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I Claim Development & Assessment "

I
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Support development
of health claims,
from start early

research,

to claims on products
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Good Food, Good Life

EU Regulation

18.1.2007 Official Journal of the Eumopean Unicn L 12/3

CORRIGENDA

Corrigendum to Regulation (EC) No 19242006 of the Furopean Parliament and of the Council of 20 December
2006 on mutrition and health daims made on foods

{0 fficdal Journal aof the Furopean Union L 404 of 30 Degember 2006)

Repulation EC) No 1924/2006 should read as fol bows:

REGULATION (EC(No 1‘3"14]'1[!}& F THE EUROPEAN PARLIAMENT AND OF THE COUMNCIL
of 20 December 2006
on nutrition and health claims made on foods
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http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:012:0003:0018:EN:PDF�
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:012:0003:0018:EN:PDF�
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:012:0003:0018:EN:PDF�
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:012:0003:0018:EN:PDF�
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:012:0003:0018:EN:PDF�

IGeneraI principles of claims

Good Food, Good Life

SHOULD

1. Fit in healthy diet &
public health
messages

2. Be understandable
for consumers

3. Scientifically
substantiated

Slide 10

CANNOT

1.

Be false, ambiguous or
misleading

Raise doubts about
competitors’ products

Encourage or support
excessive consumption
of any food

Suggest varied diet is
not adequate

Exploit fear
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o Largely similar to Codex
e Harmonisation across EU

 Non-EU (Switzerland, Norway) follow

 Maximise & protect R&D investment (our
company: 1.3 US $)

e 500 milllon consumers
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27 Member States of the EU
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Slide 14

Nutrient (Content) &

Comparative Claims

What Is In the
food?

Highin e
calcium =%

Health (or functional)
Claims

What does the
food do?
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Any
<
% Toxt that a food
has an
. Graph gests effect
= PIcture beneficial
) for health
that

g
— Y
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I Types of Claims

Nestie

Good Food, Good Life

Nutrient content claims

(‘.nmpamti\/p claims

»Input

closed

DA | ndividua

radily fUNCTIONS
Psycholagical & behaviaural
Slimming, weight control & Satiety

Art.

> Submission

Disease risk reduction claims

any time

Claims on children’s development and health

—

=stle Research ;‘9.'1.(?‘
16 o



I EU terminology

4

Functional
(art 13)

High in Calcium

Slide 18

Calcium builds
strong bones

Calcium can
reduce the risk
of osteoporosis

Daily intake of
calcium-rich
food prevents
bone fractures,
or treats or
cures
osteoporosis
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I Procedure claim approval

MNutrition claims Health claims

Article 13 Article 13.5
‘Generall ‘Mew
Requlation’s nutrition S
claims annex \ “-\/‘/
‘ MS list of A13 Claims Dossier submission |
“-hh.,___“q_ //
“.\_\_‘_\_\-‘-\-‘-
EFSA
‘ Opinion ‘
EC
Slidel.25 KL asearch 33%’{

Approval/Rejection



2\ Nestle

trqod Food, Good Life

K
S

efsam

European Food Safety Authority
Commitfed fo ensuring that Europe’s food is safe

About EFSA

Panel members
Meetings
Working groups
Scientific documents
Requests & mandates
Mutrition & health claims
Article 13

* Article 13/5
Article 14

-4

Scientific documents Panels & units Networks Calls & consultations

Home > Panels & units > NDA > Nutrition & heatth claime = Article 135

ARAN "New function” health claims under Article 13.5
AMU
ANS Claims under article 13/5 EC Requlation an nutrition and health claims are those based on
BIOHAZ newly developed scientific evidence andfor for which protection of proprietary data is requested.
Forthese health claims authorisation is required on a case-by-case basis, following the
— submission of a scientific dossier to EFSA for assessment.
CONTAM
DATEX Walid applications are transmitted to EFSA by competent authorities in Member States. EFSA s
then required to deliver its apinions within five months. If supplementary information is needed,
EMRISK EFSA has an additional month for the evaluation.
FEEDAP
Aricle 13.5 applications submitted to EFSA are included inRhe Reagister of Questions, wj
GMO indication ofthe food substance and claimed effect. The pane 5
MDA applications, 9 have been withdrawn and so far 25 scientific opinions have been adopted.
Aboutus - ) ) . . .
Faor confidentiality reasons, and in accordance with the claim regulation, summaries ofthese
Topics A-Z Article 13.5 claims applications are not published.

DA opinions on Article 13/5

Search

Events

(=1

Topics A-Z

&=k Print
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Nestie

Good Food, Good Life

Food Safety - From the Farm to the Fork

FURCPA > European Commission > DG Health and Consumers > Overview > Food and Feed Safety Site Map |

General Food Law Animal Hutrition Labelling & Nutrition Biotechnology MNowvel Food Chemical Safety Biological Safety Official controls

Europan Union Register of nutrition and health claims made on food - Introduction

Health claims means any claim that states, suggests orimplies that a relationship exists between a food category, a Topics
food or one of its components and health. Introduction
Nutrition claims
L4 Authorised health claims Health Claims
&4 Rejected health claims
A

Avalilable at http://ec.europa.eu/food/food/labellingnutrition/claims/community _register/health_claims_en.htm

Jestle Research N
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I Authorisation Process

Good Food, Good Life

EFSA evaluates
the science,

EU Commission
authorises or

EC Decision
applies once
published in the

publishes rejects the Official Journal
Opinion claim EU
EFSA opinion EC draft decision EU authorisation

Unlikely but
possible

Permitted claim

NON authorised ~ Reémoval, if
claim on existing
produ_ct

Slide 25 | R h 28k
3-6 months _.— Min 3 th 6 months —' '
page 25 F N montns + kjf?f\




. - g 2 Nestle
l- Scientific demands

The use of nutrition and health claims
shall only be permitted if...a nutrient
or other substance...has been shown
to have a beneficial nutritional or
physiological effect, as established
by generally accepted scientific
evidence.

Assessment of highest possible
standard

[EC 1924/2006, Article 5 (1)(@)]...



Nestle
Good Food, Good Life

e Who are we /am |

 EU Regulation

e Types of claims

e Authorisation

« Terminology

« Scientific Substantiation: Principles
—Food (constituent) characterisation
—Health relevance
— Effect exists

 EFSA Opinions so far E—




Not functional toods, V5 Nestle
- i m S Good Food, Good Life

1.All foods are functional

2.When we say FF, we mean Foods
with Health Claims

3.No FF in EC, EFSA, EU HC Reg or
PASSCLAIM

4.No health effects of diet beyond
nutrition effects

5.Who wants adequate if optimal Is
better?

Slid Research “”j\:_'f‘
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I|a|nta|n health = keep disease out "=

1.maintain health = prevent disease =
reduce risk of disease

2.Disease risk reduction = maintaining
health

1.1f disease risk reduction is not
maintaining health, then what is 1t?

2.1f maintaining health is not reducing
disease risk, then what is it?

3.Prevention =risk reduction,
sometimes to 0, but usually not

Slide 33 Research =/2§%
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The best vitamin to be a
happy person is Bl

Unknown

It IS so Simple to be Happy,
but so Difficult to
be Simple

Mohandas Karamchand (Mahatma) Gandhi
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Nutrition

Scientific Concepts of
Functional Foods in
Europe:

Consensus Document

Supplement Authors
A. T. Diplock

P. ]. Aggett

M. Ashwell

F. Bornet

E. B. Fern

M. B. Roberfroid

Published on behalf of The Nutrition Society by
CABI Publishing




FUFOSE: Evidence- based markers for functional -
fOOdS, fo fxpes Of C/alms re/eva”f fo fhem Good Food, Good Life

Consumption Markers of

Markers of

f (:f [ exposure target
unfi:)(l)c;na o fuchltlor)/ |
component (O1A0AglIEe
component response

TYPE B CLAIMS

(reduced risk of
disease)

TYPE A CLAIMS

(enhanced function)

Nestle Research ‘%j‘
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Y | PASSCLAIM [

Human data

AR

Totality
and
Valid markers |
claim
evidence
characteristics
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 PASSCLAIM to Health Claim

Good Food, Good Life

PASSCLAIM

Human data

A
Eeme =S 3
id markers 1 Substantiated
claim
¥

characteristics  §

3 efsa-|

European Food Safety Authority
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http://upload.wikimedia.org/wikipedia/commons/9/93/European_stars.svg�
http://upload.wikimedia.org/wikipedia/en/8/87/EFSA_logo.svg�

Regulation R
S Good Food, Good Life

The use of nutrition and health claims
shall only be permitted if...a nutrient
or other substance...has been shown
to have a beneficial nutritional or
physiological effect, as established
by generally accepted scientific
evidence.

Assessment of highest possible
standard

.. [EC 1924/2006, Article 5 (1)(@)].... &



IAmerican Statistical Association ~ "“='*

In God we trust;

everyone else,
please bring data.
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I Cause and effect relationship

»Established

> Evidence Insufficient to
establish ..

>Not established



Demonstrate what one claims:
claim only what has been demonstrated

Characterised 7
Constituent

Causal relationship

T

Human studies
Study design (randomised, double-blind, placebo-controlled)

Quality (data collection, statistics, outcomes, subjects)

Health effect

T

Interpret results

(Sufficiently)

substantiated [Conclusmn J

Research “”l'\;'f“
BAY'S
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I EFSA assessment

Nestie

Good Food, Good Life

Slide 47

3

 Food (constituent)
>> sufficiently
characterized

J

e Claimed effect
>> peneficial to human
health

]

e Cause and effect
relationship
>> established

CLAIM
SUBSTANTIATED



Demonstrate what ones claims; Z45¥ Nestle
claim only what has been demonstrated e, sl LT

1. Characterise food
(constituent)

2. Relevance human health
. Causal relationship

4. Matching population &
dose

w
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Slide 51

Food characterisation 5 Nestis

Ensure that the scientific

evidence that
substantiates the claim
also applies to the
product that with the
health claim



I Characterise food (constituent)

?‘0/ AN .
&=\ Nestle

Good Food, Good Life

&

0 N o g kW

Source

Specifications: physical, chemical,
microbiological

Variability batch-to-batch
Analytical methods
Quality assurance
Manufacturing process
Stabllity: storage, shelf-life
Bioavailability

Research “”5'\:_"“
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Good Food, Good Life

Source and specification

e Simple for a single constituent,
e.d. vitamin, mineral

 Complex for plants or (other)
whole foods e.g. dairy

e Probiotic, prebiotic, antioxidant
= health claim!

Slide 53 Research =/2§%
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Changesm ‘normal” ranges

“biologically relevant”?

e Yes, according to EFSA;
also In US and Canada

e E.g.: decrease blood
cholesterol to a lower end
of normal range IS
biologically relevant

Researc h 59t



I Maintenance ot Normal Blood V5 Nestle
t I O n Good Food, Good Life

e Maintain normal blood
glucose concentration:
beneficial physiological
effect

e But, studies In type 2
diabetes under therapy do

not predict effect general
population




?‘0/ AN .
&=\ Nestle

Good Food, Good Life

I Risk Factors

* No list of “accepted” risk factors
« EFSA

—Risk factor is independent
predictor of human disease

—Relationship of the risk factor to
development of the disease Is
biologically plausible

 Evaluated “case by case”

Slide 64 Research =/2§%
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I Relevance for human health N@Sﬂ@

“ Function claim Reduction of disease risk

Maintenance or Reduce risk factor, e.g.

improvement of a Arterial stiffness is not a
function, e.g. risk factor of

gUt health Is too general, cardiovascular
It IS unclear how to disease but
characterize this, but LDL cholesterol is a risk
transit time Is specific and factor of coronary
measurable by heart disease
generally accepted
methods.

Slide 67 Research "’f:
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All different? All the same? Some, some not?

Bio-

Risk

Intermediate

Independent

Surrogate

Predictive

Clinical

Slide 68

Marker

Biomarker

Risk marker

Intermediate
marker

Independent
marker

Surrogate
marker

Predictive
marker

Clinical
marker

Factor

Biological
factor

Risk factor

Intermediate
factor

Independent
factor

Surrogate
factor

Predictive
factor

Clinical factor

Predictor

Biological
predictor
Risk

predictor

Intermediate
predictor

Independent
predictor

Surrogate
predictor

Predictive
predictor

Clinical
predictor

Endpoint

Biological
Endpoint
Risk

endpoint

Intermediate
endpoint

Independent
endpoint

Surrogate
endpoint

Predictive
endpoint

Clinical
endpoint

Outcome

Biological
outcome

Risk outcome

Intermediate
outcome

Independent
outcome

Surrogate
outcome

Predictive
outcome

Clinical
outcome

Research :/%¢*
LTS



Say what we mean,

mean what we say

Marker: something that
marks (something else)

It IS not about the marker,
but about the marked
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I Challenges 5 Nestie

Good Food, Good Life

 When Is extrapolation valid?

e When iIs effect beneficial to
health?

e True risk factors?

 Relevant for health, but not
preventing, treating or curing
disease

Slide 72 Research =/2§%
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Does intake of the
food (constituent)
actually cause

the claimed effect?

Researc h ">§:
XNA



Does intake of the food (constituent) 2N
actually cause the beneficial health effect? ..o oo

Core: studies in humans, primarily intervention:

1.
. Appropriate control group

goA W N

© © N O

Subjects representative target group

Long enough
Intake realistic

. Outcomes reflect directly the claimed effect, or are

biologically and methodologically valid markers
Effect statistically significant

. Size of the effect biologically meaningful
. Claimed effect plausible

. Consistency; no rule for # studies, but > 1

10.TOTALITY of evidence

Slide 76 Research > X'f‘
X



'nterventlon & Observational studies = Veste

Good Food, Good Life

 Both observe and compare
aspects of health across groups
with different intakes of a food
(constituent)

 Only difference:

—Intervention: researcher
allocates intake

—Observational: researcher does
Slide 77 nOt Research “’;{\:_:



bHierarchy of Study Design

Nestie

Good Food, Good Life

p.78

Human Intervention Studies
—Randomized controlled
—Controlled

—No control

Human Observational Studies
—Cohort

—Case-control
—Cross-sectional

Human Studies on Mechanisms
Case studies

Non-human Data

Nestle Research ff‘L)_;f;f‘
2208



DDz
- . ‘e2\ Nestle
Claim for studies on o= NESUE
") - Good Food, Good Life

e Single active constituent
o MiX

e Humans

e Children

 Healthy people

e Certain dose

If no such match, then data, at best,
supportive

Slide 79 Research /7%
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Everything depends 255 Nestie

O n h OW )LO_UJ_D_O_k_at it Good Food, Good Life

» Good data, and good assessment

* Next 47 sec: creative example of
assessment / interpretation...

01_speak french.mpg
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Nestie

Good Food, Good Life

W,
RS -

- e1Sdm
European Food Safety Authority
bmmitied to ensuring that Europe’s food is safe

About EFSA Hews Scientific documents

Topics A-Z

Home > Scientific documents > Opinion of the Panel on dietetic products, ...

= Print
Sclentific output definitions Opinion of the Panel on dietetic products, nutrition and allergies (NDA) on a request from
Printed science publications the Commission related to scientific and technical guidance for the preparation and
Requests & mandates presentation of the application for authorisation of a health claim

Question number: EFSA-Q-2007-066

Adopted: 6 July 2007 See Also

Available at http://www.efsa.europa.eu/en/scdocs/scdoc/530.htm

Slide 82 Nestie Research ‘9}?‘{5
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efsa-

European Food Safety Authority EFSA Journal 2010;8(10):1817

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to wheat
bran fibre and increase in faecal bulk (ID 3066), reduction in intestinal
transit time (ID 828, 839, 3067, 4699) and contribution to the maintenance
or achievement of a normal body weight (ID 829) pursuant to Article 13(1)
of Regulation (EC) No 1924/2006"

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)E’ .

European Food Safety Authority (EFSA). Parma. Italy

p. 83 Research #48%

XNA



- An EFSA Opinion

p. 84

“.ofsam

sopeen Facd Sefety Authesty Wheat bran fibre related health claims

TABLE OF CONTENTS

Summary ...
Table ofcantents
Background as plm 1ded bv the Eumpean C OMIMission..

Terms of reference as provided by the Em:}pean Conmussmn

EFSA Disclaimer... :
Information as prov 1ded in the conaolmated hst
Assessment ..

1.

-
s

2.1. Increase in faecal bulk (ID 3066)... .. .

2.2 Reduction in intestinal transit time (]I) S“S 8%9 %{}6" 4699)

2.3. Contribution to the maintenance or achievement of a normal bmdv W e12ht (]ZD 8"9)
3. Scientific substantiation of the claimed effect...

3.1. Increase in faecal bulk (ID 3066)... . :

3.2 Reduction in intestinal transit time (]I) S“S 8%9 %{}6" 4699) e

3.3. Contribution to the maintenance or achievement of a normal b{:&dv W e12ht (]ZD 8’*9}
4. Panel’s comments on the proposed wording ...

4.1. Increase in faecal bulk (ID 3066)... .. :

42 Reduction in intestinal transit time (]I) S“S 8%9 %(}6" 4699)
5. Conditions and possible restrictions of use .

5.1. Increase in faecal bulk (ID 3066)... .. :

5.2. Reduction in intestinal transit time (]I) S"’S 8%9 %06' 4699)
Conclusions ..
Documentatlon prmlded to IEFSA
Rererences
B T L OSSNSO

C halactensatmn of the food’constlment

Relevance of the claimed effect to 1111111&11 health
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Good Food, Good Life

6000 1549

4000 -
 gos 442 W
2008 . 521 416 e 524

Total Oct. 2009 Feb. 2010 Oct. 2010 Apr. 2011 End 2011

Oct.09 Feb.10 Oct.10 Apr.11

3% %
O Positive
26%

O Negative
* EFSA provides scientific opinion
* EC and member states authorise or reject
St
- RV T
D. 86 NestIe Research ,2%?{“
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14 Positive:

DHA: visual

ALA, Fe, Vit B1:
brain, cognitive,
neurological

Ca, Vit D, P, protein:
for bone

Essential fatty acids
(ALA, LA): growth &
development

I: growth

Vit B1: energy-
yielding metabolism

p. 87

Nestie

Good Food, Good Life

Art. 14 Children

Established

14

Eye/Brain
6

P

Nestie Research *3’_{'_%{‘*1?
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10 Positive: Art. 14 Disease Risk Reduction

 Plant sterols,
stanols, oat beta-
glucan: reduced
blood cholesterol

e Ca+ Vit D:reduced
loss of bone

e Sugar-free chewing
gum: reduced tooth
demineralization,
neutralization
plague acids

Established
10

PR

St
0. 88 NeéstIe Research ;:3(;&{-



Nestle
Good Food, Good Life

3 Positive: Art.13.5 Claims

e TOomato extract
concentrate: < Platelet

Aggregation

P latelet Established 2
aggregation 3
e Toothkind
drinks: reduce
tooth

demineralization

p. 89 Nestle Research 7?3"{‘_%1‘
TS



"NO

Prunes/plums

Maintenance normal bowel function
Lutein

Maintenance of vision

170 substances for antioxidant
effect

142 substances for joint, bone &
_muscle health

Researc h %8
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YES

Mainly well-established nutrient functions:

Vitamin A Normal function of immune system;
maintenance of normal vision

Vits B, B;,, niacin, pantothenic acid
Normal energy-yielding metabolism

Vitamin C Protection of DNA, proteins and lipids
from oxidative damage

Calcium & vitamin D Maintenance of normal bones

at all ages

Folate Normal blood function; normal maternal
tissue growth during pregnancy

lron Normal formation of red blood cells and

haemoglobin; oxygen transport

Slide 95 Research =78%
EVR



YES

ePlant sterols lower blood
cholesterol; blood cholesterol
lowering may reduce the risk
of coronary heart disease

Meal replacements and
weight control; reduction In

body weight

Research #2%%
S5
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Good Food, Good Life

Make things as
simple as possible,

but not
simpler than that



= \ N*stle

oooooooooooooooo

Substantiate
what one claims;
claim only

what has been
substantiated
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The art
of asking questions
IS the source
of every progess

side . NestleResearc h 9%t
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