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The report of the Twenty-third Session of the Codex Committee on Nutrition and Foods for Special
Dietary Uses will be considered by the 25" Session of the Codex Alimentarius Commission to be held in
Rome, 30 June - 5 July 2003.

PART A. REQUEST FOR COMMENTSAND INFORMATION

1. PROPOSED DRAFT GUIDELINESFOR VITAMIN AND M INERAL SUPPLEMENTSAT STEP 3
(ALINORM 03/26, PARAS 18-40 AND APPENDIX | I)

Governments are invited to comment on the proposed Draft Guidelines and should do so in writing to:
Dr Rolf Grossklaus, Director and Professor, Federal Health Institute of Consumer Protection and Veterinary
Medicine (BgVV), P.O. Box 33 00 13, 14191 Berlin, Germany, Fax: +49 1888 412 - 37 15, email:
ccnfsdu@bgvv.de with a copy to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, FAO, Vide delle Terme di Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-
mail: codex@fao.org), not later than 15 June 2002.

2. PROPOSED DRAFT REVISED STANDARD FOR | NFANT FORMULA AT STEP 3 (ALINORM 03/26,
PARAS41-90 AND APPENDIX I I1)

Governments are invited to comment on the proposed Draft Revised Standard and should do soin
writing to: Dr Rolf Grossklaus, Director and Professor, Federal Health Institute of Consumer Protection and
Veterinary Medicine (BgVV), P.O. Box 33 00 13, 14191 Berlin, Germany, Fax: +49 1888 412 - 37 15, email:
cenfsdu@bgvv.de with acopy to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, FAO, Vide delle Terme di Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-
mail: codex@fao.org), not later than 31 August 2002.




Comments on Food Additive Section should be directed to: Mrs Awilo Ochieng Per net, lic iur, Codex
Contact Point of Switzerland, Main Unit Food Safety, Swiss Federa Office of Public Hedlth, 3003 Bern,
Switzerland, Fax:+41 (31) 3 22 95 74, email:awilo.ochieng@bag.admin.ch with a copy to the Secretary, Codex
Alimentarius Commission, Joint FAO/WHO Food Standards Programme, FAO, Vide delle Terme di
Caracalla, 00100 Rome, Itdy (fax: +39 06 5705 4593, e-mail: codex@fan.org), not later than 15 June

2002.

3. PROPOSED DRAFT REVISED STANDARD FOR CEREAL - BASED FOODSFOR INFANTSAND YOUNG
CHILDREN (ALINORM 03/26, PARAS91-117 AND APPENDIX V)

Governments are invited to comment on the proposed Draft Revised Standard and should do soin
writing to: Dr Rolf Grossklaus, Director and Professor, Federal Health Ingtitute of Consumer Protection and
Veterinary Medicine (BgVV), P.O. Box 33 00 13, 14191 Berlin, Germany, Fax: +49 1888 412 - 37 15, email:
cenfsdu@bgvv.de with a copy to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, FAO, Vide delle Terme di Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-
mail: codex@fao.org), not later than 31 August 2002.

Comments on Food Additive Section should be directed to: Mrs Awilo Ochieng Per net, lic iur, Codex
Contact Point of Switzerland, Main Unit Food Safety, Swiss Federa Office of Public Hedth, 3003 Bern,
Switzerland, Fax:+41 (31) 3 22 95 74, email:awilo.ochieng@bag.admin.ch with a copy to the Secretary, Codex
Alimentarius Commission, Joint FAO/WHO Food Standards Programme, FAO, Vide delle Terme di
Caracdlla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-mail: codex@fao.org), not later than 15 June

2002.




SUMMARY AND CONCLUSIONS

The Twenty-third Session of the Codex Committee on Nutrition and Foods for Specid Dietary Uses

reached the following conclusions:

MATTERS OF INTEREST FOR THE EXECUTIVE COMMITTEE/COMMISSION

The Committee:

~

Supported the conclusions of the 49™ Session of the Executive Committee that the Revised Standard
for Gluten-Free Foods be held until such time as the scientific basis for the establishment of gluten
levels and the method of gluten determination were clarified (paras 9-10);

Recognized that no progress could be expected on the Amendment to the Guidedlines for the Use of
Nutrition Claims at this stage and agreed to retain the Draft Condition for Claims on Dietary Fibre for
consideration at its next session with the understaning that it would decide how to proceed further in
the light of the new scientific evidence that would become available (paras 11-17);

Returned the Proposed Draft Guiddlines on Vitamin and Mineral Supplements, as amended during the
session, for further comments and consideration by the next session of the Committee (paras 18-40);

Returned the Proposed Draft Standard for Infant Formulato Step 3 for further comments and
consideration by the next session of the Committee (paras 41-90);

Recognized that despite the progress made on the Proposed Draft Revised Standard for Processed
Ceredl-Based Foods for Infant and Y oung Children, some important provisions were left in square
brackets and some sections needed to be up-dated in the light of new scientific evidence, therefore
agreed to return the Proposed Draft Standard for further comments and consideration at the next
session of the Committee (paras 91-117);

Requested the Delegation of Germany to revise the Advisory List(s) of Minerd Satsand Vitamin
Compounds for the Use in Foods for Infants and Y oung Children in view of the comments provided at
the current session with the understanding that the revised version would be circulated for comments
before the next session of the Committee (paras 118-129);

Agreed to ask additional information from Member Governments on:

The Lists of Additives to be used in the Proposed Draft Revised Standard for Infant Formula
and the Proposed Draft Revised Standard for Processed Cereal-Based Foods for Infant and
Y oung Children (paras 63-69 and 113);

MATTERSOF INTEREST TO OTHER COMMITTEES

CCFAC

~

Expressed its concern on the large number of additives and levels of use proposed for infant formula
and foods for infants and children in the Draft Sections of the General Standard for Food Additives,
and asked the Committee on Food Additives and Contaminants to defer finaization of these levels until
the CCNFSDU had carried out a thorough review of the current additives in the standards for foods
for infants and children (para. 69);

CCPR




-V -

w  Amended pesticide residue provisionsin the Proposed Draft Revised Standard for Processed Cereal -
Based Foods for Infants and Y oung Children in order to provide additional protection of infants and
young children (para. 113).
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INTRODUCTION

1. The Twenty-third Session of the Codex Committee on Nutrition and Foods for Specid Dietary Uses
(CCNFSDU) was held from 26 to 30 November 2001 in the Federa Ingtitute for Health Protection of
Consumers and Veterinary Medicine, Berlin, by courtesy of the Government of Germany. The Session was
chaired by Dr Rolf Grossklaus, Director and Professor at the above Ingtitute. The Session was attended by
209 delegates, observers and advisors representing 49 Member countries, one Observer country and 25
International Organizations.

OPENING OF THE SESSION

2. The Session was opened by Dr Gerald Thalheim, Parliamentary State-Secretary to the Federal Minister
of Consumer Protection, Food and Agriculture, who welcomed the participants on behaf of the Minister. Dr
Thalheim noted the lessons learned from the earlier food crisis in Europe and emphasized the importance of
the work of the Codex Alimentarius Commission in providing worldwide standards to protect the health of
consumers, especidly infants and young children and ensuring fair practicesin food trade. He stressed the
importance of the work in ensuring that children under five years are protected from malnutrition and are
supplied with enough safe and good quality food, as till there were cases in the world when ten million
children under five years suffered from food and nutrient deficiencies. Dr Thalheim also emphasized the
importance of sound food labelling in ensuring the protection of consumers from mideading and
unsubstantiated claims. Finally Dr Thalheim wished every success to the meeting and the delegates in their
important work.

ADOPTION OF THE AGENDA (AGENDA I TEM 1)

3. The Committee noted that the paper regarding justification of the Consideration of the Necessity for
Review of the Genera Principles for the Addition of Essential Nutrients to Food under Agenda Item 12 had
not been prepared, therefore the matter was deleted from the Provisional Agenda. The Committee adopted
the Provisional Agenda as the Agenda for the Session with the above amendment.

MATTERSREFERRED TO THE COMMITTEE BY THE CODEX ALIMENTARIUS
COMMISSION AND/OR OTHER CODEX COMMITTEES (AGENDA ITEM 2)?

4. The Committee noted matters arising from the 48™ and 49™ Sessions of the Executive Committee; the
24™ Session of the Codex Alimentarius Commission (CAC), 2-7 July 2001; the 33 Session of the Codex
Committee on Pesticide Residues (CCPR); the 25™ Session of the Codex Committee on Food Labelling
(CCFL) and the 1* session of the Ad Hoc Codex Intergovernmental Task Force on Fruit Juices and Nectars
asfollows.

Proposed Draft Revised Standard for Processed Cereal - Based Foods for I nfants and Young Children

5. The Committee decided to take into account the conclusions of the 48" Session of the Executive
Committee on the above subject matter in conjunction with Agendaitem 6 (see paras 91 — 117).

Recommendations of the FAO Conference on I nternational Trade Beyond 2000

6. The Committee noted that the following recommendations directed from the Melbourne Conference to
the Codex Alimentarius Commission and endorsed by the 23" Session of the Commission® were most

! CX/NFSDU 0V/1.
2 CX/NFSDU 01/2; CX/NFSDU 01/2-Add.1; CRD 9 (comments of India).
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appropriate for application in its work: the Recommendation 14 regarding the consideration of specia needs of
devel oping countries and Recommendation 17 stating that standards should not to be over-prescriptive or
unnecessary stringent.

Draft Medium-Term-Plan

7. The Committee concluded that it had no comments on the Proposed Draft-Medium-Term Plan and noted
that Governments could provide their additional comments to the Codex Secretariat by the end of November.

Risk Analysis Policies in the Committee

8. The Delegation of Austraia stressed the importance of basing al Codex food safety standards on risk
analysis and the Committee noted that this question would be specifically discussed under Agendaitem 10.

Draft Revised Standard for Gluten Free Foods

9. The Committee generally supported the conclusions of the 49™ Session of the Executive Committee that
the Revised Standard be held at Step 7 until such time as the scientific basis for the establishment of a level
and the method of determination were clarified.

10. Some delegations, however indicated the importance of this matter in relation to protection of consumers
health and were of the view that it should be placed on the Provisional Agenda for the next session of the
Committee.

GUIDELINESFOR THE USE OF NUTRITION CLAIMS: DRAFT TABLE OF CONDITIONS
FOR NUTRIENT CONTENTS (PART B CONTAINING PROVISIONS ON DIETARY FIBRE
(AGENDA I TEM 3)*

11. The Committee recalled that it had not been possible to reach consensus on the definition, method of
analysis and conditions for claims for dietary fibre at the last session. The Draft Condition for Claims had
therefore been returned to Step 6 for additional comments and further consideration.

12. The Delegation of the United States informed the Committee that its National Academy of Science had
undertaken a comprehensive review of dietary fibre definitions and related methods of analysis and that a
dietary reference intake would be defined on that basis. The Committee noted that the fina report would be
published in early 2002 and that it could be used as a basis for further discussion at the next session.

13. The Delegation of Sweden informed the Committee that studies were aso underway in the Nordic
countries on the reference intake for fibre and new information resulting from these studies would probably
be available in 2002. The Committee noted that any new scientific information published prior to its next
session would be made available to delegates through the usua distribution channels, including the Codex or
host country website.

14. The Committee noted that the current definition included in the Guidelines on Nuitrition Labelling covered
“edible plant and animal material”. Some del egations supported a definition of fibre including only products of
plant origin as this corresponded to the messages used for the purposes of nutrition education and was
commonly understood by consumers. It was noted that this would require an amendment to the current
Guidelines on Nutrition Labelling but it was not possible to reach a conclusion on this question at this stage.

s ALINORM 01/41, paras 42-44.

4 ALINORM 01/26, Appendix 111, CX/NFSDU 01/3 (comments of Australia, Germany, Malaysia, New Zealand,
South Africa, Spain, United States), CRD 7 (comments of Uruguay), CRD 8 (comments of Thailand).
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The Observer from IDF expressed the view that oligosaccharides from milk and breast milk should be taken
into account due to their important physiologica functions.

15. Asregards the expression of the conditions for claims, the Committee noted the proposals to address the
following issues. the expression of conditions per serving and per energy; the need for athird category with a
higher fibre content; the definition of conditions for liquids, in addition to solids. However the Committee
agreed that the conditions for claims could not be discussed in detail until the questions of the definition and
the methods of analysis had been addressed.

16. The Committee also noted that the Spanish trandation of “dietary fibre’ should be corrected to avoid
confusion with special dietary foods.

Status of the Guidelinesfor Use of Nutrition Claims — Draft Table of Condition for Nutrient
Contents Claims (Dietary Fibre)

17. The Committee recognized that no progress could be expected from additional comments at this stage
and agreed to retain the Draft Condition for Claims on dietary fibre at Step 7 for further consideration at the
next sesson. The Committee agreed that it would decide how to proceed further in the light of the new
scientific evidence that would become available.

PROPOSED DRAFT GUIDELINESFOR VITAMIN AND MINERAL SUPPLEMENTS (AGENDA
ITEM 4)°

18. The Committee recalled that at its last session it had returned the Proposed Draft Guidelinesto Step 3 for
further comments and consideration by the next session. It was noted that the current Guidelines contained
some prescriptive text that could be more relevant to a standard.

19. The Committee discussed the Proposed Draft Guidelines Section by Section and made the following
amendments.

Preamble, Scope and Definitions

20. The Delegation of the United States drew the attention of the Committee to the fact that none of the
Codex Guiddines had Preambles and that the text of the Scope could be reworded to accommodate the
wording from the Preamble in order avoid duplication.

21. The Delegation of Maaysia, supported by several delegations objected to such proposa and was of the
view that the current Preamble was important, especially for countries which were promoting a dietary based
approach and therefore should be retained as it was written, or incorporated into the Scope entirely.

22. After an extensive debate on the content and the location of Preamble, the Committee concluded that it
needed more consideration especidly as the Preamble, Scope and the Section on Definitions were interrel ated
and therefore the issue should be discussed in its entirety. The Committee agreed to request additional
comments on the wording and the location of Preamble.

23. The Committee amended the second sentence in section 1.2 in order to emphasize the applicability of the
Proposed Draft Guidelines to foods only.

° ALINORM 01/26, Appendix 1V; CX/NFSDU 01/4 (comments of Australia, Maaysia, Mexico, New Zealand,
South Africa, Spain, CRN, IADSA, 1SDI); CX/NFSDU 01/4 -Add.1 (comments of Denmark and Germany), CX/NFSDU
01/4 —Add.2 (comments of China, Cuba and Norway); CRD 7 (comments of Uruguay); CRD 8 (comments of Thailand);
CRD 9 (comments of India).
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24. The Committee amended the second sentence in section 2.1 by subgtituting “ concentrated sources’ with
“forms’ and deleted the square brackets from “ concentrated”.

25. The Committee deleted Section 2.2 as supplements serving specia nutritional purposes were taken out
from the Scope of these Guiddlines.

26. In order to clarify the applicability of the Proposed Draft Guidelines for Vitamin and Mineral
Supplements, the Committee agreed to delete the square brackets from Section 1.3.

27. Regarding the proposd to extend the Scope to cover herbs traditionally used for supplementation
purposes or as a medicine, the Secretariat recalled that the Committee and the CAC had considered this
matter in the past and that the 21% session of the Commission in 1997, concurred with the view of this
Committee and deleted this matter from the Commission’s work Programme. It |eft this matter to national
authorities to decide since the regulation and practices in this area greatly differed from one country to
another®. The Observer from the EC suggested to indicate that provisions on vitamins and mineras included
in these Guidelines should aso be applicable to supplements containing vitamins and minerals together with
other ingredients.

Section 3. Composition

28. The sentence in section 3.1.1 was amended in order to make the Proposed Guidelines less prescriptive
and to clarify that status of vitamins and minerals should be recognized by FAO/WHO.

29. Section 3.1.2 was amended to clarify the nature and requirements for nutrient sources and the wording
“and national legidation, where applicable’ at the end of the second sentence put in square brackets.

30. While considering section 3.1.3 regarding provisions limiting the use of individud vitamins and minerals,
some delegations were of the view that those limitations should be based on science. Other delegations
stressed the need to take into account other factors such as regiona or national peculiarities in supplying
population with vitamins and minerals. The Committee was unable to reach agreement on the wording at this
stage and decided to retain this paragraph in square brackets for further comments and consideration.

31. Section 3.1.4 was amended to replace the wording “ nutrients’ by “vitamins and minerals’.

32. To be consistent with the previous decision regarding the Scope of the Guidelines, the sentence in square
brackets with reference to supplements for special nutritional purposes was deleted.

33. The Committee noted the proposal from the Observer of CRN suggesting to clarify the Section on
composition by adding new sub-section 3.1.4 to read:

“Nothing in the Scope of this guideline is intended to exclude from later consideration,
additional guidelines for other food ingredients, such as fiber and amino acids.

Further, nothing in this guideline is intended to exclude the use of other food ingredients
in supplements that contain vitamins and minerals” .

Section 3.2 Contents of Vitamins and minerals

34. While considering section 3.2.1 regarding the minimum level of nutrients in vitamin and minera
supplements and the basis for its expression, different opinions were expressed. Some delegations indicated
that the level of 15% was acceptable, while other delegations were of the view that such level was too low
therefore some of them proposed a level of 25%. Some other delegations favoured establishing alevel of

6 ALINORM 97/37, para. 151.
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33%. It was noted that instructions of the manufacturer regarding recommendations for consumption should
be taken into consideration.

35. The Committee decided to delete the square brackets from this section and to express the level of vitamin
and minera supplements per daily portion of consumption on the basis of the recommended daily intake
established by FAO/WHO. The Committee agreed to put provisions regarding minimum levels ranging from
15% to 33% in square brackets for further comments.

36. The Committee had a lengthy debate regarding the maximum level to be contained in vitamin and mineral
supplements and the basis for its establishment. Some del egations proposed to retain the maximum level a
100% of the recommended daily intake, while some other delegations and observers were of the opinion that
thislevel should be higher in order to provide more benefits for consumers; that the upper level should be
established on the basis of risk assessment and should consider al sources of the nutrients.

37. Asacompromise, the Committee agreed to retain the Section 3.2.2 and amend the Section 3.2.3 by
clarifying the nature and the requirements for the setting of upper safe limits for vitamin and mineral
supplements and to keep both options in square brackets for further comments.

38. Due to time constraints the Committee did not discuss Section 4.
Section 5. Labelling

39. Inview of its previous decision on the Scope, the Committee agreed to delete provisions regarding the
supplementation for specia nutritional purposes contained in Section 5.2

Status of the Proposed Draft Guidelines on Vitamin and Mineral Supplements

40. The Committee agreed to return the Proposed Draft Guidelines, as amended during the session, to Step 3
for further comments and consideration by next session of the Committee (see Appendix I1).

PROPOSED DRAFT REVISED STANDARD FOR INFANT FORMULA (AGENDA | TEM 5)’

41. The Chairman recalled that the proposed Draft had been returned to Step 3 for further comments and
consideration due to lack of consensus on a number of important issues and especialy the Scope. Asit had
not been possible due to time constraints to discuss the composition requirements, it had been agreed that a
Working Group coordinated by the United States would work by correspondence to prepare revised
requirements for vitamins and minerals in that section. The Committee discussed the standard section by
section and made the following amendments.

Section 1. Scope

42. The Delegation of Germany presented the discussion paper that had been prepared at the request of the
Committee to address the issue of infant formula for special medical purposes, and proposed three options: A)
revising the Standard for the Labelling of and Claims for Foods for Specia Medica Purposes (FSMP) to
include provisions for special medical purposes for infants; B) excluding FSMP from the Standard for Infant
Formula without €laborating specific provisions in another standard; and C) including provisions for medical
foods in the Standard for Infant Formula

! ALINORM 01/26 - Appendix V, CX/NFSDU 01/5 (discussion paper prepared by Germany), CX/NFSDU 01/5-
Add.1 (comments of China, Cuba, IBFAN), CRD 4 (Report of the Working Group on Composition Requirements), CRD 5
(comments of the EC), CRD 6 (comments of UNICEF), CRD 7 (Uruguay), CRD 8 ( Canada, Thailand), CRD 9 (India).
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43. The Delegation of India, supported by several delegations and the Observers of IBFAN and IACFO,
supported the deletion of the term “healthy” since it was not clearly defined and as the standard should cover
the needs of al infants. Other delegations expressed the view that it should be retained as the standard
should apply only to the genera population. After a detailed discussion, the Committee agreed to delete the
term “healthy” asit was not necessary in the first sentence, and discussed the second sentence.

44. The Committee noted that according to the origina text?®, the provisions of the standard were “aso
intended for infants with specia nutritional requirements’ and the word “aso” was reintroduced in the English
verson as it had been omitted.

45. The Committee had an extensive discussion on whether the standard should cover foods for special
medical purposes, as defined in the Standard for the Labelling of and Claims for Foods for Special
Medical Purposes.

46. The Observer from the EC stressed the importance of a separate standard for medical foods to address
the health hazards affecting specific groups of infants, while the current standard should cover normal
requirements; this was also necessary to prevent misrepresentation of ordinary infant formula as medical
foods. This view was supported by several delegations, some of which referred to smilar provisions in their
national regulations, and the Observer from 1SDI.

47. The Delegation of Canada proposed to develop asingle standard for al types of infant formula, as the
current standard was generdly suitable and flexible enough to alow some modifications for specia medica
uses, and this was consistent with the provisions of the Internationa Code of Marketing of Breast-milk
Subgtitutes. The Delegation of India stressed the importance of promoting breastfeeding and ensuring
compliance with the Code. These positions were supported by several other delegations.

48. The Representative of WHO indicated that the International Code of Marketing of Breast-milk
Substitutes covered dl types of formula, including those for infants with specia nutritiona requirements or
medical needs, intended as a partid or tota replacement for breast milk.

49. After an extensive debate, the Committee recognized that no consensus could be reached at this stage
and that Section 1.1 would require further discussion. The first sentence was retained with the deletion of
“healthy” and the second sentence was retained in square brackets for further comments and consideration at
the next session.

50. The Observer from the EC proposed that as a follow-up to the discussion paper, the Delegation of
Germany should prepare aternative smulation versions corresponding to the options discussed, in order to
facilitate discussion. Some delegations opposed the development of an additiona discussion paper asthe
Committee should concentrate on the text of the standard. The Committee noted that as this section would
be returned to Step 3 for further comments, all governments and observers would have the opportunity to
provide additional comments and proposals on the section under discussion and the standard as awhole.

51. In Section 1.3 referring to the World Health Assembly Resolutions, the Committee agreed that the text
should refer to WHA resolution WHAS4.2 (2001) on Infant and Y oung Child Nutrition and deleted the
current footnote concerning previous resolutions.

8 ALINORM 99/26, Appendix V.
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Section 2. Description
Product Definitions

52. Some delegations pointed out that the paragraphs under Definitions were not realy definitions but
description of the products. The Committee noted that it would be possible to retain only the definition of
“infant” under “ Definitions’ and rename section 2.1 as “ Description”, but did not come to a conclusion &t this
stage.

53. In section 2.1.1, the Committee agreed that “infant formula, when in liquid form, may be used either
directly or prepared” with water, rather than “diluted” with water for clarification purposes, and to add a
reference to directions for use.

54. In section 2.1.2, the Committee had an extensive debate on the reference to “normal growth” and the
nutritional requirements of infants. Some delegations pointed out that the term “normal” was not clearly
defined and the Committee therefore agreed to put it in square brackets.

55. Some delegations and observers stressed that only products complying with al the requirements of the
standard should be presented as infant formula, in order to avoid mideading claims, and the Committee agreed
to add a sentence to this effect at the end of the section.

56. Asregards nutritional requirements, some delegations proposed to mention the first sx months of lifein
view of WHA resolution WHA54.2 (2001). Other delegations supported a genera formulation such as “the
nutritional requirements of infants’ to alow more flexibility. Some delegations and the Representative of
WHO pointed out that this would imply suitability during the first 12 months of life as the sole source of
nourishment, according to the definition of “infant” and might prevent the introduction of complementary
feeding between 6 and 12 months.

57. After some discussion, the Committee agreed to refer to “the nutritional requirements of infants during
the first months of life up to the introduction of appropriate complementary feeding” as a compromise and for
further consideration at the next session.

58. Several delegations expressed the view that infant formula could not satisfy “by itself” the nutritional
requirements of infants as this would imply that it had the same nutritional value as breast milk. Other
delegations supported this wording as it would make it clear that infant formula should satisfy all nutritional
requirements of infants. The Committee noted that the term “sole source of nutrients’ might be more
generaly acceptable but did not reach a conclusion on this question.

59. Asit was not possible to reach a consensus on this section, it was retained in square brackets for further
comments and consideration at the next session.

Section 3. Essential Composition and Quality Factors

60. The Delegation of the United States informed the Committee that the Working Group established at the
last session had postponed consideration of macronutrients as new recommendations in this area were
expected from the FAO/WHO Expert Consultation on Human Protein Requirements (April 2002), and from a
report of the National Academy of Sciences on dietary reference intakes. The WG had recommended
genera principles for establishing maximum and minimum values for the essentia composition of infant
formula, and proposed revised levels of vitamins and minerals on this basis.

61. The Committee expressed its appreciation to the United States and to the Working Group for their
considerable work. Asit was not possible to discuss composition requirements at the current session due to
time constraints, it was agreed that the proposals in CRD 4 would be circulated separately for comments and
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further consideration at the next session. The Observer of AOECS underlined the importance to use
constituents of gluten-free plant origin for infant formula.

62. The Committee agreed with the proposa of the Chairman to convene a Working Group immediately prior
to the next session on Saturday, 2 November 2002, in order to review the comments submitted before 31
August 2002 and prepare proposals for revision to facilitate the discussion in the plenary session.

Section 4. Additives

63. The Secretariat informed the Committee of the status of the additives currently allowed in the standard as
related to the Codex Genera Standard for Food Additives (GSFA). Only Ascorbyl Pamitate was included in
the final text of the Genera Standard with alevel of 50 mg/kg. The draft sections of the General Standard®
included the other additives with higher maximum levels of use, and additional thickeners and emulsfiers.
Severa colours were listed for use in infant formula (such as Brilliant Blue, Brilliant Black, Beet Red, Sunset
Yelow FCF, Quinoline Yelow, Ponceau 4R, Indigotine) whereas the current standard did not alow the use
of any colour.

64. The Committee noted that all additives proposed in the draft GSFA for infant formula were also proposed
for cereal-based foods, and that sweeteners were alowed under the category “ Dietetic Foods intended for
specid medical purposes, including those for infants and children”.

65. The Secretariat aso indicated that member countries could provide their comments directly to the
CCFAC as the draft sections of the GSFA would be considered at Step 7 by the next session of the
Committee (March 2002) with aview to their adoption by the Commission in 2003.

66. Many delegations expressed the view that the additives allowed in infant formula and generally in foods
for infants and children should be kept to the minimum necessary, on the basis of adequate technological
judtification. The additives included in the GSFA should take into account the advice provided by the
CCNFSDU asregards foods for specia dietary uses. It was noted that according to the procedure, the
Committee was responsible for developing a section on food additives, which had to be forwarded to the
CCFAC for endorsement.

67. Some delegations proposed to define criteria for the establishment of alist of additives for infant formula.
The Committee however recalled that the ADIs established by JECFA for additives took into account all
population groups and that the General Principles for the Use of Food Additives provided guidance for
establishing lists of additives for dl foods.

68. Asit was not possible to consider the additives section at the present session the Committee agreed that
specific comments would be requested and that a Working Group chaired by Switzerland and working by
correspondence would revise the additives section on the basis of the comments. The Proposed Draft List of
additives will be considered by the next session of the Committee.

69. The Committee expressed its concern on the large number of additives and levels of use proposed for
infant formula and foods for infants and children in the Draft Sections of the General Standard, and asked the
Committee on Food Additives and Contaminants to defer finalization of these levels until the CCNFSDU had
carried out a thorough review of the current additives in the standards for foods for infants and children.

o ALINORM 01/12, Appendices|il and IV.

10 Thailand, Germany, India, Sweden, Romania, United States, France, Turkey, Canada, Tanzania, Slovakia, United
Kingdom, Nigeria, Poland, Denmark, China, Japan. Netherlands, Indonesia, EC, ISDI, CRN, ENCA, ALACTA, IBFAN.
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Section 5. Contaminants
Pesticide Residues

70. The Delegation of Kenya, supported by other countries, proposed to set alevel of 0.01 mg/kg for each
pesticide and expressed the view that the current paragraph did not allow sufficient protection from
contamination by pesticides.

71. The Secretariat recalled that the question of specific maximum residue limits for pesticides in infant
formula and foods for infants and children had been discussed at earlier sessions, that the Committee on
Pesticide Residues did not set MRLs for composite products but only in raw agricultura commodities, and
that the establismnent of MRLs for composite products required new internationally agreed methodology. It
was also pointed out that a large number of MRLs had been established for products of plant and animal
origin entering into the composition of infant formula and foods for infants and children. The 32" Session of
the CCPR (2000) had endorsed the current section on pesticide provisions after careful consideration in order
to minimize the presence of pesticide residues in foods for infants and children. It was noted that any
amendment to the current text would require endorsement by the CCPR. In addition, the Committee was
informed that the Joint Meeting on Pesticide Residues (JMPR) intends to address increased vulnerability of
infants and children at its meeting in 2002.

72. The Delegation of Nigeria proposed that pesticides “that have been used” should be reduced “to the
safest level possible”. Other delegations pointed out that the safest level could not be defined precisely and
that the reference to pesticides “which may be required” was preferable for the purposes of health
protection.

73. The Delegation of India stressed the importance of implementation at the national level and in the
absence of international recommendations, proposed to include a reference to national legidation.

74. The Delegation of Turkey proposed to include a reference to the MRL s established by the Commission
after the wording “raw materials’and to delete the rest of the sentence.

75. Other delegations supported the current text and as the Committee could not agree on any of the changes
proposed, the section was |eft unchanged.

Other contaminants

76. The Committee noted that the 24™ Session of the Commission had adopted maximum levels for lead
including alevel of 0.02 mg/kg in infant formulain the product (ready to use) and it was agreed to include it at
the end of the section.

Section 9. Labelling

77. In section 9.1.4 the Committee deleted the square brackets and agreed that products which contain
neither milk nor milk derivative “shall be labelled” as such, rather than “may be labelled”.

78. In section 9.1.5, the Delegation of India, supported by some delegations and the Observer from IACFO
pointed out that health claims were used to promote infant formula and proposed to prohibit health claims,
nutrient function claim and nutrient contents claims.

79. The Delegation of Germany proposed to defer discussion of this section as the Committee had not yet
decided whether or not to include foods for specia medica uses in the Scope of the standard. The
Committee could not come to a consensus and left the section unchanged with square brackets around the
entire text and the last sentence.
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80. The Committee discussed section 9.1.6 on the declaration of iron and noted some proposals for
amendments. The Delegation of Tanzania proposed to delete both aternative sentences as they were not
necessary and the range of iron levels was specified in the composition Table. The Delegation of Norway
pointed out that it was difficult to reach a conclusion at this stage since the composition of the product had not
been finalized. The Committee retained both sentences in square brackets for further consideration.

Declar ation of Nutritive Value

81. The Delegation of the United States proposed to add a declaration of nutrients per 100 kcal for
macronutrients, in addition to 100 g or 100 ml. Asthiswas already alowed for other nutrients and ingredients
in paragraph (b), the text was reordered to make this provision applicable to al nutrients.

82. In paragraph (b), the Committee clarified the reference to nutrients defined under 3.1.2 and to ingredients
defined under 3.2. It was aso agreed to refer to “other ingredients’ rather than “optiona ingredients’ for
clarification purposes. The Delegation of Uruguay objected to this decision as the declaration of nutritive
vaue refersto kcal and nutrients. The ingredients which are not nutrients (3.2.4) should be included in the
corresponding list of ingredients.

83. In section 9.6.1, many delegations proposed to delete the square brackets in point b) and retain the
statement “Breastmilk is the best food for your baby, it protects against diarrhea and other illnesses’, while
other delegations proposed to delete that sentence as it was not in conformity with the provisions of the Code
of Marketing for Breast-milk Substitutes. Some delegations pointed out that not al illnesses were covered
and that breast feeding “helps protect against some ilinesses’.

84. After an extensive discussion, the Committee agreed to include the following dternative texts in square
brackets for further consideration: 1) the current text as amended by the Delegation of Uruguay to present
the statement as an example; and 2) “the statement "Breastfeeding is the best food for your baby" or a similar
statement as to the superiority of breastfeeding or breastmilk”, as proposed by the Observer from the EC.

85. In section 9.6.2, the Committee agreed to prohibit pictures of infants “and women” idedlizing the use of
infant formula. The Delegation of India proposed to refer to “artificial feeding” instead of “infant formula’.
However it was pointed out that “artificia feeding” had a specific meaning in medicine and that it was totaly
different from infant feeding with infant formula; in addition the standard applied only to infant formula and
did not cover other type of products or feeding.

86. The Committee agreed that the label “shal have graphics’ to illustrate the methods of preparation of the
products and methods of feeding. Some del egations and observers proposed to refer to the use of cups for
feeding rather than bottles, since bottle feeding was prohibited under some nationa regulations. The
Committee however noted that the present text referred to “methods of feeding” in a genera sense for the
purposes of labelling; the standard did not prescribe any specific method of feeding and this was | eft to
national authorities to decide.

87. In section 9.6.4, the Committee agreed to clarify that infants should receive complementary feeding “from
an age that is appropriate for their specific growth and development needs, as advised by an independent
health worker and in any case from the age over six months’, as proposed by the Observer from the EC.

88. The Committee discussed whether section 9.6.5 concerning the distinction between infant formula and
follow-up formula should be retained or deleted, and could not come to a conclusion. The section was
retained in square brackets for further consideration.

Section 10. Methods of Analysis and Sampling

89. The Secretariat informed the Committee that the Commission had adopted five Codex genera methods
for the detection of irradiated foods, which were relevant in view of the provisionsin Section 3.6. It was
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noted that the entire section on methods of analysis would be presented in the standard to allow for further
comments and updating if necessary.

Status of the Proposed Draft Revised Standard for Infant Formula

90. The Committee agreed to return the Proposed Draft Standard to Step 3 for further comments and
consideration at the next session (see Appendix 111).

PROPOSED DRAFT REVISED STANDARD FOR PROCESSED CEREAL-BASED FOODS FOR
INFANTS AND YOUNG CHILDREN AT STEP4 (AGENDA | TEM 6)*

91. The Committee recalled that the Proposed Draft Revised Standard was retained at Step 4 as the 22M
session of the Committee was unable to reach an agreement on the wording in the Scope regarding the
introduction of the complementary feeding and therefore requested the Commission advice on how to proceed
on this matter.

92. The Committee decided to consider the Proposed Draft Revised Standard section by section and made
the following changes.

Scope

93. The Committee recalled that this matter was considered by the 48" session of the Executive Committee®
which noted that the Fifty-fourth World Health Assembly (Geneva, 14 to 22 May 2001) adopted a
comprehensive resolution on infants and young child feeding® and that the Executive Committee
recommended that the World Health Assemble resolution be taken into account by the Committee. It agreed
that the Committee should proceed to a conclusion of the revision of the standard as quickly as possible in
order to satisfy the need for an adequate standard ensuring the quality and the safety of these productsin
internationa trade.

9. The Committee discussed the wordings proposed by the European Community, UNICEF and WHO for
the Scope. The Delegation of Brazil emphasized that the spirit of WHA resolution WHAS4.2 (2001) should
be fully reflected as a primary aspect of the Scope, in line with a population or public health approach.

95. The Observer from the EC pointed out that their proposal took full account of the resolution of WHA and
of the conclusions and recommendations of the WHO Expert Consultation (Geneva, 28-30 March, 2001).
The Committee had alengthy and extensive debate regarding the wording that should be taken as a basis for
the Draft Revised Standard.

96. The Delegation of the United States suggested to amend the text proposed by the EC to clarify that when
breast feeding or infant formula was not sufficient to satisfy individua nutritiona requirements complementary
feeding might be given upon advice of independent health professional. This proposal was supported by
severa delegations and the Observer from ENCA.

n CL 1999/20-NFSDU; CXNFSDU 01/7 (comments of Australia, Brazil, Cuba, France, Germany, Hungary,
Indonesia, Italy, Korea, Republic of, Mexico, Norway, Paraguay, Poland, Senegal, Singapore, South Africa, Sri Lanka,
Switzerland, United Kingdom, European Commission, AOECS, ENCA, IBFAN, ISDI, WHO, The use of Additivesin
Processed Cereal-Based Foods for Infants and Y oung Children, prepared by the Netherlands, Canada, China, France,
Germany, Romania, Slovakia, Spain, Switzerland, United Kingdom, the USA, Uruguay, EC and 1SDI); CX/NFSDU 01/6-
Add.1 (Note from the WHO Secretariat); CX/NFSDU 01/6-Add.2 (comments of 1SDI, IBFAN, ENCA; CRD 5 (comments of
European Community); CRD 6 (comments of UNICEF); CRD 7 (comments of Uruguay); CRD 8 (comments of Canada,
Thailand); CRD 9 (comments of India).

12 ALINORM 01/4, paras 38-39.

13 Resolution 54.2 Infant and Y oung Child Nutrition.



ALINORM 03/26 Page 12

97. The Delegation of Uruguay pointed out that the reference to independent health workers could be
understood and interpreted in various countries differently and that it might create difficulties in the application
of this standard. In addition, the Delegation of Uruguay did not support the text in principle for the following
reasons. according to its food legidation since 1994, these foods were regulated as complementary foods for
infants of 6 months and above and young children; the World Health Assembly was the only adequate and
representative framework to give recommentations on infant feeding; and finally the legidation in Uruguay, in
addition to protecting the hedlth of infants and breastfeeding, did not consider cereal-based foods adequate to
be used during the first six months of life, due to the risk of early gluten intolerance. The Delegation pointed
out that this risk did not only concern cereals containing gluten, but al this food group due to the possibility of
contamination during processing, and this well known fact should be taken into account.

98. The WHO Representative stated that, in light of the Committee’ s discussion on the Draft Revised
Standard for Infant Formula, the juxtaposition of breast milk and infant formulain Scope was inappropriate.
The present wording appeared to imply a degree of nutritional equivalence between breast milk and infant
formula— that both were adequate to meet the nutritional requirements of six months — that was not at al
supported by scientific evidence. To remedy this, he suggested shortening the wording for the Scope to read;
“This standard covers processed cereal-based foods intended for feeding infants from the age of six month
onwards, and for feeding young children as part of their progressively diversified diet”.

99. Some Observer organizations proposed to use the wording as suggested by UNICEF. The Delegation of
India pointed out that the wording proposed by WHO was more appropriate especidly in ensuring that
complementary foods are not marketed in away to undermine the prevalence of breastfeeding, that was very
important for developing countries. This view was supported by a number of delegations and some
Observers.

100.  The Observer of the EC drew the attention of the Committee to the fact that from the
recommendations of the WHO Expert Consultation it was clear that exclusive breast feeding might cause
some problems for some children, therefore suggested to amend itsinitial proposal by deleting the reference
to breast feeding aone or by infant formula being sufficient.

101.  The Representative of WHO agreed with this reformulation which, in addition to being in conformity
with WHO Hedlth Assembly resolution WHAS54.2 (2001), removed any suggestion of nutritional equivaence
between breast milk and infant formula.

102.  Inaddition, it was proposed to amend the EC proposal by inserting at the end of the sentence the
reference to the WHA resolution WHAS54.2 to make it clear that the spirit of that resolution could not be lost.

103.  The Committee noted that it was not possible to come to an agreement at this stage. Due to time
constraints and in order to progress with the revision of the rest of the document, the Committee decided to
put both the EC and WHO proposals for the Scope in square brackets for further comments and
consideration.

Section 2 Description

104.  The Committee noted proposals to amend the title of the Proposed Draft Standard and/or to delete
the reference to the use of starchy root and stem products as they could lower nutritional value of the cereal-
based products, and to increase the percentage of cereals to reflect the title of the Proposed Draft Standard.

105. The Committee recalled that starchy roots and stems were introduced because those products were
traditionaly used in some developing countries.

106. The Representative of FAO stated that FAO makes a clear distinction between cereal crops and root
crops and that carbohydrates derived from cereals are differentiated from those derived from starchy roots
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by the FAO/WHO Expert Consultation, therefore the description under Section 2, which reads, “ Processed
cereal-based foods prepared primarily from one or more milled cereals and/or legumes (pulses) and/or
starchy root or stem products which constitute at least 25% of the final mixture” was technically incorrect.
The Representative indicated that either the term ‘ cereal-based’ should be deleted from the title or the
description should state clearly that the ‘ cereal-based foods are primarily prepared from one or more milled
cereds only.

107.  The Deegation of India proposed that in respect of cereal based foods the minimum percentage of
ceredls needs to be higher than 25% in case products has to be recongtituted with milk or other appropriate
nutritious liquids.

108.  The Committee decided to clarify the wording of Description by indicating that cereals should
constitute at least 25% of fina mixture of the product on dry weight basis and made the relevant clarification
in Section 3.1.1 regarding the use of legumes, starchy roots and stems as suggested by the Delegation of
Maaysia

Section 2.1 Product Definitions

109.  The Observer from ENCA proposed to adopt 2.2.1 to the wording of Scope and to take the definition
of older infants of Guiddlines on Formulated Supplementary Foods for Older Infants and Y oung Children to
read: “The term older infants means persons from the 6" month and not more than 12 month of age”. Some

del egations opposed to this proposal.
110.  The Committee amended Section 2.1.1 to clarify the nature of cereals.
Section 3. Essential Composition and Quality factors

111.  Dueto time constraints and in view of the fact that some provisions of this section needed to be up-
dated to take into account the latest scientific findings, the Committee decided to establish a Working Group®
working by eectronic mail to be chairedby the Delegation of Mdaysia.

112.  The Representative of FAO supported such approach and indicated that an up-dating of the section
on composition of the cereal-based foods for infants and children would benefit from the FAO/WHO/UNU
Consultations on macronutrients (Human Energy Requirements, Rome, October 2001 and Human Protein
Requirements scheduled in Genevafor April 2002) as well as the deliberations of the Food and Nutrition
Board of the US National Academy of Sciences. The Representative indicated that the two Working Groups
would aso benefit from the reports and recommendations of the Consultations concerning requirements for
fats and oils, carbohydrates and vitamins and minerals in human nutrition.

Section. Food Additives

113. Based on the discussion which had taken place as regards the additives section while considering the
infant formula standard (see paras 63 —69), the Committee decided to extend the mandate of the Working
Group led by Switzerland, so that it would a so revise the additives section in this standard based on additional
comments received. The revised section on food additives will be considered by the Committee at its next
session.

14 Carbohydrates in Human Nutrition, FAO Food and Nutrition Paper 65.
15 Bulgaria, Canada, China, Denmark, Germany, Egypt, France, India, Indonesia, Japan, Mexico, Nigeria, Norway,
Singapore, South Africa, Thailand, Turkey, UK, Uruguay, ALACTA, ENCA, IBFAN, IACFO, ISDI, IOCCC and the EC.



ALINORM 03/26 Page 14

Section 5. Contaminants

114. The Committee agreed with the suggestion of the Observer of the EC to amend the pesticide residue
provisions endorsed by the CCPR (ALINORM 01/24, para.74) in order to provide additional protection of
infants and young children by inserting the following text (subject for endorsement by the Committee on
Pesticide residues):

“ These limits shall take into account the specific nature of the products concerned and the
specific population group for which thy are intended” .

Section 8. Labelling

115.  The Committee accepted the proposal of the Delegation of Indiain section 8.2.3 regarding the
presentation of pictures or texts on the label that could idealize the use or could suggest an inappropriate age
of introduction of cereal-based products and decided to put the wording in square brackets. The Delegation
of Indiareferring to its written comments (CRD 9), and supported by some delegations, proposed two other
amendments regarding the prohibition for these products hedth claims and the declaration of geneticaly
modified ingredients on the label. The Committee did not include these amendments, as the Committee could
not agree at this stage since there was no time for discussions and these matters were ill the subject of
debate in the Committee on Food Labelling. There was insufficient time to discuss this entire section.

Section 9. Methods of Analysis and Sampling

116.  Following the earlier decision taken on the relevant Section of the Proposed Draft Revised Standard
for Infant Formula (see aso para 89), the Committee decided to reinsert provisions for methods of analysis
for comments and further up-dating, if necessary.

Status of the Proposed Draft Revised Standard for Processed Cer eal-Based Foods for | nfants and
Young Children

117. The Committee recognized that despite the progress made, some important provisions were left in
sguare brackets and some sections needed to be up-dated, therefore agreed to return the Proposed Draft
Standard to Step 3 for further comments and consideration at the next session of the Committee (see
Appendix V).

DISCUSSION PAPER ON THE PROPOSED DRAFT REVISION OF THE ADVISORY LIST(S)
OF MINERAL SALTSAND VITAMIN COMPOUNDS FOR THE USE IN FOODS FOR
INFANTS AND CHILDREN (CAC/GL 10-1979) (AGENDA | TEM 7)*

118.  The Deegation of Germany introduced the item and recalled that following the decision of the last
session of the Committee a Circular Letter had been prepared to request comments regarding the criteria for
inclusion and/or deletion of vitamin compounds and minera sdtsto the List(s), the title and structure of the
List(s).

119. The Delegation indicated that on the basis of comments received it was proposed that the Committee
consder the addition of some amendments to the existing sections a), ) and d) of the list of criteria?’ that
were highlighted in bold in document CX/NFSDU 01/7.

16 CL 2001/-NFSDU , CXNFSDU 01/7 (comments of Australia, Cuba, Hungary, Malaysia, Mexico, Spain, USA, EU
and ISDI), CRD 3 (comments to the CL 2001/7-NFSDU of China); CRD 7 (comments of Uruguay).

v ALINORM 89/69, para. 193.
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120. Thereference to ADI was deleted from section b) as this concept was already covered by section
a).

121.  The Delegation pointed out that a new section €) containing the provisions on the demonstration of
stability of nutrients and new provisions in section 2 which clarified the process of deletion from the List had
been introduced.

122.  The Deegation informed the Committee that the structure of the List(s) had been amended to cover
not only vitamin compounds and minerals salts but also other nutrients such as amino acids and food additives
for specia vitamin forms and that requirements regarding all suggested classes of nutrients were clarified as
presented in CX/NFSDU 01/7.

123.  The Committee expressed its appreciation to the Delegation of Germany for their valuable work on
the revision of this document.

124.  The Deegation of the United States, while supporting the proposed new structure and pointing out the
usefulness of these proposals, expressed concern regarding the scientific rationae for the inclusion of some
nutrients into the List(s) and their suitability for different products such as Infant Formula or Cereal Based-
Foods.

125.  The Committee noted the clarification of the Delegation of Germany that the basis for inclusion of
nutrients were their evaluation by FAO/WHO, EC or in some cases, by nationa authorities.

126.  Regarding the proposa to extend the scope of the List(s) and to amend the title to cover awider
range of age and aso foods for special medical purposes, the Committee concluded that at this stage the
scope should be limited to infants and young children. Some delegations were of the view that the List(s)
should cover Foods for Special Medical Purposes, while the Delegation of the United States pointed out that
there was no compositional Codex Standard for Foods for Specia Medical Purposes, therefore before
expanding the List(s) there should be criteria set for the inclusion of nutrients for this type of products. The
Committee was informed that nutrient sources for Foods for Special Medical Purposes included in the list
went through an evauation process in the European Community. The Committee noted that it was not able to
reach consensus on this matter at this stage and decided to put Foods for Specia Medica Purposesin the title
in square brackets for further comments and consideration.

127.  The Committee generaly supported the proposed structure of the List(s).

128.  The Committee agreed to delete Section 2 regarding source of phosphorus and Section 3 regarding
source of chloride in the Table A.

Status of the Proposed Draft Revision of the Advisory List(s) of Mineral Salts and Vitamin
Compounds for the Usein Foods for Infants and Young Children (CAC/GL 10-1979)

129.  The Committee requested the Delegation of Germany to revise the Listsin view of the comments
provided at the current session with the understanding that the revised version would be circulated for
comments at Step 3 before the next session of the Committee.
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DISCUSSION PAPER ON REVIEW OF PROVISIONS FOR VITAMINS AND MINERALSIN
CODEX STANDARDS: VITAMINSAND MINERALSIN FOODS FOR SPECIAL MEDICAL
PURPOSES (AGENDA I TEM 8)

130. The Delegation of Germany presented the discussion paper prepared in the light of the discussions of
the last session of the Committee, and indicated that few comments had been received concerning the criteria
used in member countries for the selection of vitamins and minerals. The Delegation also pointed out that
only provisions for vitamins and minerals were proposed, not requirements for medical foods as such, and
recalled that such provisions might be useful if the Committee decided to include foods for special medical
purposes in the standard for infant formula.

131.  The Committee recalled that the current Standard for the Labelling of and Claims for Foods for
Special Medical Purposes addressed only labelling and claims, and discussed whether additional provisions
should be developed for such foods.

132.  Asthere was no support for further work, the Committee agreed not to proceed with the discussion
of provisions for vitamins and minerals in foods for specia medica purposes.

DISCUSSION PAPER ON ENERGY CONVERSION FACTORS (AGENDA I TEM 9)*

133. The Deegation of Audtraiaintroduced the document and recalled that this matter had been
considered by the Committee during the last two sessions and that comments indicated that some support had
been received from member countries concerning further work on this agenda item. The Delegation
indicated that from the replies to a previoudy distributed Codex Circular Letter, it was evident that there were
considerable differences across member countries in relation to energy conversion factors used for some food
components, and therefore proposed to consider initiating new work on this matter.

134.  The Committee noted that the current differencesin assigning different energy conversion factors to
the same food component might create a problem in international trade; however it aso noted that scientific
advice was hecessary to solve the problems with the assigning energy conversion factors.

135. The Representative of FAO pointed out that, FAO in preparation for the Joint Consultation on Human
Energy Requirements (Rome, October 2001) had aready obtained a background document of Energy
Conversion factors and had organized a Working group in the area related to analytical aspects of energy and
protein. The Representative aso pointed out that the above Consultation had strongly endorsed the wish of
FAO to convene Expert Consultations/Technica Working Groups on Applications of Requirements and
Harmonization of Definitions and Approaches to arriving at Human Nutritional Requirements. As a part of
the former it was the decision of the FAO to include consideration of the problem of energy conversion
factors. Taking into acoount the work done by Audtraliain producing a very vauable document for this
Committee, FAO was of the view that providing scientific advice on this topic to the Committee was
important and urgent.

136. The Secretariat recalled that without a solid scientific basis there might be difficulties and delaysin
the development of work, and therefore proposed that the Committee should await scientific findings and
recommendations of the FAO/WHO Expert consultation on Energy Conversion factors before initiating new
work.

137.  The Committee welcomed the work of FAO/WHO on this matter and was of the view that request
for new work was premature at this stage and decided that it would return to consideration of this matter as

18 CX/NFSDU 01/8, CRD 1 (comments of Cuba).
19 CX/NFSDU 01/09; CRD 7 (comments of Uruguay); CRD 8 (comments of Canada).
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soon as the results of the above Expert consultation became available. 1t agreed that the next session should
be kept informed of the progress achieved by FAO/WHO and national scientific bodiesin this area, in order
to facilitate its further work in this area.

DISCUSSION PAPER ON THE APPLICATION OF METHODOLOGY OF RISK ASSESSMENT
FOR NUTRITION ISSUES: THE INCORPORATION OF NUTRIENT RISK ASSESSMENT IN
A RISK-BASED APPROACH TO ASSIST DECISION-MAKING PROCESS OF CCNFSDU
(AGENDA ITEM 10)®

138.  The Committee recalled that following earlier discussions, it had been agreed at the last session that
the Delegation of Australiawould revise itsinitial discussion paper on the basis of the comments received on
risk assessment for nutrition issues. The Delegation of Australia recalled the recommendations of the
Commission concerning the application of risk analysis principles in the development of Codex food safety
standards and noted the work undertaken by several committees on risk analysis. Several aspects of the
Committee’ swork were related to food safety, as it appeared from recent discussions on the safe levels of
vitamins and minerals and these issues should be addressed on the basis of scientific risk assessment. The
Delegation recalled that several countries followed a risk-based approach for nutrient assessment at the
nationa level, and some studies were underway to establish safe upper levels of consumption for vitamins and
mineras (United States, EC). It was therefore proposed that the Committee should request FAO/WHO to
extend their current work on Reference recommended nutrient intakes to include ULs for vitamins and
mineras.

139.  The Representative of FAO indicated that FAO had already decided to call an Expert Consultation to
update the scientific developments related to some vitamins and minerals since the Bangkok meeting in 1998.
As apart of this exercise the remit of this expert group would be broadened to the extent possible to consider
the possibility to look into the issue of Upper Limits and safety with regard to some micronutrients.

140.  The Observer form the EC informed the Committee of the work of the Scientific Committee for Food
on the establishment of upper limits for vitamins and minerals and stressed that this was along term exercise
and that it might not be possible to address this question through an international consultation.

141.  The Representative of FAO indicated that the Expert Consultation would consult and draw upon the
experiences of the Food and Nutrition Board/US National Academy of Sciences and the European
Community SCF swork in this area, in order to develop recommendations that could provide the scientific
basis for further work in the Committee.

142.  The Observer from CRN, referring to its written comments supported further work on risk
assessment taking into account the most updated scientific datain order to ensure the scientific basic of
decison making.

143.  The Committee expressed its appreciation to the Delegation of Australiafor its work in thisimportant
area and agreed that a risk-based approach should be followed for the establishment of upper limits for
micronutrients. It agreed that the next session should be kept informed of the progress achieved by
FAO/WHO and nationa scientific bodies in this area, in order to facilitate its further work on vitamins and
minerals.

20 CX/NFSDU 01/10, CRD 2 (comments of CRN), CRD 7 (comments of Uruguay), CRD 8 (comments of Thailand).
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DISCUSSION PAPER ON SPORTS AND ENERGY DRINKS (AGENDA I TEM 11)*

144.  The Committee recaled that the Committee on Food Labelling had initially discussed this question and
asked the advice of the CCNFSDU on the opportunity of developing conditions for a*“high energy” claim and
the need for a standard for sports drinks as foods for special dietary uses. The last session of the Committee
had discussed this question briefly and agreed to ask for comments on these proposalsin order to facilitate
further discussion. The Secretariat presented a discussion paper highlighting the issues raised in earlier
discussions and in the comments received, and the applicability of current labelling texts to the claims for
“gports and energy drinks’. The Chairman recalled that the main problems with these products related to
misleading claims and possible adverse effects to hedlth, and proposed to discuss the following issues: the
definition of a*high energy” claim; the need for a standard for “ sports drinks/foods’; and the question of
pharmacologically active substances.

145.  Some delegations supported the definition of conditions for “high energy” as such claims were
currently found on the market. Other delegations pointed out that there was no real need for such criteria as
the main problem was the misuse of the term “energy” and midleading claims, which were aready covered in
general Codex labelling texts and in the national regulations of many countries. The Delegation of Uruguay
considered that the definition of “high energy” is necessary for consumers as documented in its comments
(CRD 7) and expresdy asked the Committee to work on this subject, for solids as well as for liquids.

146.  Asregards the opportunity to develop a standard for sports drinks as foods for specia dietary uses,
the Committee recognized that it was within its mandate. Some delegations and Observers supported new
work in this area, since these products were regulated in several countries and traded internationally. Other
delegations expressed the view that sports foods were not foods for specia dietary uses and did not warrant
the development of a specific standard and enough information on current problems of these productsin
consumer hedth and international trade was not shared among member countries at this moment, and the
Committee could not come to a consensus on this question.

147.  Asregards the establishment of maximum levels for pharmacologically active substancesin
beverages, some delegations agreed that this might be considered on the basis of scientific risk assessment,
while other delegations objected to work on setting levels for pharmacologically active substances as food
ingredients as it was not within the mandate of the Committee. In addition, the term “pharmacollogicaly
active substances’ was not appropriate to some delegations to designate those substances.

148.  The Committee therefore concluded that there was no need for further consideration of “sports
drinks/foods’ and “energy drinks’ and that no further work was required in this area.

OTHER BUSINESS AND FUTURE WORK: CONSIDERATION OF THE NECESSITY FOR
REVIEW OF THE GENERAL PRINCIPLESFOR THE ADDITION OF ESSENTIAL
NUTRIENTSTO FOODS (CAC/GL 09-1987) (AGENDA I TEM 12)

149.  The Committee noted that the paper on this Agenda Item had not been prepared, therefore there was
no other business for this Committee.

DATE AND PLACE OF THE NEXT SESSION (AGENDA I TEM 13)

150.  The Committee was informed that the next session of the Committee would be held in Berlin, from 4
to 8 November 2002, subject to confirmation by the host Government and the Codex Secretariat.

2 CX/NFSDU 01/11, CX/NFSDU 01/11-Add.1, CRD 1 (comments of Cuba), CRD 7 (comments of Uruguay).
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SUMMARY STATUS OF WORK
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JAPAN / JAPON / JAPON
Mrs Toshie I kenaga
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Fax: +81(3) 3268- 31 36

Emal: jhnfa@mxl.apha-web.nejp
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Ministry of Agriculture, Forestry and Fisheries

Kasumigaseki 1-2-1

Chiyoda-ku

Tokyo 100-8950

Japan

Td.:  +81(3)5512-1571
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NIGERIA / NIGERIA

Ango Abdullah

Adviser to President

Federal Republic of Nigeria
Abuja

Nigeria

Td. +234(9)2341798
Oreyemi JuliusApanisile
Assistant Director

Produce I nspection and Quality Control
Federal Ministry of Commerce
P.M.B. 88

Garki-Abuja

Nigeria

Td. +234(9)2342770



ALINORM 03/26

Page 31

NORWAY / NORVEGE / NORUEGA
Ms Turid Ose

Adviser

Norwegian Food Control Authority
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Fax: +27 (12) 3264374
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Td.: +27 (11) 259 22 00

Fax: +27(11) 259 22 22
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S.G. Seguridad Alimentaria (D.G. de Saud Pdblicay
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Ministerio de Sanidad y Consumo
Paseo del Prado, 18-20
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Td.: +34(91) 59616 21

Fax: +34(91) 596 44 87

Emal: mcontreras@msc.es
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Paseo del Prado, 18-20
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Fax: +34 (96) 596 44 87

Emal: mpozo@msc.es

SWAZILAND / SWAZILANDE / SWAZILANDIA
Ms Khanyisile Mabuza

P.O. Box 4

Malkerns

Research Station

Swaziland

Td.: +2638-5283017/4283038

Fax: +268-4283490

Emal: malkernsresearch@iafrica.sz
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Codex Coordinator for Sweden
National Food Administration
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Tel.: +46 (18) 1755 47

Fax: +46 (18) 105848

Emall: livsmedelsverket@slv.se
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Dr. Medical Sciences

National Food Administration
75126 Uppsala
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Tel.: +46 (18) 175500

Fax: +46 (18) 105848
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Head of Section
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10333 Stockholm
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Td.: +46 (8) 4 05 23 96

Fax: -

Email:  jenny.holm@agriculture.ministry.se

SWITZERLAND / SUISSE / SUIZA

Dr PD Jurg L ithy

Food Safety, Nutrition Unit

Swiss Federal Office of Public Health
3003 Bern

Switzerland

Td.: +41(31) 3229475

Fax: +41(31) 3229574

Email:  juerg.luethy@bag.admin.ch

Mrs Awilo Ochieng Pernet, liciur
Codex Contact Point of Switzerland
Main Unit Food Safety

Swiss Federal Office of Public Health
3003 Bern

Switzerland

Td.: +41(31) 3220041
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Email:  awilo.ochieng@bag.admin.ch
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Jorg Cselovszky

Regulatory Affairs Manager

Roche Vitamins AG

VML / Bldg. 241/823

4070 Basel

Switzerland

Tel.. +41(61)6873276

Fax: +41 (61) 683 16 35

Emal: joerg.cselovszky@roche.com

Irinadu Bois

Nestec S.A.

Avenue Nestlé 55

1800 Vevey

Switzerland

Td.: +41(21) 9242261

Fax: +41 (21) 924 45 47

Emall: irina.dubois@nestle.com

Dr Marquard Imfeld

Novartis Consumer Health

Head Nutrition Regulatory Affairs

Werk St. Johann / 503.509

4002 Basel

Switzerland

Te.:  +41(61)3246835

Fax: +41(61) 3246834

Emal: marquard.imfeld@ch.novartis.com

Dr Hervé Nordmann

Director Regulatory & Scientific Affairs
Ajinomoto Switzerland AG

En Crochet 1

1143 Apples (VD)

Switzerland

Td.: +41 (21) 80037 63

Fax: +41 (21) 80040 87

Emal: herve.nordmann@asg.ajinomoto.com

Dr Otto Raunhardt

Fédération des Industries Alimentaires Suisses
Elfenstrasse 19

3000 Bern 16

Switzerland

Te..  +41(31)3521188

Fax.  +41(31)3521185

Emal: otto.raunhardt@bluewin.com

TANZANIA, UNITED REPUBLIC OF /TANZANIE,
REPUBLIQUE UNIE DE / TANZANIA (REPUBLICA UNIDA)
Dr Godwin D. Ndossi
Director
Department of Food Science and Nutrition
Tanzania Food and Nutrition Centre
22 Ocean Road
Dar-es-Salaam
Tanzania
Td.: +255(22) 27803 79
+255(22) 21181 37/9
Fax: +255(22) 2116713
Emal: fsn@ud.co.tz
tfnc@muchs.ac.tz
gndossi2@yahoo.co.uk
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Fax: +255(22) 2152705
Email: obadiah@ud.co.tz

THAILAND / THAILANDE / TAILANDIA

Dr Songsak Srianujata

Director, Institute of Nutrition

Mahidol University

Salaya Putthamonthon

Nakhonpathom 73170

Thailand

Td.: +66024419740
+66028002380ext. 208

Fax: +66024419344

Email:  rassn@mahidol.ac.th

Assoc Prof Dr Sungkon Jongpiputvanich
Faculty of Medicine

Department of Pediatrics

Faculty of Medicine

Chulalongkorn University

Bangkok 10330

Thailand

Td.: +660225649 % ext. 117

Fax: +660225649 11

Email:  SungkomJ@chula.ac.th

Ms Chatsiri Pinmuangngam
Standards Officer

Thai Industrial Standards Institute (TISI)
Ministry of Industry

Rama 6 Road

Rajthewee

Bangkok 10400

Thailand

Td.: +6602202-3439
Fax: +6602248- 7987
Email:  chatsiri@tisi.go.th

Ms Ruamporn Ridthiprasart

Third Secretary

Ministry of Foreign Affairs

443 Sri Ayudhya Rd.

Phayathai

Bangkok 10400

Thailand

Td.: +6 60 26 43 - 50 00 Ext. 4008
Fax: +6602643-5236

Emal:  ruampornr@mfa.go.th



ALINORM 03/26

Page 34

TURKEY / TURQUIE / TURQUIA

Ms Petek Ataman

Director of the Department of the Food Foreing Trade
Ministry of Agriculture and Rural Affairs

Akay cad. No. 3 Bakanliklar

Ankara

Turkey

Ted.: +90(312)4174-176/-3121

Fax: +90(312) 4186523

Emal: peteka@kkgm.gov.tr

UNITED KINGDOM / ROYAUME-UNI / REINO UNIDO
Mrs Rosemary Hignett

Head Food Labelling

Food Standards Agency

Aviation House

125 Kingsway

London WC2B 6NH

United Kingdom

Td.: +44 (20) 7276 8178

Fax: +44 (20) 72 76 81 93

Emal: Rosemary.Hignett@foodstandards.gsi.gov.uk

Samantha Church

Senior Scientific Officer

Food Standards Agency

Aviation House

125 Kingsway

London WC2B 6NH

United Kingdom

Td.: +44 (20) 72 76 89 77

Fax: +44 (20) 72 76 89 10

Emal: Sam.Church@foodstandards.gsi.gov.uk

UNITED STATESOF AMERICA / ETATS-UNIS
D' AMERIQUE / ESTADOS UNIDOS DE AMERICA
Dr Elizabeth A. Yetley

Lead Scientist for Nutrition

Center for Food Safety & Applied Nutrition
U.S. Food and Drug Administration (HFS-6)
200 C Street, SW

Washington, DC 20204

USA

Td.: +1(202)205- 4848

Fax: +1(202)205-4970

Emal: eyetley@cfsan.fda.gov

Deborah A. Diersen-Schade
Scientific Regulatory Affairs
Senior Principal Research Scientist
Mead Johnson Nutritionals

240 W. Lloyd Expressway R14
Evansville, Indiana47721-0001
USA

Td.: +1(812)429- 7341

Fax: +1(812)429-5054

Peter D. Ludwell

Co-Director

TheLaw Loft

310 South LaFrenz

Liberty, Missouri 64068

USA

Td.: +1(816)471-6606

Fax: -

Emal: thelawloft@hotmail.com

Antonio C. Martinez

Vice President

Government Relations and L egislative Counsel

Government Relations Office

American Specialty Health, Inc.

601 Pennsylvania Avenue, NW

Suite 900 South

Washington, DC 20004

USA

Td.: +1(202)220-3175

Fax: +1(202) 318-2361

Emal:  tonymartinez@compuserve.com
tonym@ashn.com

Ellen Y. Matten

Staff Officer

U.S. Codex Office

Food Safety and Inspection Servicer
U.S. Department of Agriculture
Room 4861-South Building
Washington, DC 20250-3700
USA

Td.: +1(202)205- 7760
Fax: +1(202)720- 3157
Email:  ellen.matten@usda.gov

Marnie S. Morrione

International Trade Specialist
International Trade Administration
U.S. Department of Commerce

14th Street and Constitution Avenue
Washington, DC 20230

USA

Tdl.: +1(202)482-0812

Fax: +1(202)482-2565

Mardi K. Mountford

Executive Director
International Formula Council
5775 Peachtree-Dunwoody Rd.
Suite 500 G

Atlanta, GA 30342

USA

Td.: +1(404)252-3663
Fax: +1(404)252-0774



ALINORM 03/26

Page 35

Dr Susan J. Negus

President

Dreamous Corporation

12016 Wilshire Boulevard, Suite 8
Los Angeles, CA 90025

USA

Tel.: +1(310)442-8544

Fax: +1(310)442-8587

Emal: dreamoussn@linkline.com

Scott C. Tips

General Counsel

National Health Federation
807 Montgomery Street

San Francisco, CA 94133
USA

Td.: +1(415)296-7003
Fax: +1(305)832-0388

URUGUAY

MarthalLLA

Directoradel Departmento de Nutricion
Ministerio de Salud Publica

18 de Julio 1892

3 Piso ANEXOA

11200 Montevideo

Uruguay

Tel.: +598(2) 4009022

Fax: +598(2) 4009021
Emal:  nutricion@msp.gub.uy

OBSERVER COUNTRIES/
PAYSOBSERVATEURS/
PAISESOBSERVADORES

MALI

Fana Coulibaly

Ingenieur Industrie Mines
Laboratoire National dela Santé
Ministére de la Santé
B.P.232

Bamako

Republic of Mali

Td.: 4223224770
Fax.: +223232281
E-mail: Ins@cefib.com

Mamoudou Cisse

Ingenieur Chemiste

Laboratoire National dela Santé
Ministére de la Santé

B.P.232

Bamako

Republic of Mali

Td.: 4223224770

Fax.: +223232281

E-mail: Ins@cefib.com

INTERNATIONAL GOVERNMENTAL
ORGANIZATIONS/ ORGANISATIONS
GOUVERNEMENTALESINTERNATIONALES/
ORGANIZACIONES GUBERNAMENTALES
INTERNACIONALES

CE - COUNCIL OF EUROPE
Mr Lauri Sivonen
Administrative Officer
Department of Health and of the Partial Agreement in the
Social and Public Hedlth Field
Council of Europe

67075 Strasbourg Cedex
France

Td.: +33(3) 90214797
Fax: +33(3) 88412732
Email:  lauri.sivonen@coe.int

EUROPEAN COMMISSION / COMMISSION EUROPEENNE
/ COMISION EUROPEA

Mr Basil Mathioudakis

European Commission

Health and Consumer Protection Directorate-General
200ruedelaloi

1049 Brussdls

Belgium

Tel.: +32(2) 2959182

Fax: +32(2) 2960951

Email:  basil.mathioudakis@cec.eu.int

Ms HelenLee

European Commission

Health and Consumer Protection Directorate-General
200ruedelaloi

1049 Brussdls

Belgium

Tel.: +32(2) 299 86 638

Fax: +32(2) 2960951

Emal: helen.lee@cec.eu.int

SECRETARIAT GENERAL OF THE COUNCIL OF THE EU
Andreas Lernhart

Administrator

Secretariat General of the Council of the EU
Ruedelaloi 175

1048 Brussdls

Belgium

Tel.: +32(2) 2856241

Fax: +32(2) 2856198

Email: secretariat.dgh2@consilium.eu.int

INTERNATIONAL NON-GOVERNMENTAL
ORGANIZATIONS



ALINORM 03/26

Page 36

AEDA/EFLA - ASSOCIATION EUROPEENNE POUR LE
DROIT DA L'ALIMENTATION/EUROPEAN FOOD LAW
ASSOCIATION

Dietrich Gorny

Vice President

AEDA/EFLA (Association européenne pour le droit da
|'alimentation/European Food Law Association)
Anwaltsbiro Gorny

Ziegelhlttenweg 43a

60598 Frankfurt/Main

Germany

Tel.: +49 (69) 63153491

Fax: +49 (69) 63 153553

Emal: gornylaw@t-online.de

DanielaMuchna

Council Member

AEDA/EFLA (Association européenne pour le droit da
|'alimentation/European Food Law Association)
c/o Coutralis 2 Associés

235, ruedelaLoi

1000 Brussels

Belgium

Td.: +32(2) 2304845

Fax: +32(2)2308206

Emal: efla_aeda@hotmail.com

AESGP - ASSOCIATION OF THE EUROPEAN SELF-
MEDICATION INDUSTRY

Melinda Friend

AESGP

7 Avenue de Tervuren

1040 Brussdls

Belgium

Te.: +32(2) 7355130

Fax: +32(2) 7355222

Dr Rose Schraitle
AESGP

7 Avenue de Tervuren
1040 Brussdls

Belgium

Te.: +32(2) 7355130
Fax: +32(2) 73552

ALACCTA - ASOCIACION LATINOAMERICANADE C&T
DE ALIMENTOS

Luiz Eduardo Carvalho

Professor

Fed. Univ. of Rio de Janeiro - BRAZIL

ALACCTA - Asociacion Latinoamericanade C& T de
Alimentos

P.O. Box 33066

22440-130 Rio de Janeiro

Brazil

Td.: +55(21) 22397819

Fax: +55(21) 22397819

Emal:  luizeduardo@uifrj.br

AOECS - ASSOCIATION OF EUROPEAN COELIAC
SOCIETIES

Hertha Deutsch

Anton Baumgartner Strasse 44/C5/2302

1230 Vienna

Austria

Tel.: +43 (1) 667 18 87

Fax: +43 (1) 667 18 87

Emal: hertha.deutsch@utanet.at

CEFS- COMITE EUROPEEN DES FABRICANTS DE SUCRE
Nathalie Henin

Scientific Counsellor

CEFS

182, avenue de Tervuren

1150 Brussdls

Belgium

Tel.: +32(2) 76207 60

Fax: +32(2) 7710026

Email:  nathalie.henin@cefs.org

CRN - COUNCIL FOR RESPONSIBLE NUTRITION
Dr John Hathcock

Vice President, Nutritional and Regulatory Science
Coundil for Responsible Nutrition

18751 St., NW, Suite 400

Washington, DC 20006-5409

USA

Td. +1(202)872-1488

Fax: +1(202)872-9594

Email:  hathcock@crnusa.org

Byron J. Johnson

Access Business Group

Director-Industry Relations

7575 Fulton Street East

Ada, Michigan 49355

USA

Td. +1(616)787-7577

Fax: +1(616) 787-5625

Email:  byron.johnson@accesshusinessgroup.com

Mark A. LeDoux

Natural Alternatives International
1185 LindaVista Drive

San Marcos, CA 92069

USA

Td. +1(760) 744-7340

Fax: +1(760)591-96 37
Emal: mledoux@nai-online.com

Ms Lily Li

Regional Representative of Greater China
Access Business Group

7575 Fulton Street East

Ada, Michigan 49355

USA

Td. +1(616) 787-4289

Fax: +1(616) 787-5625

Email: lily.li @accessbusinessgroup.com.



ALINORM 03/26

Page 37

Dr Ray Maggio

Director, Nutritional Regulatory Affairs
Wyeth Nutritionals | nternational

150 North Radnor-Chester Road

St. Davids, PAS 19087

USA

Tel.: +1(610)902- 4781

Fax: +1(610) 964 - 59 62

Graham March

Amway Europe

Ikarosdlaan B

1930 Zaventem

Brussels

Belgium

Td.: +32(2) 7209953

Fax: +32(2) 725-3298
Emal: Gmarch2951@aol.com

EHPM - EUROPEAN FEDERATION OF ASSOCIATIONS
OF HEALTH PRODUCT MANUFACTURERS
Pedro Vicente Azua

Director of Regulatory Affairs

EHPM

50 Rue de|'Association

1000 Brussdls

Belgium

Td.: +32(2) 2091145

Fax: +32(2) 2233064

Emal: ehpm@eas.be

Conny Svensson

EHPM

50 Rue de|'Association

1000 Brussels

Belgium

Tel.: +4.86- 460279

Fax: +32(2)2233064

Emal: connysvensson@eas.be

ENCA - EUROPEAN NETWORK OF CHILDBIRTH
ASSOCIATIONS

Maryse Lehners

Scientific Advisor

ENCA - European Network of Childbirth Associations
Initiativ Liewensufank

20, Rue de Contern

5955 Itzig

Luxembourg

Tel.: +352-360597-13

Fax: +352-366134

Emal: maryse.lehners@ci.educ.lu

IACFO - INTERNATIONAL ASSOCIATION OF CONSUMER
FOOD ORGANIZATIONS

Patti Rundall

International Association of Consumer Food
Organizations

34 Blinco Grove

Cambridge CB2 3AX

United Kingdom

Tel.: +44 (12 23) 46 44 20

Fax: +44 (12 23) 46 44

IADSA - INTERNATIONAL ALLIANCE OF
DIETARY/FOOD SUPPLEMENT ASSOCIATIONS
Simon Pettman

Executive Director

International Alliance of Dietary/Food Supplement
Associations (IADSA)

Rue de I'Association 50

Bruxelles 1000

Belgium

Tel.: +32(2) 2091155

Fax: +32(2) 2233064

Emal: iadsa@eas.be

Mr BorisPimentel
Regulatory Affairs Manager
Roche Vitamins Ltd.

VML

Building 241/819

50 Rue de I'Association
4070 Basdl

Switzerland

Td. +41 (61) 6 88 87 23
Fax: +41 (61) 688 16 35
Email:  boris.pimentel @roche.com

Mrs Leoniek Rabroch

IADSA Manager Public Health Affairs & Regulatory
Issues

c/o Roya NumicoN.V.

P.O.Box 1

2700 MA Zoetermeer

Netherlands

Td. +79-3538918

Fax: +793539050

Email:  Leoniek.Robroch@numico.com

IBFAN - INTERNATIONAL BABY FOOD ACTION
NETWORK

Sinthia Prideaka Soekarto
Researcher

Indonesian Consumers Organization
Pancoran Barat V11/1

DurenTiga

Jakarta 12760

Indonesia

Td.: +62(21) 798 18 58

Fax: +62(21) 7981038

Emal: konsumen@rad.net.id



ALINORM 03/26

Page 38

Elisabeth Sterken

International Baby Food Action Network (IBFAN)
INFACT Canada

6 Trinity Square

Toronto, Ontario M5G 1B1

Canada

Td.: +1(416)595-9819

Fax: +1(416)591-9355

Emal: esterken@infactcanada.ca

I CA - INTERNATIONAL CO-OPERATIVE ALLIANCE
Hiroshi Suzuki

Japanese Consumers Co-operative Union (JCCU)
CO-OP Plaza 3-29-8

Shibuya

Shibuya-ku

Tokyo 150-8913

Japan

Td.: +81(3)5778-8109

Fax: +81(3) 57 78- 8008

Email:  hiroshi.suzuki@jccu.co-op.or.jp

ICGMA - INTERNATIONAL COUNCIL OF GROCERY
M ANUFACTURERS ASSOCIATIONS

Mark Mansour

Member

International Council of Grocery Manufacturers
Associations

1010 Wisconsin Avenue

Suite 900

Washington, DC 20007

USA

Td.: +1(202)4344233

Fax: +1 (2 02) 434 46 46

Email:  mansour@khlaw.com

IDF - INTERNATIONAL DAIRY FEDERATION
Dr NilsK tihlsen

Consultant for Nutrition and Health
Verband der Deutschen Milchwirtschaft e.V.
Meckenheimer Allee 137

53115 Bonn

Germany

Td.: +49 (2 28) 98243 16

Fax: +49 (2 28) 98243 20

Emal: n.kuehlsen@vdm-deutschland.de

Dr Willem A. Roelfsema
Friesland Coberco Dairy Foods
Postbus 226

8901 MA Leeuwarden
Netherlands

Td.: +31 (58) 299 26 68
Fax: +31(58) 2992540
Emal: waroefsema@fdf.nl

Prof Dr Jurgen Schrezenmeir

Director Federal Dairy Research Center

Institute for Physiology and Biochemistry of Nutrition
Postfach 60 69

24121 Kid

Germany

Td.: +49(431) 6092220

Fax: +49(431) 6092472

Email:  schrezenmeir@bafmde

IFOAM - INTERNATIONAL FEDERATION OF ORGANIC
AGRICULTURE MOVEMENTS

Dr Alexander Beck

Member of IFOAM Standards Committee
Buro fur Lebensmittelkunde und Qualitat
zum Pilsterhof 7

97789 Oberleichtershach

Germany

Td. +49 (97 41) 48 34

Fax: +49 (97 41) 6300

Email:  Alex_Beck@t-online.de

IFT - INSTITUTE OF FOOD TECHNOLOGISTS
GloriaBrooks-Ray

Novigen Sciences, Inc.

P.O. Box 97

Mountain Lakes, NJ 07046

USA

Td.: +1(973)334-4652

Fax: +1(973)334-46

Stephanie A. Smith, PhD

Director, Govt. Relations

Institute of Food Technol ogists

1025 Connecticut Ave. NW, Suite 503
Washington, DC 20036

USA

Td. +1(202) 466-59 80

Fax: +1(202)466-59

ILCA - INTERNATIONAL LACTATION CONSULTANT
ASSOCIATION

Elizabeth Hormann, IBCLC

Neusser Strasse 866

50737 Kéln

Germany

Td.: +49 (221) 7450 67

Fax: +49 (2 21) 740 67 67

Emal: eéizhorman@aol.com

Katrin Peters, IBCLC

Orlamiinder Weg 21 B

12249 Berlin

Germany

Td.: +49(30) 7752154

Fax: -

Email: harald.peters@12move.de



ALINORM 03/26

Page 39

IOCCC - INTERNATIONAL OFFICE OF COCOA,

CHOCOLATE AND CONFECTIONERY

Janet Lambert

I0CCC

rue Defacgz 1

1000 Brussdls

Belgium

Td.: +322-5391800

Fax: +322-5191575

Email:  caobisco@caobisco.be
jlambert@waitrose.com

ISDC - INTERNATIONAL SOFT DRINK COUNCIL
Péivi Julkunen

Chair, Committee for Codex
International Soft Drink Council (1SDC)
Nihonbashi-Muromachi 3-3-3
Chuo-Ward

Tokyo, 103-0022

Japan

Tel.: +1(404)676-2677

Fax: +1(404)676-7166

Emal: pjulkunen@na.ko.com

ISDI - INTERNATIONAL SPECIAL DIETARY FOODS
INDUSTRIES

Dr Andrée Bronner

Secretary General

1SDI

194 Rue de Rivali

75001 Paris

France

Td.: +33 (1) 534587 87

Fax: +33(1) 53458780

Emal:  andree.bronner@wanadoo.fr

Ruth Birt

1SDI

194 Rue de Rivali

75001 Paris

France

Td.: +33 (1) 534587 87

Fax: +33(1) 53458780

Email:  andree.bronner@wanadoo.fr

Gayle Crozier-Willi

1SDI

194 Rue de Rivali

75001 Paris

France

Td.: +33 (1) 534587 87

Fax: +33 (1) 534587 80

Email:  andree.bronner@wanadoo.fr

Dr Marc de Skowr onski

1SDI

194 Rue de Rivali

75001 Paris

France

Td.: +33 (1) 534587 87

Fax: +33(1) 534587 80

Email:  marc.skowronski @wanadoo.fr

Alice Graver eaux

ISDI

194 Rue de Rivali

75001 Paris

France

Td.: +33(1) 534587 87

Fax: +33(1) 53458780

Emal: andree.bronner@wanadoo.fr

MsLien-AnhTran

ISDI

194 Rue de Rivali

75001 Paris

France

Td.: +33(1) 534587 87

Fax: +33(1) 53458780

Emadl: andree.bronner@wanadoo.fr

Andries Trenning

ISDI

194 Rue de Rivoli

75001 Pearis

France

Tel.: +33(1) 534587 87

Fax: +33(1) 53458780

Email:  andries.trenning@bms.com

GISENEC-UNESEM - GROUPEMENT INTERNATIONAL
DES SOURCES D' EAUX NATURELLES ET D' EAUX
CONDITIONEES - UNION EUROPEENE DES INDUSTRIES
DES EAUX MINERALES ET DES EAUX DE SOURCE
Francoise de Buttet

Secrétaire Générale

10, Ruede LaTrémaille

75008 Paris

France

Td. +33(1) 47203110

Fax: +31 (1) 47 20 27 62

Email:  Francoise.Debuttet@wannadoo.fr

Jocelyne Stevani

Fédération de I'Industrie des Eaux Embouteill ées
10, Ruede LaTrémaille

75008 Paris

France

Td. +33(1) 47203110

Fax: +31 (1) 47 20 27 62

Emal: csem@wannadoo.fr

MARINALG/BIOPOLYMER - MARINALG AND
BIOPOLYMER INTERNATIONAL

Pierre P. Kirsch

MARINALG and BIOPOLYMER International

85 Boulevard Haussmann

75008 Paris

France

Td.: +33(1) 42654158

Fax: +33(1) 42650205



ALINORM 03/26 Page 40
FOOD AND AGRICULTURE ORGANIZATION OF THE GERMAN SECRETARIAT

UNITED NATIONS Ms Dorothea Kunze

Dr Prakash Shetty Bundesinstitut fir gesundheitlichen Verbraucherschutz
Chief, und Veterindrmedizin (BgVV)

Nutrition Planning Assessment and Evaluation Service Postfach 33 00 13

of the Food and Nutrition Division 14191 Berlin

FAO Germany

Viadelle Termedi Caracalla Tel.: +49(1888)412- 4811

00100 Rome Fax: +49(1888) 412- 3715

Italy Email: ccnfsdu@bgvv.de

Tl +39(06) 57053341 Ms Anke Weissenborn

Fax ! +39(06) 57054593 Bundesinstitut fir gesundheitlichen Verbraucherschutz
Emal: - Prakash. Shetty @feo.org und Veterindrmedizin (BgV'V)

WHO - WORLD HEALTH ORGANIZATION Postfach 33 00 13

James Akré 14191 Berlin

Technical Officer Germany

Department of Nutrition for Health & Development
World Health Organization

1211 Geneva 27

Switzerland

Tel.: +41(22) 791- 3325

Fax: +41 (22) 791 - 4156

Emal: akreg@who.int

Marcus Stahlhofer

Technical Officer

WHO

20, Ave. Appia

1211 Geneve

Switzerland

Td.: +41(22) 79129 09
Fax: +41 (22) 7914853
Email:  stahlhoferm@who.int

CODEX SECRETARIAT

Dr Jeronimas M askeliunas

Food Standards Officer

Joint FAO/WHO Food Standards Programm
Viadelle Termedi Caracalla

00100 Rome

Italy

Tel.: +39(06) 57053967

Fax: +39 (06) 57 054593

Emal:  Jeronimas.Maskeliunas@fao.org

Ms SelmaDoyran

Food Standards Officer

Joint FAO/WHO Food Standards Programm
Viaddle Termedi Caracalla

00100 Rome

Italy

Tel.: +39(06) 57055826

Fax: +39 (06) 57 054593

Emal: Selma.Doyran@fao.org

Tel.  +49(1888)412-3812
Fax  +49(1888)412-3715

Dr Rainer Ziegenhagen

Bundesinstitut fir gesundheitlichen Verbraucherschutz
und Veterindrmedizin (BgVV)

Postfach 33 00 13

14191 Berlin

Germany

Te.. +49(1888)412-3228

Fax: +49(1888) 412-3715

Email:  ccnfsdu@bgvv.de



ALINORM 03/26 Page 41

Appendix 11

PROPOSED DRAFT GUIDELINESFOR VITAMIN AND MINERAL SUPPLEMENTS
(At Step 3 of the Procedure)

PREAMBLE

Most people who have access to a balanced diet can usualy obtain al the nutrients they require from their
normal diet. Because foods contain many substances that promote health, people should therefore be
encouraged to select a balanced diet from food before considering any vitamin and mineral supplement. In
cases where the intake from the diet is insufficient or where consumers consider their diet requires
supplementation, vitamin and mineral supplements serve to supplement the daily diet.

1. SCOPE

11 These guiddines gpply to vitamin and minera supplements intended for use in supplementing the daily
diet [if and where necessary] with vitamins and/or minerals. These Guidelines apply to vitamin and mineral
supplements which are regulated as foods.

12 It is |eft to national authorities to decide whether vitamin and mineral supplements are drugs or foods.
These Guidelines do apply in those jurisdictions where products defined in 2.1 are regulated as foods.

1.3 Foods for specid dietary uses as defined in the Genera Standard for the Labelling of and Claims for
Prepackaged Foods for Special Dietary Uses (CODEX STAN 146-1985) are not covered by these
Guiddines.

2. DEFINITIONS

21 Vitamin and minerd supplements for the purpose of these guidelines derive their nutritional relevance
primarily from the minerds and/or vitamins they contain. Vitamin and mineral supplements are sourcesin
concentrated forms of those nutrients alone or in combinations, marketed in capsules, tablets, powders,
solutions etc., not in a conventional food form and do not provide a significant amount of energy. [They serve
to supplement the daily diet with these nutrients in cases when the intake from food is insufficient or where
the consumers consider their diet requires supplementation.]

3. COMPOSITION

3.1 SELECTION OF VITAMINSAND MINERALS

3.1.1 Vitamin and mineral supplements should contain vitamins/provitamins and minerals whose nutritional
value for human beings has been proven by scientific data and whose status as vitamins and mineralsis
recognised by FAO and WHO.

3.1.2 The sdection of admissible vitamin and mineral sources should be based on criteria such as safety
and bioavailability. In addition, purity criteria should take into account the FAO/WHO or Pharmacopoeias
[and nationa legidation, where applicabl€].

[3.1.3 Theuseof individual vitamins and minerds in supplements can be [limited] for reasons of health
protection and consumer safety, taking into account regiona or national peculiarities concerning the supply
Stuation of the population].

3.1.4 Vitamin and minera supplements may contain dl vitamins and minerals that comply with the criteria
in 3.1.1, asingle vitamin and/or minerd or an appropriate combination of vitamins and/or minerals.
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3.2 CONTENTSOF VITAMINSAND MINERALS

3.2.1 Theminimum levd of each vitamin and/or mineral contained in avitamin and mineral supplement per
daily portion of consumption as suggested by the manufacturer should be [15% to 33%] of the recommended
daily intake as determined by FAO/WHO.

3.2.2 [Themaximum level of each vitamin and/or mineral contained in a vitamin and mineral supplement
per daily portion of consumption as suggested by the manufacturer should not exceed [100%] of the
recommended daily intake as determined by FAO/WHO ]

or

3.2.2 [Maximum amounts of vitamins and minerals in vitamin and mineral supplements per daily portion of
consumption as recommended by the manufacturer shall be set, taking the following criteria into account:

(a) upper safe levels of vitamins and minerals established by scientific risk assessment based on
generally accepted scientific data, taking into consideration, as appropriate, the varying degrees of
sengitivity of different consumer groups,

(b) the daily intake of vitamins and minerals from other dietary sources.

When the maximum levels are set, due accont should be taken to the reference intake values of vitamins and
minerals for the population.]

3.2.3 For vitamins an minerals with a narrow safety margin between the recommended daily intake and the
adverse effect levd, different maximum limits for the daily dose may be established at the nationa level.

4, PACKAGING

4.1 The product shall be packed in containers which will safeguard the hygienic and other qualities of the
food.

4.2 The containers, including packaging material, shall be made only of substances which are safe and
suitable for their intended use. Where the Codex Alimentarius Commission has established a standard for
any such substance used as packaging materia, that standard shall apply.

4.3 Vitamin and minera supplements should be digtributed in child-resistant packagings, if necessary.
5. LABELLING

51 Vitamin and minera supplements are labelled according to the Codex Standard for the Labelling of
Prepackaged Foods (Codex-Stan 1-1985, Rev. 1-1991) as well as according to the General Guidelines on
Claims (CAC/GL 1-1979).

[5.2  Thename of the product shdl be "vitamin and minera supplement” or "dietary minera/vitamin
preparation to supplement the diet with ...", with an indication of the nutrients contained therein.

[5.3  Theamount of the vitamins and minerals present in the product shal be declared in the labelling in
numerical form. The units to be used shall be units of weight.

54 The amounts of the vitamin and mineras declared shall be those per portion of the product as
recommended for daily consumption on the labelling and per unit dose form, as appropriate.

55 Information on vitamins and minerals shall also be expressed as a percentage of the reference values
mentioned, as the case may be, in the Codex Guidelines on Nutrition Labelling.]

5.6 The label must indicate the recommendations on how to take the product (quantity, frequency, specia
conditions).
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5.7 The label must contain awarning statement [if the product contains a significant amount of a nutrient
with respect to the toxicity level.]

[5.8 Thelabd must contain a statement: supplements can not be used for the replacement of meals on
long term basis.

59 All labels shall bear a statement that the supplement should be taken on an advice of a nutritionist, a
dietician or amedical doctor.]
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Appendix 111

PROPOSED DRAFT REVISED STANDARD FOR INFANT FORMULA (CODEX STAN 72-
1981)

(At Step 3 of the Procedure)

1. SCOPE

11 This standard applies to infant formulain liquid or powdered form intended for use, where necessary,
as a subdtitute for human milk in meeting the normal nutritional requirements of infants. [The provisonsin
this standard are a so intended for infants with specia nutritional requirements, except for certain provisons
which must be modified to meet those specia requirements)

12 The standard contains compositional, quality and safety requirements to ensure a safe and
nutritionally adequate product.

13 The application of the Standard should take into account the recommendations given to countries
under the International Code of Marketing of Breast-milk Substitutes and the World Health Assembly
resolution WHA54.2 (2001).

2. DESCRIPTION

2.1 PrRobucCT DEFINITION

211 Infant formula, when in liquid form, may be used either directly or prepared with safe, potable, and
previoudly boiled water before feeding according to directions for use. In powdered form it requires safe,
potable, and previoudy boiled water for preparation.

212 [Infant formulashall be nutritionally adequate to ensure [normal] growth and development when used
in accordance with its directions for use to meet the nutritional requirements of infants by itself during the first
months of life up to the introduction of appropriate complementary feeding. Only products that comply with
the criterialaid down in the provisions of this standard would be accepted for marketing as infant formula.]

2.1.3 Infant formulais so processed by physical means only and so packaged as to prevent spoilage and
contamination under dl normal conditions of handling, storage and distribution in the country where the
product is sold.

2.2  OTHERDEFINITIONS
Theterm infant means a person not more than 12 months of age.

3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

3.1 EsseENTIAL COMPOSITION

3.1.1 Infant formulaisaproduct based on milk of cows or other animals and/or other edible congtituents of
animal, including fish, or plant origin, which have been proved to be suitable for infant feeding.
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3.1.2 Infant formula shal contain per 100 kilocalories (or 100 kilojoules) of intake, the following minimum
and maximun levels of vitamins, minerals in an available form, choline, protein, fat and fatty acid,
carbohydrates and energy:
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Amounts per 100 kilocalories

Amounts per 100 kJ

Minimum Maximum Minimum Maximum
(@) Vitamins
Vitamin A’ 60 Ny 180 ny 14 ny 43y
Vitamin D 401.U.or 1ny 100 I.U. or 101.U.or 025 | 251.U.0r

25Ny ny 0.63ny

Vitamin E 0,5 mg/g N.S.! 05mg/glindedc | N.S.*!
(a-tocopherol equivalent TE) linoleic acid?, but acid? but in no

in no case less case less than

than 0.5 mg/100 0.1 mg /100 kJ

kcal
Ascorbic Acid (Vitamin C) 8mg N.S.! 1,9 mg N.S.!
Thiamine (Vitamin By) 40 ny N.S.' 10 ny N.S.*
Riboflavin (Vitamin By) 60 ny N.S." 14 ny N.S."
Niacin, niacin equivaents 0,8 mg N.S.? 0,2 mg N.S.?
Vitamin Bg 15 ny/g protein N.S.* 15 nyg protein | N.S.*

but in no case less but in no case

than 35 ng/100 less than

kcal 9 ny/100 kJ
Folic acid 4ny N.S.* 1ny N.S.
Pantothenic acid 300 ny N.S.! 70 ny N.S.!
Vitamin By, 0.10 ng N.S.* 0.025 ny N.S.*
Vitamin K4 4ny N.S.! 1ny N.S.!
Biotin (Vitamin H) 1.5ny N.S.! 04ny N.S.!
(b) Minerals
Sodium (Na) 20mg 60 mg 5mg 15mg
Potassium (K) 60 mg 145 mg 15mg 35mg
Chloride (Cl) 50 mg 125 mg 12 mg 29 mg
Calcium (Ca)® 50 mg N.S.! 12 mg N.S.!
Phosphorus (P)° 25 mg 90 mg 6 mg 22 mg
Magnesium (Mg) 5mg 15mg 1.2 mg 3,6 mg
Iron (Fe) 05mg 1.5mg 0.12mg 0.36 mg
Iron (Fe)* 1mg 2mg 0.25mg 0.5 mg
lodine (1) 5 g N.S.! 12 ug N.S.!
Copper (Cu) 209 80 ug 48 g 19pg
Zinc (Zn) 0.5 mg N.S.! 0.12mg N.S.!
Zinc (zn)* 0.75mg 24mg 0.18mg 0.6 mg
Manganese (Mn) 5 g N.S.! 12 g N.S.!
Selenium (Se) 7 1g 3ug N.S.! 07 Lg
() Choline N.S.* N.S.* 1.7 mg N.S.1

]

* expressed as retinol equivaent

! N.S. = Not specified
2

Or per g polyunsaturated fatty acids, expressed as linoleic acid.

® TheCa Pratio shal be not less than 1.2 and not more than [2.0].
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4 In formula manufactured from soya proteins, done or in a mixture with cow's milk protein.]

(d)

(€)

(f)

(9)

Protein

()

(i)

(iii)

Protein content = nitrogen content x 6.38 for cow's milk proteins and protein partial
hydrolysates.

Protein content = nitrogen content x 6.25 for soya protein isolates and protein partia
hydrolysates.

The "chemical index" shal mean the lowest of the ratios between the quantity of each essentia
amino acid of the test protein and the quantity of each corresponding amino acid of the
reference protein (breast milk, as defined in Annex 1).

The product shall contain protein at alevel of not lessthan 1.8 g/100 kcal (0.45 ¢/100 kJ) and
not more than 3 g/100 kcd (0.7 g/100 kJ).

For an equal energy value, the formula must contain an available quantity each
essential and semi-essential amino acid at least equal to that contained in the reference
protein (breast milk, as defined in Annex 1); nevertheless, for calculation purposes, the

concentration of methionine and cystine may be added together.

[The minimum vaue set for quaity and the maximum for quantity of the protein may be
modified by nationa authorities according to their own regulations and/or local conditions)]

Isolated amino acids may be added to Infant Formula only to improve its nutritiona value for
infants. Essentiad amino acids may be added to improve protein quality, only in amounts
necessary for that purpose. Only natural L forms of amino acids shall be used.

Fat and Fatty Acid

The product shall contain:

linoleic acid (in the form of glycerides) at alevel of not less than 300 mg/100 kcal (or 70
mg/100 kJ) and not more than 1200 mg/100 kca (285 mg/100 kJ);

fat at aleve not less than 4.4 g/100 kca (1.05 g/100 kJ) and not more than 6.5 g/100 kcal (1.5
9/100 kJ);

the apha-linolenic acid content shall not be less than 50 mg/100 kecal (12 mg/100 kJ);
the linoleic/apha-linolenic acid ratio shall not be less than 5 nor greater than 15;
the trans fatty acid content shall not exceed 4% of the total fat content;

the erucic acid content shall not exceed 1% of the total fat content;

Carbohydrates

The product shall contain carbohydrates at a level of not less than 7 g/100kcal (1.7 g/100 kJ) and
not more than 14 g/100kcd (3.4 g/100 kJ).

Energy content

The energy content of the product shall not be less than 60 kcal/100 ml (250 kJ100 ml) and not
more than 75 kcal/ 100 ml (315 kJ¥100 mi).
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3.2 OPTIONAL |NGREDIENTS

421 Inaddition to the vitamins and mineras listed under 3.1.2(a), (b) and (c), other nutrients may be
added when required in order to provide nutrients ordinarily found in human milk and to ensure that the
formulation is suitable as the sole source of nutrients of the infant.

3.2.2 The usefulness and safety of these nutrients shall be scientifically shown.

3.23 When any of these nutrients is added, the formula shall contain sufficient amounts of these nutrients
to achieve the intended effect, based on levels in human milk.

324 Only L(+) producing lactic acid cultures may be used.

3.3 VITAMIN COMPOUNDS AND M INERAL SALTS

3.3.1 Vitamins and minerals added in accordance with Section 3.1.2 (a,b,c,d) and 3.2.1 should be selected
from the Advisory Lists of Mineral Sdlts and Vitamin Compounds for Use in Foods for Infants and Children
(CAC/GL 10-1979).

3.4 CONSISTENCY AND PARTICLE SIZE

When prepared according to the label directions for use, the product shal be free of lumps and of large
coarse particles and suitable for adequate feeding of young infants.

35 PURITY REQUIREMENTS

All ingredients shal be clean, of good quality, safe and suitable for ingestion by infants. They shal conform
with their normal quality requirements, such as colour, flavour and odour.

3.6 SPECIFIC PROHIBITION

The product and its components shall not have been treated by ionizing radiation.

4, FOOD ADDITIVES

The following additives are permitted in the preparation of Infant Formula, as described in Section 1 of this
Standard, and with the restrictions stated below:

[ Maximum level in 100 ml of the ready-
to-drink product

4.1 THICKENING AGENTS

5.1.1Guar gum 0.1 ginal typesof infant formula

41.2 Locust bean gum? 0.1 ginal types of infant formula
4.1.3 Digtarch phosphate

414  Acetylated distarch phosphate
415  Phosphated distarch phosphate

0.5 g singly or in combination in soy-
based infant formulae only

416  Hydroxypropyl starch 25 g sngly or in combination in

L = T S

hydrolyzed protein and/or amino acid

z Temporarily endorsed.
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} acid-based infant formulae only
4.1.7  Carrageenan } 0.03 g in regular, milk- and soy-
} based liquid infant formulae only
}
} 0.1 g in hydrolyzed protein and/or amino
acid-based liquid infant formulae only
4.2 EMULSIFIERS
4.2.1 Lecithin 0.5 gindl types of infant formulae
4.2.2 Mono- and diglycerides 0.4 g indl types of infant formulae
4.3  PH-ADJUSTING AGENTS
4.3.1  Sodium hydroxide }
4.3.2 Sodium hydrogen carbonate }
4.3.3  Sodium carbonate } Limited by good manufacturing practice
434  Potassum hydroxide } and within the limits for sodium and
435  Potassum hydrogen carbonate } potassium in Section 3.1.2 (¢) in all
4.3.6 Potassium carbonate } types of infant formulae
4.3.7  Cdcium hydroxide }
438  Sodium citrate }
4.3.9 Potassium citrate }
4310 L(+) Lacticacid } Limited by good manufacturing practice
4311 Citricacid in al types of infant formulae
4.4  ANTIOXIDANTS
44.1 Mixed tocopherols concentrate } 1 mginal types of infant formulae
4.4.2 L-Ascorbyl palmitate } ]

4.5 CARRY-OVER OF FOOD ADDITIVES

No food additives shall be present as aresult of carry-over from raw materials and other ingredients with the
exception:

(8 of thefood additives listed under Sections 4.1 to 4.4 of this standard within the limits of the
maximum levels stipulated in this standard; and

(b)  of the carrier substances mentioned in the Advisory List of Vitamin Compounds for Usein
Foods for Infants and Children within the limits of the maximum levels stipulated in that List.
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5. CONTAMINANTS

51 PESTICIDE RESIDUES

The product shall be prepared with special care under good manufacturing practices, so that residues of those
pesticides which may be required in the production, storage or processing of the raw materials or the finished
food ingredient do not remain, or, if technically unavoidable, are reduced to the maximum extent possible.

52 OTHER CONTAMINANTS

Infant formula shall not contain contaminants or undesirable substances (e.g. biologically active substances) in
amounts which may represent a hazard to the health of the infant

The product covered by the provisions of the Standard shall comply with those maximum residue limits and
maximum levels established by the Codex Alimentarius Commission.

Maximum level

Lead 0.02 mg/kg (in the ready-to-use product)
6. HYGIENE

6.1 It is recommended that the product covered by the provisions of this standard be prepared and
handled in accordance with the appropriate sections of the Recommended International Code of Practice -
Genera Principles of Food Hygiene (CAC/RCP 1 1969, Rev. 3- 1997), and other relevant Codex texts such
as the Recommended International Code of Hygienic Practice for Foods for Infants and Children
(CAC/RCP 21-1979).

6.2 The products should comply with any microbiologica criteria established in accordance with the
Principles for the Establishment and Application of Microbiologica Criteriafor Foods (CAC/GL 21-1997)

7. PACKAGING

7.1 The product shall be packed in containers which will safeguard the hygienic and other qualities of the
food. Whenin liquid form, the product shal be packed in hermeticaly sedled containers; nitrogen and carbon
dioxide may be used as packing media.

7.2 The containers, including packaging materias, shal be made only of substances which are safe and
suitable for their intended uses. Where the Codex Alimentarius Commission has established a standard for
any such substance used as packaging materias, that standard shall apply.

8. FILL OF CONTAINER

In the case of products in ready-to-eat form, the fill of container shall be:
()  not lessthan 80% v/v for products weighing less than 150 g (5 0z.);
(i)  not lessthan 85% v/v for products in the weight range 150-250 g (5-8 0z.); and
(i)  not less than 90% v/v for products weighing more than 250 g (8 0z.)

of the water capacity of the container. The water capacity of the container is the volume of distilled water at
20° C which the sedled container will hold completely filled.
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9. LABELLING

In addition to the requirements of the Codex Genera Standard for the Labelling of Prepackaged Foods
(CODEX STAN 1-1985 (Rev. 1-1991), the following specific provisions apply:

9.1 THE NAME OF THE FOOD

The text of the label and all other information accompanying the product shall be written in the appropriate
language.

9.1.1 Thename of the product shal be either "Infant Formula' or any appropriate designation indicating the
true nature of the product, in accordance with nationa usage.

9.1.2 The sources of protein in the product shal be clearly shown on the label.

9.1.3 If cow'smilk isthe only source of protein, the product may be labelled "Infant Formula Based on
Cow's Milk".

9.1.4 A product which contains neither milk or any milk derivative shal be labdled "contains no milk or
milk products' or an equivalent phrase.

[9.1.5 A product intended for infants with specid nutritional requirements shall be labelled to show clearly
the specid requirement for which the formulais to be used and the dietary property or properties on which
thisisbased. [No hedth claims shall be made regarding the dietary properties of the product.] ]

9.1.6 [Products containing not less than 0.5 mg Iron (Fe)/ 100 kilocalories shall be labelled "Infant
Forumula with added Iron"].

or

[Products containing less than 0.5 mg Iron (Fe)/ 100 kca shal be labelled with a statement to the effect that
when the product is given to infants over the age of four months, their total iron requirements must be met
from other additional sources]

9.2 LIST OF INGREDIENTS

9.2.1 A completeligt of ingredients shall be declared on the label in descending order of proportion except
that in the case of added vitamins and added minerds, these ingredients shall be arranged as separate groups
for vitamins and mineras, respectively, and within these groups the vitamins and minerals need not be listed in
descending order of proportion.

9.2.2 The specific name shadl be declared for ingredients of anima or plant origin and for food additives.
In addition, appropriate class names for these ingredients and additives may be included on the label.

9.3 DECLARATION OF NUTRITIVE VALUE

The declaration of nutrition information shall contain the following information in the following order:

(@ theamount of energy, expressed in kilocaories (kcal) and/or kilojoules (kJ), and the number
of grammes of protein, carbohydrate and fat per 100 grammes of the food as sold as well as
per 100 milliliter of the food ready for use, when prepared according to the instructions on the
label.

(b) thetotal quantity of each vitamin, minerd, choline aslisted in paragraph 3.1.2 and any other
ingredient aslisted in paragraph 3.2 of this Standard per 100 grammes of the food as sold as
well as per 100 milliliter of the food ready for use, when prepared according to the
instructions on the label.
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(c) Inaddition, the declaration of nutrientsin @) and b) per 100 kilocalories (or per 100 kilojoules)
is permitted.

9.4 DATE M ARKING AND STORAGE | NSTRUCTIONS

9.4.1 Thedate of minimum durability (preceded by the words "best before") shal be declared by the day,
month and year in uncoded numerica sequence except that for products with a shelf-life of more than three
months, the month and year will suffice. The month may be indicated by letters in those countries where
such use will not confuse the consumer.

In the case of products requiring a declaration of month and year only, and the shelf-life of the product is
valid to the end of a given year, the expression "end (stated year)" may be used as an dternative.

9.4.2 In addition to the date, any specia conditions for the storage of the food shall be indicated if the
validity of the date depends thereon.

Where practicable, storage instructions shall be in close proximity to the date marking.

9.5 INFORMATION FOR USE

9.5.1 Directions asto the preparation and use of the food, and its storage and keeping after the container
has been opened shall appear on the label or on the accompanying leeflet.

9.6 ADDITIONAL L ABELLING REQUIREMENTS

9.6.1 Labels should not discourage breastfeeding. Each container label shall have a clear, conspicuous and
easily readable message which includes the following points:

a) the words "important notice" or their equivalent;

b) [a statement of the superiority of breastfeeding or breastmilk, for example the statement: Breastmilk is the
best food for your baby, it protects against diarrhea and other illnesses);

or.

b) [ The statement "Breastfeeding is the best food for your baby" or a smilar statement as to the superiority of
breastfeeding or breastmilk.]

C) a statement that the product should only be used on advice of aindependent health worker as to the need
for its use and the proper method of use;

d) instructions for appropriate preparation;

€) awarning against the health hazards of inappropriate preparation; and awarning that formula remaining
after each feeding should be discarded.

9.6.2 Thelabd shdl have no pictures of infants and women nor any other picture or text which idealizes
the use of infant formula. The label shdl have graphicsillustrating the method of preparation of the product
and methods of feeding.

9.6.3 Theterms"humanized", "materndized" or other smilar terms shall not be used.

9.6.4 Information shal appear on the label to the effect that infants should receive supplementa foods in
addition to the formula, from an age that is appropriate for their specific growth and development needs, as
advised by an independent health worker, and in any case from the age over sx months.

9.6.5 [The products shall be labelled in such away as to avoid any risk of confusion between infant formula
and follow-up formula]

10. METHODS OF ANALYSISAND SAMPLING
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Determination of

Codex General

Lead Methods

Cdcium AOAC 984.27

Chloride

Carbohydrates Method described in
CAC/VOL IX-Ed.1,
Part I

Crude protein Method described in
CAC/VOL IX-Ed.1,
Part 111

Fat CAC/RM 55-1976

Fill of containers

CAC/RM 46-1972

Folic acid AOAC 944.12
Linoleate (in the AOAC 922.06; 969.33;
form of glycerides)  963.22; 979.19

Loss of drying AOAC 934.01; AOAC
925.23

Nicaotinamide for AOAC 961.14

foods not based on

milk

Nicaotinamide for AOAC 944.13

milk- based foods

Phosphorus AOAC 986.24

Protein efficiency =~ AOAC 960.48

ratio (PER)

Riboflavin AOAC 970.65

Sodium and AOAC 984.27

potassium

Sodium and | SO 8070:1987

potassium IDF 119A/1987

Thiamine AOAC 942.23

Total dietary fibore  AOAC 985.29

Dietary fibre, total AOAC 991.43

lodine (milk based  AOAC 992.24

formula)

Pantothenic acid AOAC 992.07

Pantothenic acid The Analyst 89
(1964)(2) 3-6, 232
US Dept Agr., Agr.
Handbook 97 (1965)

Vitamin A AOAC 974.29

Vitamin A (retinol AOAC 992.04

isomers)

Vitamin A (retinol)  AOAC 992.06

Vitamin A infoods AOAC 942.15

in which carotenes

have been added as

a source of vitamin

A

Vitamin K, AOAC 992.27

Vitamin D (D3, mlk  AOAC 992.26

based infant

formula)

Vitamin E AOAC 971.30

Vitamin E (milk AOAC 992.03

based infant

formula)

Vitamin B12 AOAC 952.20

Vitamin Bé AOAC 961.15

Vitamin C AOAC 967.22;
AOAC 967.21

Determination of AOAC 999.14

choline (Enzymatic method)

Determination of AOAC 999.15 (LC

Vitamin K method)

Detection of Codex General

Irradiated Foods Methods
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ANNEX 1
Essential and semi-essential amino acidsin breast milk

For the purpose of this Standard the essential and semi-essential amino acids in breast milk, expressed in mg
per 100 kJ and 100 kcal, are the following:

per 100 kJ per 100 kcal
Arginine 25 107
Cydtine 11 44
Higtidine 12 47
Isoleucine 20 83
Leucine 40 167
Lysne 28 119
Methionine 6 23
Phenyldanine 18 75
Threonine 18 77
Tryptophan 7 31
Tyrosine 20 85

vdine 24 99
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Appendix IV

PROPOSED DRAFT REVISED STANDARD FOR PROCESSED CEREAL-BASED FOODS FOR
INFANTS AND YOUNG CHILDREN

(At Step 3 of the Procedure)

1 SCOPE

[This standard covers processed cerea -based foods intended for feeding infants as a complementary food
from the age of 6 months onwards, or when upon the advice of an independent health worker it is required to
satisfy their individual nutritiona requirements, and for feeding young children as part of a progressively
diversfied diet, in accordance with World Health Assembly resolution WHAS54.2 (2001).]

or:

[This standard covers processed cereal-based foods intended for complementary feeding of infants from the
age of 6 months onwards, or for feeding young children as part of their progressively diversified dietin
accordance with the World Health Assembly resolution WHAS54.2 (2001).]

2. DESCRIPTION

Processed ceredl-based foods are prepared primarily from one or more milled cereds,,which should
condtitute at least 25% of the final mixture on a dry weight basis.

2.1. PrRobucCT DEFINITIONS

Four categories are distinguished:

2.1.1 Products consisting only of cereals which are or have to be recongtituted with milk or other
appropriate nutritious liquids;

2.1.2 Ceredswith an added high protein food which are or have to be recongtituted with water or other
protein-free liquid

2.1.3 Pastawhich are to be used after cooking in boiling water or other appropriate liquids;

2.1.5 Rusksand biscuits which are to be used either directly or, after pulverization, with the addition of
water, milk or other suitable liquids.

2.2 OTHER DEFINITIONS

2.2.1 Theterm infant means a person not more than 12 months of age.

2.2.2 Theterm young children means persons from the age of more than 12 months up to the age of
three years (36 months).

3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

3.1 ESSENTIAL COMPOSITION

3.1.1 Dry ceredl, rusk, biscuits and pasta are prepared primarily from one or more milled cerea products,
such as whedt, rice, barley, oats, rye, maize, millet, sorghum and buckwhesat. It may aso contain legumes
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(pulses), starchy roots (such as arrow root, yam or cassava) or starchy stems or oil seedsin smaller
proportions.

3.1.2 Therequirements concerning energy and nutrients refer to the product ready for use as marketed or
prepared according to the ingtructions of the manufacturer, unless otherwise specified.

3.2 ENERGY DENSITY

The energy density of cereal-based foods should not be less than 0.8 kcal/100g (3.3/kJ¥100g).

3.3 PROTEIN

3.3.1 Thechemica index of the added protein shall be equal to at |east 80% of that of the reference
protein or the Protein Efficiency Ratio (PER) of the protein in the mixture shal be equal to at least 70% of
that of the reference protein. In all cases, the addition of amino acids is permitted solely for the purpose of
improving the nutritional vaue of the protein mixture, and only in the proportions necessary for that purpose.
Only natural forms of L-amino acids should be used.

3.3.2 For products mentioned in points 2.1.2 and 2.1.4, the protein content shall not exceed 1.3 g/100 kJ
(5.5 9/100 kcal)]

3.3.3 For products mentioned in point 2.1.2 the added protein content shall not be less than 0.48 ¢/100 kJ
(2 9/100 kea)]

3.3.4 For biscuits mentioned in point 2.1.4 made with the addition of a high protein food, and presented as
such, the added protein shall not be less than 0.36 g/100 kJ (1.5 g/ 100 kcal).

3.4 CARBOHYDRATES

3.4.1 If sucrose, fructose, glucose, glucose syrup or honey are added to products mentioned in points 2.1.1
and 2.1.4

- the amount of added carbohydrates from these sources shall not exceed 1.8 g/100 kJ (7.5
9/100 kcd)

- the amount of added fructose shall not exceed 0.9 g/100 kJ (3.75 g/100 kcal)
3.4.2 If sucroseg, fructose, glucose, glucose syrup or honey are added to products mentioned in point 2.1.2

- the amount of added carbohydrates from these sources shall not exceed 0.48g/100 kJ (2.0
9/100 kca

- the amount of added fructose shall not exceed 0.6 g/100 kJ (2.5 g/100 kcal)]

3.5 LIPIDS

For products mentioned in point 2.1 the lipid content shall not exceed 1.1g/100 kJ (4.5 ¢/100 kcd) If the lipid
content exceeds 0.89/100kJ (3.3g/100kcdl):

- the amount of linoleic acid (in the form of triglycerides=linoleates) shal not be less than 70
mg/100 kJ (300 mg/100 kcal) and shal not exceed 285 mg/100 kJ (1200 mg/100 kcal).

3.6 M INERALS

3.6.1 The sodium content of the products described in Sections 2.1.1 to 2.1.4 of this Standard shall not
exceed [100 mg/100 kcal] of the ready-to-eat product, except in the case of products intended for children
over one year of age, where the sodium content shall not exceed [200 mg/100 kcd].
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3.6.2 The calcium content shal not be less than 20 mg/100 kJ (80 mg/100 kcal) for products mentioned in
points 2.1.2.

3.6.3 The calcium content shal not be less than 12 mg/100 kJ (50 mg/100 kcal) for products mentioned in
point 2.1.4 containing milk.

3.7 VITAMINS

3.7.1 Theamount of vitamin B1 (thiamin) shal not be less than [15ug/100 kJ] [(60pg/100 keal)].

3.7.2  For products mentioned in 2.1.2, the amount of vitamin A and vitamin D expressed in pug/100 kca
shdl be within the following limits:

vitamin A (ug retinol equivaents) 60 - 180

vitamin D 1-3

These limits are also applicable to other processed cereal-based foods when vitamin A or D are added.

3.7.3 Derogations to the maximum amounts for vitamin A referred to in 3.7.2 and the addition of vitamins
and minerals for which specifications are not set above shall be in conformity with the legidation of the
country in which the product is sold.

3.7.4 Vitamins and/or minerals added should be selected from the Advisory Lists of Mineral Salts and
Vitamin Compounds for Use in Foods for Infants and Children (CAC/GL 10-1979).

3.8 OPTIONAL |NGREDIENTS

3.8.1 Inaddition to the ingredients listed under 3.1, other ingredients suitable for infants who are more than
[four to six months of age] and for young children can be used.

3.8.2 Products containing honey or maple syrup should be processed in such away as to destroy spores of
Clogtridium botulinum, if present.

3.8.3 Cocoa can be used only in products to be consumed after nine months of age, and at the maximum
level of 1.5% m/m in the ready-to-eat product.

39 QUALITY FACTORS
3.9.1 All ingredients, including optional ingredients, shal be clean, safe, suitable and of good qudlity.

3.9.2 All processing and drying should be carried out in a manner that minimizes loss of nutritive value,
particularly protein qudity.

3.9.3 Themoisture content of the products shall be governed by good manufacturing practice for the
individual product categories and shdl be at such aleve that there is a minimum loss of nutritive value and at
which microorganisms cannot multiply.

3.10 CONSISTENCY AND PARTICLE SZE

3.10.1 When prepared according to the label directions for use, processed cereal-based foods should have a
texture appropriate for the [spoon feeding] of infants or young children of the age for which the product is
intended.
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3.10.2 Rusks and biscuits may be used in the dry form so as to permit and encourage chewing or they may
be used in aliquid form, by mixing with water or other suitable liquid, that would be smilar in consstency to
dry cereals.

3.11  SPECIFIC PROHIBITION

The product and its components shall not have been treated by ionizing radiation.

4, FOOD ADDITIVES

The following additives are permitted in the preparation of processed cereal-based foods for infants and
children, as described in Section 2.1 of this Standard (in 100 g of product, on a dry weight basis unless
otherwise indicated)

4.1 EMULSFIERS

411 Lecithin 159
4.1.2 Mono- and diglycerides 15¢g

4.2 PH ADJUSTING AGENTS

4.2.1 Sodium hydrogen carbonate GMP, within the limits for sodium
4.2.2 Potassium hydrogen carbonate } Good manufacturing

4.2.3 Cacium carbonate } practice

4.2.4 L(+) Lactic acid 15¢

425 Citric acid 259

4.3 ANTIOXIDANTS

431 Mixed tocopherols concentrate } 300 mg/kg fat, Sngly or in

4.3.2 Alpha-tocopherol } combination

4.3.3 L-Ascorbyl palmitate 200 mg/kg fat

4.3.4 L-Ascorbic acid and 50 mg, expressed as ascorbic acid
its sodium and potassum salts and within the limits for sodium

4.4 FLAVOURS

44.1 Vanilla extract GMP
4.4.2 Ethyl vanillin } 7 mgon an as consumed basis
4.4.3 Vanillin }

4.5 ENzYMES

451 Madt carbohydrates GMP

4.6 L EAVENING AGENTS

4.6.1 Ammonium carbonate } Limited by
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4.6.2 Ammonium hydrogen carbonate } GMP

5. CONTAMINANTS

5.1 PESTICIDE RESIDUES

The product shall be prepared with special care under good manufacturing practices, so that residues of those
pesticides which may be required in the production, storage or processing of the raw materials or the finished
food ingredient do not remain, or, if technicaly unavoidable, are reduced to the maximum extent possible.

The limit shall take into account the specific nature of the products concerned and the specific population
group for which they are intended.

52 OTHER CONTAMINANTS

The product shall be free from residues of hormones, antibiotics as determined by means of agreed methods
of anadysis and practically free from other contaminants, especially pharmacologically active substances.

6. HYGIENE

It is recommended that the product covered by the provision of this standard be prepared and handled in
accordance with the appropriate sections of the Recommended International Code of Practice — General
Principle of Hygiene (CAC/RCP 1 1969, Rev. 3, 1997), and other relevant Codex texts such as Codes of
Hygienic Practice and Codes of Practice.

The product should comply with any microbiological criteria established in accordance with the Principles for
the Establishment and application of microbiological Criteriafor Foods (CAC/GL 21-1997).

7. PACKAGING

7.1 The product shall be packed in containers which will safeguard the hygienic and other qualities of the
food.

7.2 The containers, including packaging material, shall be made only of substances which are safe and
suitable for their intended use. Where the Codex Alimentarius Commission has established a standard for
any such substance used as packaging materia, that standard shall apply.

8. LABELLING

8.1 In addition to the requirements of the Codex General Standard for the Labelling of Prepackaged
Foods (CODEX STAN 1-1985 (Rev. 1-1991), Codex Alimentarius Volume 1), the following specific
provisions apply:

8.2 Any indication required in the labelling should be made in the appropriate language of the country in
which the product is sold.]

8.3 [The label shall have no pictures of infants or young children or text, which idedizes the use or
suggests an inappropriate age of introduction of these products.]

8.2 THE NAME OF THE FOOD

The name of the food shdl be "Dry Cered for Infants (and/or Y oung Children)”, "Rusks for Infants (and/or
Y oung Children)" or "Biscuits (or "Milk Biscuits") for Infants (and/or Y oung Children)" or "Pasta for Infants
(and/or Y oung Children)", or any appropriate designation indicating the true nature of the food, in accordance
with nationd legidation.
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8.3 L1ST OF INGREDIENTS

8.3.1 A completeligt of ingredients shall be declared on the label in descending order of proportion except
that in the case of added vitamins and mineras, these shall be arranged as separate groups for vitamins and
mineras, respectively, and within these groups the vitamins and mineras need not be listed in descending
order of proportion.

8.3.2 The specific name shall be declared for ingredients and food additives. In addition, appropriate class
names for these ingredients and additives may be included on the labdl.

8.4 DECLARATION OF NUTRITIVE VALUE

The declaration of nutrition information shal contain the following information in the following order:

(@) The energy vaue, expressed in cdories (kcal) or kilojoules (kJ), and the amount of protein,
carbohydrate and fat expressed in grammes (g) per 100 g of the food as sold, and where
appropriate, as per specified quantity of the food as suggested for consumption;

(b) in addition to any other nutritiona information required by nationd legidation, the total quantity in
the final product of each vitamin and mineral added according to Section 3.2.2 shall be declared per
100 g as well as according to the serving size of the food suggested for consumption;

(c) the average quantity of the vitamins and mineras when their declaration is not covered by the
provisions of section 8.3.1 (b) expressed in numerica form per 100 g or 100 ml of the product as
sold and where appropriate per specified quantity of the foods as suggested for consumption.

8.5 DATE M ARKING AND STORAGE | NSTRUCTIONS

8.5.1 The date of minimum durability (preceded by the words "best before") shal be declared by the day,
month and year in uncoded numerica sequence except that for products with a shelf-life of more than three
months, the month and year will suffice. The month may be indicated by letters in those countries where
such use will not confuse the consumer. In the case of products requiring a declaration of month and year
only, and the shelf-life of the product is valid to the end of a given year, the expression "end (stated year)"
may be used as an dternative.

8.5.2 Inaddition to the date, any special conditions for the storage of the food shall be indicated if the
validity of the date depends thereon.

85.3 Where practicable, storage instructions shal be in close proximity to the date marking.

8.6 INFORMATION FOR UTILIZATION

8.6.1 Directions as to the preparation and use of the food, and its storage and keeping before and after the
container has been opened, shall appear on the label or on the accompanying leaflet.

8.6.2 For products covered by 2.1.1, directions on the label shall state “Milk or formula but no water shall
be used for dilution or mixing” or an equivaent statement.

8.6.3 The presence or absence of gluten should be indicated on the labdl, if the intended age of useis
below [six monthg].

[8.6.4 Thelabel shdl indicate clearly from which age the product is intended for use. The label shdl clearly
state that the product is not recommended for use below 4 to 6 months. In addition, the label shall include a
statement indicating that the decision when precisaly to begin complementary feeding should be made in
consultation with a health worker, based on the infant specific growth and devel opment needs. Additional
requirements in this respect may be made in accordance with the legidation of the country in which the
product is sold.]
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8.7 ADDITIONAL REQUIREMENTS

The products covered by this standard are [not] breast-milk substitutes and shall not be presented as such.
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9. METHODS OF ANALYSISAND SAMPLING

See Section on methods in the Proposed Draft Revised Standard for Infant Formula.
In addition:

Detection of Irradiated Foods
Codex Generd Methods




