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Introduction



I n t r o d u c t i o n

Á The Claims Regulation was designed with 2
objectivesin mind:
Á Ensurethe functioning of the internal market
Á Provide a high level of consumers'protection

Á Best way to achieve these objectives?By drawing
positive lists of health claims

Á A common legislative technique to bring about
harmonization at EU level, which has the merit to
ensurea high level of legal certainty

Á Approval or outright prohibition
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I n t r o d u c t i o n

Á In C-155/ 04, the Advocate General found
Directive 2002/ 46 disproportionate owing to the
lack of transparency for the authorization
procedureof new substances:
Á no provision for interestedpartiesto beheard

Á no time-limits for decision

Á no certainty that a final decisionwill betakenetc.

Á But the CJEU merely reminded the Commission
of the needto establish a clear procedure(right of
access,reasonabletimeline etc.)
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I n t r o d u c t i o n

Á The Claims Regulation has established(relatively)
clearprocedures

Á Two main drawbacks:

1. The bulk of health claims submitted under
Article 13(2) are not applicant-linked
(Member States are the formal applicants,
not the interestedparties)

- No right of withdrawal

- Procedure not established by law but
accordingto political agreements
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I n t r o d u c t i o n

2. Unexpectedhigh standard of EFSA, raising
the requirements for substantiation up to
thosein usein the medicinal productsambit

- Roughly 21% of claims submitted
through the individual authorization
procedurehavebeenauthorized thus far

- Paradox: it may be easierto get approval
as Traditional Herbal Medicinal
Product than a claim on botanical-based
food supplements
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When to challenge
What type of decisions can be the object of a legal 

challenge? 


