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ARTICLE 13.1 HEALTH CLAIMS
FORMAT FOR SUBMISSIONS FOR FURTHER ASSESSMENT OF HEALTH CLAIMS PRIOR TO COMPLETION OF THE AUTHORISATION PROCESS
TYPE OF SUBMISSION (tick box)

-
Claim on micro-organism not sufficiently characterised

-
Claim for which EFSA concluded that evidence is insufficient 
CLAIM
ID (as it appears in the consolidated list)      
1.
REQUIRED ADMINISTRATIVE AND TECHNICAL DATA

1.1.
Comprehensive table of contents of the further submission
     
1.2. 
General information
1.2.1. 
Member State contact point
     
1.2.2.
National and international regulatory status (if applicable)
Indicate whether this health claim (with this or similar wording) has been scientifically evaluated (either within or outside the European Union). If so, provide information about the outcome of the evaluation and a copy of the scientific evaluation.
     
1.3.
Health claim particulars

1.3.1.
Specify the food/ food constituent for which a health claim is made.

1.3.2.
(a) For claims on micro-organisms: Define and describe the relationship between the food/ food constituent and the claimed effect, including the outcome measure(s) used to assess the claimed effect in humans.
As required by Regulation (EC) No 1924/2006 the claimed effect has to refer a specific health claim and not to general and non-specific effects of a food or food constituent on health. The claimed effect needs to be specific enough to be testable and measurable by generally accepted methods and sufficiently defined to allow the NDA Panel to establish that the studies identified for the substantiation of the claim were performed with (an) appropriate outcome measure(s) of that claimed effect.

In addition, Regulation (EC) No 1924/2006 requires the NDA Panel to consider whether the effect constitutes a beneficial physiological effect for the target population.

For some examples of claimed effects which have been considered to be specific and beneficial physiological effects for the target population, EFSA would like to refer to already published opinions of the NDA Panel on health claims. http://www.efsa.europa.eu/en/nda/ndaclaims.htm

(b) For claims for which EFSA concluded that evidence is insufficient: Indicate the relationship between the food/food constituent and the claimed effect, which has been considered by the Panel and for which the evidence was insufficient to establish a cause and effect relationship. Describe the outcome measure(s) used to assess the claimed effect.

1.3.3. 
If known, describe the mechanism(s) by which the food/constituent could exert the claimed effect.


1.3.4.
Provide a proposed wording of the health claim for which authorisation is sought.
The proposed wording should be in English.


1.3.5.
Specific conditions of use:

1.3.5.1.
Specify the target population for the intended health claim and provide a rationale.

1.3.5.2.
Indicate the quantity of the food/constituent and pattern of consumption required to obtain the claimed effect, and whether this quantity could reasonably be consumed as part of a balanced diet
. 


1.3.5.3.
Specify, where applicable, restrictions of use and/or warnings for food/constituents that are likely to present a health risk if consumed to excess, and provide a rationale.
     
1.3.5.4.
Specify, where applicable, directions for preparation and/or use.
     
2.
FOOD/FOOD CONSTITUENT CHARACTERISTICS (This section applies to micro-organisms only)
2.1.
Food/Food constituent 

Characterise the food/food constituent for which the health claim is made. The food/constituent, which is the subject of the claim, needs to be sufficiently defined and characterised to establish that the studies provided for substantiation of the claim were performed with the food/food constituent for which the claim is made. 
2.1.1. 
Name and characteristics

The source and specifications of the food constituent for which the health claim is made should be provided. The correct identification of the microorganism’s species and strain is of critical importance, as the observed effects are species and strain specific. Species identification and sufficient characterisation (genetic typing) at strain level, by using internationally accepted molecular methods is necessary. In addition, strains should be named according to the International Code of Nomenclature. 
The following criteria are used for the characterisation of microorganisms:

· Species identification by DNA-DNA hybridization or 16S rRNA sequence analysis.

· Strain identification by DNA macrorestriction followed by PFGE, RAPD, ARDRA or other internationally accepted genetic typing molecular methods.

Only when these two criteria were fulfilled, the microorganism is considered to be sufficiently characterised. In the case of combination of several microorganisms, the Panel considers that if one microorganism used in the combination is not sufficiently characterised, the combination proposed is not sufficiently characterised.

     
2.1.2.
Manufacturing process and where available information on the stability and the variation from batch to batch 
Where applicable, provide a brief overview, and if the production follows a quality system (e.g. GMP) please indicate the system. If available, information on the stability and the variation from batch to batch should be provided.
     
2.2.
References related to the characterisation of the food/constituent
Complete studies (authors, publication year, title, journal, volume, page numbers - preferably in English) matching pertinent references should be given in alphabetical order of first authors
. Submissions of new data since the original submission of data must be highlighted. Journal abstracts and articles published in newspapers, magazines, newsletters or handouts that have not been peer-reviewed should not be cited. Books or chapters of books for consumers or the general public should not be cited.  

     
3.
OVERALL SUMMARY OF PERTINENT SCIENTIFIC DATA

3.1
Written summary of data from pertinent human studies
The scope of this section is to clarify to what extent the relationship between the food/constituent and the claimed effect is supported by the totality of human data identified as pertinent to the health claim and summarised in section 3.2.
Human studies are central for substantiation of health claims and the selection of studies to be submitted to EFSA for the scientific substantiation of the claimed effect should take into account that the NDA Panel addresses a number of questions when considering whether the studies provided are pertinent to the claimed effect. This includes the consideration

· whether the studies have been carried out with the food/food constituent for which the claim is made. 

· whether the design and quality of the studies allow scientific conclusions to be drawn for the substantiation of the claim. In this regard, also the reproducibility of the effect of the food/constituent as indicated by consistency between studies is an important consideration.

· whether the studies have been carried out in a study group representative of the population group for which the claim is intended such that the results obtained in the studied population can be extrapolated to the target population. 

· whether the studies used (an) appropriate outcome measure(s) of the claimed effect. For this, the NDA Panel considers what is generally accepted in the relevant research fields.

When preparing the written summary of data from pertinent human studies the following should be addressed: 
First, the relationship between the consumption of the food/constituent and the claimed effect should be characterised by considering, i.e.:

· the magnitude of the effect and its physiological relevance, 

· the study population in which the effect has been observed and whether it is representative of the target population, 

· the conditions under which the effect has been achieved or observed (metabolic room, clinical setting, free-living subjects, etc.), 

· the sustainability of such effect over time, 

· the amount of food/constituent used to achieve the effect, the usual intakes of food/constituent in the target population and whether these amounts could be reasonably consumed as part of a balanced diet.
Second, to what extent the data substantiate a causal relationship between the consumption of the food/constituent and the claimed effect should be addressed by considering:

· the consistency of results across studies, 

· the magnitude of the effect, its statistical significance, the presence/absence of equally strong evidence, neutral or against, 

· if available, an effective dose. 

· Elements to be considered are the biological plausibility, alternate explanations for the observed effect and the specificity of the cause-effect relationship.

     
3.2
References related to all pertinent scientific data which form the basis for substantiation of the health claim.
Complete references (authors, publication year, title, journal, volume, page numbers - preferably in English) should be given in alphabetical order of first authors
. Submissions of new data since the original submission of data must be highlighted. Journal abstracts and articles published in newspapers, magazines, newsletters or handouts that have not been peer-reviewed should not be cited. Books or chapters of books for consumers or the general public should not be cited. Submission should contain all pertinent scientific data, i.e. data in favour and not in favour of the claim.

     

4. 
LITERATURE RESEARCH
List the databases that have been searched and provide details about the search strategy (including the terms used, limits used such as dates of publication, publication types, languages, population subgroups or default tags) to allow assessment whether the totality of the evidence has been retrieved with the research strategy applied. Other sources of data should be acknowledged (web sites, hand searching, etc).
     
5. 
COPY/REPRINTS OF PERTINENT DATA
Please provide full paper and/or electronic copies of all pertinent data – these are references listed in sections 2.2 and 3.2.
Background information
Further information on EFSA’s work in the area of nutrition and health claims can be found on the EFSA website http://www.efsa.europa.eu/en/nda/ndaclaims.htm
EFSA has published several guidance and briefing documents for applicants which address questions related to the scientific evaluation of health claims. These can be accessed under the following link: http://www.efsa.europa.eu/en/ndaclaims/ndaguidelines.htm  

In particular EFSA would like to draw the attention to the following documents:

General guidance for stakeholders on the evaluation of Article 13.1, 13.5 and 14 health claims
http://www.efsa.europa.eu/en/efsajournal/pub/2135.htm
Guidance on the scientific requirements for health claims related to gut and immune function
http://www.efsa.europa.eu/en/efsajournal/pub/1984.htm 

Draft guidance on the scientific requirements for health claims related to antioxidants, oxidative damage and cardiovascular health
http://www.efsa.europa.eu/en/consultations/call/nda110426a.pdf 
Draft guidance on the scientific requirements for health claims related to bone, joints, and oral health
http://www.efsa.europa.eu/en/consultations/call/nda110426b.pdf 

Draft guidance on the scientific requirements for health claims related to appetite ratings, weight management, and blood glucose concentrations
http://www.efsa.europa.eu/en/consultations/call/nda110426.pdf 
� This should reflect the evidence presented to substantiate the claimed effect. E.G. recommended intake should be consistent with the amount showing the effect in the pertinent studies; if different, a rationale for the deviation should be included.


�  A list of references may be found at �HYPERLINK http://www.efsa.europa.eu/panels/nda/claims/article13.htm ��http://www.efsa.europa.eu/panels/nda/claims/article13.htm�. Please use only pertinent references from this source together with the necessary additional references and provide copies of the source documents (see section 5).


� A list of references may be found at �HYPERLINK http://www.efsa.europa.eu/panels/nda/claims/article13.htm ��http://www.efsa.europa.eu/panels/nda/claims/article13.htm�. Please use only pertinent references from this source together with the necessary additional references and provide copies of the source documents (see section 5).
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