
1 

 

FOOD STANDARDS AGENCY UPDATE FOLLOWING DISCUSSIONS IN 
COMMISSION WORKING GROUP ON REGULATION (EC) 1924/2006 ARTICLE 
13(1) HEALTH CLAIMS, 14 JUNE 2010 
 
The primary aim of this meeting was to discuss further the wording of Article 13 
claims for which the European Food Safety Authority (EFSA) had given positive 
opinions in its first batch.   
 
Agenda Item 1: health claim applications and EFSA opinions 
 
Relevant documents were new opinions received from EFSA on health claims 
relating to Slimaluma (Q-2010-027, 028, 029, 020, 031); to a combination of 
blackcurrant seed oil, fish oil, vitamin C and vitamin E (Q-2010-00767); and to 
Yestimum (Q-2010-667).   
 
Yestimum 
The claimed effect was the „initiation of appropriate innate and adaptive immune 
responses‟ and EFSA had considered evidence about the frequency of episodes of 
common cold as an indirect measure of immune system function.  Several MS said 
that they would consider reduction in cold infection to be a medicinal function and 
asked how it could be used to substantiate a health claim. EFSA agreed that it might 
not be appropriate to refer to reduction in infection rate in the wording of a health 
claim but considered that reduction in disease rate was a useful marker for immune 
function. This was consistent with the approach EFSA has taken in assessing similar 
claims already. 
 
Blackcurrant seed oil, fish oil, vitamin C and vitamin E 
There was no discussion. 
 
Slimaluma 
The Commission invited a discussion about EFSA‟s conclusion that a cause and 
effect relationship has not been established between the consumption of Slimaluma 
and a reduction of appetite; the EFSA panel reasoned that a reduction of appetite 
might be a beneficial physiological effect if it led to a reduction in subsequent energy 
intake and this was in line with previous opinions.  Some MS agreed with the 
reasoning behind EFSA‟s opinion but considered that it might not be appropriate to 
reject a health claim for appetite reduction per se since Article 13(1)(c) of Regulation 
1924/2006 refers, separately, to slimming, weight control, and reduction in the sense 
of hunger; others supported EFSA‟s conclusion on the grounds that a health claim 
should be beneficial. 
 
Beauty claims 
There followed another discussion about whether beauty claims e.g. „X contributes to 
shiny hair‟ fall within the scope of 1924/2006.  There is no EU definition of „health‟ but 
some MS thought it appropriate to use the WHO definition1 and that, in that case, 
beauty would be considered part of health; several MS were in favour of using a 
broad definition of health and regulating beauty claims through the NHCR if a health 

                                                 
1
 Health is a state of complete physical, mental and social well-being and not merely the absence of disease or 

infirmity. 
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benefit was demonstrated.  There was question as to what criteria would be used for 
assessing a beneficial effect: EFSA suggested that if a benefit could be 
demonstrated e.g. a benefit of fewer wrinkles on quality of life (using appropriate 
measurement tools) then a claim might be considered beneficial. One MS suggested 
that a health claim for e.g. reduced waist circumference would be misleading if it 
were due to water loss and therefore transient and that to be approved such a claim 
would need to have an effect of longer duration. Several MS asked how beauty 
claims were regulated if not through the NHCR; the Commission suggested that they 
might fall under general consumer protection legislation but would discuss this with 
colleagues.   
 
Agenda item 2: Article 13 health claims 
 
Further discussion on the working document outlining the envisaged process 
for further assessment of certain Article 13(1) claims already assessed by 
EFSA 
 
Discussion centred on the amended document circulated by the Commission before 
the meeting (see the appendix to this note).  This now makes it clear that the 
process will be restricted to the two groups of claims identified by the Commission 
(i.e. where EFSA has said that probiotic micro-organisms were insufficiently 
characterised or where EFSA has said that there was insufficient substantiation of a 
cause and effect relationship). 
 
The Commission said that it was still considering whether these dossiers could 
include requests for protection of proprietary data. 
 
On strain characterisation, EFSA agreed that if applicants could not show a link 
between the strain for which the claim is made and the strain(s) used in the 
substantiating research then applications would be unsuccessful.  EFSA reiterated 
that the World Health Organisation strain characterisation criteria have been in place 
for many years. 
 
To avoid multiple submissions of very similar dossiers it was agreed that food 
business operators (FBOs) should do all they could to co-ordinate submissions to 
MS. 
 
A few amendments to the text were suggested,  including one to clarify that a dossier 
submitted under this process has to be for the same claim as one submitted 
originally under the Article 13(2)/(3) process. 
 
The Commission will circulate an amended document. 
 
 
Further discussion of health claims in the first series of EFSA opinions for 
which EFSA concluded that there is sufficient evidence for substantiation 
 
Discussion focussed on 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 
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health” SANCO/10656/2010 Rev. 2 amended following discussions in the 
Commission Working Group (CWG) meeting of 21 May.  The Commission noted that 
MS generally agreed to stick to the EFSA-agreed wording for claims.  The group 
discussed the wording of claims in the annex to the draft regulation.  The following 
discussions were of note. 
 
Regular consumption of beta-glucans contributes to maintenance of normal blood 
cholesterol concentrations 
The Commission reminded MS that, in giving a positive opinion on this claim for 
maintenance of normal blood cholesterol, EFSA had considered the evidence that 
beta-glucans lower blood cholesterol. In response to a question about how this 
relates to maintaining normal blood cholesterol levels EFSA replied that the effect is 
to keep the level within the normal range.   A number of MS considered that 
consumers would be misled if the claim did not refer to reduction of cholesterol and 
that it should be considered a disease risk reduction claim (Article 14) rather than an 
Article 13(1) claim.  
 
On the conditions of use (COU) requiring a food to provide at least 3g/day beta-
glucans in one or more servings in order to bear the claim, one MS asked what 
constituted a serving; another pointed out that this claim has been in use in several 
EU countries for some time with COU requiring 0.75g beta-glucans/serving and 
suggested that the COU should be amended accordingly.  The Commission 
commented that we don‟t have a definition of „serving‟ and strongly suggested that 
the COU require 15% of 3g i.e. 0.45g beta-glucans/100g & /100kcal by analogy with 
some established nutrition claims.   
 
Regular consumption of glucomann helps maintain normal blood cholesterol 
concentrations 
The issues were similar to those for the beta-glucans claim. 
 
If you have any comments on the suggestion that the COU for beta-glucans 
should be amended to require 0.45g beta-glucans/100g & /100kcal in order for 
a food product to bear the claim or that the COU for glucomann should be 
amended similarly, please let me have them as soon as possible 
(vivien.lund@foodstandards.gsi.gov.uk) 
 
Sugar-free chewing gum 
There was a discussion about the claim for sugar-free chewing gum and „dental and 
oral health‟ which EFSA had said was too general to be assessed; the question was 
whether it would be able to be used as an Article 10(3) claim if supported by one of 
the three claims for sugar-free gum that had received positive opinions from EFSA 
and which are included in this draft regulation.  The Commission said that it was 
considering putting the claim in the rejected list and clearly stating why it had 
received a negative opinion.  Some MS considered that it might be strange to have 
the „dental and oral health‟ claim in the list of rejected claims in the Union List yet still 
allow it to be used and that, in this case, the status of the claim might not be very 
clear for FBOs and enforcement officers. 
 
An amended draft Regulation will go for a vote at the 5 July meeting of the Standing 
Committee on the Food Chain and Animal Health. 

mailto:vivien.lund@foodstandards.gsi.gov.uk
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Feedback about the technical meeting between EFSA and stakeholders on 1 
June in Parma 
 
EFSA expressed disappointment that few consumer organisations had been 
represented at the meeting.  EFSA reiterated its intention to provide more guidance 
on assessing Article 13(5) and (14) claims as it continues to do so.  It will also 
publish, by September, draft guidance on assessing gut/immune function for 
consultation with stakeholders and then finalisation after a stakeholder workshop.  It 
will put guidance on e.g. claims relating to mental function or satiety out to 
consultation in due course. 
 
The next Commission Working Group meeting on nutrition and health claims will be 
held on 16 July 2010. 
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APPENDIX 

 

WORKING DOCUMENT, 14 JUNE 2010 
 

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 (hereinafter 'the 

Regulation').  

 

Health claims envisaged to benefit from this process are only 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 be applicable 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 as 

foreseen in Article 13(4) of the Regulation, 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) 

At the latest at the end of a three months period following the adoption of the list, Member 
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States must inform the Commission for which health claims, applications in accordance with 

Article 18(2) have been submitted to the national competent authorities
2
. 

 

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 353/2008
3
 (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 implementing rules - 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 has been provided. Additional pertinent information may be 

relevant, inter alia, to the characterisation of the food constituents, the substantiation of the 

claimed effects, the setting of conditions of use and clarifying the wording of the claim. The 

applications submitted shall not lead to a differentiation of the health relationship identified 

by EFSA in its initial assessment. In that context applicants must clearly 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 

                                                 
2
 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 to any national competent authority an application related to the health 

claims identified as being subject to the process of further assessment.    
3
  Commission Regulation (EC) No 353/2008, OJ L 109 p.11, as amended by Commission Regulation (EC) No 

1169/2009 

http://commission/
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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.  

 

Health claims applications submitted within the deadline for reception of applications for 

which the Member States consider that they shall not be transmitted to EFSA will, at the end 

of the two months period and after discussions with the Commission and Member States, 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.   

 

Step 5: Submission of applications to EFSA 

Article 18 applies.  

 


