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Main bullets of this presentation:

REGULATION {k(’] N0 19242006 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
“*Some features of : o1 10 Dember 206

on nutrition and health claims made on foods

*»Tips on probiotics
and health claims




The Regulation made short:

A nutrition claim states or suggests that a food
has particular beneficial nutritional properties.

Examples include “low fat”, “no added sugar”
and “high in fibre”.

A health claim is any statement used on labels,
In marketing or in advertising, that health
i{s can result from consuming a given food
ONe of Its constituents.




The Regulation made short:

Nutrition and health claims shall be based on
and substantiated by generally accepted
scientific evidence.

A food business operator making a nutrition or
Akealth claim shall justify the use of the claim.
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The Regulation made short:

Conditions under which a nutrition or health
claim can be made include “nutrient profiles”
based on scientific advice provided by EFSA.

The competent authorities of the Member

States may request a food business operator or
rson placing a product on the market to

aroduse scientific data establishing compliance

gulation.




Health Claims

Based on
generally
accepted
scientific
evidence

Based on
newly
developed
scientific
data/IPR
protection

Reduction of
disease risk
and claims
referring to
children’s
development
and health

Article 14

Article 13.1

Article 13.5




Article 13.1

Health claims other than those referring to the reduction of
disease risk and to children's development and health

13.1 1. Health claims describing or referring to:

(a)the role of a nutrient or other substance in growth,
development and the functions of the body;

4)_based on generally accepted scientific evidence; and

i) well tnderstood by the average consumer.




Article 13.2

Member States shall provide the Commission with lists of
claims as referred to in paragraph 1 by 31 January 2008 at the
latest accompanied by the conditions applying to them and by

eferences to the relevant scientific justification.




Article 13.3

After consulting the Authority, the Commission shall

adopt, in accordance with the procedure referred to in Article
25(2), a Community list of permitted claims as referred to in
paragraph 1, and all necessary conditions for the use of these

Blams™y. 31 January 2010 at the latest.




Article 13.5

5. Any additions of claims to the list referred to in paragraph
3 based on newly developed scientific evidence and/or which
Include a request for the protection of proprietary data shall be

adopted following the procedure laid down in Article 18,

( except claims referring to children's development
nggzalth, which shall be authorised in accordance with the
OreC re laid down In Articles 15, 16, 17 and 19.




Practical steps to set the list of
Article 13

dMember States to submit national lists
(National responsibility, but efforts to coordinate
to ensure coherence)

d Commission to consult EFSA

d Compilation of lists to be submitted to EFSA

dFinal list to be adopted by Regulatory Committee




Article 14

Reduction of disease risk claims and claims

referring to children's development and
health

1. Notwithstanding Article 2(1)(b) of Directive 2000/13/EC,
reduction of disease risk claims and claims referring to children's

development and health may be made where they have been

aUthorisd in accordance with the procedure laid down in Articles 15, 16, 17
ifle thiscRegulation for inclusion in a Community list of such permitted
getherwith all the necessary conditions for the use of these claims.




Articles 15,16, 17,18

How to apply for authorisation

A food business operator
iIntending to use a health claim

not included In the list provided
for in Article 13(3) may apply

for the inclusion of the claim In
at\|st.
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Articles 15,16, 17,18

How to apply for authorisation

Authorisation procedure:

1 Application to EFSA

J EFSA opinion within 5
months

d Community authorisation




From the Regulation to Probiotics
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La Lactobacilline est présentée aussi sous forme
de comprimés pour les personnes qui n'aiment pas
ou ne peuvent pas supporter le Lait caillé.

Cette derniére préparation étant de Ia Lactoba-
cilline pm,mmmepdm
de vue thérapeutique que le Lait caillé.

La Société ““ Le Ferment™ prépare aussi, sur
demande,du Bouillon de Lactobacilline.

““ Le Ferment '

Fournisseur de I'Assistance Publique
Seul Fournisseur du Professeur METCHNIKOFI'




rlezifin) clels o ofgolgiles, ifle fLilife siopy:

=AC)S

Are probiotics included in the
Regulation?

YES: art. 3/3 ‘other substance’
means a substance other than a
nutrient that has a nutritional or
physiological effect;




rlezifin) clels o ofgolgiles, ifle fLilife siopy:

EAC)S [tarrs for groglgilcs:

b) the nutrient or other substance for which the
claim is made:

(1) is contained in the final product in a significant
guantity as defined in Community legislation or,
where such rules do not exist, in a quantity that will
produce the nutritional or physiological effect
claimed as established by generally accepted
scientific evidence;
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rlezifin) clels o ofgolgiles, ifle fLilife siopy:

EACS: [t2rr1s for groglgilcs:

Article 6: “Substantiation based on
generally accepted scientific evidence”
HOW WILL THE SCIENCE BE ASSESSED?
HOW MUCH SCIENCE DO YOU NEED?
WHAT KIND OF SCIENCE DO YOU NEED?

Probiotics: need of meta-
analysis, guidelines, etc.

The problem of peer review
journals :




rlezifin) clels o ofgolgiles, ifle fLilife siopy:

EACS: [t2rr1s for groglgilcs:

Article 6: “Substantiation based on

generally accepted scientific evidence”

E [ INational/international expert consensus report

[JHuman intervention studies, including use
of biomarkers
[JJHuman observational/epidemiological studies
[JOAnimal and in vitro studies

e [UTraditional knowledge/experience of use
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rlezifin) clels o ofgolgiles, ifle fLilife siopy:

=ACS: Flow (o rrlgzisire
sfflcaicy of grgglgilcs

The development of VALIDATED biomarkers is
essential. Biomarkers must be validated both
« ANALYTICALLY and BIOLOGICALLY.
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rlezifin) clels o ofgolgiles, ifle fLilife siopy:

EACS: Floyw to cormrritnlicaiie
afflcaicy Jf 0roglgilcs

It is important that claims on foods can be
understood by the consumer and it is
appropriate to protect all consumers from
misleading claims.

4 ‘ Probiotics: need to improve
dissemination (clinicians,
health professional,
consumers organizations)
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