
been found in ECHA’s database. However the data from ECHA only contains abstracts 
and cannot be verified since the applicant proving the data has not agreed to share the 

                                                      

4
 Available at http://www.efsa.europa.eu/en/keydocs/docs/mbrecommendations2012.pdf  

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00361
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00430
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00347
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00740
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00513
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00510
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00571
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00571
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00572
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00573
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00574
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00575
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00575
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00564
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00709
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00843
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00350
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00475
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00475
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00475
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00475
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00475
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00471
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00472
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00708
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00459
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00523
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00523
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00524
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00525
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00526
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00527
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00527
http://www.efsa.europa.eu/en/keydocs/docs/mbrecommendations2012.pdf
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data with EFSA. The Panel was asked how to deal with such a situation and the Panel 
advised that if summary data are not suitable for risk assessment they can unfortunately 
not be used.  EFSA agreed to bring this issue to the attention of the hierarchy. 

8.2.6 SC Working Groups of interest to ANS Panel 

8.3 EFSA 

8.3.1 General matters 

A staff member of P&M team SCISTRAT informed the Panel members about  

 the upcoming open ANS Panel meeting which is scheduled for July 2013, and 
particularly outlined the rules and procedures in relation with the attendance of 
observers More details can be found in the respective document.5 Questions raised 
by the members of the Panel were addressed.   

The Head of the FIP Unit informed the members of the ANS Panel on the following matters:  

 EFSA has published a new call for expressions of interest for membership in ANS 
and CEF Panel on 15 April 2013. The call for expressions of interest for membership 
of the Scientific ANS and CEF Panels of EFSA ends 17 June 20136. 

 The ANS Panel was informed that Annamaria Rossi joined the FIP unit as senior 
toxicologist responsible for the sector flavourings on 1 April 2013. Furthermore Diletta 
Ciolina interim staff member and Kim Petersen, scientific officer and co-ordinator of 
ANS WG B Food Additives and Nutrient Sources will leave EFSA by end of July 
2013.  

8.3.2 Feedback stakeholder meeting aspartame  

A staff member of the FIP unit and the chair of the ANS Panel informed the members of the 
ANS Panel on the outcome of the follow-up meeting based on the web-based comments 
submitted during the public consultation process on the re-evaluation of aspartame (E 951) 
which took place on 9 April 2013 in Brussels. The main issues raised were related to data 
used for the safety evaluation, including the selection criteria, dismissal of the Soffritti cancer 
studies, toxicity of methanol, neurotoxicity of aspartame and the acceptable daily intake as 
well as the methodological approach taken to use human data for concluding on the safety of 
aspartame. The meeting documents (agenda and presentations given) are available on the 
Authority’s webpage7.  

Based on the outcome of the public consultation and the follow-up meeting and EFSA’s 
initiated activities in relation with formaldehyde (see agenda item 8.1) the members of the 
ANS Panel felt that the current deadline of May 2013 will be challenging to achieve and thus 
considered that EFSA should ask for an extension of the deadline.   

8.3.3 Feedback opinions  

The members of the ANS Panel were informed that in the recently published opinion on 
anthocyanins an inaccuracy in relation with the exposure assessment occurred which has no 
impact on the overall conclusion. The ANS panel proposed revisions to the current text and 
supported to republish a revised version. 

 

                                                      

5
 Available under URL. http://www.efsa.europa.eu/en/stakeholders/docs/observersguidelines.pdf  

6
 Available under URL: 

http://www.efsa.europa.eu/en/scpanels/memberscall2011.htm?utm_source=homepage&utm_medium=infocus&
utm_campaign=callexperts2013  

7
 Available under URL: http://www.efsa.europa.eu/en/events/event/130409.htm  

http://www.efsa.europa.eu/en/stakeholders/docs/observersguidelines.pdf
http://www.efsa.europa.eu/en/scpanels/memberscall2011.htm?utm_source=homepage&utm_medium=infocus&utm_campaign=callexperts2013
http://www.efsa.europa.eu/en/scpanels/memberscall2011.htm?utm_source=homepage&utm_medium=infocus&utm_campaign=callexperts2013
http://www.efsa.europa.eu/en/events/event/130409.htm
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8.4 European Commission 

Wim Debeuckelaere from the EU Commission informed the ANS Panel that the outcome of 
opinions related to octenyl succinic acid, modified gum arabic, stigmasterol-rich plant sterols, 
sucrose esters of fatty acids (E 473), neutral methacrylate copolymer and anionic 
methacrylate copolymer (E 1205) have been followed up in the Member States working 
group meetings.   

9. Other scientific topics for information and/or discussion   

9.1 Technical report: public consultation aspartame (EFSA-Q-2012-00881) 

The draft technical report on the public consultation of the draft opinion on aspartame was 
presented and proposals how to address the comments were suggested by the members of 
the ANS Panel. The draft technical report will be further elaborated during the next upcoming 
ANS Plenary meeting in May. 

 

10. Any Other Business  

The ANS Panel was informed that the applicant of the iodized ethyl esters of poppy seed oil 
has requested further clarification why the ANS Panel could not conclude on the safety of the 
nutrient source of iodine for the fortification of food.  
 
Panel members of the ANS Panel indicate the need to reflect on the current working 
practises in relation with substances which are under evaluation by the ANS and the 
FEEDAP Panel.  

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00881

