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O v e r v i e w

Health claims

Art. 13(1)(a)

òHealth claims

describingor referring

to theroleof a nutrient

or other substancein

growth, development

andthefunctionsof the

bodyó
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Art. 13(1)(b)

òHealth claims

describingor referring

to psychological and

behaviouralfunctionsó

Art. 13(1)(c)

òHealth claims descri-

bing or referring to

slimming or weight-

control or a reductionin

thesenseof hungeror an

increasein the senseof

satietyor to thereduction

of the available energy

fromthedietó

Art. 14(1)(b)

òHealth claims

describingor referring

to psychological and

behaviouralfunctionsó

Art. 14(1)(a)

òReduction of disease 

risk claimó

28(6)

28(5) No 

transitional 

measure



A r t i c l e 2 8 ( 5 )
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Article 13(1)(a) claims

Á May be made from the date of entry into
force of the Claims Regulation until the
adoption of the list referred to in Article
13(3)

Á Must comply with the Claims Regulation

Á Must comply with existing national
provisions applicableto them



A r t i c l e 2 8 ( 5 )
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In caseof negative EFSA opinion

Á Strong evidence that the claim does not
comply with Article 6 of the Claims
Regulation and hence does not comply
anymorewith Article 28(5)

Á May trigger enforcement authorities to
requestoperatorsto withdraw the claim

Á Relevance of national authorizations
(Article 30(3) of Regulation178/ 2002)



A r t i c l e 2 8 ( 6 )
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Article 13(1)(b) and (c) + Article 14(1)(b) claims

Á Must have beenusedin compliance with
national provisions before the date of
entry into force of the Claims Regulation
(19/ 1/ 07)

Á Must either be transmitted by Member
States before 31/ 1/ 08 or following an
application submittedbefore19/ 1/ 08

Á In caseof rejection, they may continue to
beusedfor 6 months



A r t i c l e 2 8 ( 6 )
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Inconsistency: Article 14(1)(b) claims

Á The transitional measure for Art . 14(1)(b)
claims was inserted in the Claims Regulation
following an amendment by Reg. 109/ 2008
taking effect on 04/ 03/ 08

Á Dates determined for the transmission of data
to Member States(31/ 1/ 08) or the submission
of an application (19/ 1/ 08) prior to the
application of the transitional measureitself

Á Deadlines for submission of dossier may not
strictly apply to Article 14(1)(b) claims



ARTICLE 28(5)
[Article 13(1)(a) claims]

ARTICLE 28(6)
[Article 13(1)(b) and (c) + 14(1)(b) claims]

New claims may be made until the 

Article 13(3) list is adopted

Only claims legally used before 

19/1/07 are allowed

No need for the claim to be under an 

authorization procedure

The claims needs to be engaged in

an authorization procedure

No formal transition period in case 

of rejection

6 months transition period in case 

of rejection

A r t i c l e 2 8 ( 5 )  v s  A r t i c l e 2 8 ( 6 )
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Regulation  983/2009

A r t i c l e 2 8 ( 5 )  v s  A r t i c l e 2 8 ( 6 )
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Up to now: 6 months transition period in case of 
rejection irrespective of the claimõs legal category

Regulation  984/2009 Regulation  1025/2009

14(1)(b) 13(1)(a)

13(1)(c)
13(1)(b)



EFSA published the first batches of opinions 
on Article 13(2) applications

i. 1st batch: 1 October2009
ii. 2nd batch: 25 February2010
iii. Next batches: 2010and 2011

R e g u l a t o r yd e v e l o p m e n t s
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