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FOOD STANDARDS AGENCY UPDATE FOLLOWING DISCUSSIONS IN COMMISSION 
WORKING GROUP (CWG) ON REGULATION (EC) 1924/2006 ON NUTRITION AND 
HEALTH CLAIMS, 12 APRIL 2010 
 
HEALTH CLAIM APPLICATIONS, EFSA OPINIONS AND DRAFT DECISIONS 
 
Discussion regarding an ad hoc working group (WG) on health claims related to 
DHA and ALA 
Considering that MS have discussed this group of claims on several occasions and in light 
of the publication of an EFSA opinion on dietary reference values for fat the Commission is 
proposing to hold an ad hoc WG on these health claims on 27 May (date t.b.c) and invited 
comments on the issues to be discussed; the issues are set out in appendix 1 to this note.     
 
If you consider that there are additional issues that should be discussed please let 
me know (vivien.lund@foodstandards.gsi.gov.uk) before the end of April. 
 
Exchange of views on applications still under validation  
EFSA asked for MS' views on five Article 13(5) and 14 claims still under validation for 
which there may be issues of eligibility for assessment e.g. because risk factors are not 
identified or the target population is not appropriate; the aim of the exchange of views was 
to contribute to EFSA taking a consistent approach to assessment of claims applications. 
 
1) Regular consumption of a significant amount of water reduces the risk of development 

of dehydration and simultaneously reduces the risk of a performance decrease.  
 
Several MS agreed with EFSA that dehydration is not a disease risk factor and that the 
proposed wording doesn't amount to a claim within the scope of 1924/2006 but is rather 
a statement of dietary advice.  EFSA pointed to its explanation of risk factors in its FAQ 
on health claims applications and said that it is looking for physiological risk factors.  
EFSA added that, in some cases, it may be possible for applicants to identify specific 
risk factors in the context of specific applications.  

 
An additional problem with this application is that it was not submitted to a MS by a food 
business operator (FBO).  It was agreed that, overall, this is not a valid application. 

 
2) Probiotic product reduces the presence of C.difficile toxins in the gut. The target group 

is adults aged 50+ receiving anitbiotics under medical supervision.  
 

EFSA noted that it has previously sent back claims for people under medical 
supervision; is this a legitimate target group?  Several MS considered that C. difficile 
toxins are a risk factor for diarrhoea and that the claim should be assessed.  The 
Commission pointed out that there's nothing in 1924/2006 preventing such a  target 
group but suggested that it might be necessary to address this issue case-by-case. One 
MS suggested that it might be odd to have a claim on food about people receiving a 
medicine and asked whether the product would then be a ‘food for special medical 
purposes’, to which the Commission said not.  Several MS saw the probiotic, in this 
case, as part of the medical intervention and added that they would consider any claim 
linked to antiobiotic treatment as a medicinal claim.  There didn’t seem to be agreement 
in the WG about these issues therefore the Commission asked EFSA to go ahead with 
assessment of the claim; it would then be for MS at SCOFCAH to make the ultimate risk 
management decision. 
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3) An apple cultivar ' and disease risk reduction claim with respect to allergic responses.  
 

No risk factor had been identified.  Two MS said that allergy is not a disease and 
wondered if this apple would be considered a ‘food for particular nutritional purposes’ 
(similar to gluten-free foods since it’s been produced with a reduced content of 
allergen?).  The Commission will consider this question.   

 
4) Omega-3 fatty acids and claims for optimising learning abilities in 'energetic' children.   

 
All the evidence submitted is in children with ADHD and the applicant  has changed the 
wording of the claim to refer to 'energetic children' rather than, as in the original claim, to 
hyperactive children; EFSA asked what is the definition of 'energetic children'?.   
 
The Commission felt that the proposed wording was to vague for EFSA to assess.  The 
submitting MS said that this application had been made before the requirement for MS 
to validate applications.  The applicant may revise the application. 

 

5) Claim for hesperidin improving the elasticity of blood vessels and veins.   

Several MS considered hesperidin to be a medicine and the claims to be medicinal.  
There was general concern about applications where the original wording of the claim 
had been ‘softened’ to bring it within the  scope of 1924/2006.  It was agreed that the 
submitting MS will write to EFSA on the status of this application taking into account MS' 
comments in the WG. 

 

LIST OF ARTICLE 13 HEALTH CLAIMS 

Exchange of views on working document outlining the envisaged decision flowchart 
on Article 13 health claims assessed by EFSA – follow up from last WG meeting 

The Commission presented its document describing the proposed process for further 
assessment of health claim applications where EFSA has concluded that (1) there is 
insufficient substantiation of a cause and effect relationship between the food/component 
and the claim or (2) probiotic microorganisms were insufficiently characterised.  The 
document in attached at appendix 2.  In the ensuing discussion the following points were 
made: 

 The Article 18 procedure will be used, as agreed at the previous CWG meeting, for 
the reasons stated then i.e. it would avoid the problems that had occurred in the 
Article 13(3) process; EFSA would have a clear timeline to work to; EFSA could 
communicate directly with FBOs; the procedure is clearly set out in 1924/2006. 

 If there is a vote at 26 April SCOFCAH on the first batch of Article 13 health claims 
then submission of new information for the claims referred to in the working 
document could begin in late September.  

 EFSA appreciated the proposal to ensure a harmonised approach to assessment of 
new information for these claims but said that it might have difficulty meeting 
required deadlines if it received e.g. information for all 170 probiotic claims at the 
same time.  The Commission suggested that since FBOs have seen the EFSA 
opinions already they could get working on assembling new information now.  The 
Commission will provide the list of claims applications which will have the 
opportunity to benefit from this process very soon. 
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 The Commission clarified the timing of events in step 4: after adoption of the first 
batch of claims (e.g. in September) applicants will have three months to submit new 
information to MS.  Then, within 2 months after the end of that 3 months MS have to 
inform the Commission for which claims they have received new information.  There 
will then be discussion between MS and the Commission about the validity of new 
information in order to harmonise and facilitate the process.  In cases where MS 
have no questions about validity they may forward the applications to EFSA without 
waiting for MS/Commission discussion. 

 

 The Commission emphasised the  importance of MS screening the new information 
provided by FBOs and suggested that it would be useful to discuss with EFSA the 
idea of developing a template that would identify new information; several MS 
supported this idea. 

 The Commission does not foresee there being food components (other than the 
probiotics in the first batch of opinions) where there would be an issue with them not 
being fully characterised or where new information would help the application.  
However, if a claim has already been assessed by EFSA and the FBO can 
demonstrate to a MS that it's justified to submit a new application then this can be 
done.  

 EFSA will provide updated information about what it requires for strain 
characterisation of probiotics in updated guidance. 

 FBOs will need to choose which MS to submit new information through.  If new 
information is submitted for similar/the same claims through several MS they should 
ensure it’s the same information.  It might be better to avoid this situation. 

The Commission will make some minor wording changes to its document (including 
amending para. 4 on page 1 to make it clear that this process will be available with respect 
to each batch of EFSA opinions) and will then publish the final version. 
 
Health claims in the first series of EFSA opinions for which EFSA concluded that 
there is sufficient evidence for substantiation 
A number of MS voiced concerns that there had not been enough time devoted to 
considering the wordings and conditions of use for these claims and proposed an ad hoc 
WG to do this; this will be on Monday 19 April.  
 
Health claims in the second series of EFSA opinions for which EFSA concluded that 
there is sufficient evidence for substantiation 
The Commission invited initial comments on these claims.  Many MS said that melatonin is 
a medicinal substance and not allowed in foods.  One MS queried the positive opinions on 
meal replacements for weight control; EFSA concluded that such products should contain 
at most 250 kcal/serving but the slimming foods Directive permits meal replacement 
products to contain 200-400kcal/meal.  The implications of the EFSA opinion for meal 
replacement products containing more than 250kcal was questioned.  One MS 
commented on the positive opinions relating to potassium and suggested that EFSA might 
not have considered all of the relevant evidence. 
 
The second batch of claims will be discussed in detail in future. 
 
Draft Commission guidance on MS’ admissibility check of health claim applications 
& Draft Commission guidance on how to use authorised nutrition and health claims 
in accordance with 1924/2006 
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The Commission invited discussion on a few questions relating to these two draft guidance 
documents; these are set out in appendix 3 to this note.  Comments were as follows: 
 
Draft guidance document on the admissibility check of health claims applications: 
II.2.1) MS should check what extra information has been submitted and judge on a case-
by-case basis. 
II.2.2) There was agreement on the general approach and a request for the Commission to 
inform MS of the legal basis for it. 
II.2.6) No useful comments from MS. 
 
Draft guidance document on using authorised claims 
- There seemed to be support for permitting flexibility of claim wording but not for 
permitting the claim to be split on pack. 
- ‘Approved by EFSA’ should not be used since EFSA does not ‘approve’ claims.  With 
respect to ‘approved by the EU’ there seemed to be agreement that at least once the 
Article 13.1 claims list is ‘finished’ then it would be misleading since at that point health 
claims may only be used if they’ve been approved.  Some MS thought that, until that time, 
it was understandable that some companies wanted to use that wording.  One MS 
considered strongly that it was misleading and that enforcement action could be taken 
under the Unfair Commercial Practices Directive. 
 
AOB 
 
One MS asked about the amendment to 1924/2006, to delete nutrient profiles (NP), 
agreed by the European Parliament's ENVI committee during discussions on the Food 
Information Regulation.  The Commission replied that this had yet to go to EP plenary and 
through the rest of the codecision procedure.  The Commission will continue to work on 
the basis that NP will remain but gave no indication of when a new proposal might appear. 
 
EFSA announced that it will be holding a meeting for all stakeholders on 1 June in Parma; 
the objective will be to discuss the NDA panel's handling of all health clams (Article 13(1), 
13(5) and 14) so far.  It will be limited to 250 participants; the invitation email to MS had 
been sent today. 
 
 
Next CWG meeting on nutrition and health claims: Friday 21 May 2010. 
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Appendix 1 

Ad Hoc Working Group on claims related to DHA and ALA 

 
On the basis of the publication of the EFSA opinion on Dietary Reference Values for fat

1
, the 

Commission will invite for further debate in relation to the health claims on DHA and ALA. Such 

debate will be held in the context of an exceptional Ad Hoc Working Group where we envisage 

inviting the directly affected companies (Mead Johnson and Merck), other stakeholders, scientists 

from EFSA and the Member States experts.  

 

The aim of the Ad hoc Working Group is to exchange views and positions with stakeholders and 

scientists before taking further steps as risk managers.  

 

This working document aims at identifying the main points to be discussed during the Ad Hoc 

Working Group and Member States are encouraged to propose other issues if needed.  

 

Suggested points for discussion:  

 

 The claimed effects:  

o "Normal visual development", "normal development of the eye", "brain 

development" 

o "Maintenance of normal blood pressure", "Maintenance of normal triglyceride 

concentrations", "Normal blood cholesterol concentrations" 

 

 The target population of the claims: Shall the claims be limited to some specific age groups 

of children (up to 12 or 24 months of age) or is it scientifically sound to authorise them for 

children of all ages?  

 

 Conditions of use:  

o Authorising the claims for all foods which provide a "significant quantity of DHA"? 

o Which conditions of use are appropriate for the different target populations, for the 

different claimed effects and for the different foods that could bear the claims?  

o Interactions between EFSA generic opinion on the Dietary Reference Values for fat 

and EFSA opinions on individual applications for authorisation of health claims.  

 

 The importance of the rate of ALA conversion to DHA and EPA: What is the impact of the 

rate of the conversion of ALA to DHA and EPA on the claimed effects?  

 

 Interaction with existing legislation in the area of infant and follow-on formula (composition 

requirements) and nutrition claims ("source of omega 3 essential fatty acids"). 

 

                                                 
1
 EFSA-Q-2008-466  
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Appendix 2 

 

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(2)-(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(2)-(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 first 

Community 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 submitter 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 Community list referred to in Article 13(3) 

At the latest at the time of the adoption of the Community list referred to in Article 13(3), the 

Commission will provide on its website lists with reference to the health claims subject to the 

process (i.e. reference to the relevant entries in the consolidated list and related EFSA opinions) 

 

Step 2: Initiation of application process – 3 months on 

Within three months following the adoption of the Community 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.  

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 

Community Register. These claims may continue to be used for six months after their inclusion in 

the list of rejected claims of the Community Register.   

 

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

applications on the same health claims being submitted to more Member States. 

 

Step 3: Member States screening  
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Article 18 applies. Therefore Member States  

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

implementing rules foreseen in Article 15(4) of the Regulation (Commission Regulation 

(EC) No 853/2008
2
) 

 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 already have been 

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

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 on  

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 
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Appendix 3 

 

Draft guidance document on the admissibility check of health claims applications 

 

 II.2.1 Claims already assessed by EFSA 

What procedure should be followed to decide whether an application has to be considered as 

already assessed by EFSA? What about applications in which applicants propose for the same 

claimed effects different conditions of use than those of the already assessed claims (e.g different 

doses)? 

 

 II.2.2 Health claims on Novel Foods 

What procedure should be followed for health claims on Novel Foods? Would Member States agree 

with the procedure suggested below? 

1. The national competent authority receiving the application for authorization of a health 

claim would identify, on the basis of the Novel Food Catalogue, whether the product on 

which the health claim is made is a Novel Food; 

2. If the product is a Novel Food for which authorization is still pending, the national 

competent authority would refrain from sending the health claim application to EFSA until 

the Novel Food is authorized;  

3. In case of doubt on whether the product on which the claim is made holds or not the Novel 

Food status, the national competent authority would refrain from sending the health claim 

application to EFSA and would raise the issue in discussions with other Member States and 

the Commission in order to obtain clarification;  

4. Following these discussions, the national competent authority would refrain from sending 

the health claim application to EFSA if the product is considered as an unauthorised Novel 

Food (point 2. would apply). If the product is not considered as a Novel Food, the health 

claim application could be sent to EFSA for assessment. 

 

 

 II.2.6 Reference to the reduction of a risk factor  

What reference should Member States use for the purpose of classifying diseases and disease 

symptoms? Should other sources than the international sources (e.g. WHO) be used?  

 

Draft guidance document on using authorized claims 

 

 III.9 Flexibility of wording for Article 14(1)(a) disease risk reduction claims 

What level of flexibility should be left to operators in deciding the wording of the claim, especially 

as regards the splitting of the claim referring to the reduction of the risk factor of a disease? 

 

How should the requirements of Article 14(2) be taken into account? (i.e. statement indicating that 

the disease to which the claim refers has multiple risk factors and that altering one of these risk 

factors may or may not have a beneficial effect) 

 

 

 "Approved by the EU" – "Approved by EFSA" 

Should operators be allowed to include in the wording of an authorized claim expressions like 

"approved by the EU" / "approved by EFSA" (or similar)? 

 


