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DRAFT GUIDELINES FOR USE OF HEALTH AND NUTRITION CLAIMS -
(ALINORM 03/22, APPENDIX VII)

GOVERNMENT COMMENTS AT STEP 6

AUSTRALIA:

Australiawishesto provide the following comment in relation to CL 2002/37 —FL Draft Guidelinesfor
Use of Health and Nutrition Claims (at Step 6).

1. SCOPE

Australia proposes an amendment to 1.1. Australianotes that the Terms of Referencefor the Codex
Committee on Food Labelling include “to study problems associated with the advertisement of food
with particular reference to cdlaims and mideading descriptions’. Therefore, Australia believesthat
these guidelines should extend to food advertising. In Australia, health claims have been considered
with regard to food labelling and food advertising. Australia’s food regulations prohibit an
advertisement for food to contain any statement, information, design or representation where the same
statement, information, design or representation is prohibited onthelabd of thefood.

Australia proposes.-
1.1 These guidelinesrelate to the use of nutrition and health claims in food labelling and advertising.
Australia supports 1.4:-

“1.4 Nutrition and health claims are not permitted for foods for infants and young children unless
specifically provided for in relevant Codex standards’ , on the basisthat ‘foods' includes such products
asinfant formula. Please note paragraph 76, Alinorm 03/26A (report of the Codex Committee on
Nutrition and Foods for Special Dietary Uses) that cereal-based foods are not considered as breast milk
substitutes.

Australia supports 1.4 as being consistent with the requirements of the WHO International Code of
Marketing of Breast Milk Substitutes by way of preventing the provision of information that could
discourage breastfeeding. In recent comments to the Codex Committee on Nutrition and Foods for
Special Dietary Uses, Australia has also supported the proposed prohibition on hedth claims as
expressed in section 9.1.5 of the Proposed Draft Revised Standard For Infant Formula (Alinorm 03/26A
Appendix 3 at Step 3), and aso proposed extending the prohibition in that draft standard to include
nutrition function claims as defined by these guidelines.

7.HEALTH CLAIMS
Australia proposes an additional item under section 7.5. The benefits of eating avariety of foods are

well documented. Diet-disease relationships are multi-factorial in nature. Australiabelievesthat the
message of the importance of avaried diet must always accompany health claimsto ensure the message
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about variety is constantly reinforced. Inthe absence of such a statement, consumers could place undue
emphasis on health claims on product labels and risk skewing their dietary intake in an undesirable way.

7.5 The following information should appear on the label or labelling of the food bearing health claims:

7.5.7 A statement on the importance of maintaining a varied diet.

BRAZIL:

Preamble
Brazil requests to delete the square brackets, maintaining the text with thefollowing drafting:

“ Health claims should be consistent with national health policy, including nutrition policy, and support
such policies where applicable. Health claims should be supported by a sound and sufficient body of
scientific evidence to substantiate the claim, provide truthful and non-misleading information to
aid consumers in choosing healthful diets and be supported by specific consumer education. The
impact of health claims on consumers™ eating behaviors and dietary patterns should be monitored.
Claims of the type described in section 3.4 of the Codex General Guidelines on Claims are prohibited. “

1. Scope
1.4 To exclude the square brackets from the expression: “Nutrition and’, keeping it on the text. To
include “infants and” after the expression ” Health claims are not permitted for foods for...”. The text

will be like the following:

“Nutrition and Health claims are not permitted for foods for infants and Health claimsare not
permitted for foodsfor young children unless specifically provided for in relevant Codex Standards’.

Justification: The Brazilian Legislation on Infant and Y oung Children Food Publicity, based on WHO
recommendations, does not allow in the Packaging and or Labelling of Infant and Young Children
Formulas the use of sentences or expressions that indicate health claims of that product.

Item 2. Definitions

2.1 Toinclude “dietary fibre’ to be coherent with theitem 4.1.

2.2.1 To maintain the text and the examplesfor a clearer understanding.

To exclude theterm “good/excellent” from the last example.
The text will be like the following:

“ Nutrient A (naming a physiological role of nutrient A in the body in the maintenance of health and
promotion of normal growth and devel opment. Food X is a geed/exeelent source of nutrient A”.

Justification: Thereis no parameter to establish the values for these expressions.
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2.2.2. [Other] Function Claims

To delete the square brackets from the expresson “or psychologica”, keeping it on the text, considering
that it should exist some substances that can influence the psychological state of a person, as the
caffeine.

4. Nutritional Claims
4.1 To substitute the term “fibre” for “dietary fibre’.

To include on the item 4.1, after “(...) Nutrition Labelling”, the following sentence: ...or those
nutrients which are mentioned on an officially recognized dietary guidelines of the national
authority having jurisdiction, should be the subject of a nutrient function claim.”

Justification: the item 4.1 must be revised to be coherent with the item 7.1.6 of this Draft Guide.
Proposal presented by New Zealand (para. 89, Alinorm 03/22).

7. Health Claims
7.1.5 (i). To delete the word “significant” from the expression: “a significant-or high source”.
Justification: To be coherent with theitem (ii), where the claims refer onthe CAC/GL 23-1997.

7.5 We suggest to include the word “advertising” after the expresson “label and".

The text will be like the following:

The following information should appear on the label, labelling and advertising of the food bearing
health claims: (...)

Justification: The inclusion aims to assure that the claims, which are different from those declared on
the labelling, must not be presented on the publicity of the products,.

This suggestion was based on Item 3.2, Codex Stan 146 — 1985: “ Nothing in the labelling and
advertising of foods to which this standard applies shall that advice from a qualified person is not
needed.”

COLOMBIA:

The Codex Contact Point for Colombia is sending comments regarding Proposed Draft Guidelinesfor
the Use of Health and Nutrition Claims,

Comments

2.2.2 [Other] Function We do not agree, asit isnot
Claims - These claims concern | possible to demonstrate the
specific beneficial effectsof | beneficial effect of anutrient
the consumption of foodsand | on psychological functions.
their constituentsin the
context of the total diet on
physiological [or
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psychological] functionsor
biological activities but do not
include nutrient function
claims. Such claimsrelateto a
positive contribution to hedth
or to the improvement of a
function or to modifying or

preserving hedth.
2.2.3 Reduction of disease Include the following
risk claims - examples, asthey are

...Diseases have multiplerisk | multifactor factors (Sic.).
factors and altering one of
theserisk factors may or may | Example: “Regular physical
not have abeneficial effect. exercise and avaried and

The presentation of risk healthy diet having alow
reduction claims must ensure, | content of (nutrient xxx) helps
for example, by use of (aspecific group xxx) to bein
appropriate language and good health and can reduce

reference to other risk factors, |risk of (illness).”
that consumers do not

interpret them as prevention | “Regular physical exercise and

claims. avaried and healthy diet
having a high content of

Examples: (nutrient xxx) helps (a specific

“A diet low in substance A group xxx) to bein good
may reduce therisk of disease | health and can reduce risk of
D. Food X is low in substance | (illness).”

A.”

TABLE OF CONDITIONS |Include in the column of

FOR NUTRIENT conditions that may be
CONTENTS declared by portion, and also a

foot note indicating “as long
as size of the food portion is
fixed at the national level, this
may be used” as established in
the document of Appendix |11
in Step 6 of the minutes of the
23" meeting of the Codex
Committee on Nutrition and
Special Diets

DENMARK:

General comments
As commented before, Denmark would like to emphasize that health claims should only be allowed if
they are consistent with nationd hedth and/or nutrition policy. As the purpose of hedth clamsisto ad
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consumers in choosing a healthy diet it is important that health claims are true and not suited for
misleading. It is essential that the use of health claims is based on the principle that it isthe total diet and
not asingle food that is important for health. It isalso important that the claim istrue for aredlistic
intake of the food, and claims must not be used for foods with properties that increase the risk of
disease. Furthermore, the claim must be based on all scientific evidence, and be in accordance with
national authorities requirements for documentation. We appreciate that these elements are covered by
the present proposal.

DK promised at the 30" session in Halifax to inform the Committee about the work done in Denmark
concerning the issue on scientific substantiation of health claims. Please find this enclosed.

Title
We find that the term " nutrition” should be mentioned before "hedth”, asis dso donein 1.1. and 1.2.,
so the wording will be: “Proposed dr aft guidelinesfor use of nutrition and health claims.”

Preamble

We agree that hedth claims should be supported by a sound and sufficient body of scientific evidence to
substantiate the claim, and that health claims should provide truthful and non-mideading information to
aid consumers in choosing healthy diets. Therefore we support that the square brackets should be
deleted.

We also welcome that the issue concerning monitoring of the impact of hedth claims on consumers
eating behaviour is included in the preamble. We would like to add that this should be atask for the
competent authorities, and the sentence read as follows: “The impact of health claims on consumers
eating behaviours and dietary patterns should be monitored by the competent authorities.”

1. Scope
1.4 We support that foods intended for infants and young children should not bear a nutritional or a
health claim. So the square brackets should be del eted.

2. Definitions

2.2. “Health claims’ should be put in bold figuresin consistency with the rest of the document.
Furthermore, we find that there is a need to describe that all health claims should consist of two parts.
Thisisnot only the case for reduction of diseaserisk clams. Referring to the given examples thisis
already taken into consideration. Therefore, the text in section 2.2.3 should be moved to 2.2, reading as
follows:

“Health claims means any representation that states, suggest, or impliesthat arelationship exists
between afood or a constituent of that food and health. The claim must consist of two parts:

1) Information on an accepted diet-hed th reationship; followed by
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2) Information on the compasition of the product relevant to the relationship unlesstherelationship is
based on awhole food or foods whereby the research does not link to specific constituents of thefood.
Health claims include the following:”

221and 22.2.

Regarding the two different definitions of “function claims” there might till be some obscurity. It is
important to clarify if it isthe function or the constituent/substance that makes the difference between
the two.

A claim that describes the role nutrients play on physiological functions or biological activitiesisalso a
“nutrient function claim”. However, we do not find a need to amend the text in 2.2.1 to include
"biological activity” as thisisincluded inthe term "normd function” of the body. There hasbeen an
argument that “enhanced function claims” involves functions that “goes beyond normal function of the
body”. We want to emphasise, that it isan impossible task to distinguish between the different types of
terminology of “physiological functions’, asregardsto what isa normal physiological function of the
body, and at which stage the physiological process can be defined as a pathological function.

Referring to the report of last years working group - CX/FL 02/9-CRD.29- section 2.2.2 describe
function claimsrelated to foods and their constituents without official recommended intakes. In other
words we interpret “other function claims’ to involve constituents or substances, which are not
nutrients, and therefore fall outside the definition of “nutrient function claims”. There has been an
argument, that “enhanced function” is describing a function that goes beyond the adequate nutritiond
need of the body, in other words claiming an effect of a nutrient with ahigher dose than the present
recommendation subscribes, or claiming a nutrient without official recommendation. We want to
emphasise, that if ageneral need for higher intake is scientifically proved, this should give rise to new
recommendations.

For a better clarification of the text, we propose that the text in 2.2.2. is changed to:

“2.2.2 Other function claims — these claims concern specific beneficial effect of the consumption of
food or the constituents of food other than nutrients, in the context of the totd diet on normd
physiological functions of the body, but do not include phar macological or medical claims .”

The last sentence beginning with “Such claimsrelate to a positive contribution....” can be deleted, as
this understanding/definition is already included in the general definition of all health claims in section
2.2. Furthermore we do not find that an effect on psychologicd function should be accepted.

With the above mentioned understanding of “other function clams” this can easly lead to a medication
of foods as the boarder line to substances having a pharmaceutical effect is very close. Therefore we
find that further guidelines must be established to limit which foods and/or “substances’ that can be
subject to acdlaim. This should be clarified in section 7. (See proposal of a new section 7.1.7)
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Regarding examples:

We agree that the examples given should be generic examples.

In 2.2.2 however, we want to draw the attention to the fact that it could be misleading torefer to a
specific content (x grams) of substance Y if thereis no recommendation of daily intake.

In the examples givenin section 2.2.3 we find that “nutrients’ dso should be included in the text.
Otherwise it could indicate that only “other substances than nutrients’ are alowed here. The exact
wording could be: “Food X islow in nutrient or substance A” and “Food X is high in nutrient or
substance A”.

7. Health claims
7.1.1 We agree. See also our comments regarding weighing of evidence and conditions for
documentation, enclosed be ow.

We want to draw the attention to the fact that a“function claim” often is connected to “reduction of
diseaserisk ” even if thisis not mentioned in specific wording on the product. For instance claiming that
“asubstance A reduces blood cholesterol level”, automatically leads the thoughts to a“reduction of the
risk of heart disease”, or this connection is seen described in other marketing materia. Itis important
that if a physiological function or biomarker is claimed, it must be scientifically substantiated that a
connection between the biomarker and a reduced risk of disease exists. Otherwise the consumer will be
mislead if he/she interpret such claimsto the effect that eating the food will reduce the risk of disease.

Therefore it should be added to the text, that a relati onship to heath must be present, asfollows:
“7.1.1 Health claims must be based on current scientific substantiation and the level of proof must be
sufficient to substantiate the type of claimed effect and the relationship to health as recognized by
generally accepted scientific review of the data and the scientific substantiation should be reviewed as
new knowledge becomes available.”

7.1.6 This section should apply to all health claims, and not only nutrient function claims, when the
claim involves a specific nutrient. Section 2.2.3 (risk reduction) also involves claiming an effect of
nutrients, and consequently only those nutrients mentioned in 7.1.6 should be subject to areduction of
disease risk claim. Therefore the wording “nutrient function claim” should be replaced by health claim”
at the end of the sentence.

We agree that section 4.1 need revising according to 7.1.6.

Parallel to 7.1.6 describing which nutrients that should be subject to a health claim, we propose that the
guidelines should mention the criteria concerning which foods or congtituentsof foods other than
nutrients that should be subject to a claim. Referring to our comments under 2.2.2 we propose that itis
mentioned in section 7, that substances of well-known medical use, e.g. substancesthat are active
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components in medicinal products or herbal remedies should not be subject to a health claim. The text
could read as follows:

“7.1.7 Substances of well-known medical use, e.g. substancesthat are active componentsin
medicinal productsor herbal remedies should not be subject to a health claim.”

As a consequence of moving 7.4 to the preamble, the following sections should be renumbered.

Regarding scientific evidence of health claims

In Denmark aworking group was established by the Danish Veterinay and Food Administration to
propose guidelines and conditions for the use of health claims on foods. An overview of the proposal
from the working group has been published in Scandinavian Journal of Nutrition, vol. 45:35-39,
2001:

Guidelines and conditions for use of health claimsin Denmark, by Heddie Mejborn, Lars Ove Dragsted,
Jorn Dyerberg, Bente Koch, Morten Poulsen and Lars Ovesen.

The working group concluded that the scientific evidence behind a hedth claim must be based on a
systematic review of all scientific publications with relevance for the claim in question. The designs of
human research can be ranked due to ther strength of scientific proof. Hedth claims should dways have
their basis in high-ranking scientific evidence. The following is quoted from the article:

Weighing of evidence and conditionsfor documentation

The scientific evidence must always be based on a systematic review of relevant scientific literature
according to scientifically accepted principles (12).

The total evidence requires careful weighing of both the type and the strength of the contrib utions
coming from the kinds of studies mentioned above. It takes considerable experience to do this.
Therefore, the level of evidenceisusually arrived at by several consenting experts. There are, however,
some conditions, which, when present, strengthen the evidence for a connection between diet and health
(the design of the controlled trid takes several of these conditions into account):

1. Consistency. The findings must be demonstrated more than once, and preferably by other scientists,
in different human populations and/or animal species, under different conditionsand at different
times.

2. Strength and quality. The study design must be suitable for examining the actual connections, and
the results must be statistically significant.

3. Biological plausibility. Preferably, the connection should be supported by a mechanistic theory,
consistent with the physiological and biochemical circumstances. In vitro methods, animal
experiments and biomarkers contribute considerably to that evidence.

4. Dose-response relationship. Preferably, a dose-response relationship should be demonstrated and
the minimal effective dose should be determined. Animal experiments are well suited for that, but
observational and experimental studies and meta-analyses can contribute.
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5. Temporadlity. A changein diet must be followed by a change in health outcome. The temporality
requirements are fulfilled in controlled experiments in animals and humans.

6. Specificity. The evidence is strengthened when the (degree of) change in health outcome is specific
for the dietary factor in question. All kinds of experiments can contribute to fulfil this condition.

Despite the fact that the different human study methods have their independent merits and to some
extent raise different questions— and therefore give different answers— it is possible to rank the
individual methods according to their scientific strength for proving diet-health relations. A ranking of
the methods after this principle can bereferred to as”the hierarchy of evidence’ (table 1). Animal

studies can never stand alone in the evaluation of a positive health effect in humans (contrary to the case
for negative effects), but in principle are comparable to controlled trials. If the knowledge about the
animal model asa model for humans is less than complete, then evidence from animal studies typically
ranks lower than studies performed in humans. In vitro methods alone rank very low as scientific
evidence, but can support other results to make the total evidence stronger.

Meta-anal yses — based on experimental as well as observational studies— are so far not sufficiently
standardised for use as the only basisfor ahedth claim, but can be used to support the scientific
evidence (13).

The scientific requirements for documentation should vary depending on the wording of the health claim
but in general certain minimum conditions must always be fulfilled:

1. Theclaim must be based on all scientific evidence, not only experiments supporting the clam.

2. The claim must be based on human experiments, and the claim must be in accordance with the
results of these experiments.

3. A general consensus among independent and qualified scientistsmust exist.

Table 1. The hierarchy of evidencefor human study methodsranked in descending order of
scientific weight.

1A. Systematic review of (several) controlled studies of good quality where all the results
point in the same direction.

1B. Isolated or few controlled studies of good qudity with narrow confidence intervas where
the results point in the same direction.

2A. Systematic review of (several) prospective cohort studies where the results point in the
same direction.

2B Isolated or few prospective cohort studiesof good quality, and isolated randomised
controlled studies with broad confidence intervals.

2C. Systematic review of (several) case-control studies where the results point in the same
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direction.
2D. |solated or few case-control studies of good quality.
3A. Corrélation studies, cross-sectional studies, time-series studies.

3B. Casereports, and cohort sudies and case-control studies of low quality.

Risk assessment

It is very important to perform an overall risk assessment of adietary component to obtain a
comprehensive view both in relation to safety and nutritiond aspects. Thereis no advantagein raising
the intake of afood to obtain a modest health advantage, if at the sametime thereisrisk that adverse
effectswill overshadow the beneficial effects. Asabasis for the risk assessment both results from
concrete experiments and considerations of possible sde effects based on known effects of the dietary
component should be taken into consideration.

Studies in animals and in vitro are important tools for the risk assessment, and for this purpose
international validated guidelines are deve oped (e.g., OECD-guidelines (5)). When extrapolating from
observations in animals to humans, differences in reactions between animals and humans and between
humans are allowed for. A factor of 10 is often used as a safety margin for each of these two steps (14).
| addition, corrections must be made for eventual differences in absorption, metabolism, and excretion,
and the magnitude of used dose corrected for weight, or even better corrected for species differencesin
basal metabolism (15).

To this comes the attention that must be paid to suggestive negative effects in human studies. A negative
effect of adietary component must not be “proven” in the same way as a positive effect, but any
suspicion of a negative effect must lead to a closer examination or dismissd of thefood in question.
This part of the evidencefor ahedth claim (i.e., the safety aspect) can be as extensive asthe basis for
judging the positive effects.

References:

5. OECD guidelines for testing of chemicals, section 4 — Hedth effects. Environment Directorate,

Organisation for Economic Co-operation and Development, Paris, 1996.

12. Meade MO, Richardson WS: Selecting and appraising studies for a systematic review. Ann Intern

Med 1997:1847-52.

13. Jini P, Witschi A, Block R, Egger M: The hazards of scoring the quality of clinical trials for meta
analysis. JAMA 1999; 282:1054-60.

14. Renwick AG: Data-derived safety factors for the evauation of food additives and environmenta
contaminants. Food Additives Contam 1993; 10:275-305.

15. Travis CC, White RK, Wards RC: Interspecies extrapolation of pharmacokinetics. J Theor Biol
1990; 142:285-304.
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NEW ZEALAND:

The New Zealand Government would like to make the following comments:
General

In the preamble who is envisaged to carry out the task of monitoring the impact of health claims on
consumers’ eating behaviours and dietary patterns? What is to be done with the monitored information?
Who is setting the action standards?

There should be consistency in the order of the words “ health” and “ nutrition” . In the title the order is
health and nutrition claims. However in points 1.1 and 1.2 the order is reversed to read “ nutrition and
health claims” .

Section 1.4
New Zealand agrees with the inclusion of the text in square brackets.

Sections2.2.1, 2.2.2and 2.2.3

The examples given in these sections have been made very generic to the point where they are not so
easy to interpret. Isthere any reason why specific examples (eg, Cdcium aids in the deve opment of
strong bones and teeth) cannot also be included?

Section 2.2.2
New Zealand does not support the use of the word “ other” . It is preferable to revert to the wording in
the previous draft “ Enhanced” rather that “ Other” .

Section 2.2.3
Would it be better to use the word “ balanced” instead of the word “ healthful” in the second example?

Section 4.1

To be consistent with 7.1.6 and the proposed draft amendment to the Codex Guidelines on Nutrition
Labelling the words “ or officially recognized guidelines of the national authority having jurisdiction”
should be inserted after “ Nutrient Reference Values (NRVS)” .

Section 7.1.3
It is proposed to move this point to 7.5. This would then require points 7.1.4, 7.1.5 and 7.1.6 to be
renumbered.

Table of Conditionsfor Nutrient Contents

Guidance is required on solids versus liquids for powdered/reconstituted products. Should the
conditions set in the table be used for foods “as sold” or “as consumed”? New Zealand believes this
needsto be clearly specified inthe table. This point hasbeen raised severd timesin the past but to date
no clarification has been given.

For the table to be consistent in layout the line between “ source” and “ high” should be removed for the
“Protein” and “ Vitamin and Minerals’ .

The previous draft contained a table “ Different types of claims subject to the conditions in these
guidelines’ . The table is not shown in the current text as strikeout text; is there any reason for the table
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being removed? New Zealand supports the inclusion of the table to help clarify the differences between
different types of health and nutrition claims

UNITED KINGDOM:

General comments:

» Theguidelines should allow true information about all the potential health benefits of foodsto be
communicated to consumers, including their potential to reduce disease risk

Specific comments are as follows:

* (1.4) The UK suggest that the wording be amended to “Nutrition and hedth claims are not permitted
for foods for special dietary uses for infants and young children unless specifically provided for in
relevant Codex standards’

* (3) The UK support the requirement to include nutrition labelling when making a health claim
* (6.4) The UK support defining “light” as equivalent to “ reduced’
* (7) We suggest that the following genera principle be added to Section 7:

Health claims should not unfairly denigrate any other food or imply that normal foods cannot provide a
healthy diet.

* (7.1.1) The UK support the requirement that health claims must be based on relevant scientific
substantiation and the level of proof must be sufficient to substantiate the claimed effect

CONFEDERATION OF THE FOOD AND DRINK
INDUSTRIES OF THE EU (CIAA):

l. GENERAL COMMENTS

1 The Confederation of the Food and Drink Industries of the EU (CIAA) urges the Codex
Alimentarius Commission and the CCFL to advance the discussion about health claims
given the importance of this subject to consumers around the world and the need for a
regulatory framework, which balances consumer protection and consumer information
against the freedom of manufacturers to communicate information about benefits of a
product and the free movement of foodstuffs.

2. The aim of health and nutrition claims is to provide consumers with useful information,
which may assist them in choosing productsin the context of a healthy and balanced diet.
The use of health claims on the labels of food products can play a significant role in
assisting an individual in making dietary choices and thus contribute positively towards
maintenance of good health and the reduction of the risk of various disease conditions.

3. CIAA emphasises that a claim should be complete, truthful and not misleading and
supported by appropriate evidence.
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4, CIAA therefore welcomes the development of guidelines for scientific criteria for health
claims by the Codex Committee on Nutrition and Foods for Special Dietary Uses, which
will be annexed, to the present guidelines. CIAA offers its assistance in this exercise.

5. Moreover, CIAA has developed a Code of Practice for the Use of Health Claims, which
lays down general principles and guidelines for substantiation and assessment as well as
for their communication.

6. The Codex proposed draft guidelines for the use of health and nutrition claims currently
at step 6 of the procedure provide a good basis for a framework for the use of health and
nutrition claims. Asthey currently stand, the guidelines recognise the important role food
has to play in consumer health and reflect work in nutritional science that has firmly
established the link between food and risk reduction. More importantly, the guidelines
provide, for the first time, a framework, which embraces two key principles, the
protection of consumer health by requiring the scientific substantiation of health claims
according to agreed criteria and by the provision of accurate and scientifically grounded
information.

7. CIAA wishes to recall that Codex standards should establish general principles and
should therefore be concise and precise in order to be recognised worldwide for their
vital role in protecting consumers and facilitating international trade.

. DETAILED COMMENTS:

CIAA Comments

Codex Proposed Dr aft

Nutrition—claims—sheuld-be-consistent—with | Delete. Incompatible with the concept of

national—nutrition—pehicy—and—suppert—that | international trade.
pohiey—Onhy—nutrition—claims—that—suppert | Could be replaced by: “Nutrition claims
patienal-nutrition-pelicy-sheuld-bealowed: | should be appropriate to the population at

whom the product is aimed in the market
in which the product is sold”

Delete or replacewith:

Health claims [should supported by a sound
and sufficient body of scientific evidence to
substantiate the claims, provide truthful and
non-misleading information to ad
consumer's in _choosing healthful diets and

“Health claims should be made only when
there is sufficient scientific evidence of a
contribution to good dietary practice.”

This box could potentially create barriers to
trade and should be removed.

Monitoring, in particular, is a matter for
national competent authorities.

It is likely that most health claims would be
consistent with national health policy (e.g.
heart disease). Nevertheless, it should also be
possible to make a claim for another benefit,
(e.g. gut health) where this is substanti ated.

This sentence is acceptable and the square
brackets should be deleted.
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Codex Proposed Dr aft

CIAA Comments

be] supported by  specific
education.

The impact of health claims on consumer’s
eating behaviours and dietary patterns should
be monitored.

consumer

Claims of the type described in section 3.4 of
the Codex General Guidelines on Claims are

prohibited.

Monitoring must be undertaken by national

competent authorities. We suggest the
following addition to the end of the
sentence:” ... monitored by competent

national authorities.”

1. Scope

11 These guidelines relate to the use of
nutrition and health claims in food
labelling

12 These guidelines apply to all foods
for which nutrition and health claims
are made without pregjudice to
specific provisions under Codex
standards or Guiddines relating to
Foods for Special Digtary Uses and | Delete. Foods for Special Medical Purposes
Foodsfor-Specia-Medical- Purpeses: | are, by definition, Foods for Special Dietary

Uses.

13 These guiddines are intended to
supplement the Codex Genera
Guidelines on Claims and do not
supersede any prohibitions contained
therein.

14 Nutrition-andl- Health-claimsarenet | Delete. The Guidelines should not contain
permitted-for foodsforinfantsand | any general prohibition of claims on specific
young—chidren—unless—specifically | categories of foodstuffs. If claims are
provided—for—in—relevant—Codex | appropriate, truthful, scientifically
standards: substantiated and not misleading, for this

specific group of the population, there is no
reason to prohibit them. They provide
important information about the product.

2. Definitions

21 Nutrition claim means any

representation which states, suggests
or implies that a food has particular
nutritional properties including but
not limited to the energy value and
to the content of proten, fat and
carbohydrates, as well as the content
of vitamins and minerals. The
following do not constitute nutrition
claims:

a) the mention of substancesin the

list of ingredients;
b) the mention of nutrients as a

mandatory part of nutrition
labelling;
C) Quantitative or  qualitative

CX/FL 03/06
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declaration of certain nutrients
or ingredients on the labd if
required by national legislation.

211

Nutrient content clam is a
nutrition claim that describes the
level of a nutrient contained in a
food (ex.: “source of calcium”; “high
infibreand low in fat”)

212

Comparative claim is a claim that
compares the nutrient levels and/or
energy value of two or more foods
(ex: “reduced’; “less than”; “fewer”;
“increased”; “morethan”.)

22

Health claim means any
representation that states, suggests,
or_implies that a relationship exists
between a food or a constituent of
that food and health. Health claims
include the following:

221

Nutrient Function Claims - a
nutrition claim that describes the
physiological role of the nutrient in
growth, development and normal
functions of the body [ex:—caleium

aids—-in—the-development—of —strong

contributes-to-the-normal-growth-of
thefetus'] “Nutrient A (naming a
physiological role of the nutrient A
in the body in the maintenance of
health and promotion of the normal
growth and development). Food X is
a_good/excellent source of nutrient
A,

The format and the wording of claims should
not be standardised. The wording of the
claim should remain the manufacturer’s
responsibility.

The wording of the example in quotation
marks should be considered as an example
only and not as a mandatory standardised
format.

222

[Other] Function Claims — These

Remove: “in the context of the total diet”.

claims concern specific beneficia
effects of the consumption of foods
and their constituents in-the-context
ofthe tetal-diet on physiological [or
psychological] functions or
biological activities but do not
include nutrient function claims.
Such claims relate to a positive
contribution to health or to the
improvement _of a function or to
modifying or preserving hedth.
Examples. “Substance A (naming

CIAA agrees with the principle but considers
that this provision should be laid down under
“conditions for use’.

CIAA supports the changes (i.e. the
introduction of  “psychological”  after
“physiological”) and is of the opinion that the
square brackets should be removed.

Manufacturers should bear the responsibility
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the effect of the substance A on
improving or modifying a
physiological function or biological
activity associated with _health).
Food Y contains x grams of
substance A.”

of the wording of the claim (see comment
under 2.2.1).

Health benefits of a whole food (e.g. fruits,
vegetables or yoghurt) may be scientifically
validated. It should be possible to make food
or product specific claims rather than only
claims about single substances.

Therefore we suggest adding this sentence to
provide an additional example. "Food Y
modifies function X”

[22.3

Reduction of disease risk claims —

Remove: “in the context of the total diet”.

Claims relating to the consumption
of afood or food constituent, in-the
context—of thetotal—diet, to the
reduced risk of developing a disease

See comment relating to para. 2.2.2 above.

Replace by:

or _health-related condition. Fhe

1) Information on an aceepted diet-
health relationship; followed by

2) Information on the composition
of the product relevant to the
relationship unless the
relationship is based on a whole
food or foods whereby the
research does not link to specific
constituents of the food.

“1t is recommended that the claim consists
of two parts’.

The reference to an “accepted” diet-health
relationship gives room for diverse national
interpretation and should not hbe a
precondition for making a claim. The word
“accepted” could be replaced by
“scientifically validated” .

Risk reduction means
significantly altering a major risk
factor(s) for a disease or hedlth-
related condition.

Diseases have multiple risk
factors and altering one of these
risk factors may or may not_have
a__ beneficial  effect. The
presentation of risk reduction
claims must ensure, for example,
by use of appropriate |language
and reference  to  other  risk
factors, that consumers do not
interpret _them as  prevention
claims]

[Ex: “A diet low in substance A
may reduce the risk of disease.
Food X islow in substance A”;
“A healthful diet rich in substance

The word “factor” should be deleted. The
contribution of food to health should be
measured by the end result and not on a
“factor”.

There are many cases where the disease risk
factors are not known, even though it is clear
that the food can have a beneficial effect in
reducing the risk of disease (e.g. fruits and
vegetables).

If aclaimis validated for a product, it should
be possible to make the claim as such, eg.
“Product P helps to reduce the risk of
disease D". See comments relating to para.
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A may reduce therisk of disease
D. Food X is high in substance
A’.

2.2.2 above,

Nutrition Labelling

Any food for which a nutrition or
health claim is made should be
labelled with a nutrient declaration
in accordance with section 3 of the
Codex Guidelines on Nutrition
Labdling.

Nutrition claims

The only nutrition claims permitted
shall be those rdating to energy,
protein, carbohydrate, and fat and
components thereof, fibre, sodium
and vitamins and minerals for which
Nutrient Reference Values (NRVS)
have been laid down in the Codex
Guidelines for Nutrition Labelling.

Nutrient content claims

When a nutrient content claim that is
listed in the Table to these
Guidelines or asynonymous claimis
made, the conditions specified in the
Tablefor that claim should apply.

52

Where a food is by its nature low in
or free of the nutrient that is the
subject of the clam, the term
describing the level of the nutrient
should not immediately precede the
name of the food but should be in
the form “a low (naming the
nutrient) food” or “a (naming the
nutrient)-free food” .

Compar ative claims

Comparative claims should be
permitted subject to the following
conditions and based on the food as
sold, taking into account further
preparation required for
consumption according to the
instructions for use on the labe!:

6.1

The foods being compared should be
different versions of the same food
or similar foods. The foods being
compared should be clearly
identified.

6.2

A statement of the amount of
difference in the energy value or
nutrient content should be given.
The following information should
appear in close proximity to the
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comparative claim:

6.2.1

The amount of difference related to
the same quantity, expressed as a
percentage, fraction, or an absolute
amount. Full details of the
comparison should be given.

6.2.2

The identity of the food(s) to which
the food is being compared. The
food(s) should be described in such a
manner that it (they) can be readily
identified by consumers.

6.3

The comparison should be based on
a rdative difference of at least 25 %
in the energy value or nutrient
content, except for micronutrients
where a 10 % difference in the NRV
would be acceptable, between the
compared foods and a minimum
absolute difference in the energy
value or nutrient content equivalent
to the figure defined as “low” or asa
“source’ in the Table to these
Guidelines.

6.4

The use of the word “light” should
follow the same criteria as for
“reduced” and include an indication
of the characteristics, which make
thefood “light”.

Health claims

Health claims should be permitted
provided that the following
conditions are met:

711

Health claims must be based on
current relevant scientific
substantiation and the level of proof
must be sufficient to substantiate the
type of claimed effect as recognised
by generally accepted scientific
review of the data and the scientific
substantiation should be reviewed as
new knowledge becomes available.

7.1.2

Any-health-claim-must-be-accepted

Remove or replace by:

by-or-be-acceptable to-the-competent
=
productissold:

“Health claims should be made only when
sufficient  scientific evidence can be
demonstrated of a contribution to the
health status of the population at whom the
product isaimed.”

7.1.3.

MOVE TO 7.5 Fhe claimabeut-a

Moveto 7.5 and replace by:

food—constituent—must—be—stated

“Health claims should only be made within
the context of a total dietary pattern”.

7.1.4.

The claimed benefit should arise

from the consumption of a
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reasonable guantity of the food or
food constituent in the context of a
normal diet.

7.1.5. If the claimed benefit is attributed to
a constituent in the food, the food in
question should be:

() —a significant or high source of
the constituent in the case where
increased  consumption is
recommended; or

(ii) -low in, reduced in, or free of the
congtituent in _the case where
reduced consumption is
recommended

Where applicable, the conditions for

nutrient  content claims  and
comparative claims will be used to
determine the levels for “high”,

“low”, “reduced”, and “free’.

7.1.6. Only—thosenutrients for—which—a | Delete and replace by: “The following may
Nutrient Reference Value (NRV} -has | be subject to nutrient function claims:
been—established—in—the—Codex | - Nutrients for which a Nutrient
Gutdeinss-on-Nutriien-Labeting-or Reference Value (NRV) has been
those-nutrients-which-are-mentioned established in the Codex Guidelines on
m—officially—recognised—digtary Nutrition Labelling
guidelinesof the nationalautherity | - Nutrients mentioned in  officially
baving—furtsdicton—should—be—the recognised dietary guidelines of the
subjectof-anurientfurcton-clabm: national authority having jurisdiction

- other nutrients for which
recommended intake values exist based
on established and recognised scientific
knowledge.”

7.2 Health-—claims-sheuld-have-a—clear | Remove fir st sentence.
framework—for—qualifying—andfer | This provision allows for various
disgualifying——conditions—for | inter pretations, which will undermine fair
eligibtityte-use the specific€laim; | practices in food trade. The concerns over
Heludingthe ability of competent | the  relationship  between  individual
pattenal—autherities—te—prehibit | product and general diet are dealt with in
claims-made for foeds thateontain | the scientific substantiation (guidelines to
nputrients-oreonstituents-th-ameunts | beadopted in7.1.1) and in 7.1.3and 7.1.4.
adverse-health-related condition. The
health claim should not be made if it
encourages or _condones excessive
consumption of any food or
disparages good dietary practice.

7.3 H-the claimed effect-isaftributed to-a | Remove.

constituent-of the foodthere-must-be
: :

This should be included in the scientific
substantiation
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7.4 MOVE TO PREAMBLE: The | Remove.

Hmpaet—of —hedlth—claims—on | This is a matter for national competent
consumers—eating—behaviodrs—and | authorities. See our comment to the Preamble.

7.5 The following information should
appear_on the labd or labdling of
the food bearing health claims:

75.1 A statement of the guantity of any | Thiscould constitute a requirement to provide
nutrient or other constituent of the | proprietary recipe information and may not be
food that is the subject of theclaim. | helpful to consumers, eg. are they likely to

know what the number of beneficial bacteria
in a prebiotic yoghurt should be? It should be
sufficient for consumers to know that the
clam has been validated and the product
delivers the claimed effect under the stated
conditions. Alternatively, the text should
distinguish between food ingredients and
components for which there is a need for
guantification, eg. vitamins and minerals
where intake may come from a variety of
sources, and examples such as above where
thisinformation is unlikely to be meaningful.

7.5.2 lnformationon the target group, if | Replace by: “An indication of...”
appropriate.

7.5.3 Information on how to use the food
to obtain the claimed benefit and on
other  lifestyle factors  where
appropriate.

7.5.4 |f appropriate, advice to vulnerable
groups on how to use the food and to
groups, if any, who need to avoid the
food.

755 Maximum safe intake of the food
where necessary.

7.5.6 MOVED From 7.1.3 Information on | See our comment under 7.1.3
how the food or food constituent fits
within the context of the total diet.

8. Claims Related to Dietary
Guiddinesor Healthy Diets
Claims that relate to dietary
guiddines or “healthy diets’ should
be permitted subject to the following
conditions:

8.1 Only claims related to the pattern of
eating contained in  digtary
guiddines officially recognised by
the appropriate national authority.

8.2 Flexibility in the wording of claims

is acceptable, provided the claims
remain faithful to the pattern of
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eating outlined in the dieary
guiddines.

8.3 Claims related to a “healthy digt” or | Replaceby: “...referring specifically to...”
any synonymous terms are
considered to be claims about the
pattern of eating contained in dietary
guiddlines and should be consistent
with the guidelines.

8.4 Foods-which-are described-aspart-of | Delete.
ret; —gte; | Certain ingredients which deliver a health

should—net—be—based—on—sdective | benefit may not be palatable so

consideration-of-one-or-more-aspects | manufacturer's  need freedom to use
of the food— They—should—satisty | ingredients such as sugar or fats to mask and
certain—minimum—eriteria—for—other | otherwise unpleasant taste or texture to make
majer—nutrients—related—to—dietary | the products more acceptable. The case is the
guidelines, same as for food supplements or medicines
taken orally. Also, certain foods may be
targeted at specific populations, eg. the
elderly, for whom the best way to ddiver the
benefit would be in a small but highly dense
product such as a chocolate or cerea bar.

8.5 Foods should not be described as
“healthy” or be represented in a
manner that implies that a food in
and of itsdf will impart health.

8.6 Foods may be described as part of a
“healthy diet” provided that the label
carries a statement relating the food
to the pattern of eating described in
the dietary guiddines.

INTERNATIONAL COUNCIL OF GROCERY
MANUFACTURERS ASSOCIATIONS (ICGMA):

The International Council of Grocery Manufacturers Associations (ICGMA) is pleased to provide input
on the proposed draft Codex Guidelines for the Use of Health and Nutrition Claims.

Preamble

ICGMA recommends deletion of both preamble boxes. Specifically, ICGMA believes the preamble’s
reference to national health policy is beyond the scope of a labeling standard, and also contrary to the
goals of international harmonization. In addition, we aso believe the preamble’ s recommendation that
“the impact of health claims on consumers' eating behaviours and dietary patterns should be monitored”
is beyond the scope of a labeling standard, and that it is also unclear who should be responsible for such
monitoring.
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1.4

ICGMA requests that section 1.4 be deleted. ICGMA believesthat factual nutrient content claim and/or
health claims on foods for infants and young children (e.g., iron-fortified cereals) are very useful for
parents purchasing productsfor infants and young children. Furthermore, itis unclear whether this
provision would apply to only those foods specifically manufactured for infants and young children,
(i.e., formulaand baby food), or whether it would apply to all foods that could potentially be consumed
by infants and young children, e.g., ready-to-eat cereals, fruit juices, etc. Disallowing nutrition and/or
health claims on these foods would again deprive consumers of vauable information regarding the
nutrition and hedth benefits of these foods.

212

ICGMA recommends the addition of “asmuch as’ should aso be included in the examples given for
comparative claims.

222

ICGMA recommends the removal of the following language from this section: “in the context of the
total diet” because 2.2.2 deals with “other function” claims. A structurefunction claim is likely to be
product specific and therefore, the effect could be transitory. ICGMA supports removing the brackets
around “or psychological.”

ICGMA recommends 2.2.2 should read:

Other Function Claims - These claims concern specific beneficial effects of the consumption of foods
and their constituents on physiological or psychological functions or biological activities but do not
include nutrient function claims. Such claims relate to a positive contribution to hedth or to the
improvement of a function or to modifying or preserving health.

6.1

Although ICGMA isaware that the section on comparative claims may not be under consideration, we
believe it does not adequately address comparisons made between products that are not different
versions of the same or similar foods, e.g., calcium fortified juicesand milk. In addition, we believe this
section does not sufficiently address comparisons made between nutrient levels in different products,
e.g., cacium. We believe that “as much as’ should be included as an acceptable means of making
comparative claims, e.g. “a serving of this orange juice contains as much calcium as a serving of milk”
or “aserving of X drink contains as much Vitamin C as aglass of orange juice.”

7.1.6

ICGMA believesthis provision is unnecessarily restrictive. It only allows nutrient function claimson
“essential nutrients for which a Nutrient Reference Value (NRV) has been established or those nutrients
which are mentioned in officially recognized dietary guidelines of the national authority having
jurisdiction.” Aswork progresses on the benefits of various nutrients, itis likely that benefits will be
discovered for nutrients that do not have either an established NRV or mentioned in dietary guidelines.
In those cases, consumers would be deprived of receiving information about the health benefits of these
nutrients. |CGMA suggests work needs to be done to establish a procedure for making nutrient function
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claims for nutrientsthat do not have aNRV or nutrients that are not mentioned in nationa dietary
guidelines.

7.4

ICGMA objectsto the inclusion of this section in the preamble and believesit should be deleted.
Monitoring of the “impact of hedth claims on consumers eating behaviours and dietary patterns’ is
beyond the scope of alabeling standard. Furthermore, it is unclear who should be responsible for such
monitoring.

7.5.3

ICGMA believesthe intent of this section isunclear and should be omitted. The term “lifestyle factors’
is vague and beyond the scope of alabeling standard.

7.55

ICGMA believes the phrase “maximum safe intake” is unclear and unnecessary. The intake of food and
therefore the nutrients present in foodsis self-limiting. Upper levelsfor specific nutrients are dready
being established in member states. The quantification of “maximum safe intake” levelswould be
difficult; in addition, these levels are likely to confuse consumers and possibly alarm them if they eat
above the level.

Table of Conditionsfor Nutrient Contents

ICGMA supportsthe inclusion of other nutrient content claimsto this table to allow manufacturers
increased opportunities to provide useful nutrition information that consumers desire about their
products. The following claims should be included:

reduced energy

reduced fat

reduced saturated fat

reduced cholesterol

reduced sugar

unsweetened

unsalted

good/excellent source of protein
good/excellent source of vitamins and minerals

In addition, ICGMA is concerned about the portion sizes utilized for making nutrient content claims.
The 100 g and 100 ml size conditions are neither redistic or ussful for making claims for products with
small serving sizes, nor do they accurately reflect the szes of portions consumers actualy eat. Itisdso
unclear why the size conditionsfor liquids are half the size of the conditions for solids. Further, the
threshold disgqualifying levels for making several of the nutrient content claims are unrealistic. Below
are two examples of claimsthat would be disallowed under the existing table of conditions:

1. low sodium
» Codex proposal —food may not contain more than 0.12 g of sodium per 100 g (or 120
mg per 100 Q)
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» U.S regulation —food may not contain more than 140 mg per reference amount
customarily consumed (RACC) (and per 50 g if the RACC issmadl)

» Example-—ahigh-fiber bran cered that may bear alow sodium claim in the U.S.
contains 129 mg of sodium per 50 g and 80 mg of sodium per 31 g serving; this claim
would not be allowed under the Codex proposd becauseit contains 258 mg of sodium
per 100 g

2. low fat
» Codex proposal — food may not contain more than 3 g of fat per 100 g
» U.S regulation — food must contain 3 g or less per RACC (and per 50 gif theRACC is
small
» Example—acered bar that may bear alow fat claim in the U.S. contains 3 g of fat per
37 g serving (and per 40 g RACC); this claim would not be allowed under the Codex
proposal because it contains approximately 8 g of fat per 100 g

We recommend that the table be amended to allow countries to establish levels with respect to
serving sizes commonly consumed, as isdone in the Australia, Canadaand U.S.

ASSOCIATION OF THE FOOD INDUSTRIES FOR
PARTICULAR NUTRITIONAL USES OF THE EU (IDACE):

- “Food for Special Medical Purposes’ should be deleted from section 1.2. They are, by definition, Foods for
Special Dietary Uses.

Section 1.4 of the Scopeisredundant and should be deleted.
If claims are appropriate, truthful, not mideading, and scientifically substantiated, for this specific group of the population,
thereis no reason to prohibit them. They provide important information about the product.

The Scope section would then read:

1. SCOPE
1.1 These guidelinesrelate to the use of nutrition and health claims in food labeling.

1.2 These guidelines apply to all foods for which nutrition and health claims are made
without prgjudice to specific provisions under Codex standards or Guidelines relating

to Foods for Specia Dietary Uses and-Foedsfor-Special-Medical-Purpeoses.

1.3 These guidelines are intended to supplement the Codex General Guidelines on Claims
and do not supersedes any prohibition contained therein.

REMINDER
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Foods for special dietary uses are clearly defined in the General Standard for the labeling of and claims
for prepackaged foods for special dietary uses (CODEX STAN 146-1985):

“Foods for special dietary uses are those foods which are specially processed or
formulated to satisfy particular dietary requirements which exist because of a particular
physiological condition and/or disease and disorders and which are presented as such.
The composition of these foodstuffs must differ significantly from the composition of
ordinary foods of comparable nature, if such ordinary food exist.”

As part of foods for special dietary uses, commodity standards already exist on the following
products:

- Infant formula (CODEX STAN 72-1981

- Canned baby foods (CODEX STAN 73-1981)

- Processed cereal-based foods for infants and children (CODE STAN 74-1981)

- Follow-up formula (CODEX STAN 156-1987)

- Foodswith low sodium content (CODEX STAN 53-1981)

- Gluten-free foods (CODEX STAN 118-1981)

- Labelling of and claims for foods for special medical purposes (CODEX STAN 180-1991)

- Formulafoodsfor usein weight control diets (CODEX STAN 181-1991)

- Formulafoodsfor usein very low energy diets for weight reduction (CODEX STAN 203-1995)

RATIONAL

Foods for Special Medical Purposes are Foods for Special Dietary Uses and should therefore be deleted
from section 1.2. In the same way, provisions described in Section 1.4 are already addressed in Section
1.2 since foods for infants and young children are also Foods for Special Dietary Uses, Section 1.4
should therefore be deleted.

Moreover, if claimson foods for infants and young children are appropriate, truthful, not mideading,
and scientifically substantiated, there is no reason to prohibit them. Nutrition and health claims, being
true statements/information regarding the dietary properties of the foods they provide important
information to parents.

In the EU, the legislation for infant formula, follow-on formula, processed cereal-based foods and baby
food and food for special medical purposes is harmonized since 1989 under a specific framework
legislation on Foods for Particular Nutritional Uses (Council Directive 89/398/EEC of 3 May 1989).
This legislation covers an age period from O to 3 years and some specific claims are dready clearly
defined for infant formula (Annex |V of Directive 91/321/EEC on infant formula and follow-on
formula).

Regarding claims for the other products for infants and young children, they will be covered by the
future European Regulation on Nutrition, Functional and Health Claims Made on Foods™.

Indeed, Article 1.2 of the Scope of the Regulation includes the same type of wording as point 1.2 of the
Draft Codex Guidelines for use of Health and Nutrition Claims:

“The regulation shall apply without prejudice to specific provisons concerning foods for particular
nutritional uses laid down in Community legislation”

! Regulation of the European Parliament and Council on Nutrition, Functional and health Claims—draft EU Commission
Proposal 2002, SANCO/1832/02
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which means that the Regulation on claims applies to foods for infants and young children without
prejudice to the specific Directives regulating these types of products.

Provisions ensuring that claims for foods for special dietary uses are properly used, have already been
detailed in Section 3.1 of Codex STAN 146-1985 (Codex General Standard for the Labelling of and
Claims for Prepackaged Foods for Specia Dietary Uses). This section states that these foods may not
be “described or presented in a manner that isfalse, misleading or deceptive or islikely to create an
erroneous impression regarding their character in any respect” .

Finally, IDACE believesthat CCFL shall not adopt provisionson claims specific to foods for infants
and young children until CCNFSDU has discussed this matter in detaill. Indeed, CCNFSDU is the
relevant Committee to best determine how the Standards on foods for infants and young children should
be elaborated.

INTERNATIONAL LIFE SCIENCESINSTITUTE (ILSI):

The International Life Sciences Institute (ILSI) submitted comments on this subject to the Codex
Committee on Food Labelling (CCFL) meetings in 1998, 1999 and 2001. In the present document, we
are expanding on these previous comments.

As part of the European Commission Concerted Action on Functional Food Science in Europe
(FUFOSE), ILSI Europe facilitated a consensus among 70 European experts from academia, industry,
regulatory agencies, and consumer groups regarding the science base for functional foods. The results of
this Concerted Action are published in the British Journal of Nutrition (see references 1,2). The
consensus is fully in accordance with the two Codex types of claims, ‘other function claims and
‘reduction of diseaserisk claims' (see annex).

As afollow-up to this Concerted Action, ILSI Europeis carrying out a project onthe “Processfor the
Assessment of Scientific Support for Claims on Foods and Food Ingredients’ for the European
Commission. Reports of the first task groups were recently published (see reference 3).

As part of this project, areview of claim definitions concluded the following to scientifically clarify the
definitions of the two types of function claims:

A nutrient function claim promotes the role of anutrient in its broadest understanding in growth,
development and normal physiological functions of the body, e.g., calcium aids in the development of
strong bones and teeth. These claims are based on well-established and generally accepted scientific
criteria.

An enhanced [other-according to Codex terminology] function claim refersto specific beneficial
effects of foods and food components on physiological, and psychologicd, cognitive functions or
biological activities, but does not include nutrient function claims. Beneficial health effects of nutrients
(where an additiond function isidentified or daimed, i.e., beyond its generally accepted nutritiona
effect), ingredients, and non-nutritive substances are included under the definition of food components.
Examples of enhanced function:

» Anadditional function of alisted nutrient (usually at a higher level of intake)
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» A function of afood component (e.g., an ingredient that has cholesterol- lowering, calcium
absorption-stimulating, prebiotic effects)

» A specific physical or chemical property of the food or food components (e.g., low glycaemic index
due to specific structural or starch properties)

The term “enhanced function” is therefore more descriptive of the concept.

In the last CCFL Session, the term ‘ psychological’ in relation to enhanced function claims was put into
brackets. The science describing the effect of nutrients (macronutrients, micronutrients and non-nutritive
compounds) on brain function is well documented in the ILSI Europe publication of the FUFOSE
project (seereference 1, Bellisle et d; p 173-193) and the I nternational Symposium proceedings (see
reference 4). This published work demonstrates that nutrient interventions on brain function and related
physiological functions can be measured and validated using this science and methodol ogy.

Thus, “brain functions” is a more comprehensive term and more scientifically appropriate than
“psychological” or “behavioural” functions.
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Annex: Extract from Reference 1

Type A. ‘Enhanced function’ claims

These claims concern specific beneficial effects of nutrients and non-nutrients on physiological,
psychological functions or biological activities beyond their established role in growth, development,
and other normal functions of the body. Thistype of claim isalso similar to a‘structure/function’ claim
used in the United States.

Type B. ‘Reduction of disease-risk’ claims

Claims for reduction of disease-risk relate to the consumption of afood or food component that might
help reduce the risk of a specific disease or condition because of specific nutrients or non-nutrients
contained within it. These claims correspond to those referred to as ‘health claims' in the United States.
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INTERNATIONAL SOFT DRINKS COUNCIL (I1SDC):

The International Soft Drinks Council (ISDC) isanon-governmental organization representing the
worldwide soft drinks industry. ISDC is pleased to provide comments on the draft Codex Guidelines for
the Use of Health and Nutrition Claims.

Preamble

| SDC supports removing the references to national health policies in the preamble as they are
contradictory to the goals of international harmonization. We suggest deleting the preamble box.

14

| SDC supports the recommendation of the Executive Committee that the scope and application of the
guidelines be extended to cover children. We do not see any justification to exclude nutrition or hedth
claims from foods intended for children. We support deletion of section 1.4.

212

We suggest adding “as much as’ in the examples given. Thistype of aclaim is used for example for
calcium enriched products (e.g., “ contains as much calcium as milk”).

222
| SDC recommends removing the brackets around “other” and “psychological”.
6.1

Although we understand that the section on comparative claims may not be under discussion, we believe
it does not address comparisons made between products that are not “different versions of the same food
or similar foods’, such as calcium fortified juices and milk, or comparisons made between nutrient
levelsin different products, e.g., calcium. We believe use of the term “as much as’ needsto be
clarified.

INTERNATIONAL SPECIAL DIETARY FOODS
INDUSTRIES (ISDI):

- The phrase “Food for Special M edical Purposes’ should be deleted from section 1.2. They
are, by definition, Foods for Special Dietary Uses.

- Section 1.4 of the Scopeisredundant and should be deleted.

If claims are appropriate, truthful, not misleading, and scientifically substantiated, for this specific
group of the population, there is no reason to prohibit them. They provide important information
about the product.
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The Scope section would then read:

1. SCOPE
1.1. These guidelinesrelate to the use of nutrition and health claims in food labeling.

1.2. These guidelines apply to al foods for which nutrition and health claims are made
without pregjudice to specific provisions under Codex standards or Guidelines

relating to Foods for Special Dietary Uses and-Foedsfor-Special-Medica - Purpeses.

1.3. These guidelines are intended to supplement the Codex General Guidelines on
Claims and do not supersede any prohibition contained therein.

REMINDER
Foods for Special Dietary Uses are clearly defined in the General Standard for the labeling of and claims
for prepackaged foods for special dietary uses (CODEX STAN 146-1985):

“Foods for special dietary uses are those foods which are specially processed or
formulated to satisfy particular dietary requirements which exist because of a particular
physiological condition and/or disease and disorders and which are presented as such.
The composition of these foodstuffs must differ significantly from the composition of
ordinary foods of comparable nature, if such ordinary food exist.”

As part of foods for special dietary uses, commodity standards already exist on the following
products:

- Infant formula (CODEX STAN 72-1981

- Canned baby foods (CODEX STAN 73-1981)

- Processed cereal-based foods for infants and children (CODE STAN 74-1981)

- Follow-up formula (CODEX STAN 156-1987)

- Foodswith low sodium content (CODEX STAN 53-1981)

- Gluten-free foods (CODEX STAN 118-1981)

- Labelling of and claims for foods for special medical purposes (CODEX STAN 180-1991)

- Formulafoodsfor usein weight control diets (CODEX STAN 181-1991)

- Formulafoodsfor usein very low energy diets for weight reduction (CODEX STAN 203-1995)

RATIONAL

Foods for Special Medical Purposes are Foods for Special Dietary Uses and should therefore be deleted
from section 1.2. In the same way, provisions described in Section 1.4 are already addressed in Section
1.2 since foods for infants and young children are also Foods for Special Dietary Uses, Section 1.4
should therefore be deleted.

Moreover, if claimson foods for infants and young children are appropriate, truthful, not mideading,
and scientifically substantiated, there is no reason to prohibit them. Nutrition and health claims, being
true statements/information regarding the dietary properties of the foods, provide important information
to parents.

Several countries already allow certain health and nutrition claims in labelling of foods for infants and
young children.
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Provisions ensuring that claims for foods for special dietary uses are properly used, have already been
detailed in Section 3.1 of Codex STAN 146-1985 (Codex General Standard for the Labelling of and
Claims for Prepackaged Foods for Specia Dietary Uses). This section states that these foods may not
be “described or presented in a manner that isfalse, misleading or deceptive or islikely to create an
erroneous impression regarding their character in any respect” .

Finally, ISDI believesthat CCFL should not adopt provisions on claims specific to foods for infants
and young children until CCNFSDU has discussed this matter in detaill. Indeed, CCNFSDU is the
relevant Committee to best determine how the Standards on foods for infants and young children should
be elaborated.



