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FOOD STANDARDS AGENCY UPDATE FOLLOWING DISCUSSIONS IN 
WORKING GROUP ON REGULATION (EC) 1924/2006 ARTICLE 13(1) HEALTH 
CLAIMS, 21 MAY 2010 
 
This was the first Working Group (WG) meeting following the SCOFCAH meeting on 
26th April. The aim of this meeting was to further discuss the wording of Article 13 
claims for which the European Food Safety Authority (EFSA) had given positive 
opinions in its first batch. Documents considered were the document for SCOFCAH 
26/04/10 “Draft Commission Regulation on the authorisation of certain health claims 
made on foods, other than those referring to the reduction of disease risk and to 
children's development and health” SANCO/10656/2010 Rev. 2 and a working 
document – “Process for further assessment of certain Article 13 (1) claims” . The 
working document is attached as an appendix to this note.    
 
Process envisaged for further assessment of certain Article 13(1) claims 
already assessed by EFSA  
 
The Commission reminded member states (MS) that health claims envisaged to 
benefit from this process are those for which EFSA in the scientific advice concluded 
that there is:  

 Insufficient substantiation to allow a cause and effect relationship to be 
established or 

 Insufficient characterisation of the micro organisms claimed to have the 
beneficial effect.  

 
The Commission also reminded  MS that Food Business Operators (FBOs) who 
submitted health claims under Article 13 that would benefit from this process and 
those who wish to take advantage of it need to begin gathering the evidence now, 
well  in advance of adoption of the  Commission Regulation (possibly in December 
2010).    
 
Claims relating to Botanicals   
Some MS raised concerns that applications relating to botanicals would not benefit 
from this process as EFSA in its scientific advice concluded that the panel was 
looking for scientific evidence of effect and that evidence of traditional use would not 
always be regarded as “generally accepted scientific evidence”.  EFSA clarified to 
MS that health claim applications relating to botanicals were part of the EFSA 
screening process and characterisations process and were not treated differently 
from other health claims.  
 
Template for further assessment of certain Article 13(1) claims 
One MS questioned EFSA on the progress of the proposed EFSA template for 
submitting more information for claims that fall within this process. The Commission 
re-iterated that new information can be submitted via the Article 13 (5) route. This 
was considered better than the Article 13 (2/3) process for the following reasons; it 
would avoid the problems associated with that process; EFSA would have a clear 
time-line to work within; EFSA could communicate directly with FBOs; and the 
procedure is clearly set out in Regulation (EC) 1924/2006. The Commission stated 
that the usual template for Article 13 (5) applications must be used, with the new 
information highlighted clearly.   
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Further to this, the Commission asked MS to what extent can FBO change the 
wording and the conditions of use of their health claims when submitting new 
information for assessment?  Most MS agreed that an application submitted via the 
Article 13 (5) route needs to be assessed on its own merit.  
 
Applications under Article 13 (4) and 13 (5) of Regulation (EC) 1924/2006  
One MS stated that it is unclear whether Article 13 (4) might provide an alternative 
route for re-assessment. Clarity might be achieved if the Commission were to publish 
guidance on the Article 13 (4) process. The Commission said that it plans to develop 
some guidance on the use of Article 13 (4) but that this is not likely to be done soon.   
 
Transition Periods 
The Commission indicated that it plans to interpret the transition periods in the 
Regulation to mean that, once the first batch of health claims has been adopted, 
Article 13 (1) (a) health claims cannot be made unless they are authorised or are on 
the list of claims pending assessment and authorisation. There is likely to be a 6-
month transition period to allow rejected claims to be removed from the market.  The 
Commission stated that health claims that were never submitted under the Article 13 
process will not benefit from the transition period. It will be down to the MS’ discretion 
to allow claims on the market that are on the rejected list of health claims or which 
have never been assessed by EFSA (via the Article 13 or Article 14 route).  Some 
MS agreed with the Commission’s interpretation of the transition period, others 
stated that they will allow all health claims to remain in the market until the final list of 
all authorised 13 (1) (a) health claims is adopted.   
 
Health claims in the first series of EFSA opinions for which EFSA concluded 
that there is sufficient evidence for substantiation – further discussion on 
wording and conditions of use 
The discussion was structured around the list of claims in the annex to the draft 
Regulation. MS reiterated that for a number of claims positively assessed by EFSA, 
the proposed wording would not be understood by the average consumer. The 
Commission recalled the difficulty in objectively setting the threshold for consumer 
understanding. It was noted that:  
 

 Linguistic differences may impact on the perception of the claims, 

 Health claims are to be permitted with a degree of flexibility in relation to the 
wording and  

 The final judgement on the consumer understanding is to be made by the 
enforcement bodies in the Member States taking into account the context in 
which the health claims are being used.  

 
The Commission commented on the basis of such considerations, it intends to use 
the wording suggested by EFSA in its opinions and only make minor amendments if 
it can be demonstrated necessary to meet the requirements of the Regulation. The 
Commission encourage MS to check the linguistic aspects of claims.  
 
Claims for ALA and DHA/EPA 
Further consideration of the claims for ALA and DHA/EPA will be postponed until the 
discussion on ALA and DHA/EPA claims scheduled for an ad hoc working group 
meeting on 26th May.  
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Claim related to ‘maintenance’ and to ‘disease risk reduction’  
Some MS questioned EFSA about scientific substantiation in order to understand the 
difference between how the panel had considered evidence for “maintenance” of a 
marker (Article 13) compared with evidence for “reduction” of a disease risk factor 
(Article 14). In response, EFSA stated that the wording of each claim was assessed 
on a case by case basis; the same scientific data could be used to substantiate a 
“maintenance” claim and a disease risk “reduction” claim.   EFSA replied that the 
evidence for a disease reduction claim can be used for a “maintenance” claim but 
not the other way round. EFSA commented that an explanation of what is meant by 
“maintenance” is in its guidance for applicants on the EFSA website.  
 
Claims on Pantothenic acid and mental performance 
One MS commented that pantothenic acid has a role in the metabolism of all cells 
including brain and nerve cells. However, in the claim application no references have 
been provided to support the specific role of pantothenic acid in mental functions 
such as concentration and there is only an indication of the role of pantothenic acid 
in mental performance in the EFSA opinion. They felt this claim should be rejected 
unless there was conclusive evidence of an effect. 
 
Pantothenic acid contributes to normal synthesis and metabolism of steroid 
hormones, vitamin D and some neurotransmitters 
Some MS commented that the word “neurotransmitters” will not be understood by 
the average consumer.  The Commission and MS agreed that the wording of this 
claim will need to be further discussed.  
 
Folate contributes to normal homocysteine metabolism 
 A number of MS agreed that the word “homocysteine” will not be understood by the 
average consumer.  The Commission and MS agreed that the wording of this claim 
will need to be further discussed.  
 
Thiamin contributes to the normal function of the nervous system 
One MS commented that there are no studies which provide substantial evidence 
that thiamin has a direct effect on the nervous system and therefore this is not 
conclusive evidence for such a claim.  Thiamin's effect relates to energy-yielding 
metabolism which is also relevant to other cells of the body.  A cause and effect 
relationship has been established between the intake of thiamin and the nervous 
system but the same conclusion could be reached for instance with cells of the 
digestive system? It was highlighted that as intakes are adequate in the general 
population, so the risk of misleading consumers is great. The MS felt this claim 
should be rejected unless there was conclusive supporting evidence. After a lengthy 
discussion, it was agreed by MS and the Commission that the wording and 
conditions of use for this claim will need to be discussed further.  
 
Calcium contributes to normal blood clotting 
Two MS commented that the claims “calcium contributes to normal blood clotting / 
normal energy metabolism / normal muscle function and neurotransmission” are 
misleading since none of these functions are related to dietary intake of calcium as 
they depend upon calcium present in bone.  Several MS indicated that they could 
support rejection of these claims.    
 
Biotin contributes to normal energy – yielding metabolism 
Some MS wondered whether consumers would understand “energy-yielding 
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metabolism” and suggested amending the wording to try to make it more consumer-
friendly, however, others felt that the authorised wording should be as close as 
possible to the EFSA-approved wording. 
 
Biotin contributes to the maintenance of normal hair 
It was suggested that the word “maintenance” should be replaced by “growth”. 
However, one MS commented that EFSA had previously rejected a claim for biotin 
and hair re-growth within its second batch of claims as it was not substantiated and 
therefore the word “growth” would not be appropriate to use within this health claim. 
The general consensus amongst MS was that the wording of this claim will need to 
be discussed further. 
 
Calcium and vitamin D are needed for the maintenance of normal bone 
Some MS suggested that the wording would make better sense if amended to 
“maintenance of normal bone health” rather than “maintenance of normal bone.”  
The Commission asked EFSA whether claims which referred to two nutrients (e.g. 
calcium and vitamin D) were simply two individual claims put together or whether the 
claim could only be used for the combination of nutrients.  EFSA replied that during 
the assessment of this claim, the panel felt that the claim for adults should be 
consistent with the authorised claim for calcium and vitamin D and the maintenance 
of normal bones for children. However, the claim can be used as individual claims for 
either calcium or vitamin D or as a claim for the combination.    
 
Copper contributes to maintenance of normal connective tissues 
The Commission asked EFSA which connective tissues the claim relates to;  
EFSA replied that connective tissues are structural components of many body 
structures including bone, cartilage, gums, skin, hair follicles, tendons and blood 
vessels. It would be difficult to specify, in the claim wording, which connective tissue 
this claim relates to. 
 
Copper contributes to normal function of the immune system 
One MS had some reservations regarding the translation of these claims and agreed 
to provide the Commission with alternative wording. 
 
Copper contributes to the protection of cell constituents from oxidative 
damage 
Some MS stated that they would like to remove the words “oxidative damage” from 
this claim as it may pose some concerns to the consumer.  The Commission asked 
EFSA whether “oxidative damage” could be replaced with the word “oxidation”. EFSA 
agreed to consider this further.   
 
Folate contributes to normal cell division  
Folate contributes to normal maternal tissue growth during pregnancy 
Most MS agreed that the word “normal” within these claims should be removed to 
avoid consumers misinterpreting them. 
 
Iron contributes to a normal function of the immune system 
Iron contributes to the normal cognitive function 
Some MS stated that they had some reservations about the wording of these claims 
due to the lack of human data to substantiate them and therefore these claims 
should be rejected.   
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Iron contributes to normal formation of red blood cells and haemoglobin 
It was agreed to delete the words 'and haemoglobin’ because they don’t add to the 
meaning of the claim. 
 
Pantothenic acid contributes to normal mental performance 
Some MS had reservations about the wording of these claims due to the lack of 
human data to substantiate them, and felt the claims should be rejected as some 
consumers may misinterpret them.  
 
Lactase enzyme contributes to breaking down lactose 
Some MS felt that this claim may not be within the scope of the Regulation.  After a 
lengthy discussion, several MS indicated that this claim should be rejected.   
 
Other general comments from MS and the Commission 
 

 Some MS were concerned that the word “normal” could be misleading (e. g 
contributes to normal function of the immune system”) as it implies risk of 
abnormal bodily functions if the food is not eaten. Most MS supported this 
view. It would be important to cover this in the Commission’s guidance on the 
use of authorised claims. 

 

 One MS commented that the wording of some claims in the draft regulation 
seem “unspecific” e.g. vitamin B6 and contribution to the regulation of 
hormonal activity, and asked if there is a risk that consumers may misinterpret 
such claims? 

 

 The Commission informed MS that it is still developing the guidance on how 
to use authorised nutrition and health claims in accordance with Regulation 
(EC) 1924/2006 and plans to circulate another draft after the summer.  

 
 

The next Commission Working Group meeting on nutrition and health claims will be 
held on 14th June 2010. 
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APPENDIX 
 

Points for discussion – process for further assessment of certain Article 

13(1) claims 
 

Introduction 

This document outlines the process for the re-assessment of the health claims evaluated by 

EFSA in the context of Article 13(3) of Regulation (EC) No 1924/2006.  

 

Health claims envisaged to benefit from this process are those for which EFSA in their 

scientific advice concluded that there is;  

 Insufficient substantiation to allow a cause and effect relationship to be established or 

 Insufficient characterisation of the micro-organisms claimed to have the beneficial 

effect. 

 

The process will be applicable to all such health claims evaluated by EFSA in the context of 

Article 13(3). The process described below will therefore come into play for each series of 

EFSA opinions received by the Commission and Member States.    

 

In order for the Member States and stakeholders to know which health claims will be subject 

to this process, the Commission will provide on its website lists referring to the relevant 

entries in the consolidated list and related EFSA opinions together with an explanatory 

statement on the process. Such lists must be available on the website at the latest at the time 

of the adoption of the different parts of the Union list of permitted health claims in 

accordance with Article 13(3).  

 

The Regulation provides for two routes for authorising health claims referred to in Article 

13(1); Either the Member States remain the official submitters of the health claims or food 

business operators will submit applications in accordance with the procedure referred to in 

Article 18 of the Regulation.  

 

This note outlines the process whereby food business operators submit applications in 

accordance with the procedure referred to in Article 18 of the Regulation.  

 

Step 1: Adoption of the list referred to in Article 13(3) 

At the latest at the time of the adoption of the part of the Union list based on the series of 

EFSA opinions referring to the affected health claims, the Commission will provide on its 

website lists with reference to the health claims that are subject to the process (i.e. reference 

to the relevant entries in the consolidated list and related EFSA opinions). To illustrate; when 

adopting the first partial list based on the first series of EFSA opinions, the Commission will 

provide on its website a list with references to the health claims in the first series of opinions 

that are subject to the process. This will be repeated for the subsequent series.  

 

Step 2: Initiation of application process – 3 months following the adoption of the list 

referred to in Article 13(3) 

Within three months following the adoption of the list, Member States must inform the 

Commission for which health claims, applications in accordance with Article 18(2) have been 

submitted to the national competent authorities.
1
 

                                                 
1
 As there are no applicants in the process referred to in Article 13(2)-(3) of Regulation (EC) No 1924/2006 any 

food business operator may submit an application related to the health claims identified as being subject to the 

process of further assessment.    
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Any health claims for which the Member States do not inform the Commission that such 

applications have been submitted during the three months period will, at the end of this 

period, automatically be considered as rejected and will be included in the list of rejected 

claims of the Union Register. These claims may continue to be used for six months after their 

inclusion in the list of rejected claims of the Union Register.   

 

The notification to the Commission of the applications received will also allow identification 

of applications on the same health claims that have been submitted to more Member States. 

 

Step 3: Member States screening  
Article 18 applies. Therefore it must be emphasised that the applications submitted must 

comply fully with the requirements for compiling and submitting an application in 

accordance with Article 18. To that end Member States  

 Must verify the validity of the applications in accordance with Article 7a of 

Commission Regulation (EC) No 853/2008
2
 (implementing rules foreseen in Article 

15(4) of the Regulation ) 

 Should take into account the guidance on the admissibility check of health claims 

applications 

 Should take into account the EFSA Briefing document on the evaluation of Article 13 

health claims.   

 

Considering that this is an exceptional process and that these health claims have already been 

subject to assessment by EFSA, it is of particular importance that Member States verify 

whether – in accordance with the template developed by EFSA for this process
3
 - additional 

pertinent information has been provided justifying that EFSA examines the same health 

claims again.  

 

In doing this Member States should scrutinize the related EFSA opinions to check whether 

additional pertinent information e.g. new scientific references on the claimed effect or 

additional information on the food constituents has been provided. In that context applicants 

must identify to the Member States the additional information provided.  

 

Step 4: Discussions with Commission and other Member States – 5 months following the 

adoption of the list referred to in Article 13(3)  

Article 18 does not explicitly foresee any discussions with the Commission and other 

Member States prior to the forwarding of applications to EFSA. Neither does Article 18 

provide a specified time by which the Member States must verify and subsequently forward 

the valid applications to EFSA.    

  

It is however considered appropriate that Member States provide to the Commission and the 

other Member States a state of play on the applications received at the latest two months 

following the deadline for reception of applications in accordance with Article 18(2). Such 

state of play and subsequent discussions would enable a uniformed approach by the Member 

States before submission of applications to EFSA.   

 

Step 5: Submission of applications to EFSA 

Article 18 applies.  

 

                                                 
2
 As amended by Commission Regulation (EC) No 1169/2009 

3
 Available at www.XXX 


