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Subject: Petition 1626/2012 by Daniela Kosinski  (Polish), on defending natural
medicine

1. Summary of petition

The petition briefly calls for the protection of natural medicines in Europe. In this regard, it 
refers to the restrictive policy of the EFSA as regard health and food supplements.

2. Admissibility

Declared admissible on 24 May 2013. Information requested from Commission under Rule 
202(6).

3. Commission reply, received on 28 August 2013

The Commission's observations

In the EU, the use of nutrition and health claims on foods is governed by Regulation (EC) No 
1924/20061 (hereinafter: 'Claims Regulation'). In the context of this Regulation the notion 
'health claim' means any claim that states, suggests or implies that a relationship exists 
between a food (category) or one of its constituents and health. Furthermore, a distinction is 
made between the following types of health claims: (1) 'function' claims, (2) reduction of 
disease risk claims and (3) claims referring to children's development and health. In 
accordance with Article 10 of the Claims Regulation, health claims can only be present on the 
market if they have been authorised at EU level. 

Regarding 'function' claims, Article 13(3) of the Claims Regulation provides that the 
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Commission shall adopt a Community list of permitted health claims in accordance with the 
regulatory procedure with scrutiny, and after a scientific assessment carried out by the 
European Food safety Authority (EFSA). In the framework of the procedure for adoption of 
the Union list of health claims, the Commission was provided with around 44.000 entries (so 
called IDs) corresponding to claims that could be authorised in the future and accompanied by 
the conditions applying to them and relevant scientific justification. The different approaches 
adopted by the Member States as well as the presence of similar or identical claims 
necessitated the consolidation of these entries by the Commission into a consolidated list of 
4637 IDs to be submitted to EFSA for evaluation. 

In the context of 'function' claims, the EU list of permitted health claims was established by 
virtue of Regulation (EU) No 432/20121. When this list was adopted it contained 222 health 
claims (corresponding to 497 entries in the consolidated list). Moreover, the adoption of this 
Regulation led to the insertion of 1630 entries in the non-authorised health claims section of 
the EU Register. 2078 entries in the consolidated list are still to be evaluated by EFSA or to 
be considered by the regulator, and may continue to be used. 

The role of EFSA in the decision-making process

One of the guiding principles of the Claims Regulation is that health claims may only be used 
if they are based on and substantiated by generally accepted scientific evidence. The task of 
verifying whether submitted claims are scientifically substantiated has been attributed to 
EFSA, ensuring a harmonised assessment. Taking into consideration the scientific assessment 
carried out by EFSA and other legitimate factors, it is the Commission which finally takes the 
decision to authorise the claim or to refuse to do so. Thus, the Commission would like to 
clarify that while in the context of the Claims Regulation EFSA has been attributed the task of 
issuing scientific advice, granting authorisation falls within the competence of the 
Commission. EFSA is in no way competent to take a decision on whether or not to authorise 
health claims.

Moreover, the task of EFSA to issue scientific opinions in the context of health claims is in 
accordance with its mission to 'provide scientific advice and scientific and technical support 
for the Union's legislation and policies in all fields which have a direct or indirect impact on 
food and feed safety.' In addition, the Commission emphasises that when issuing scientific 
advice, EFSA is bound by the provisions of Regulation (EC) No 178/2002. In particular it 
needs to respect the principles of independence, transparency and confidentiality.

Introducing rights to alternative treatment methods in EU health provisions

As explained above, the Claims Regulation, which applies to foods, provides for three 
categories of health claims: (1) 'function' claims, (2) reduction of disease risk claims and (3) 
claims referring to children's development and health. The Commission would like to stress 
that in accordance with Article 2(1)(b) of Directive 2000/13/EC2 the labelling and methods 
used must not attribute to any foodstuff the property of preventing, treating or curing a human 
disease, or refer to such properties. Thus, food business operators must in any event ensure 
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that claims used to promote foodstuffs do not amount to 'medicinal claims'. 

Restoring the balance in the provisions on nutrition and health claims

The Commission would like to underline that the Claims Regulation aims to ensure the 
effective functioning of the internal market, while at the same time ensuring a high level of 
consumer protection. The introduction of an authorisation procedure for health claims at EU 
level has the dual effect of creating a level-playing-field for food business operators while 
protecting consumers against misleading claims. 
The Commission underlines that the provisions of the Claims Regulation, adopted by the co-
legislator, have been respected in establishing a list of authorised health claims. 
Finally, the Commission stresses that the non-authorisation of a claim does not amount to a 
ban of the commercialisation of products as such, but merely affects the way in which they 
are marketed. 

Conclusion

In the light of the above, the Commission cannot identify means of responding positively to 
the requests of the petitioner. 


