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MINUTES OF THE 2nd PLENARY MEETING 
OF THE SCIENTIFIC PANEL ON 

FOOD ADDITIVES AND NUTRIENT SOURCES  
ADDED TO FOOD (ANS) 

Held in Parma on 23-25 September 2008 
 
 
PARTICIPANTS 
Panel Members: 

Fernando Aguilar, Ruth Charrondiere, Birgit Dusemund, Pierre Galtier, David Gott, Rainer Gürtler, 
Georges Kass, Jürgen König, Claude Lambré, John Christian Larsen (Chair), Jean-Charles Leblanc, Alicja 
Mortensen, Dominique Parent-Massin, Iona Pratt (Vice-Chair) (first day and second day morning), Ivonne 
Rietjens (Vice-Chair), Ivan Stankovic, Paul Tobback, Tatjana Verguieva, Ruud Woutersen. 

 

Apologies 

John Gilbert, Sandro Grilli 

 

EFSA 

Joanne Gartlon, Hugues Kenigswald, Anastasia Kesisoglou, Ana-Maria Rincon, Stavroula Tasiopoulou, 
Anne Theobald (scientific staff) – Maria Correia, Maud Pâques (administrative staff). 

 

European Commission 

Marina Marini 

 

1. WELCOME; APOLOGIES FOR ABSENCE 

The chair welcomed the participants and the secretariat noted apologies. 

2. ADOPTION OF THE AGENDA 

The agenda was adopted. 

3. DECLARATIONS OF INTEREST 

The declarations concerning items on the agenda of this meeting are noted under the specific items 
(8.4). 
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4. MATTERS ARISING FROM THE 1ST  PLENARY MEETING HELD ON 10 JULY 2008 

The draft minutes were adopted. They can be seen on:  

http://www.efsa.europa.eu/cs/BlobServer/Event_Meeting/ans_minutes_1st_plenmeet.pdf  

5. GENERAL INFORMATION FROM EFSA AND THE COMMISSION 

5.1. ANS Unit 

The two new scientific officers (A. Kesisoglou and J. Gartlon) in the ANS Unit were introduced and 
the arrival of 3 other scientific officers by the beginning of November 2008 was announced. 

5.2. Re-evaluation of azo colours 

The status of the re-evaluation of the azo colours has been a subject of discussions between EFSA and 
the DG SANCO. The Commission asked EFSA to give priority to the 6 colours, related to the so-
called“Southampton study”. These colours are foreseen to be re-evaluated by June 2009.  

A new request from the Commission on the possible allergenicity of azo colours was mentioned. This 
request is in the remit of the NDA Panel. 

5.3. Aspartame 

Among the activities of the Advisory Forum of EFSA, a Meeting of National Experts on Aspartame 
will be held in January or March 2009 to identify possible areas of discrepancies, or gaps, in the body 
of evidence on aspartame safety and to consider options to address these discrepancies and/or gaps, if 
any.  

5.4. New applications on nutrient sources 

New applications for the evaluation of nutrient sources for food supplements might be received in the 
future but it is difficult to foresee their numbers and when they might come. 

New applications for the evaluation of nutrient sources for the fortification of foods are foreseen in 
2009 and 2010 because the regulation gives the possibility to grant national derogations. The deadline 
for the submission of the corresponding applications is the end of January 2010 and the derogation 
period ends in January 2014. 

5.5. Meeting of the Chairs of the European Scientific Committees and EFSA Panels 

A meeting of the Chairs of the EFSA Panels and EFSA Panel Secretariat with the Scientific 
Committees of the Commission, the European Medicines Agency (EMEA) and the European Centre 
for Disease Prevention and Control (ECDC) is planned for November 2008. 
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6. STATUS OF EXISTING SCF GUIDELINES ON FOOD ADDITIVES AND NUTRIENT SOURCES 

The Panel was informed of the guidelines prepared by the SCF on categories of food chemicals that 
fall within the remit of the panel. It was decided that there was no immediate need to revise these 
guidelines and that petitioners should continue to use these guidelines for the time being. Therefore 
the Panel endorsed provisionally the current guidance for the evaluation of Food Additives and the 
current guidance for the evaluation of Nutrient sources, both established by the SCF in 2001. 

The SCF guidance on submission for food additive evaluations can be found at: 
http://ec.europa.eu/food/fs/sc/scf/out98_en.pdf 

The SCF guidance on submission for the safety evaluation of sources of nutrients can be found at: 
http://ec.europa.eu/food/fs/sc/scf/out100_en.pdf  

The ANS Panel also concurred with the views expressed by the former AFC Panel in 2003 when 
endorsing the SCF guidance for the evaluation of the nutrient sources that in order to avoid 
unnecessary testing whenever safety considerations allow:  

i) Any available toxicological data should be submitted in the first instance.  

ii) These data will then be considered by the Panel with a view to deciding whether any further data 
are required, in the light of the fate of the source in the body  

iii) If further limited data are required to establish the safety of the source the Panel will specify the 
data required.  

iv) Only in the event that more extensive data are requested the petitioner will be referred to the 
already established guidelines for food additives, which set out what is normally required. In the event 
that the petitioner considers some aspects of these guidelines do not need to be followed, the 
reasoning for this should be given. 

 

In view of the past experience with a number of applications for sources of nutrients, the issue of 
checking the validity of the application dossiers and its practical consequences was raised. It was 
concluded that:  

- when requesting missing data (in comparison to the requirements presented in the guidance 
document), the applicants should be informed that in the absence of adequate information on 
the identity of the source, the toxicological properties or the proposed uses and use levels, the 
Panel might not be able to confirm the safety of the source. 

- as far as possible short statements concluding on the impossibility to demonstrate the safety of 
the nutrient source will be prepared for the dossiers that do not support adequately the 
applications. 

The Panel also expressed the wish that in the future, the legislative texts for nutrient sources: 

- mention clearly the responsibility of the Member states to check the validity of the dossiers 
supporting the national derogations they grant, 

- grant EFSA the possibility to reject invalid dossiers (ie not complying with the guidance 
document) without the need to have the rejection endorsed by an opinion by the Panel. 

The Panel also noted that the mention of “unfavourable opinion” in Directive 2002/46/EC may lead to 
difficulties in the interpretation of the opinions of the Panel. 
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The Panel was also informed that EFSA will have to provide the data requirements for the evaluation 
of Food Additives within 6 months from the entry into force of the new Regulation on Food Additives 
that will normally take place in early 2009. However the data requirements for the evaluation are 
closely linked to the guidance document for the evaluation of food additives and it is estimated that 
revising the existing guidance document would need a public consultation and could take between 18 
and 24 months. Therefore the approach that is explored would be to have the data requirements 
defined in the legally-binding 6 months period, mainly on the basis of the existing guidance document 
established by the SCF in 2001 with a number of additions and clarifications and to further revise the 
data requirements when a new guidance document will have been established by the Panel. According 
to the European Commission, the implementation measures of the future Regulation on food additives 
that the European Commission has to publish within 24 months of the entry into force of this 
Regulation will be revised if necessary in order to ensure that the data requirements for the evaluation 
are in line with the future guidance of the ANS Panel. 

7. REPORT FROM THE WORKING GROUPS 

The Chairs of the two working groups on additives and nutrient sources reported on the first meeting 
of the working groups that had taken place from 2 to 4 September 2008. 

8. FOOD ADDITIVES 

8.1. Natamycin 

 (Question N° EFSA-Q- 2006-009) 

Due to lack of time this item was not discussed. 

8.2. High viscosity white mineral oils 

 (Question N° EFSA -Q-2008-003) 

Due to lack of time this item was not discussed. 

8.3. Taurine and D-glucurono-γ-lactone in “energy” drinks 

 (Question N° EFSA-Q-2007-113) 

Due to lack of time this item was not discussed. 

8.4. Re-evaluation of food colours (Allura Red AC) 

 (Question N° EFSA-Q-2003-134) 

David Gott declared an interest, as he is employed by the U.K. Food and Standards Agency (FSA), 
which has commissioned the “Southampton study” (McCann et al., 2007 - study on the effect of some 
colours and sodium benzoate) in which allura red AC was one of the colour used. This was not 
considered a conflict of interest.  

The draft opinion was presented and discussed and the proposed changes to the text were noted.  
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The item will be re-discussed in a forthcoming Plenary meeting of the Panel. 

9. NUTRIENT SOURCES 

9.1. Calcium fluoride 

(Question N°  EFSA-Q-2005-088) 
 

Due to lack of time this item was not discussed. 

9.2. Calcium L-threonate 

(Question N° EFSA Q-2005-158) 

The draft opinion was presented by the rapporteur, discussed, proposed changes to the text were noted 
and it was decided to submit the draft opinion to an adoption by written procedure. 

9.3. Silver hydrosol 

(Question N° EFSA-Q-2005-169) 

The draft opinion was briefly presented and discussed. The item will be rediscussed in a forthcoming 
Plenary meeting.  

9.4. Adenosylcobalamin and Methylcobalamin as a source of Vitamin B12 

(Questions N° EFSA Q-2005-165, Q-2005-173, Q-2006-280) 

The draft opinion was presented and discussed. The proposed changes to the text were noted and the 
opinion was adopted.  

Assuming that in case of vitamin B12 the ligand will not influence the biological activity of the main 
molecule significantly, the Panel concluded that methylcobalamin and 5’-deoxyadenosylcobalamin 
will be bioavailable, and that the metabolic fate and biological distribution of methylcobalamin and 
5’-deoxyadenosylcobalamin are expected to be similar to that of other sources of vitamin B12 in the 
diet. 

The proposed levels of use amounting up to 500 µg vitamin B12/day will substantially increase 
normal daily intake which has been estimated to amount on average to less than 10 µg/day. 

The Panel noted that the Scientific Committee on Food has issued an opinion on the Tolerable Upper 
Intake level of Vitamin B12 and concluded that it is not possible to derive an Upper Level, mainly 
because no clearly defined adverse effect could be identified. The Panel also noted that the proposed 
levels of use amounting up to 500 µg vitamin B12/day are below the guidance value of 2000 µg/day 
defined by EVM. 

The Panel concluded that the use of 5’-deoxyadenosylcobalamin and methylcobalamin as a source of 
vitamin B12 in food supplements for the general population at the proposed levels of use is not of 
safety concern. 
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9.5. Benfotiamine, thiamine monophosphate chloride and thiamine pyrophosphate chloride 
as a source for vitamin B1 

(Questions N° EFSA Q-2005-128, EFSA Q-2005-093, EFSA Q-2005-164, EFSA Q-2006-261) 

The draft opinion was presented and discussed. The proposed changes to the text were noted and the 
opinion was adopted.  

The Panel concluded that the bioavailability of thiamine from thiamine monophosphate and thiamine 
pyrophosphate will be similar to that of thiamine, and that the use of thiamine monophosphate and 
thiamine pyrophosphate as a source of thiamine at the proposed levels of use is not of safety concern, 
provided that the maximum of 100 mg/day of supplemental vitamin B1 holds for the sum of all 
thiamine sources including thiamine monophosphate and thiamine pyrophosphate. 

Regarding benfotiamine as a source for vitamin B1, the Panel noted that the bioavailability of 
thiamine from benfotiamine is higher than that from other sources. Benfotiamine is absorbed in a 
dephosphorylated form and adequate toxicological studies to prove the safety of the source have not 
been provided. The Panel concluded that the submitted data are insufficient to demonstrate the safety 
of the proposed use and use levels of benfotiamine. 

9.6. Pantethine 

(Question N° EFSA-Q-2006-227) 

The draft opinion was presented and discussed. The proposed changes to the text were noted and the 
opinion was adopted. 

The bioavailability of pantothenic acid from pantethine upon oral intake might be comparable to or 
lower than that of pantothenic acid. 

Based on a number of facts including a margin of safety considered inadequate, the Panel concluded 
that the safety in use of pantethine as a source for pantothenic acid in food supplements intended for 
the general population at levels of use of 500 to 900 mg pantethine/day is not demonstrated. 

The Panel also concluded that when use levels would be of 10 mg/day, the margin of safety would 
amount to 216 to 300 and it could be concluded that the use of pantethine as a source of panthenoic 
acid under these conditions would not be of safety concern. 

9.7. Calcium sulphate  

(Question N° EFSA-Q-2005-075) 

The draft opinion was presented and discussed. The proposed changes to the text were noted and the 
opinion was adopted.  

The Panel concluded that the bioavailability of calcium from calcium sulphate is comparable to other 
inorganic calcium salts and that the use of calcium sulphate as a source of calcium in food 
supplements is of no safety concern assuming that the total dietary exposure to calcium remains 
within the defined tolerable upper intake level and that the calcium sulphate will comply with the 
existing specifications as laid down in Directive 2000/63/EC.  
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9.8. Methylseleno-L-cysteine  

(Questions N° EFSA-Q-2005-170 (=EFSA-Q-2006-306) and EFSA-Q-2006-308) 

The draft opinion was presented, discussed and proposed changes to the text were noted. The revised 
document will be discussed in a forthcoming Plenary meeting. 

9.9. Aspartates sources  

(EFSA-Q-2005-129, EFSA-Q-2006-260, EFSA-Q-2005-215, EFSA-Q-2005-101, EFSA-Q-2006-
253, EFSA-Q-2006-294, EFSA-Q-2005-109, EFSA-Q-2006-282, EFSA-Q-2006-283, EFSA-Q-
2006-284, EFSA-Q-2006-285, EFSA-Q-2006-305, EFSA-Q-2006-254, EFSA-Q-2005-161, EFSA-
Q-2006-259) 

Due to lack of time this item was not discussed.  

10. ANY OTHER BUSINESS 

11. NEXT MEETINGS 

The next Plenary meetings of the ANS Panel will take place on the following dates: 

25 – 27 November 2008 
27 – 29 January 2009 
17 – 19 March 2009 
28 – 30 April 2009 
3 – 5 June 2009 
7 – 9 July 2009 
22 – 24 September 2009 
24 – 26 November 2009 
 

 


