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A REQUEST FOR COMMENTS AND INFORMATION AT STEP 8 OF THE PROCEDURE:

1. Draft Guidelines for Vitamin and Mineral Food Supplements (ALINORM 05/28/26 para. 35
and Appendix I1)

Governments and international organizations wishing to comment on the above texts should do so in writing,
preferably by email to: the Secretary, Codex Alimentarius Commission, FAO, Viale delle Terme di
Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-mail: codex@fao.org ) before 31 March 2005.

B. REQUEST FOR COMMENTS AND INFORMATION AT STEP 6 OF THE PROCEDURE:

1. Guidelines for the Use of Nutrition Claims: Draft Table of Conditions for Nutrient Contents
(Part B) Provisions for Dietary Fibre (ALINORM 05/28/26 para 22 and Appendix I11)

Governments and international organizations are invited to comment on the above text and should do so in
writing, preferably by email to: Dr Rolf Grossklaus, Director and Professor, Federal Institute for Risk
Assessment, P.O. Box 33 00 13, 14191 Berlin, Germany, Fax: +49 1888 5 29 — 49 65, e-mail:
cenfsdu@bmvel.bund.de with a copy to the Secretary, Codex Alimentarius Commission, FAO, Viale delle
Terme di Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-mail: codex@fao.org) before 1 May 2005;

2. Draft Revised Standard for Infant Formula (ALINORM 05/28/26 para 99 and Appendix IV
(Section A))

Governments and international organizations are invited to comment on the above text (except Section 3
Essential Composition and Quality Factors, for that see para. 51) and should do so in writing, preferably by
email to: Dr Rolf Grossklaus, Director and Professor, Federal Institute for Risk Assessment, P.O. Box 33 00
13, 14191 Berlin, Germany, Fax: +49 1888 5 29 — 49 65, e-mail: ccnfsdu@bmvel.bund.de with a copy to the
Secretary, Codex Alimentarius Commission, FAQ, Viale delle Terme di Caracalla, 00100 Rome, Italy (fax:
+39 06 5705 4593, e-mail: codex@fao.org) before 1 May 2005;
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3. Draft Revised Standard for Processed Cereal-Based Foods for Infants and Young Children,
(ALINORM 05/28/26 para.119 and Appendix V)

Governments and international organizations are invited to comment on the above text and should do so in
writing, preferably by email to: Dr Rolf Grossklaus, Director and Professor, Federal Institute for Risk
Assessment, P.O. Box 33 00 13, 14191 Berlin, Germany, Fax: +49 1888 5 29 - 49 65, e-mail:
cenfsdu@bmvel.bund.de with a copy to the Secretary, Codex Alimentarius Commission, FAO, Viale delle
Terme di Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593, e-mail: codex@fao.org), before 1 May 2005;

C. REQUEST FOR COMMENTS AND INFORMATION AT STEP 3 OF THE PROCEDURE:

1. Proposed Draft Formulas for Special Medical Purposes Intended for Infants (ALINORM
05/28/26 para 100 and Appendix IV (Section B)).

Governments and international organizations are invited to comment on the above text (except Section 3
Essential Composition and Quality Factors, for that see para.89) and should do so in writing, preferably by
email to: Dr Rolf Grossklaus, Director and Professor, Federal Institute for Risk Assessment, P.O. Box 33 00
13, 14191 Berlin, Germany, Fax: +49 1888 5 29 — 49 65, e-mail: ccnfsdu@bmvel.bund.de with a copy to the
Secretary, Codex Alimentarius Commission, FAO, Viale delle Terme di Caracalla, 00100 Rome, Italy (fax:
+39 06 5705 4593, e-mail: codex@fao.org), before 1 May 2005;




SUMMARY AND CONCLUSIONS

The summary and conclusions of the 26™ Session of the Codex Committee on Nutrition
and Foods for Special Dietary Uses are as follows:

MATTERS FOR ADOPTION BY THE COMMISSION

The Committee:

- agreed to advance the Proposed Draft Guidelines on Vitamin and Mineral
Supplements (para. 35, Appendix 11) for final adoption by the 28" Session of the
Commission.

MATTERS OF INTEREST TO THE COMMISSION

The Committee:

- welcomed the offer of FAO and WHO to address the establishment of Nutrient
Reference Values (NRVS) in the framework of the expert consultations that would
be convened in the future, including for carbohydrates and fats and oils (para. 40).

MATTERS REFERRED TO OTHER COMMITTEES

Codex Committee on Methods of Analysis and Sampling

The Committee clarified the request from the CCMAS regarding the R5-Mendez ELISA method (for
gliadin/gluten detection) (paras 6-7 and 148).

Codex Committee on Food Additives and Contaminants

The Committee agreed to forward the section on Food Additives of the Draft Revised Standard for
Cereal-Based Foods for Infants and Children including provisions on carry over (paras 107-111).
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INTRODUCTION

1. The Twenty-sixth Session of the Codex Committee on Nutrition and Foods for Special Dietary Uses
(CCNFSDU) was held from 1 to 5 November 2004 in the Bruckenforum, Bonn, by courtesy of the Government
of Federal Republic of Germany. Dr Rolf Grossklaus, Director and Professor of the Federal Institute for Risk
Assessment, Berlin, chaired the session. The Session was attended by 265 delegates, observers and advisors
representing 61 member countries and 28 international organizations.

OPENING OF THE SESSION

2. Dr Walter Toepner, speaking on behalf of the Federal Minister of Consumer Protection, Food and
Agriculture, welcomed the participants and noted the importance of the work of the Committee in ensuring the
highest standards worldwide to protect the health of infants and children while ensuring fair trade practices. He
also noted the positive impact of the Codex Trust Fund on the participation of developing countries in the
standard setting and the importance of Codex standards in improving food quality worldwide. Dr Toepner drew
the attention of the delegates to the fact that it was very important to arrive to the consensus in such important
areas as foods for infant and young children and wished all success to the meeting and to the delegates in their
important work.

ADOPTION OF THE AGENDA (AGENDA ITEM 1)*

3. The Delegation of the European Community presented CRD 2 on the division of competence between the
European Community and its Member States according to Article 5, of Rule Il of Procedure of the Codex
Alimentarius Commission.

4. The Committee accepted the proposal of the delegation of Australia and agreed to discuss Agenda Item 9 on
the Application of Risk Analysis to the Work of the Committee after Agenda Item 3 in view of its importance to
subsequent Agenda items. With this amendment it adopted the Provisional Agenda as the Agenda for the
Session.

MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND/OR OTHER
CODEX COMMITTEES (AGENDA ITEM 2)°

5. The Committee noted that a number of matters referred by the 27" Session of the Codex Alimentarius
Commission (CAC), by FAO/WHO and other Codex Committees were for information purposes or would be
discussed in more detail under relevant Agenda Items. In addition the Committee noted other matters as follows.

Gluten Free Foods

6. The Committee recalled that the Codex Committee on methods of Analysis and Sampling (CCMAS)? while
temporarily endorsing the Enzyme-Linked Immunoassay R5 Mendez (ELISA) as Type IV method, had
requested the CCNFSDU to clarify what should be measured since section 6.2 of the draft revised Standard for
Gluten-Free Foods referred to a detection limit of 10 ppm without specifying whether this apply to gluten or
gliadins and how it related to the provision of “gluten free”.

7. The Committee was informed that Enzyme-Linked Immunoassay R5 method measured gliadins and that it
was necessary to use a conversion factor of 2 to convert levels of gliadins to gluten. Therefore the Committee
agreed to amend the last line in Section 6.2 of the Standard® and insert “gluten” after “ppm”. The Committee
also agreed to discuss the Draft Standard for Gluten-Free Foods at its next session and decided to consider this
matter on Agenda Item 11 “Other Business and Future Work” in more detail, if necessary and to inform the
CCMAS about these deliberations.

1 CX/NFSDU 04/1; CRD 2 (Annotated Provisional Agenda on the Division of Competence between the European
community and its Member States according to Rule 11 paragraph 5 of the Codex Alimentarius Commission.

2 CX/NFSDU 04/2; CRD 3 (Matters from WHO and Other Codex Committees); CRD 15 (FAO/WHO web address for
Development of a Scientific Collaboration to Create a Framework for Risk Assessment of Nutrients and related Substances,
prepared by WHO); CRD 16 (Additional Matters from Other Codex Committees).

* ALINORM 04/27/23, paras 92-101.

* ALINORM 04/27, Appendix I11.
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GUIDELINES FOR THE USE OF NUTRITION CLAIMS: DRAFT TABLE OF CONDITIONS FOR
NUTRIENT CONTENTS (PART B CONTAINING PROVISIONS ON DIETARY FIBRE AT STEP 7)
(AGENDA ITEM 3)°

8. The Committee recalled that its last session had not come to a conclusion on the definition of fibre and had
agreed that an electronic working group coordinated by the Delegations of France and Sweden would review the
definition to make it more inclusive and consider the related methods.

9. The Delegation of France indicated that the document had been redrafted in the light of the written
comments received in order to propose a revised definition, methods of analysis and other recommendations

10. The Committee generally agreed that the definition of fibre should include the physiological properties of
the substance in addition to chemical characteristics, and considered how the definition could be clarified to
reflect these properties.

11. The Committee had a discussion on the degree of polymerisation that should characterise dietary fibre, as the
document proposed a degree of polymerisation (DP) not lower than 3. The Delegation of the United States
expressed the view that a DP of 10 should be used as some substances with a lower DP had a sweetening effect
and their physiological effects were not those associated with fibre. Several other delegations supported a DP of
3 as this was consistent with current scientific evidence on the physiological effects of various types of fibre.

12. The Committee agreed to redraft the first sentence of the definition for clarification purposes and agreed to
include a DP of 10 in square brackets for further consideration, as an alternative to the proposed DP of 3.

13. The Delegation of Thailand proposed to amend the text to reflect that some types of fibre were derived from
non-food material, such as bark, and if the Committee agreed to limit to only plant source, this refer to “raw
material from plant”, but if the Committee agreed to include also the animal source, it will refer to “raw material
from plant and animal”. Some delegations also proposed to limit the definition of fibre to substances of plant
origin. The Committee however retained the current understanding that fibre was obtained “from food raw
material”.

14. The Committee agreed to rearrange the text of the second part of the definition for clarification purpose, to
delete the reference to “laxative properties’ as this could be understood as a medicinal claim and to replace it
with “decreased transit time”.

15. The Delegation of the United States expressed concern with the listing of physiological properties that might
be interpreted as a justification for health claims related to these properties. The Delegation of the United States
expressed its concern that with the definition of dietary fibre as proposed, it implied that justification should be
provided even for foods that naturally contained fibre, whereas such justification should normally apply only to
foods containing added fibre. The Delegation of the European Community pointed out that physiological
properties should be mentioned in the definition as a further qualifying criterion, irrespective of the claims that
might be made.

16. The Delegation of Canada proposed to include a sentence to the effect that scientific justification should be
provided when declaration or claims were made. The Committee agreed to retain an additional sentence and to
specify that an exception should be made for “non-digestible edible carbohydrate polymers naturally occurring
in foods”, and to leave the establishment of criteria to quantify physiological effects to national authorities.

17. The Committee agreed to retain the additional “Recommendations” proposed in the working paper for
further consideration, but did not come to a conclusion on where they should be placed in the Guidelines.

18. The Secretariat recalled that health claims were already addressed in the Guidelines for Use of Nutrition and
Health Claims, that the criteria for scientific basis were under consideration in the Committee, and that the
current mandate of the CCNFSDU was only to establish conditions for nutrition claims for dietary fibre as

> ALINORM 04/27/26, Appendix 1. CX/NFSDU 04/3 (comments of Argentina, Australia, Costa Rica, Malaysia, Mexico,
IADSA), CRD 4 (comments of Australia, Brazil, South Africa, AAC, ICGMA), CX/NFSDU 04/3-Add.1, CRD 5
(comments of Brazil, Canada), CRD6 (comments of the EC)
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proposed in the Table, and that additional amendments to the Guidelines as regards health claims would require
approval as new work.

19. The Committee agreed that the Table should refer to “dietary fibre” and the square brackets on that term
were deleted. The Committee decided not to discuss the values in the Table as the issues related to the definition
had not been solved and required further consideration.

Methods of Analysis

20. The Committee noted the request for clarification on the status of the AOAC methods, especially whether
they had been approved for final action. Some delegations proposed to include the Englyst method in the list of
methods as it was used in several countries. Other delegations supported the view expressed in the working
paper, and noted that the Englyst method was not used world-wide and was not suitable as a routine method.
Some delegations stated that the Englyst method was an appropriate analytical method for some foods and
should be included in the table.

21. The Committee noted that no decision could be taken on methods of analysis at this stage since the
conditions for claims had not yet been finalized, and agreed that they would be require further consideration.
The Committee noted that upon finalization the methods would forwarded for endorsement to the Committee on
Methods of Analysis and Sampling, on the basis of the criteria for the selection of Codex methods of analysis.

Status of the Draft Table of Conditions for Nutrient Contents (Part B Containing Provisions on
Dietary Fibre)

22. The Committee agreed to return the Draft Part B Containing Provisions on Dietary Fibre, as amended at the
present session, to Step 6 for further comments and consideration at the next session (see Appendix I11).

DRAFT GUIDELINES FOR VITAMINS AND MINERAL FOOD SUPPLEMENTS (AGENDA ITEM 4)°

23. The Committee recalled that the last 27" session of the Codex Alimentarius Commission adopted the
Proposed Draft Guidelines at Step 5 and advanced it to Step 6 for further comments and consideration by the
Committee. The Committee decided to consider the text of the Guidelines focusing its discussions on sections
containing square brackets and made the following amendments and comments.

General comments

24. The Committee noted that at its last session it was agreed to refer to vitamins and mineral “food”
supplements not only in the title but also in relevant parts and therefore made editorial amendments where
necessary throughout the text.

Definitions

25. The Committee discussed how to address the wording in relation to reference to small unit quantities in
Section 2.1. Some delegations were of the view that this last sentence was necessary to reflect that vitamins and
minerals were provided in dose form and should be taken in small unit quantities, to reflect the difference with
ordinary foods. Other delegations expressed the view that this was not necessary as the text already indicated
that these products were not in a conventional food form and the type of product concerned was illustrated by the
examples therefore this text should be deleted. The Committee agreed to amend the second sentence clarifying
that vitamins and mineral supplement sources are designed to be taken in measured small-unit quantities and
added a footnote to clarify that the small-unit quantities referred to physical forms of vitamin and mineral
supplements and to their potency of supplements.

Section 3.1 Selection of vitamins and minerals

26. The Committee agreed to amend the first sentence in Section 3.1.2 to clarify that not only sources of
vitamins and minerals may be natural or synthetic but also their selection should be based on considerations of
safety and bioavailability.

® ALINORM 04/27/26, Appendix IV; CX/NFSDU 04/4 (comments of Argentina, Australia, China, Iran, Malaysia, Mexico,
New Zealand, Poland, United States, IADSA, NHF), CRD 6 (comments of the EC), CRD 7 (comments of Brazil and South
Africa), CRD 13 (comments of India, Philippines).
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27. The Committee also clarified the last sentence of this paragraph to emphasize that in the absence of
international purity criteria, national legislation may be used.

28. It was proposed to include provitamin and vitamin-like substances in the guidelines, however the Committee
recalled that it had agreed earlier to limit guidelines to vitamins and minerals for which the Recommended Daily
Intake was established by FAO/WHO. The Delegation of South Africa pointed out that provitamins were
already included in Section 3.1.1.

Section 3.2 Contents of vitamins and minerals

29. The Committee had quite a lengthy discussion regarding the last paragraph containing additional explanation
of conditions when maximum levels of vitamins and minerals are set.

30. Some delegations proposed to convert this paragraph into criterion “c” since it clarified requirements for
setting maximum levels, while other delegations were of the view that this provision was already covered by
criterion “a” dealing with establishment of upper safe levels of vitamins and minerals based on scientific risk
assessment it should be deleted from the document.

31. The Committee agreed to add an additional sentence to this paragraph to clarify that maximum levels should
not be solely based on recommended nutrient intakes.

Section 5. Labelling

32. The Committee amended the first sentence of section 5.1 as recommended by the Codex Committee on Food
Labelling in order to be consistent with general labelling requirements.

33. In section 5.4 the Committee inserted an additional wording at the end of sentence to clarify that in addition
to the amounts of the vitamins and minerals declared per portion of the product as recommended for daily
consumption, the amount per unit for single use may also be given.

34. The Committee made some editorial changes to section 5.6 for simplification and clarification purposes.
Status of the Draft Guidelines for Vitamins and Mineral Food Supplements

35. The Committee, recognizing that considerable progress had been made on the text, agreed to advance the
Draft Guidelines for adoption at Step 8 by the 28™ Session of the Codex Alimentarius Commission (see
Appendix I1).

REPORT ON THE PROPOSALS FOR ADDITIONAL OR REVISED NUTRIENT REFERENCE
VALUES’

36. The Committee recalled that at its last session it had agreed that a Circular Letter would be sent to ask for
proposals for additional or revised NRVs for labelling purposes, and that the proposals would be reviewed by an
electronic working group coordinated by the Delegation of South Africa, in order to develop proposals for
revised NRVs. The Delegation of South Africa introduced the document that took into account the written
comments received and made some proposals for further consideration of this issue.

37. The Committee agreed that the purpose of the revision of NRVs was to establish reference values for the
purpose of labelling that would apply to all foods. The Committee discussed the possibility of asking for
scientific advice from FAO and WHO in the revision of the current NRVs, that had been established on the basis
of the recommendation of the Helsinki Consultation held in 1988. Several delegations pointed out that
considerable scientific evidence had been put forward since that date and that international references were
necessary in order to facilitate harmonisation of nutrition labelling provisions among member countries.

38. The Representative of FAO informed the Committee that the FAO/WHO expert consultations on nutritional
requirements held since the Helsinki Consultation had not considered the establishment of NRVs, and that expert
consultations on the following subject were scheduled in the FAO programme of work: nutrient risk assessment
(2005); carbohydrates in human nutrition (2006); and fats and oils in human nutrition (date to be determined).

" ALINORM 04/27/26, Appendix II. CX/NFSDU 04/3 (comments of Argentina, Australia, Costa Rica, Malaysia, Mexico,
IADSA), CRD 4 (comments of Australia, Brazil, South Africa, AAC, ICGMA), CX/NFSDU 04/3-Add.1
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39. The Representative of WHO recalled that when Codex Committee put forward requests for scientific advice,
the questions addressed to expert consultations should be very clear, and drew the attention of the Committee to
the need for additional resources when such requests were made.

40. The Committee noted that it did not appear feasible to convene a specific expert consultation on the revision
of NRVs in the near future, and welcomed the offer of FAO and WHO to address the establishment of NRVs in
the framework of the expert consultations that would be convened in the future, including for carbohydrates and
fats and oils.

41. The Committee had an exchange of views on the substances that should be included in the list of NRVs. The
Delegation of the EC expressed the view that the list should focus on vitamins and minerals and should not
include other substances such as long chain fatty acids, lutein, choline and lycopene. Some delegations indicated
that the current list of vitamins was incomplete and should be revised in the light of current scientific evidence.
Some delegations pointed out that NRVs were also needed for macronutrients and noted that the current list
included a NRYV for protein.

42. The Delegation of the United States pointed out that a set of principles should be developed for the
establishment of NRVs taking into account the experience of member countries in the establishment of reference
values for the purpose of labelling.

43. The Committee recalled that currently there was only one set of NRV for the general population and
discussed whether several sets of NRVs should be established for different population groups. Several
delegations proposed to distinguish between infants and young children and adults; other delegations proposed to
define more subgroups on the basis of age and gender. The Committee agreed that this question would require
further consideration and that the electronic working group could prepare proposals on how to address this issue.

44, The Committee agreed that the electronic Working Group coordinated by the Delegation of South Africa
would revise the discussion paper that should address the following questions: the development of principles for
the establishment of NRVs, taking into account the guidelines developed by member countries in this area; the
need to establish NRVs for different population groups; and the revision of the current list of nutrients.

45. The Committee expressed its appreciation to the Delegation of South Africa and to the Working Group for
their constructive work on the complex issues related to NRVs.

46. The Delegation of South Africa drew attention of the delegates to the fact that they had no possibility to
translate comments, therefore asked member governments to submit their comments in English only.

DRAFT REVISED STANDARD FOR INFANT FORMULA AND FORMULAS FOR SPECIAL
MEDICAL PURPOSES INTENDED FOR INFANTS (AGENDA ITEM 5)®

47. The Committee recalled that at its last session it had agreed to have one standard containing two Sections:
Section A for Infant Formula and Section B for formulas for special medical purposes intended for infants.
Section A on (Draft Revised Standard for Infant Formula) had been adopted by the Commission at Step 5 and
advanced to Step 6 for comments and further consideration by the Committee and Section B containing formulas
for special medical purposes had been distributed for comments at Step 3.

Section A

48. The Delegation of Germany, Chair of the Working Group on Section 3.1 Essential Composition informed
the Committee that document CRD 1 described the issues discussed and the proposals made to the Plenary by
the WG. The Delegation indicated that it did not finish its work due to time constraints and that it was able to
consider only Sections 3.1.1, 3.1 2 and 3.1.3 a) and b). The Delegation indicated that the Working Group was

& ALINORM 04/27/26, Appendix V; CX/NFSDU 04/5 (comments of Argentina, Australia, China, Czech Republic, Iran,
Japan, Malaysia, Mexico, New Zealand, Poland, United States, CRN, ENCA, IBFAN, IDF, ISDI); CX/NFSDU 03/6
(comments of Australia, Brazil, Cuba, Iran, Japan Malaysia, Mexico, United States, ENCA, IACFO, IBFAN, ISDI on
Section B of the Standard); CRD 1 (Working Group’s Proposals for Section 3.1); CRD 6 (comments of the EC); CRD 7
(comments of Brazil and South Africa); CRD 8 (comments of Bulgaria, AOECS); CRD 9 (comments of Norway); CRD 13
(comments of China, Chile, India, Philippines, ENCA, IACFO).
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not able to make decisions when presented with scientific evidence to support different values for nutrients and
requested the guidance from the Committee on how to organize its work more effective in the future.

General considerations

49. The Delegation of the EC drew the attention of the Committee to the fact that the Working Group made
some valuable proposals such as the rearrangement of the format for this section, in which order to separate
essential composition and optional constituents, therefore the mandate to WG should be extended to rearrange it.
The delegation also pointed out that very strict deadlines for comments should be followed.

50. In this regard, the Committee agreed to ask the Observer of ESPGHAN, who is the member of the Working
Group, to provide a paper containing scientific analysis for the proposals on nutrient levels taking into account
existing scientific reports on the subject, in consultation with the international scientific community, with the
understanding that this paper would facilitate the process of decision taking at the next session of the Committee.

51. The Committee agreed that an electronic Working Group led by Germany® would prepare proposals on the
basis of CRD 1 and comments submitted to this session until the end of 2004. These proposals then would be
forwarded to ESPGHAN who will prepare the paper containing scientific analysis of these proposals by June
2005. The Committee also clarified that the Annex on amino acids should be included for revision and that the
Electronic Working Group should take into account Annex Il on General principles for Establishing Minimum
and Maximum Values for the Essential Composition of Infant Formula.

52. The Committee decided to concentrate discussions on sections of Section A containing square brackets and
in addition to editorial changes agreed to the following amendments.

Title
53. The Committee agreed to take out the square brackets from the Title and Preamble.
Section 1. Scope

54. The Committee had an extensive debate regarding Section 1.3 containing references to the International
Code of Marketing of Breast - Milk Substitutes, the WHO Global Strategy for Infant and Young Children
Feeding and World Health Assembly Resolutions. Some delegations proposed to retain the reference to WHA
Resolution 55.25 while other delegations indicated that the Resolution 55.25 contained the reference to future
WHA resolutions and that it was difficult to commit to these future documents without knowing their content.

55. The Secretariat drew the attention of the Committee to the fact that this matter was considered at the
Executive Committee at its 48" Session (ALINORM 01/4, paras 38-39) and the last Session of the Codex
Alimentarius Commission (ALINORM 04/41, para. 83) and the CCNFSDU was requested to take into account
the Global Strategy and related WHA Resolution 55.25 on infant and young child nutrition.

56. The WHO Representative informed the Committee that the general policies adopted by the WHA regarding
infant and young children nutrition are currently the policies laid down in the Global Strategy for Infant and
Young Child Feeding and the International Code of Marketing of Breast-Milk Substitutes. As WHA resolutions
may amend these specific policies or otherwise may contain elements relevant for the work of this Committee,
WHO would refer to it relevant WHA resolutions for its information and consideration.

57. The Committee agreed to consider the relevance of such resolutions for its work.

58. The Committee agreed to delete the reference to WHA Resolution 55.25 as its provisions were already
covered by the WHO Global Strategy for Infant and Young Child Feeding.

Section 2. Description

59. The Committee had discussion on the wording contained in Section 2.1.2 regarding scientific demonstration
of safety and nutritional adequacy of infant formula. Some delegations felt that this section was very important
therefore square brackets should be taken out as it was essential that infant formula undergo appropriate clinical

® Brazil, Canada, China, Costa Rica, Denmark, France, EC, India, Japan, Kenya, Korea, Malaysia, Mexico, New Zealand,
Norway, Romania, Russian Federation, Switzerland, United States, CRN, ESPGHAN, IACFO, IBFAN, IDF, ISDI, ENCA.
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testing in order to ensure that it is nutritionally adequate for those infants to whom they are destined. Other
delegations indicated that the wording in this section was not clear as products by definition should satisfy safety
and nutritional adequacy requirements and that these provisions were already covered in other sections.
Different wordings were proposed to amend this section; however after some debate the Committee decided to
clarify that safety related to nutritional aspects of infant formula and that nutritional safety and adequacy shall be
scientifically demonstrated to support growth and development of infants and transferred this section to Section
3.1.1 for consistency.

60. The Observer from IACFO expressed its view that scientific review should be assured by independent body
in order to avoid any conflict of interests.

Section 3. Essential Composition and Quality Requirements

61. The Committee accepted the recommendation of the WG and deleted the square brackets from the last
sentence on gluten-free ingredients and food additives.

62. The Committee deleted the reference to sections a) and b) in Section 3.3 in relation to the addition of
vitamins and minerals for clarification purposes.

63. The Delegation of India supported by Tanzania proposed to exclude ingredients obtained by genetic
modification as a precautionary measure to protect infants and children. The Delegation of Brazil suggested that
the safety of genetically modified ingredients should be scientifically assessed on a case-by-case basis and in
accordance with national legislation. The Committee recalled that the Codex Alimentarius Commission had
adopted a set of principles and guidelines on how to address the safety of foods derived from modern
biotechnology therefore it was not possible to forbid foods which have been approved as safe following the risk
assessment.

64. The Delegation of Australia referred to its written comments and suggested if Section A does not establish
levels for trace elements such as chromium and molybdenum, that levels should be included in section B.

65. In section on Specific prohibitions it was proposed to separate the issues of ionizing radiation and to
elaborate a list of prohibitions with the use of commercially partially hydrogenated oils and fats; and to move the
prohibitions currently proposed in Section 3.1.3 to this section. The Delegation of the United States expressed
their concern that the elaboration of such a list might be understood as all inconclusive and this could lead to
some confusion. The Committee noted that there was no consensus on this matter and decided to leave this
section unchanged. The delegation of New Zealand drew the Committee’s attention to the fact that CCMMP
highlighted the need for a consistent application of the milk protein nitrogen conversion factor of 6.38.

Section 4. Additives

66. The Committee supported the view of the Delegation of the United States that the selection of food additives
should follow the principles expressed in the General Principles for the Use of Food Additives and the Preamble
of the General Standard of Food Additives, and noted that this was also specified in the Procedural Manual.

67. The Delegation of the EC expressed concern with the use of Carageenan (INS 497) in view of the advice of
the Scientific Committee for Foods of the EU concerning the absorption of carageenan in the immature gut in the
very young infant. The Delegation also indicated that the use of Carob Bean Gum (INS 410) should not be
allowed in infant formula but restricted to formulas for special medical purposes. Some delegations and the
Observer from ISDI indicated that carob bean gum and other thickeners were needed for technological reasons in
infant formula. The Delegation of the United States proposed to add Xanthan Gum (INS 145) with a level of
GMP as its ADI is “not specified”. The Committee noted the view of the Observer from ENCA that thickeners
should not be used and the view of the Observer from ESPGHAN that their use in infant formula should be
strictly restricted.

68. The Delegation of India expressed the view that the use of phosphates should be restricted as they could
affect the calcium/phosphorus ratio, which might cause adverse effects on bone metabolism. The Committee
noted that this issue should be addressed generally for all additives that may affect the nutritional properties of
the product. The Delegation of the United States proposed to include provisions to this effect at the beginning of
the section on additives.
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69. The Committee recognized that it would not be possible to consider the entire section on additives at the
present session due to lack of time and the substantial comments on this section. The Committee therefore
agreed that the Delegation of Switzerland would coordinate an Electronic Working Group open to all interested
delegations to prepare a revised list of additives taking into account all written comments received and the
discussion at the present session, for consideration by the next session of the Committee.

Section 4.5 Carry-over of Food Additives

70. The Committee agreed to retain square brackets only on paragraph b) on carrier substances, pending
resolution of the issues related to carriers in the Advisory List of Mineral Salts and Vitamin Compounds for Use
in Foods for Infants and Children, that was also under consideration at the present session (see also Agenda item
7).

Section 9. Labelling

71. The Committee recalled that the Committee on Food Labelling had referred back sections 9.1.3, 9.1.6, 9.2.1,
9.3 and 9.6.6 to the CCNFSDU for further consideration and had endorsed all other sections.

72. The Committee amended section 9 to include references to other relevant general labelling texts, in addition
to the General Standard for the Labelling of Prepackaged Foods. In section 9.1 a reference to the “appropriate
language(s)” in the plural was included as this was necessary in multilingual countries.

73. The Committee agreed to delete section 9.1.5 concerning the prohibition of health claims as this was covered
by the Guidelines for Use of Nutrition and Health Claims, whereby nutrition and health claims were prohibited
in the absence of specific provisions in Codex standards or national legislation. The Delegations of Brazil, India,
Malaysia, Thailand, Zimbabwe and the Observers from ENCA, IBFAN and IACFO expressed their objection to
the deletion of section 9.1.5.

74. The Committee noted some proposals to amend the section on iron declaration (9.1.6) but agreed to defer
discussion of this section until composition requirements had been finalized.

75. In section 9.2.1, the Committee agreed that the possibility to arrange vitamins and minerals as separate
groups should remain optional and amended the text accordingly. The Committee amended section 9.3 to the
effect that the mandatory nutrition information “should be” in a specific order and noted that the rest of the
section was consistent with the Guidelines on Nutrition Labelling. The Committee amended paragraph a) and b)
to insert the declaration of nutrient per 100 millilitres, as this was necessary when formula was sold in liquid
form.

76. To concerns expressed by the Observer from ENCA, the Representative of WHO informed the Committee
that the FAO/WHO Workshop on Enterobacter sakazakii and other microorganisms in powdered infant formula
had provided recommendations for risk reduction strategies at all stages from production to consumption,
including the use of the product by the final consumer. The recommendations of the Workshop would be used in
the revision of the Code of Hygienic Practice for Foods for Infants and Children (CAC/RCP 21-1979), that was
currently underway in the Committee on Food Hygiene. The Committee expressed its appreciation to FAO and
WHO for convening a consultation on this important public health issue and agreed that it would consider this
issue further at its next session, taking into account the progress made by the Committee on Food Hygiene on the
revision of the Code.

77. Some Observers proposed to include a warning on the label to the effect that the product was not sterile. The
Committee however agreed that all issues related to contamination would be discussed at the next session,
including information for consumers.

78. The Secretariat indicated that the General Standard for the Labelling of and Claims for Prepackaged Foods
for Special Dietary Uses (CODEX STAN 146-1985) (Section 4.8.1 Storage of Opened Foods) included relevant
provisions that might be used by member countries, and in particular that “a warning should be included in the
label if the food is not capable of being stored...”.

79. The Committee agreed to reorder section 9.5 Information for Use and 9.6 Additional Labelling
Requirements for clarification purposes, on the basis of the proposal from the Delegation of Canada in CRD 9.
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80. The Committee discussed whether instructions for use could appear on the label or in accompanying leaflet.
Some delegations expressed the views that these instructions were very important and should always be on the
label, since an accompanying leaflet might be lost. The Committee agreed to put the reference to the
accompanying leaflet in (new) sections 9.5.1 and 9.5.2 in square brackets for further consideration.

81. The Delegation of Switzerland proposed to insert a new a paragraph in section 9.6 to allow the use of
nutrition claims supported by appropriate scientific evidence: “Nutrition claims shall be permitted for infants and
young children when they have been demonstrated in rigorous studies with adequate scientific standards”. The
Delegation of Tanzania pointed out that nutrition claims on infant formula would mislead consumers and
objected to this inclusion or proposed that it should be put in square brackets. The Committee did not discuss
this question further due to time constraints and retained the current Section 9.6.6 in square brackets.

SECTION B: FORMULAS FOR SPECIAL MEDICAL PURPOSES INTENDED FOR INFANTS™

82. The Delegation of Germany introduced the document and recalled that at the request of the last session of
the CCNFSDU it had prepared Section B containing provisions for formulas for special medical purposes for
infants that was circulated for comments at Step 3. The Delegation indicated that were necessary cross-
references were made with Section B and Codex Standard for the Labelling of and Claims for Foods for Special
Medical Purposes (CODEX STAN 180-1991).

83. The Committee agreed to consider the document section by section and in addition to editorials changes
made the following amendments.

Section 1 Scope

84. Taking into account that different views were expressed by member countries, the Committee agreed to
insert the additional wording “or infant formula” in Section 1.1 to clarify that it also meets the special nutritional
requirements arising from disorders or medical conditions for whose dietary management the product was
formulated and put it in square brackets.

85. The Committee clarified that section B in addition to quality and safety also contains labelling requirements
therefore amended wording in Section 1.2 to this effect.

Section 2 Description

86. Some delegations proposed to delete the wording “by itself” in second paragraph of section 2.1.1 as some
formulas for special medical purposes for infants may not, by themselves, satisfy nutritional requirements like in
the case for phenylketonuria. Other delegations stated that the Committee had agreed at its last session that
Section B would apply only to formulas for special medical purposes intended for infants that were sole sources
of nutrition. After some discussion the Committee agreed to leave this section unchanged.

87. The Committee agreed to substitute “patients” for which there was no clear definition by clarifying that it
related to infants “with specific disorders, diseases or medical conditions” in Section 2.1.1.

88. Some delegations indicated that it would be very useful to elaborate a catalogue of diseases and conditions
for which such infant formulas are to be used, however the Committee recalled that these conditions were
already defined in the Codex Standard for the Labelling of and Claims for Foods for Special Medical Purposes.

Section 3 Essential composition and quality factors

89. The Committee noted that this part of the document is closely related to Section A that this would be further
elaborated by the Electronic Working Group (see also para 51).

90. The Committee agreed to delete the square brackets from the last sentence in Section 3.1.1, following earlier
decision concerning section A (para. 3.1.1).

10 CL 2004/20-NFSDU; CX/NFSDU 04/6 (Comments of Australia, Brazil, Cuba, Iran, Japan, Malaysia, Mexico, United
States, ENCA, IACFO, IBFAN, ISDI); CX/NFSDU 04/6-Add.1 (comments of New Zealand);CRD 6 (comments of the
EC); CRD 9 (comments of Brazil, Bulgaria, Canada, Norway).
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91. The Committee noted that the correct reference in Section 3.2.1 in relation compositional requirements
should be 3.1.3.

92. The Committee noted that this section covered very vulnerable populations, therefore agreed to the proposal
of the Delegation of the United States to add the wording specifying conditions for the use of L(+) lactic acid
producing cultures and put it in square brackets for further comments and consideration.

Section 4 Additives

93. Due to time constraints and similar issues pending resolution in section A, the Committee requested the
Delegation of Switzerland to develop proposals for this section for consideration by the Committee at its next
session.

Section 9. Labelling

94. The Delegation of the EC pointed out that the current text included some repetitions and that it would be
preferable to include cross-references to Section A of the Standard for the Labelling of and Claims for Foods for
Special Medical Purposes (CODEX STAN 180-1991). The Committee agreed to use the revised text proposed
by the EC in CRD 6 as a basis for discussion.

95. Some delegations and observers indicated that the inclusion of several references to another standard created
confusion, and expressed the view that it was not entirely clear whether all labelling provisions of the Standard
180-1991 applied to infant formula. Several delegations supported the use of these references and the Committee
agreed to include them in the labelling section under discussion.

96. Under section 9.6 Additional Labelling Requirements, the reference to the relevant sections of CODEX
STAN 180-1991 was introduced in sections 9.6.1 and 9.6.3, and some additional changes were made for
clarification purposes.

97. The Observer from ENCA proposed to include paragraphs 9.6.1, 9.6.2 and 9.6.3 of section A into section B
in order to complete paragraph 9.6.4.

98. In section 9.6.4, some delegations proposed to delete the reference to contraindication for breastfeeding on
medical grounds. The Committee however retained these provisions without change.

Status of the Draft Revised Standard for Infant Formula and Formulas for Special Medical
Purposes Intended for Infants

99. The Committee noted that despite progress made in the revision of the Standard, the section on
compositional requirements required fundamental reconsideration therefore agreed to return Section A of the
Standard to Step 6 for further comments (see Section A of Appendix 1V).

100. The Committee also agreed to return Section B containing provisions for formulas for special medical
purposes intended for children to Step 3 for further comments (see Section B of Appendix V).

101. The Committee also agreed that a Working Group would be convened before the next session of the
Committee to review the comments and proposals for compositional requirements in order to facilitate
discussions at the Plenary.

DRAFT REVISED STANDARD FOR PROCESSED CEREAL-BASED FOODS FOR INFANTS AND
YOUNG CHILDREN AT STEP 7 (AGENDA ITEM 6)"

102. The Committee recalled that the 27" Session of the Commission had adopted the Proposed Draft
Standard at Step 5 and that it had been circulated for comments at Step 6 by Circular Letter CL 2004/21-
NFSDU.

I ALINORM 04/27/26, Appendix VI, CX/NFSDU 04/7 (comments of Argentina, China, Czech Republic, Iran, Malaysia,
Mexico, New Zealand, Poland, United States of America, AAC, CI, IBFAN, ISDI, IGWA), CRD 6 (comments of the EC),
CRD 10 (comments of Brazil, Bulgaria, IWGA), CRD 13 (comments of China, India, Philippines, ENCA), CRD 19
(comments of ENCA)
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103.  The Chair proposed to concentrate on the sections that remained in square brackets and the issues to be
resolved. The Committee considered the Draft Standard section by section and made the following amendments.

Scope

104.  Following its earlier decision concerning the reference to WHA Resolutions in the Draft Standard for
Infant Formula, the Committee agreed to delete the reference to the WHA Resolution WHA 55.25 (2002) (see
paras 53-58).

Section 3.6 Minerals

105. The Committee agreed to retain the provisions in the first part of the section related the sodium to apply
to all products covered by the standard and to delete the exception for children over one year of age.

Section 3.7 Vitamins

106.  Some delegations and observers proposed to reduce the proposed value of 60 pg/100kcal for vitamin B1
(thiamin) as the level proposed could not be met with foods that were not fortified. The Delegation of the EC
proposed to increase the current value in order to enhanse the nutritional contribution of the products to the
overall diet of infant and young children. After some further discussion, the Committee agreed on a value of
12.5 pg/100 kJ (50 pg/100 kcal).

Section 4. Food Additives

107. The Committee agreed that the additive levels should be expressed on the basis of 100g of the product
ready for consumption and amended the text accordingly.

108. The Committee recalled its discussion on flavours at the last session and noted that flavours are
evaluated by JECFA but are not classified as additives. In reply to a question the Secretariat indicated that some
standards included a general statement allowing the use of natural flavours and their synthetic equivalent, and
that levels for vanillin and ethyl vanillin were specified in the Standard for Chocolate and Chocolate Products.
The Delegation of the United States indicated that the Committee on Food Additives and Contaminants has
endorsed the definition on flavours . After an exchange of views, the Committee agreed to delete the provisions
for vanilla extract, vanillin, and ethyl vanillin.

109. The Delegation of the United States questioned the use of propellent gases for cereal based foods but
noted that there may be a technological need for additives that function as packaging gases and suggested the
Committee consider the need for these additive functions.

110.  The Committee agreed to replace the levels of use for 270 L(+)Lactic Acid and 330 Citric Acid with
GMP since the ADI for both additives is “not limited”. The Delegation of France, supported by the Delegation
of the EC, proposed to specify that no food additives should be present as a result of carry over from raw
materials and other ingredients, with specified exceptions. The Committee agreed to insert a new section 4.10
on carry over, that was similar to the section on carry over for infant formula.

111. The Committee agreed that the additives section would be forwarded to the CCFAC for endorsement,
including the provisions on carry over.

Section 8.Labelling

112.  The Committee recalled that the Committee on Food Labelling had referred back section the second
paragraph of section 8.1.1, sections 8.3.1, 8.4 and 8.6.3 for further consideration and had endorsed all other
sections.

113.  The Committee amended section 8.1.1 to include references to other general labelling texts, in addition
to the General Standard for the Labelling of Prepackaged Foods.

114. The Committee agreed to delete the second paragraph of section 8.1.1 concerning the prohibition of
nutrition and health claims as this was covered by the Guidelines for Use of Nutrition and Health Claims.

115.  The Committee agreed with the proposal of several delegations to include provisions allowing the use of
nutrition claims. The Delegation of Tanzania, supported by some observers, objected to the inclusion of
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nutrition claims as this would mislead the consumer, and proposed to apply the general provisions of the
Guidelines for Use of Nutrition and Health Claims to cereal-based foods.

116.  The Committee amended sections 8.3.1 on the list of ingredients and 8.4.1 on the declaration of nutrition
information, following its earlier decision on the corresponding sections of the sections of the standard for infant
formula (see paras 71-74).

117.  The Committee discussed section 8.6.3 requiring the declaration of the absence or presence of gluten.
The Observer from IWGA expressed the view that the general provisions of the General Standard for the
Labelling for Prepackaged Foods adequately addressed the declaration of gluten, and that there was no need for
specific provisions for cereal-based foods. The Observer of AOECS recalled the high importance for
glutenintolerant infants to have the statement “gluten-free” on the label of these kind of products, when they are
composed of gluten-free ingredients and food additives, and suggested an alternative sentence. The Committee
noted that the Standard for Gluten Free Foods included specific labelling provisions, and it was proposed to refer
to this standard. After some discussion, the Committee agreed to delete the current text and to include new text
on the declaration of “gluten free” products in square brackets.

118.  The Observer from ENCA proposed to reintroduce the provisions limiting the use of cocoa in cereal
based foods, but the Committee noted that this had been presented in CRD 19 at the current session and that
there was no time to consider this question. The Observer from ENCA also proposed to address the risks of
contamination by Enterobacter sakazakii with the inclusion of specific labelling provisions. The Committee
recalled that this question could be considered at the next session in the light of the recommendations of the
Committee on Food Hygiene (see para. 76).

Status of the Draft Standard for Processed Cereal-Based Foods for Infants and Young Children

119.  The Chairperson noted that significant progress had been made on the revision of the standard, however
some sections required further consideration. The Committee therefore agreed to return the Draft Standard, as
amended at the present session, to Step 6 for further comments and consideration at the next session (see
Appendix V).

PROPOSED DRAFT ADVISORY LIST(S) OF MINERAL SALTS AND VITAMIN COMPOUNDS FOR
THE USE IN FOODS FOR INFANTS AND CHILDREN (CAC/GL 10-1979) (AGENDA ITEM 7)*

120. The Committee recalled that the proposed draft Advisory List(s) had been revised by the Delegation of
Germany and circulated for comments at Step 3.

121.  The Delegation of Germany introduced the document and informed the delegates of the structure and
changes of the document. The Delegation drew the attention of the Committee to the fact that for further revision
of the document it was necessary to get guidance from the Committee on three major areas:

e Whether in absence of purity criteria elaborated by JECFA other references for purity criteria should be
accepted;

e Whether the use of nutrient compounds should also be indicated for the category of “foods for special
medical purposes”; and

e Whether food additives for nutrient carriers be included again.

122.  Due to time constrains the Committee was unable to consider this document section by section therefore
decided to concentrate on the request of the Delegation of Germany.

123.  The Committee agreed that in the absence of purity criteria elaborated by JECFA and/or other
recognized international organizations also national requirements could be used. The Delegation of the United
States suggested that the identity and purity specifications for food additives accepted by the Commission should
be considered.

12 CL 2004/21-NFSDU; CX/NFSDU 04/8 (comments of Cuba, South Africa, Switzerland, United States, ISDI);
CX/NFSDU 03/8-Add.1 (comments of New Zealand); CRD 6 (comments of the EC); CRD 11 (comments of Norway).
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124. The Committee agreed to allow the use of these substances for foods for special medical purposes,
therefore decided to delete the square brackets around the column containing FSMP.

125.  The Committee had some discussion regarding the nutrient carriers. It was proposed to reintroduce
advisory list of additives for special vitamin forms that had been deleted at the last session.

126.  The Committee recognized that it could not take a final decision on this question until it had received the
advice from the CCFAC on how to address carriers.

127.  The Delegation of the United States proposed to support establishment by the CCFAC, which is
considering this matter, of an additive functional class for nutrient carriers.

128. The Committee agreed to reintroduce the table containing additives used for special vitamin form
carriers and to keep it only for the purpose of nutrient carriers.

129. The Committee also accepted the proposal of the Chairperson and agreed to change the title to read:
“Advisory List of Nutrient Compounds for Use in Foods for Special Dietary Uses Intended for use by Infants
and Young Children”.

130.  To the question of the Delegation of South Africa regarding their proposal to consider the introduction
of Ferrous bisglycinate into the list, the Committee clarified that this proposal should be assessed by the
Delegation of South Africa in line with appropriate criteria for consideration by the Committee.

Status of the Proposed Draft Revised Advisory List(s) of Mineral Salts and Vitamin Compounds for the
Use in Foods for Infants and Young Children

131.  The Committee requested the Delegation of Germany to revise the list on the basis of written comments
and comments at the current session. The revised list would then be circulated at Step 3 for comments and
consideration at the next session of the Committee.

PROPOSED DRAFT RECOMMENDATIONS ON THE SCIENTIFIC BASIS OF HEALTH CLAIMS
(AGENDA ITEM 8)*

132. The Committee recalled that its last session had discussed the Proposed Draft Recommendations and had
agreed that the Delegation of France, with the assistance of interested delegations, would redraft the paper in the
light of the comments received.

133.  The Delegation of France highlighted the main changes that had been made to the earlier version: the
scientific requirements about the claimed effect had been generally clarified; section 2.2 on the safety of the
products included food safety as usually defined and nutritional safety; more emphasis was put on the need for
studies in humans and clinical studies; and some changes had been made to the presentation of the text.

134.  The Delegation also indicated that the Preamble would require further amendment to ensure consistency
with the Preamble of the recently adopted Guidelines for Use of Nutrition and Health Claims.

135.  The Committee expressed its appreciation to the Delegation of France for its comprehensive work on
this important document. Due to time constraints, the Committee was unable to discuss the document section by
section and agreed that it should be redrafted in the light of the comments received, for consideration in detail at
the next session.

Status of the Proposed Draft Recommendations on the Scientific Basis of Health Claims

136. The Committee agreed to return the Proposed Draft Recommendations to Step 2/3 for redrafting by the
Delegation of France, with the assistance of interested delegations and observers, for consideration at the next
session.

13 CX/NFSDU 04/9; CX/NFSDU 04/9-Add.1 (CRD 12) (comments of Brazil, EFLA); CX/NFSDU 04/9-Add.2 (comments
of New Zealand); CRD 13 (comments of Philippines).



ALINORM 05/28/26 page 14

DISCUSSION PAPER ON THE APPLICATION OF RISK ANALYSIS TO THE WORK OF THE
CCNFSDU (AGENDA ITEM 9)*

137.  The Committee recalled that it had requested the Delegation of Australia, working electronically with
other interested parties, to prepare an outline of specific guidelines on the basis of Working Principles for Risk
Analysis adopted by the Commission®®.

138.  The Delegation of Australia introduced the paper and drew the attention of the Committee to the fact
that this paper has been developed as the result of the Commission’s request that “relevant Codex Committees
should develop or complete specific guidelines in their respective areas for the following inclusion in the
Procedural Manual” as recommended in the Action Plan. The Delegation indicated that the Electronic Working
Group (EWG) agreed that this work required a stepwise procedure i.e. to develop risk analysis principles
applicable to the area of nutrition and only after that development of the outline of specific guidelines. The
Delegation informed the Committee that the work of other Codex Committees in the area of risk analysis was
noted that draft working principles for application to the work of Nutrition Committee has been prepared and
presented in the Annex.

139.  The Delegation was of the view that the additional work was necessary to reply to questions raised
during the development of the document.

General comments

140. Many delegations complimented Australia on the development of this important document and
supported further work in this area. It was indicated that this work should lead to some practical examples and
that the Committee should stick to the development of methodological aspects for over dosage of nutrients.
Some delegations pointed out that it was necessary to place more emphasis on nutrition aspects, to refine and
better define principles in relation to the work of the Committee and to clarify the role of FAO/WHO in this
respect. It was indicated that the document had been distributed in September and there was not enough time to
study it with all interested parties in more detail.

141.  The Secretariat drew the attention of the Committee to the fact that FAO/WHO were in the process of
developing scientific principles on nutrient risk assessment and that this work should be taken into account in
further development of this document.

142, The Committee agreed that the Electronic Working Group led by Australia and open to all interested
parties should develop the discussion paper further taking into account comments at this session and with the
understanding that the following areas would be covered in order to shape future considerations:

e Description of the Scope of nutritional risk analysis and interpretation of Codex risk analysis terminology
in relation to nutrition;

e Description of the role of the risk assessor and risk manager and place of risk communication as they
apply to the Committee and the FAO/WHO; and

e Examination of risk analysis models that are developed or being developed by other Codex Committees or
Ad Hoc Task Forces to assist consideration of the most appropriate format and level of detail for principles
and guidelines that will best serve the Committee’s purposes.

DISCUSSION PAPER ON THE DEFINITION OF TRANS FATTY ACIDS (AGENDA ITEM 10)*

143. The Committee recalled that at its last session it had requested the Delegation of Malaysia in cooperation
with Denmark and other interested parties to prepare a discussion paper for consideration at the next session of
the Committee.

4 CX/NFSDU 04/10; CRD 6 (comments from the European Community); CRD 17 (comments from Council for
Responsible Nutrition).

> ALINORM 04/27/26, paral49.

16 CX/NFSDU 04/11; CRD 6 (comments of the EC); CRD 14 (comments of Canada, South Africa, FEDIOL, ICGMA);
CRD 18 (comments of IFMA).
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144.  The Delegation of Malaysia informed the Committee that the definition of trans-fatty acids was based on
their chemical structure and the AOCS method of determination.

145.  The Committee agreed that the definition of trans fatty acids should read:

For the purpose of the Codex Guidelines on Nutrition Labelling and other related Codex
Standards and Guidelines, trans fatty acids are defined as all the geometrical isomers of
monounsaturated and polyunsaturated fatty acids having non-conjugated interrupted by at least
one methylene group (-CH,-CH,-) carbon-carbon double bonds in the trans configuration.

146.  The Committee also agreed to send this definition to the Codex Committee on Food Labeling for use in
the Codex Guidelines on Nutrition Labelling and other related Codex Standards and Guidelines.

147.  The Observer of the IDF expressed its reservation regarding the deletion of the hydrogenation process as
part of the definition.

OTHER BUSINESS AND FUTURE WORK (AGENDA ITEM 11)
Gluten-Free Foods

148.  The Observer from the Prolamin Working Group informed the Committee that in addition to information
provided on Agenda Item 2 (see paras 6 - 7) method R5 Mendez (ELISA) was independently validated and that
additional information regarding particulars of this method would be submitted to the CCMAS.

DATE AND PLACE OF THE NEXT SESSION (AGENDA ITEM 12)

149.  The Committee was informed that the 27" session would take place in Bonn, Germany tentatively
scheduled for the 21-25 of November 2005 and further details would be determined by the host Government and
the Codex Secretariat.
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Subject Matter Step | For Action by | Reference in
ALINORM 05/28/26
Draft Guidelines for Vitamin and 8 28" CAC para. 35 and
Mineral Supplements Appendix 11
Draft Revised Standard for Gluten-Free | 7 27" CCNFSDU | para. 7; ALINORM
Foods 04/27/26, Appendix Il
Guidelines for the Use of Nutrition 6 Governments; para. 22 and Appendix Il
Claims: Draft Table of Conditions for th
Nutrient Contents (Part B) Dietary Fibre) 27" CCNFSDU
Draft Revised Standard for Infant 6 Governments; para. 99 and
Formula and Formulas for Special th Appendix 1V, Section A
Medical Purposes Intended for Infants 21" CCNFSDU
(Section A)
Formulas for Special Medical Purposes | 3 Governments; para. 100 and
Intended for Infants (Section B) 27" CCNESDU Appendix 1V, Section B
Draft Revised Standard for Processed 6 Governments, para. 119 and
Cereal-Based Foods for Infants and 27" CCNFSDU | Appendix V
Young Children
Proposed Draft Revision of the Advisory | 2/3 | Germany, para. 131
Lists of Nutrient Compounds for Use in Governments,
Foods for Special Dietary Uses intended 27" CCNFSDU
for use by Infants and Young Children
Proposed Draft Recommendations on the | 2/3 | France, para. 136
Scientific Basis of Health Claims Governments’,
27" CCNFSDU

Discussion Paper on the Application of - Australia, para. 142
Risk Analysis to the Work of the 27" CCNFSDU
CCNFSDU
Discussion Paper on the Proposals for - South Africa, para. 44
Additional or Revised Nutrient 27" CCNFSDU

Reference Values (NRVS)
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Villemombler Straf3e 76

53123 Bonn, Germany

Tel.: +49 (228)6 1 534 61

Fax: +49 (228) 6 1544 36

E-Mail: christiane.wieland-johannsen@bmwa.bund.de

Katrin Woese

Food Chemist

Landesamt fiir Verbraucherschutz Sachsen-Anhalt
Freiimfelder Str. 66-68

06112 Halle, Germany

Tel.: +49 (0345) 5643 434

Fax: +49 (0345) 5643 403

E-Mail: katri.woese(@hal.lav.ms.lsa-net.de

GHANA/GHANA/GHANA
Frank Kofi Nagetey
Assistant Director

Ghana Standards Board
P.O.Box MB 245

Accra

Ghana

Tel: +233 (21) 500065
Fax: +233 (21) 5000092
E-Mail: kofnag@yahoo.com

Emmanuel Quaye

Senior Regulatory Officer
Food and Drugs Board
P.O.Box CT 2783
Cantomments Accra, Ghana
Tel.: 4233 (21) 66 1248
Fax:  +233(21) 66 03 89

E-Mail: fdb@ghana.com

HUNGARY / HONGRIE / HUNGRIA

Dr Marta Horacsek

Head of Department of Food Notification
National Institute of Food Hygiene and Nutrition
Gyali at 3/a

1097 Budapest, Hungary

Tel.:  +36(1)4 76 64 47

Fax:  +36(1)2 155369

E-Mail: horacsekm@okk.antsz.hu

INDIA/INDE

Chaman Kumar

Joint Secretary to Govt of India
Department of Women & Child Developments
R. No 615, Shastri Bhawan

Dr. Rajendra Prasad Road

110001 New Delhi, India

Tel.: +91 (11) 233 86 227

Fax: +91 (11) 2338 1800

Email: chamankumar@hotmail.com
Dr Bhattiprolu Sivakumar

Officer in Charge,

National Institute of Nutrition

Jamai Osmania Post, Tarnaka

500 007 Hyderabad, India

Tel.:  +91 (40) 270 18083

Fax: +91 (40) 270 19074

Email: dr_sivakumarb@yahoo.com
Dr B.K. Tiwari

Advisor Nutrition

D.G.H.S. Ministry of Health and F.W.
Nirman Bhavan

New Delhi, India

Tel.:  +91(11) 23018113

Fax: +91 (11) 230 18113

Email: advnut@nb.nic.in
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INDONESIA / INDONESIE/INDONESIA

Sri Irawati Susalit

Director for Food Standardization

National Agency for Drug and Food Control
Jalan Percetakan Negara No. 23

Jakarta, Indonesia

Tel.: +62 21 42 87 55 84

Fax: +62 21 42 87 57 80

E-Mail: iras48@yahoo.com

Mochamad A. Ridwan

First Secretary

Indonesian Embassy

Lehrter Str. 16-17

10557 Berlin

Germany

Tel.: +49 (30) 478070

Fax: +49 (30) 4473 7142
E-Mail: ridwanma@yahoo.com
Stephanus Yuwono

Minister Counsellor

Indonesian Embassy

Lehrter Str. 16-17

10557 Berlin, Germany

Tel.: +49 (30) 478070

Fax: +49 (30) 4473 7142
E-Mail: steveyuwono@yahoo.com

IRAN (IsLAMIC REPUBLIC OF)- IRAN (REPUBLIQUE
ISLAMI  QUED) — IRAN (REPUBLICA ISLAMICA DEL)
Dr Mahin Azar

Professor of Food Science and Technology
National Nutrition and Food Technology Research
Institute Shaheed Beheshti

Med. Sci. University

46, West Arghavan Str.

Farahzadi Blud.Tehran

19816 Tehran, Iran

Tel.:  +98(21) 2357 4835

Fax: 498 (21) 2360 657

E-Mail: m.azar@nnftri.ac.ir

Mrs Samireh Sabah

Senior Expert of Infant Formula

Ministry of Health and medical Education
NO.3 Building of Moh,

Fakhre-Razi Ave.

Enghelab St. Tehran

13143-719 P.O. Tehran, Iran

Tel.:  +98 (21) 6467 494

Fax: +98 (21) 6467 265

E-Mail: samirehs@yahoo.com

Mrs Farnaz Dastmalchi

Member of Scientific Board (Researcher)

Institute of Standard andindustrial Research (ISIRI)
P.P.Box 31585-163

Karadj, Iran

Tel.:  +98 (21) 1280 3870

Fax: +98 (21) 1280 3870

E-Mail: mehrabantavana@yahoo.com

IRELAND / IRELANDE / IRLANDA
Ms Joan Regan

Assistant Principal Officer

Food Unit

Dept. Health and Chrildren
Hawkins House

Dublin 2, Ireland

Tel..  +353(1) 6354247

Fax: +353 (1) 6354552
E-Mail: Joan_regan@health.irlgov.ie
Dr Mary Flynn

Food Science & Standards Division
Food Safety Authority of Ireland
Abbey Court

Lower Abbey St.

Dublin 1, Ireland

ITALY / ITALIE/ ITALIA

Dr Roberto Copparoni
Ministry of Health

Ministry of Health

P 22B Marconi 25

00144 Roma, Italy

Tel.: +39 (6) 599 46697
Fax: +39 (6) 599 6119
E-Mail: r.copparoni(@sanita.it

Dr Angela Andreoli

CNR-University for Vergata Human Nutrition Unit
Via Montpellier 1

00173 Rome, Italy

Tel.:  +39(06) 72 59 64 15

Fax:  +39(06) 72 59 64 07

Email: Angela.Andreoli@uniroma?2.it
Dr Albina De Marco

Ministry of Agriculture

Via Sallustiana, 10

00187 Roma, Italy

Tel.:  +39(06) 46 65 65 20

Fax:  +39(06)48 80273

Dr Brunella Lo Turco

Ministry of Agriculture

Via Sallustiana 10

00187 Roma, Italy

Tel.: +39 (6) 46 65 65 12

Fax: +39 (6) 4 8802 73

Email: QTC6@politicheagricole.it

Dr Anna Paonessa

AIPA (Italian Association of Food Industries)
Corso di Porta Nuova 34

20121 Milano, Italy

Tel.:  +39(2) 6541 84

Fax:  +39(2) 654822
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IVORY COAST

Dr Frangois Ouohi

CODINORM

01 BP 1872 Abudjan 01

Cote d'Ivoire

Tel.: +225 05 8075

Fax: 20215611

E-Mail: codinorm@aricaonlin.co.ci

JAPAN / JAPON / JAPON

Dr Tamami Umeda

Director

International Food Safety Planning

Department of Food Safety, Pharmaceutical and
Food Safety Bureau

Ministry of Health, Labour and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku

Tokyo 100-8916

Japan

Tel.:  +81(3)35952326

Fax:  +81(3)350379 65

E-Mail: umeda-tamami@mhlw.go.jp

Dr Hisami Hiragi

Deputy Director

Office of Health Policy on Newly Developed Foods,
Standards and Evaluation Division

Department of Food Safety, Pharmaceutical and
Food Safety Bureau

Ministry of Health, Labour and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku

Tokyo 100-8916

Japan

Tel.:  +81(3) 35952327

Fax:  +81 (3) 3501 4867

E-Mail: hiragi-hisami@mhlw.go.jp

Kazuyoshi Nanba

Technical Advisor

Japanese National Committee of IDF
Nyugyo-Kaikan,

1-14-19 Kudankita,

Chiyoda-ku, Tokyo 102-0073

Japan

Tel.:  +81(3) 3264 3731

Fax:  +81 (3) 3264 3732

Tomoko Narioka

Official

Risk Assessment Division

Food Safety Commission Secretariat

2-13-10 Prudential Tower 6F, Nagata-cho, Chiyoda-ku

Tokyo 100-8989, Japan

Tel.: +81(3) 5251 9144

Fax: +81 (3) 3591 2236

E-Mail: tomoko.narioka@op.cao.go.jp

Dr Mitsunori Takase

Technical Advisor

The Japanese National Committee of IDF
Nyugyo-Kaikan

1-14-19 Kudankita - Chiyoda-ku

Tokyo 102-0073, Japan

Tel.:  +81(3) 32643731

Fax:  +81(3)3264-3732

Hiroyuki Tanaka

Deputy Director

Office of Health Policy on Newly Developed Foods,
Standards and Evaluation Division
Department of Food Safety, Pharmaceutical and
Food Safety Bureau

Ministry of Health, Labour and Welfare
1-2-2 Kasumigaseki, Chiyoda-ku

Tokyo 100-8916

Japan

Tel.:  +81(3) 3595 2327

Fax:  +81(3) 3501 4867

E-Mail: tanaka-hiroyukith@mhlw.go.jp
Dr Kiyoshi Tanaka

Technical Advisor

Japan Health Food and Nutrition Food Association
2-7-27 Ichigaya-Sadohara-cho
Shinjuku-ku, Tokyo 162-0842

Japan

Tel.:  +81(3) 32683134

Fax:  +81(3) 3268 3135

E-Mail: k.tanaka@jhnfa.org

Dr Hirsohi Tsuchita

Technical Advisor

Japanese National Committee of IDF
Nyugyo-Kaikan,

1-14-19 Kudankita,

Chiyoda-ku, Tokyo 102-0073

Japan

Tel.:  +81(3) 3264 3731

Fax:  +81(3) 3264 3732

Dr Hiramitsu Suzuki

Chief of physiological function Laboratory
National Food Research Institute

2-1-12 Kannondai, Tsukubashi

Ibaraki 305-8642, Japan

Tel.:  +81(29) 8 38 80 89

Fax: +81(29) 8 38 79 96

E-Mail: hirasuzu@nfri.affrc.go.jp

Dr Kazuhiko Yamada

Director

Division of Applied Food Research, National Institute
of Health and Nutrition

1-23-1 Toyama, Shinjuku-ku

Tokyo 162-8636, Japan

Tel.:  +81 (3) 3203 5602

Fax:  +81(3) 3202 3278

E-Mail: peaceboy@nih.go.jp
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Dr Hiroshi Yoshikura

Chairman

Food Sanitation Council, Pharmceutical Affairs and
Food Sanitation Council, Ministry of Health, Labour
and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku

Tokyo 100-8916, Japan

Tel.: +81(3) 359523 26

Fax: +81 (3) 3503 7963

E-Mail: codexj@mhlw.go.jp

KENYA

Tom K. Olielo

Head of Agrochemical Department
Kenya Bureau of Standards

P.O. Box 54974 - 00200

Nairobi, Kenya

Tel.:  +254(20) 60 54 90

Fax:  +254(20) 60 96 60
E-Mail: tkolielo@kebs.org

KOREA, REPUBLIC OF / COREE, REPUBLIQUE DE / COREA,
REPUBLICA DE

Dr Hye Kyung Park

Director, Division of Nutritional Evaluation
Department of Food Standard Evaluation
Korean Food and Drug Administration

#5 Nokbun-dong, Eunpyung-gu

Seoul, Korea

Tel.:  +82(2) 3801677

Fax: +82 (2) 380 1358

E-Mail: phkfda@kfda.go.kr

Hye Young Lee

Scientific Officer

Division of Nutritional Evaluation
Department of Food Standard Evaluation
Korea Food and Drug Administration

#5 Nokbun-dong, Eunpyung-gu

Seoul, Korea

Tel..  +82(2) 3801679

Fax: +82(2) 380 13 58

E-Mail: leehy96@kfda.go.kr

Dr Ji Yeon Kim

Scientific officer

Division of Dietary

Health Supplement, Department of
Food Standard Evaluation

Korea Food & Drug Administration
#5 Nokbun-dong Eunpyng-gu
Seoul, Korea

Tel.:  +82(2) 3801318

Fax: +82 (2) 380 1320

E-Mail: jiyn kim@kfda.go.kr

Hae-Jin Chang

Senior Researcher

Food Policy Division

Ministry of Health and Welfare
#1 Joongang-dong

Gwachon si, Gyeonggi-do
Korea

Tel.:  +82(2) 504 62 33

Fax:  +82(2) 5037552
E-Mail: hjjang79@hotmail.com

Ms Wu Seon Kim

Senior Researcher

Korea Health Industry Development Institute
59-1, Noryangjin-dong, Dong-gu

156-050 Seoul, Korea

Tel.:  +82(2)2194 7310

Fax: 182 (2) 2194 7449

E-Mail: kimws@khidi.or.kr

LATVIA/LETTONIE/LETONIA

Dr Velga Braznevica

Head of Nutrition Policy Department
Latvian Food Center

Kr. Valdemara Str. 38

Riga, Latvia

Tel.: +37 17021780

Fax: +37 17021755

E-Mail: velga@lpc.gov.lv

MALAYSIA / MALASIE

Ms Rokiah Don

Principal Assistant Director (Nutrition)
Family Health Development Division
Ministry of Health Malaysia

2" Floor, Block B, Health Offices Complex
Jalan Cenderasari

50590 Kuala Lumpur, Malaysia

Tel.:  +60(3) 26 94 66 01

Fax:  +60(3) 26 94 65 10

E-Mail: rokiah@moh.gov.my

Mohd Jaaffar Ahmad

Malaysian Palm Oil Board, MPOB Europe
Brickendonbury

Hertford SG 13 8NL

United Kingdom

Tel.:  +44(1) 992554347

Fax:  +44(1)992 5005 64

E-Mail: mpob@mpob.powernet. co.uk
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Ms Norrani Eksan

Principal Assistant Director (Nutrition)
Food Safety and Quality Division
Ministry of Health Malaysia

3rd Floor, Block B, Health Offices Complex
Jalan Cenderasari

50590 Kuala Lumpur

Malaysia

Tel.:  +60(3) 2694 6601

Fax: +60(3) 2694 6517

E-Mail: norrani@moh.gov.my

Dr C.S. Koh

Director

Technical Marketing Department
Malaysian Palm Oil Promoting Council
2nd Floor, Wisma Sawit

Lot 6, SSe6,

Jalan Perbandaran

47301 Kelana Jaya, Selangor
Malaysia

Tel.:  +60(3) 78 06 40 97
Fax: 460 (3) 7806 2272
E-Mail: koh@mpopc.org.my

MEXICO/MEXIQUE/MEXICO
Javier Luna Carrasco

Gerente de Analisis Técnico
Ministerio de Salud

Monterrey #33, Col. Roma Sur
06700 Mexico City

Tel.: +52 55714 8572

Fax: +52 - 55 14-8557
E-Mail: javierluna@salud.gob.mx

Ernesto Salinas Gomez-Roel

Food Chemist

CANILEC - National Dairy Producer Chamber
Av. Benjamin Franklin 134

11800 Mexico City

Mexico

Tel.: +52 -5571-2100

Fax: +52-55312521

E-Mail: canilec@prodigy.net.mx

Ms Ma. Del Carmen Valencia Galicia
Regulatory Affairs Manager

Bristol Myers Squibb de México
S.deR.L.de C.V.

Av. Revolucion Nr. 1267, Col Tlacapac
01049 Mexico City

Mexico

Tel.:  +52 5553372978

Fax: +52 5553372978 +No 5
E-Mail: carmen.valencia@bms.com

NETHERLANDS / PAYS BAS / PAISES BAJOS
Mr Bas van der Heide

Policy Officer

Ministry of Health, Welfare and Sports
Department for Nutrition and Health Protection
Food and Nutrition Division

P.O. Box 2 03 50

2500 EJ The Hague

The Netherlands

Tel.: +31 (70) 340 56 19

Fax: +31 (70) 340 55 54

E-Mail: b.vd.heide@minvws.nl

Hugo de Sitter

Senior Public Health Officer

The Food and Consumer Product Safety Authority
(VWA)

P.O.Box 19506

2500 CM The Haque

The Netherlands

Tel.:  +31(70) 448 4816

Fax:  +31(70) 448 40 61

E-Mail: hugo.de.sitter@vwa.nl

Barbara M. Schouten

VAI (Dutch Food and Drink Industry)
VNFKD (Association of Dutch Infant and
Dietetic Foods Industries)

P.O. Box 90445

1006 BK Amsterdam, The Netherlands
Tel.:  +31(20) 713 07 00

Fax:  +31(20)71307 10

E-Mail: vnfkd@vntkd.nl

Dr Jaap Schrijver

Manager Corporate Regulatory

Affairs Baby Foods

VA (Dutch Food and Drink Industry)
c/o Royal Numico N.V.

VNFKD (Association of Dutch Infant and Dietetic Foods
Industries)

P.O.Box 1

2700 MA Zoetermeer

The Netherlands

Tel.:  +31(79) 353 94 66

Fax:  +31(79) 35399 25

E-Mail: jaap.schrijver@numico.com

NEW ZEALAND / NOUVELLE-ZELANDE / NUEVA ZELANDA
Ms Jenny Reid

Assistant Director (Food Standard Director)

New Zealand Food Safety Authority

PO Box 2835

Wellington

Tel.:  +64(4)4 632582

Fax:  +64(4)4 632583

E-Mail: jenny.reid@nzfsa.govt.nz
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Ms Charlotte Channer

Senior Advisor (Nutrition)

New Zealand Food Safety Authority

PO Box 2835

Wellington, New Zealand

Tel.:  +64(4)4 632579

Fax: +64 (4) 4 63 2583

E-Mail: charlotte.channer@nzfsa.govt.nz

Dr Joan Wright

General Counsel Regulatory Affairs
Fonterra Co-Operative Group
Private Bag 92032

Auckland

New Zealand

Tel.:  +64(9) 374 9064

E-Mail: joan.wright@fonterra.com

NIGER

Mrs Hassane Aissata Djibrilla Cissé
Responsible Cellule Alimentation Nutrition
Ministére du Developpement Agricole
Direction des cultures vivriéres

BP 323 Niamey

Niger

Tel.:  +22793 1504

NIGERIA / NIGERIA

Mrs Margaret Efiong Eshiett
Deputy Director

Standards Organisation of Nigeria
13/14 Victoria Arobieke Street
Lekki Phase 1

Victoria Island

Lagos, Nigeria

Tel.: +231 (1) 270 82 38
Fax: +231 (1) 270 82 46
E-Mail: info@sononline-ng.org

NORWAY / NORVEGE / NORUEGA
Ms Turid Ose

Senior Adviser

Department of Consumer Interests and
Animal Welfare

Norwegian Food Safety Authority
P.B. 383

N-2381 Bromundal, Norway

Tel.:  +47(23) 21 67 42

Fax: +47(23) 21 70 01
E-Mail: tuose@mattilsynet.no

Ms Gyrd Omholt-Jensen

Higher Executice Officer

Section for Quality and Nutrition
Department of Consumer Interests and
Animal Welfare

P.O.B. P.B. 383

N-2381 Bromundal, Norway

Tel.:  +4723 216644

Fax: +4723217001

E-Mail: gyomj@mattilsynet.no

Mr Bengt Frode Kase

MD, Professor

Department of Pediatric Research
Rikshospitalet

N-0027 Oslo, Norway

Tel.:  +4723072491

E-Mail: b.fkase@medisin.uio.no

Ms Svanhild Vaskinn

Adviser

Section for Quality and Nutrition
Department of Consumer Interests and
Animal Welfare

Norwegian Food Safety Authority
P.O. Box 383

N-2381 Bromundal

Norway

Tel.:  +47(23) 21 67 46

Fax: +47 (23) 21 70 01
E-Mail: svvas@mattilsynet.no

PHILIPPINES / FILIPINAS

Dr Emilie G. Flores

Professor of Nutrition and
Vice-Chancellor for Academic Affairs
University of Philippines-Manila

8 F Philippine General Hospital

Taft Avenue, Ermita

Manila

Philippines

Tel.: +63(2) 52661 11 0or 63 (2) 9314070
Fax: +63(2)52378 71

E-Mail: egflores@mail.upm.edu.ph

POLAND / POLOGNE / POLONIA

Prof Dr Hanna Kunachowicz

Head of Department of Nutritional Value of Food
National Food and Nutrition Institute

61/63 Powsinska Street

02-903 Warsaw, Poland

Tel.: +48 (22) 55097 08

Fax: +48 (22) 8 42 37 41

E-Mail: Kunachowicz@jizz.waw.pl

Mr Franciszek Cierach

Food Regulatory Affairs Manager

Nestlé Polska S.A.

2 Szturmowa St,

02-678 Warsaw, Poland

Tel.:  +48(22) 607 22 88

Fax: +48 (22) 6 07 22 85

E-Mail: franciszek.cierach@pl.nestle.com
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Janusz Ksiazyk MD, PhD

Head, Dept. Pediatrics

The Children’s Memorial Health Insitute
Al. Dzieci Polskich 20

04-730 Warsaw, Poland

Tel.: +48 (22) 8 1516 03

Fax: +48 (22) 81516 03

E-Mail: dyr.nauk@czd.waw.pl

Ms Katarzyna Stos

Head of the Laboratory of Safety of Food
for Particular Nutritional Uses

National Food and Nutrition Institute
61/63 Powsinska Street

02-903 Warsaw, Poland

Tel.: +48 (22) 55097 81

Fax: +48 (22) 8 42 11 28

E-Mail: K.Stos@jizz.waw.pl

PORTUGAL/PORTUGAL/PORTUGAL

Dr Dirce Silveira

Principal Assitant (Nutrition)

Ministry of Health

National Health Institut Portugal

Tel.: +351 (21) 751 93 54

Fax: +351 (21) 752 64 00

E-Mail: dirce.silveira@insa.min-saude.pt

ROMANIA/ROUMANIE/RUMANIA
Dr Paul Piscoi

Romanian Sanitary Veterinary and
Food Safety Authority

Negustori Street, Nr 1b

023851 Bucharest

Romania

Tel.: +40 21 307 8568

Fax: +40 21 312 4967

E-Mail: paul.picoi@ansv.ro

RussIAN FEDERATION / FEDERATION RUSSE /
FEDERACION DE RUSIA

Dr Alexander Baturin

Deputy Director

Institute of Nutrition

Ustinsky proezd 2/14

109240 Moscow, Russian Federation

Tel.: +7(095)298 18 72

Fax: +7(095)298 18 72

E-Mail: baturin@ion.ru

RWANDA

Dr Jean Tegeri

Docteur Veterinaire

Ministry of Agriculture and Animal Resources
c¢/o Ministry of Agriculture and Animal Resources
B.P. 621 Kigali

Rwanda

Tel.:  +250 585053

Fax:  +250 585057

E-Mail: tgli2000@yahoo.fr

Mrs Agnes Mukayiranga

Agronomist

Ministry of Agriculture and Animal Resources
C/o Ministry of Agriculture and Animal Resources
B.P. 621 Kigali

Rwanda

Tel.: +250 0861 2571
Fax: +250 585057
E-Mail: agnemu@yahoo.com

SINGAPORE/SINGAPOUR/SINGAPUR
Kah-Soon, Darwin Lai

Manager, Nutrition Labelling Programme
Health Promotion Board

3 Second Hospital Avenue

168937 Singapore

Tel.: +65 6435 3016

Fax: +65 6438 3609

E-Mail: darwin_lai@hpb.gov.sg

SLOVENIA/SLOVENIE/ESLOVENIA

Mrs Marusa Pavcic

Undersecretary

Ministry of Health Republic of Slovenia
Stefanova 5

1000 Ljubjana

Tel.: +386 (1) 478 68 50

Fax: +386 (1) 478 68 56

E-Mail: marusa.pavcic(@gov.si

SOUTH AFRICA / AFRIQUE DU SUD / SUDAFRICA
Mrs Antoinette Booyzen

Assistant Director: Regulatory Nutrition
Directorate: Food Control

Department of Health

Private Bag X828

0001 Pretoria, South Africa

Tel.: 427 (12)3 1201 63

Fax: +27(12) 3 1231 62

E-Mail: booyza@health.gov.za

Mrs Anne Behr

Assistant Director: Dietary Services
Directorate: Nutrition, Department of Health
Private Bag X828

0001 Pretoria

South Africa

Tel.:  +27(12) 312 0043

Fax:  +27(12) 323 3112

E-Mail: behra@health.gov.za

Ms Anne Pringle

Nutritionist

Health Products Association
P.O. Box 2878

2060 Cramerview

South Africa

Tel.: +27 (11)2 59 22 00
Fax: +27 (11) 8 07 30 36
E-Mail: anne@sportron.co.za
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Dr Antony Rees

Director of Education and Research
Herbology and Optimum Nutrition Education
and Research Institute

Suite 13

Private Bag X 1

8018 Vlaeberg

South Africa

Tel.: +27 (82) 6260 969

E-Mail: director@honeri.org

SPAIN / ESPAGNE / ESPARIA

Mrs Maria Dolores Gomez Vazquez

Jefe de Servicio de la Subdireccion

General de Gestion de Riesgos Alimentarios
Agencia Espafiola de Seguridad Alimentaria
Ministerio de Sanidad y Consumo

Alcala, no 56

28071 Madrid, Spain

Tel.:  +34(91) 3380 836

Fax:  +34(91) 3880 591

E-Mail: mgomezv(@msc.es

Mrs Almudena Rollan Gordo

Técnico Superior de la Subdireccion General
de Gestion de Riesgos Alimentarios

Agencia Espaiola de Seguridad Alimentaria,
Ministerio de Sanidad y Consumo

Alcala, no 56

28071 Madrid, Spain

Tel..  +34(91)33807 10

Fax: +34(91) 338 0591

E-Mail: argbis@yahoo.es

Mrs Sandra Ribas Malagrida

Secretaria General

Asociacion Nacional de Fabricantes de Productos de
Dietética Infantil (ANDI)

Diego de Léon — 44

28006 Madrid, Spain

Tel..  +34(91)41172 11

E-Mail: sandra.andi@terra.es

SWEDEN / SUEDE / SUECIA

Mrs Kristina Sjolin
Regierungsdirektorin

National Food Administration
Food Standards Department
Livsmedelsverket - Box 622
SE-75126 Uppsala, Sweden

Tel.: +46 (18) 17 55 00

Fax: +46 (18) 10 58 48
E-Mail: livsmedelsverket@slv.se

SWITZERLAND / SUISSE / SUIZA

Dr PD Jirg Luthy

Food Safety, Nutrition Unit

Swiss Federal Office of Public Health
3003 Bern, Switzerland

Tel.: +41(31)3229475

Fax: +41 (31)3229574

E-Mail: juerg.luethy@bag.admin.ch

Mr Joerg Cselovszky

DSM Nutritional Products

Global Regulatory Affairs Manager
P.O. Box 3255

Bldg. 241/421

CH-4303 Kaiseraugst, Switzerland
Tel.:  +41(0) 61 687 32 76

Fax: +41 (0) 61 688 16 35
E-Mail: joerg.cselovszky@dsm.com

Mrs Irina Du Bois

Nestec S.A.

Avenue Nestlé 55

1800 Vevey, Switzerland

Tel:  +41(21)9242261

Fax: +41(21) 924 4547
E-Mail: irina.dubois@nestle.com

Mr Beat Hodler

Fédération des Industries Alimentaires Suisse FIAL
Elfenstrasse 19

3000 Bern 16, Switzerland

Tel.: +41(31)352 11 88

Fax: +41 (31)3 521185

E-Mail: beat.hodler@hodler.ch

Mrs. Elisabeth Nellen-Regli

Resp. for Food for special dietary uses
Swiss Federal Office of Public Health
3003 Bern, Switzerland

Tel.: +41 (31)3 229560

Fax: +41(31)3229574

E-Mail: elisabeth.nellen@bag.admin.ch
Dr Marquard Imfeld

Senior Consultant

Bioresco Ltd.

Bundesstrasse 29

CH-4054 Basel

Switzerland

Tel.: +41 (61) 273 7706

Fax: +41 (61) 273 7703

E-Mail: marquard.imfeld@bioresco.ch
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TANZANIA

Obadiah Msaki

Principal Standards Officer
Tanzania Bureau of Standards (TBS)
P.O.Box 9524

255 Dar Es Salaam

Tanzania

Tel..  +255(22) 2450 206

Fax: +255 (22) 2450 959

E-Mail: obadiah@ud.co.tz

THAILAND / THATLANDE / TAILANDIA

Dr Songsak SriAnujata

Associated Professor and Advisor, Institute of Nutrition

Mahidol University

Salaya, Putthamonthon

Nakhonpathom 73170, Thailand

Tel.:  +66(2) 800 23 80 ext. 311 or
+66 (2) 441 97 40

Fax: +66 (2) 44 193 44

Email: rassn@mahidol.ac.th

directnu@mahidol.ac.th

Dr Hataya Kongchuntuk Rodbumrung

Regional Regulatory & Scientific Affairs
Manager, Asia Pacific

Mead Johnson Nutritionals, Bristol Myers Squibb
Company

10/10-11 Moo 16,

Srinakarin Rd. Bang-Kaew, Bang-Plee
Samutprakarn, Thailand

Tel.:  +66(2) 752 1022

Fax:  +66 (2) 758 8408

Ms Yupa Laojindapun

National Bureau of Agricultural commodity and Food
Standards

Ministry of Agriculture and Cooperatives
Ratchadamnoen Nok Avenue

Bangkok 10200, Thailand

Tel.:  +66 (2) 283 1600 Ext. 1189

Fax:  +66 (2) 280 3899

E-Mail: yupa@acfs.go.th

Ms Patchanee Intaraluk
Food Control Division

Food and Drug Administration
Ministry of Publik Health
11000 Nonthaburi, Thailand
Tel.:  +66 (2) 590 7322
Fax: +66 (2) 591 8460

TURKEY / TURQUIE / TURQUIA

Ms M. Nurseren Budak

Ministry of Agriculture and Rural Affairs
General Directorate of Protection and Control
Gayret Mah. Sehit Cem Erseven Cad. No. 11
Ivedik-YENIMAHALLE

06170 Ankara

Turkey

Tel.:  +90(312)3 153413

Fax:  +90(312)344 68 72

E-Mail: nurb@kkgm.gov.tr

Ms Muge Cakir

Secretary General(

Besdesder Turkish Food Supplements Manufactureres
and Importers Association

Altzeren Sok No 36

Levent / Istanbul

Turkey

Tel.:  +90(533) 2 54 47 48

E-Mail: mugcakir@besdesder.org.tr

Dr Giilden Pekcan

Professor of Nutrition and Dietetics
Hacettepe University

Department of Nutrition and Dietetics
06100-Sihhiye/Ankara Turkey

Tel: +90 (312) 311 96 49/122
Fax: +90 (312) 309 13 10

E-Mail: gpekcan@hacettepe.edu.tr

UNITED KINGDOM / ROYAUME-UNI / REINO UNIDO
Mr Bill Knock

Food Standards Agency

Aviation House

125 Kingsway

London, WC2B 6NH

United Kingdom

Tel.: +44 (020) 7276 87 83

Fax: +44 (020) 7276 81 93

E-Mail: bill.knock@foodstandards.gsi.gob.uk

UNITED STATES OF AMERICA / ETATS-UNIS D'AMERIQUE
/ ESTADOS UNIDOS DE AMERICA

Dr Barbara O. Schneeman

Director, Office of Nutrional Products
Labeling and Dietery Supplements

Center for Food Safety & Applied Nutrition
U.S. Food and Drug Administration (HFS-800)
5100 Paint Branch Parkway

College Park, MD 20740

USA

Tel.:  +1(301)4362373

Fax:  +1(301)4 362636

E-Mail: barbara.schneeman(@cfsan.fda.gov
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Ms Sue A. Anderson

Supervisory Nutritionist

Office of Nutritional Products, Labeling and Dietary
Supplements

Center for Food Safety & Applied Nutrition
Food and Drug Administration (HFS-850)
5100 Paint Branch Parkway

College Park, MD 20740

USA

Tel.:  +1(301)436 1450

Fax:  +1(301)4 362636

E-Mail: sue.anderson@cfsan.fda.gov

Dr Sukh D. Bassi

Vice President

MGP Ingredients. Inc

1300 Main Street

Atchison, KS 66002, USA

Tel.: +1(913) 360 52 46

Fax: +1(913) 36057 46

E-Mail: sukh.bassi@mgpingredients.com

Ms Patricia McKinney

Senior Program Analyst

Office of Analysis, Nutrition and Evaluation
Food and Nutrition Service

U.S. Department of Agriculture

3101 Park Center Drive, Room 1014
Alexandria, Virginia 22302

Tel.:  +1(703)3 052126

Fax:  +1(703) 3 052576

Ms Nancy T. Crane

Expert Regulatory Review Scientist

Office of Nutritional Products, Labeling and
Dietary Supplements

Center for Food Safety & Applied Nutrition
U.S. Food and Drug Administration (HFS-830)
5100 Paint Branch Parkway

College Park MD 20740

Tel.:  +1(301) 436 1456

Fax:  +1(301) 436 2636

E-Mail: nancy.crane@cfsan.fda.gov

Ms Ellen Y. Matten

International Issues Analyst

U.S. Codex Office

Food Safety and Inspection Service
U.S. Department of Agriculture
Room 4861 - South Building

1400 Independence Avenue, SW
Washington, DC 20250

USA

Tel.:  +1(202) 205 77 60

Fax:  +1(202) 72031 57
E-Mail: ellen.matten@fsis.usda.gov

Mardi K. Mountford

Executive Director

International Formula Council

5775 Peachtree Dunwoody Road

Building G, Suite 500

Atlanta, Georgia 30342, USA

Tel.: +1(404) 2 52 36 63

Fax: +1(404)2 5207 74

E-Mail: mmountford@kellencompany.com

Mr Donald Hodgen

Senior International Economist

U.S. Department of Commerce
International Trade Administration

14" and Constitution Avenue, NW
Room 1015

Washington, DC 20230

Tel.: +1 (202) 482 3346

Fax: +1 (202) 482 3981

E-Mail: donald a hodgen@ita.doc.gov

Mr Michael Wehr

Codex Program Coordinator

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, Maryland 20740

Tel.:  +1(301)436 1724

Fax:  +1(301) 4362618

E-Mail: michael.wehr@cfsan.fda.gov

Mr Robert Earl

Senior Director, Nutrition Policy
National Food Processors Association
1350 I Street, NW Suite 300
Washington DC 20005

USA

Tel.: +1(202) 639 5970

Fax: +1(202) 639 5991

E-Mail: Rearl@nfpa-food.org

Ms Melanie Fairchild-Dzanis

Director, Regulatory Issues-Special Nutritionals
Nutrition Division, Nestlé USA

800 No Brand Blvd.

Glendale, California 91203

USA

Tel.:  +1(818) 549 5868

Fax: +1 (818) 549 5704

E-Mail: melanie.fairchild@us.nestle.com

Dr Mary A. Hager

Senior Manager, Regulatory Affairs

The American Dietetic Association

1120 Connecticut Avenue NW, Suite 480
Washington DC 20036

USA

Tel.:  +1(202) 775 8277

Fax:  +1(202) 775 8284

E-Mail. mhager@eatrigth.org
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Mr James Roza

Director of External Affairs
NOW Foods

395 S. Glen Ellyn Road
Bloomingdale, Illinois 60108
USA

Tel.: +1 (630) 545 9098

Fax: +1 (630) 858 8656
E-Mail: jim.roza@nowfoods.com
Dr Allison A. Yates

Director of Nutritional Sciences
ENVIRON Health Sciences Institute
4350 N Fairfax Drive, Suite 300
Arlington, Virginia 22203

Tel.: +1 (703) 516 2300

Fax: +1 (703) 516 2304
E-Mail: Ayates@environhsi.com

Ms Charlene Rainey
President

Food Research, Inc.

575 Anton Blvd. Suite 300
92626 Costa Mesa

USA

Tel..:  +1(949) 497 6066
Fax: +1 (949) 497 8991

E-Mail: charlie.rainey@food-research.com

Ms Tshanda Kalombo
International Trade Specalist

U.S. Department of Commerce
14" and Constitution Avenue, NW
Room 3513

Washington, DC 20230

Tel.:  +1(202) 482 2561

Fax: +1 (202) 482 2897

E-Mail: tshanda.kalombo@mail.doc.gov

VENEZUELA

Ms Irma Margarita Herrera Benitez
Director de Investigaciones en Alimentos
National Institute of Nutrition
Committee Codex Alimentarius Venezuela
Av. Baralt Esq El Carmen Edit Inn
Caracas

Venezuela

Tel.: +58 (212) 481 9451

Fax: +58 (212) 481 7003

Email: diainn@hotmail.com

VIET NAM/ VIETNAM/ VIET NAM

Phan Thi Kim

Director of Vietnam Food Administration
135 Nui Truc-Giang VO Str.

084 Ha Noi

Hanoi, Vietnam

Tel.: +84 (8) 46 38 39

Fax: +84 (8) 46 37 39

E-Mail: cucqltp@hn.vnn.vn

Ms Ha Tran Thi Ngoc

Chief of Administration Office
Food Administration Department
Ministry of Health

135 Bui Truc-Giang VO Str.

084 Ha Noi

Vietnam

Tel.: +84 (8) 46 37 02

Fax: +84 (8) 46 37 39
E-Mail: cucqltp@hn.vnn.vn

Mrs Giang Le Thi Huong

KIS Science and Technology Consultant Company
121 Le Thang Nghi Str. Hai Ba Trunkg Dis

084 Ha Noi

Vietnam

Tel.: +84 (8) 69 44 58

E-Mail: amkis@vnn.vn

ZIMBABWE

Mr David Bramwell Nhari
Government Analysr Laboratory
Ministry of Health and Child Welfare
P.O. Box CY 231, Causeway

Harare

Zimbabwe

Tel.: 4263 (4) 79 20 26/

Fax: 4263 (4) 70 8527

E-Mail: dbnhari@africaonline.co.zw

INTERNATIONAL GOVERNMENTAL
ORGANIZATIONS

EUROPEAN COMMISSION / COMMISSION EUROPEENNE /
CoMISION EUROPEA

Mr Basil Mathioudakis

European Commission

Health and Consumer Protection Directorate-General
F101 8/86

1049 Brussels, Belgium

Tel.: +32(2)29591 82

Fax: +32(2)296 09 51

E-Mail: basil.mathioudakis@cec.eu.int

Ms Helen Lee

European Commission

Health and Consumer Protection Directorate-General
B232 8/48

1049 Bruxelles, Belgium

Tel.: +32(2) 2 99 86 68

Fax: +32(2)296 09 51

E-Mail: helen.lee@cec.eu.int

COUNCIL OF THE EUROPEAN UNION

Mrs Gilberte Reynders

Secretary

General Secretariat of the Council of the EU
Rue de la Loi 175

1048 Bruxelles, Belgium

Tel.: +32 (2) 2 85 8082

Fax: +32 (2) 2 85 9425

E-Mail: Gilberte.Reynders@consilium.eu.int
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Mr Antonio Ataz

Administrator

General Secretariat of the Council of the EU
Rue de la Loi 175

1048 Bruxelles

Belgium

Tel.: +32 (2) 285 4964

Fax: +32 (2) 285 9425

E-Mail: Antonio.Ataz@consilium.eu.int

INTERNATIONAL NON-GOVERNMENTAL
ORGANIZATIONS

AAC - ASSOCIATION DES AMINONNERIES DE CEREALES
DE L'UNION EUROPEENNE

Ms. Maryse Herve

Manager Regulatory Affairs

AAC

43 Av. des Arts

1040 Brussels, Belgium

Tel.:  +32(2)2 8967 60

Fax: +32(2)5135592

E-Mail: aac@aac-eu.org

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

Mr Dietrich Gorny

Member of EFLA

Rue de la Loi, 235

1040 Brussels, Belgium

Tel.: +32(2) 2304845

Fax: +32(2) 2308206

E-Mail: c.etienne@coutrelis.com

Mr Patrick Coppens

Member of EFLA

RUE de la Loi, 235

1040 Brussels, Belgium

Tel.: +32(2) 2304845

Fax: +32(2) 2308206
E-Mail: c.etienne@coutrelis.com

Mr Conny Svensson

Member EFLA

235, Rue de la Loi

1040 Brussels, Belgium

Tel.:  +32(2) 2304845

Fax: +32(2)230 8206
E-Mail: c.etienne@coutrelis.com

AESGP AND WSMI - ASSOCIATION OF THE EUROPEAN
SELF-MEDICATION INDUSTRY / WORLD SELF-
MEDICATION INDUSTRY

Dr. Rose Schraitle

7, avenue de Tervuren

1040 Brussels, Belgium

Tel.: +32(2) 7355130

Fax: +32(2)7355222

AOECS - ASSOCIATION OF EUROPEAN COELIAC
SOCIETIES

Hertha Deutsch

Chair of AOECS-Codex and Labelling Affairs
AQECS Association of Eurropean Coeliac Societies
Anton Baumgartner Strasse 44/C5/2302

1230 Vienna, Austria

Tel.:  +43 (1) 6 67 18 87

Fax: +43 (1) 6 67 18 87

BIOPOLYMER

Mr Jean-Claude Attale
Board Member
Biopolymer International
85 Boulevard Haussmann
75008 Paris

France

Tel.: +33 (1) 4265 4158
Fax: +33 (1) 4265 0205
E-Mail : biopol@magic.fr

CIAA - CONFEDERATION DES INDUSTRIES AGRO-
ALIMENTAIRES DE L'UE

Mrs Marie Christine Secretin
Scientific Adviser - CIAA

43 Avenue des Arts

1040 Bruxelles, Belgium
Tel.: +32(2) 51411 11
Fax: +32(2) 511 29 05
E-Mail: ciaa@ciaa.be

Mrs Marie-Odile Gailing
CIAA

43 Avenue des Arts

1040 Bruxelles, Belgium
Tel.: +32(2) 5141111
Fax: +32 (2) 511 2905

E-Mail: ciaa@ciaa.be

CRN - COUNCIL FOR RESPONSIBLE NUTRITION
John Hathcock, PH.D.

Council for Responsible Nutrition

1828 L St., Suite 900

Washington, DC 20036

USA

Tel.:  +1(202)7 7679 55

Fax:  +1(202)2 04 79 80

E-Mail: jhathcock@crnusa.org

Byron J. Johnson

Access Business Group/Nutrilite

7575 Fulton Street East

Da, MI 49355-0001 USA

Tel.: +1 (616) 787 7577

Fax: +1 (616) 7 87 56 25

E-Mail: byron johnson@accessbusinessgroup.com
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Mark A. LeDoux

Natural Alternatives International
1185 Linda Vista Drive

San Marcos, CA 92069, USA

Tel.: +1 (760) 7 44 73 40

Fax: +1 (760) 591 96 37
E-Mail: mledoux@pnai-online.com

Mark Mansour

Morgan & Lewis

1111 Pennsylvenia Ave. NW
Washington DC 20004

USA

Tel.: +1(202) 739 6366

Fax: +1(202) 739 3001

E-Mail: Mansour@morganlewis.com

John Venardos

Vice President, Global Licensing,
Regulatory and Goverment Affairs
Herbalife International of America, Inc.
1800 Century Park East, Century City, USA
Tel.:  +1(310)203 77 46

Fax: +1(310) 55739 16

E-Mail: johnv@herbalife.com

Joh Wallingford, PhD
Wyeth Nutrition

500 Arcola Road E-Dock
Collegewille PA 19426

Tel: +1 484 8655661
Fax: + 1484 8656457
E-Mail: wallinj@wyeth.com

Charmaine V. Houseman

International Affairs Specialist

Alticor, Inc.

Worldwide Government Affairs-Legal Department
214 Massachusetts Ave. NE

Washington DC 20002-4958

USA

Tel.: +1 (202) 547 0300

E-Mail: charmaine.houseman@alticor.com
Dr Klaus Kraemer

BASF Aktiengesellschaft

Scientific Affairs

MEM/F — D 205

67056 Ludwigshafen

Germany

Tel.: +49 (621) 60 40659

Fax: +49 (621) 60 6640 659

E-Mail klaus.kraemer@basf-ag.de

EHPM - EUROPEAN FEDERATION OF ASSOCIATIONS OF
HEALTH PRODUCT MANUFACTURERS

Mr Derek Shrimpton

Scientific Advisor

EHPM - European Federation of Associations of Health
Product Manufacturers

Rue de 1'Association 50

1000 Brussels, Belgium

Tel.: +32(2)209 1145

Fax: +32(2)22330064

E-Mail: secretariat@ehpm.be

Mr Keith Legge

EHPM - European Federation of Associations of Health
Product Manufacturers

Rue de I'Association 50

1000 Brussels, Belgium

Tel.: +32(2)2091145

Fax:  +32(2)2233064

E-Mail: secretariat@ehpm.be

Ms Penny Viner

Member EHPM - European Federation of Associations
of Health Product Manufacturers

Rue de I'Association 50

1000 Brussels, Belgium

Tel.:  +32(2)209 1145

Fax:  +32(2)2233064

E-Mail: secretariat@ehpm.be

ENCA - EUROPEAN NETWORK OF CHILDBIRTH
ASSOCIATIONS

Maryse Lehners

Director

Initiativ Liewensufank asbl

20 rue de Contern

L-5955 Itzig

Luxemburg

Tel.: +3 5236059711
Fax: +3 52366 134
E-Mail: info@liewensufank.lu

ESPGHAN (EUROPEAN SOCIETY FOR PAEDIATRIC
GASTROENTEROLOGY, HEPATOLOGY AND NUTRITION)
Berthold Koletzko, M.D.

Professor of Paediatrics

Chairman, ESPGHAN Committee on Nutrition
German Society of Paediatrics

Dr von Hauner Children's Hospital

Univ. of Munich

Lindwurmstrasse 4

80337 Miinchen, Germany

Tel.:  +49 (89) 51 60 28 26

Fax:  +49(89) 51 60 33 36

E-Mail: claudia.wellbrod@med.uni-muenchen.de
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Ass. Professor Hania Szajewska, M.D.
Ass. Professor of Paediatric,

Medical Univ. of Warsaw

Honorary Secretary,

Dzialdowsra 1

01-189 Warsaw, Poland

Tel.:  +48(22) 4523309

Fax: +48 (22) 452 33 09

E-Mail: hania@ipgate.pl

IACFO - INTERNATIONAL ASSOCIATION OF CONSUMER
FoobD ORGANIZATIONS

Patti Rundall

Policy Director - Baby Milk Action / IBFAN

23 St Andrew's St

Cambridge CB2 3AX, United Kingdom

Tel.: +44 (1223) 46 44 20

Fax: +44 (1223) 46 44 17

E-Mail: prundall@babymilkaction.org

Bruce Silverglade

Centre for Science in the Publik Interest
1875 Connecticut Ave. N.W.

Suite 300

Washington, D.C. 20009-5728

USA

Tel.: +1(202) 3329110

Fax: +1 (202) 265 4954

E-Mail: silverglade@cs.com

IADSA - INTERNATIONAL ALLIANCE OF DIETARY / FOOD
SUPPLEMENT ASSOCIATIONS

Simon Pettman

Executive Director

International Alliance of Dietary/Food Supplement
ssociations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.. +32(2)209 1155

Fax: +32(2) 223 30 64

E-Mail: simonpettman@iadsa.be

David Pineda Ereno

Manager, Regulatory Affairs

International Alliance of Dietary/Food Supplement
Associations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.. +32(2)209 1155

Fax: +32(2)22330064

E-Mail: david.pineda@iadsa.be

Boris Pimentel

International Alliance of Dietary/Food Supplement
Associations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.:  +32(2)209 1155

Fax:  +32(2)2233064

E-Mail: secretariat@iadsa.be

Prof David Richardson

Scientific Advisor

International Alliance of Dietary/Food Supplement
Associations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.: +32(2)209 1155

Fax: +32(2)22330064

E-Mail: secretariat.general@iadsa.be

Mr Horst Messinger

International Alliance of Dietary/Food Supplement
Associations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.: +32(2)2091155

Fax: +32(2) 223 30 64

E-Mail: secretariat.general@jiadsa.be

Dr Hartwig Sievers

International Alliance of Dietary/Food Supplement
Associations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.: +32(2)2091155

Fax: +32(2) 223 30 64

E-Mail: secretariat.general@iadsa.be

Mr James Batuka

Member

International Alliance of Dietary/Food Supplement
ssociations (IADSA)

50, Rue de 1'Association

1000 Brussels, Belgium

Tel.: +32(2)2091155

Fax:  +32(2)2233064

E-Mail: secretariat.general@iadsa.be

IBFAN - INTERNATIONAL BABY FOOD ACTION
NETWORK

Elisabeth Sterken

International Baby Food Action Network (IBFAN)
6 Trinity Square

Toronto, Ontario M5G 1B1, Canada

Tel.: +1(416)595-98 19

Fax: +1(416) 591 -93 55

E-Mail: esterken@jinfactcanada.ca

ICBA - INTERNATIONAL COUNCIL OF BEVERAGES
ASSOCIATIONS

Mr Richard Ross

Advisor

Union of European Non-Alcoholic Beverages
Associations

Bd. St. Michel 77-79

1040 Brussels

Belgium

Tel.: +32 (2) 743 4052

Fax: +32(2) 732 5102

E-Mail: mail@unesda-cisda.org
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Mr Hiromi Ohta

Technical Advisor

Japan Soft Drinks Association
3-3-3 Nihonbashi-Muromachi

Chuo Kuo

Tokyo

Japan

Tel.: +81 (3) 3270 7300

Fax: +81 (3) 3270 7306

E-Mail: Hiromi.Ohta@suntoryco.jp

ICGMA - INTERNATIONAL COUNCIL OF GROCERY
MANUFACTURERS ASSOCIATION

Ms Alison Kretser

Director, Scientific and Nutrition Policy
International Council of Grocery Manufacturers
Associations (ICGMA)

2401 Pennsylvania Avc. N.W.

2" Floor

Washington DC 20037, USA

Tel.:  +1(202) 337 94 00

E-Mail: akretser@gmabrands.com

IDACE - ASSOCIATION DES INDUSTRIES DES ALIMENTS
DIETETIQUES DE L'UNION EUROPEENNE

Dr Andrée Bronner

Secretary General

IDACE

194 Rue de Rivoli

75001 Paris, France

Tel.: +33 (1) 53 45 87 87

Fax: +33 (1) 5345 87 80

E-Mail andree.bronner@wanadoo.fr

Ms Ruth Birt

IDACE

194 rue de Rivoli

75001 Paris, France

Tel.: +33 (1) 53 45 87 87

Fax: +33 (1) 53 45 87 80

E-Mail: andree.bronner@wanadoo.fr

Dr Elaine Underwood

IDACE

194 rue de Rivoli

75001 Paris, France

Tel.: +33 (1) 53 45 87 87

Fax: +33 (1) 53 45 87 80

E-Mail: andree.bronner@wanadoo.fr

Mr Andries Trenning

IDACE

194 rue de Rivoli - 75001 Paris, France
Tel.: +33 (1) 53 45 87 87

Fax: +33 (1) 53 45 87 80

E-Mail: andree.bronner@wanadoo.fr

Ms Marieke Lugt

IDACE

194 rue de Rivoli - 75001 Paris, France
Tel.: +33 (1) 53 45 87 87

Fax: +33 (1) 53 45 87 80

E-Mail: andree.bronner@wanadoo.fr

IDF - NTERNATIONAL DAIRY FEDERATION
Dr Rolf Jost

Nestlé Product Technology Center
Nestlé-Str. 3

3510 Konolfingen 1

Switzerland

Tel.: +41 (31) 790 15 35

Fax: +41 (31) 791 15 52

E-Mail: rolf jost@rdko.nestle.com

Thomas Kitzemeier

Managing Director

Verband der Deutschen Milchwirtschaft e.V.
Meckenheimer Allee 137

53115 Bonn, Germany

Tel.: +49 (228)982430

Fax: +49 (228) 9 82 43 20

E-Mail: th.kuetzemeier@vdm-deutschland.de

Mrs Katrin Lehmann

Verband der Deutschen Milchwirtschaft e. V.
Meckenheimer Allee 137

53115 Bonn, Germany

Tel.: +49 (228) 982 4316

Fax: +49 (228) 982 4320

E-Mail : k.Lehmann@vdm-deutschland.de
Dr Theo Ockhuizen

Managing Director

NZO - Dutch Dairy Association

P.O.Box 165

2700 AD Zoitermeer

The Netherlands

Tel.: +31 (79) 3430 350

Fax: +31 (79) 3430 357

E-Mail: ockhuizen@nzo.nl

IFCGA — INTERNATIONAL FEDERATION OF CHEWING
GUM ASSOCIATIONS

Jean Savigny

Counsel

International Federation of Cheweing Gum Associations
Rue Blanche 25

1060 Briissel, Belgium

Tel.: +32(2) 541 05 70

Fax: +32(2) 541 05 80

E-Mail: savigny@Xkhlaw.be
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Mr John Dobinson

Associate Counsel

International Federation of Chewing Gum Associations
(IFCGA)

Rue Blanche 25

1060 Brussels

Belgium

Tel.: +32 (2) 541 0570

Fax: +32 (2) 541 0580

E-Mail: dobinson@khlaw.be

IFMA/IMACE — INTERNATIONAL FEDERATION OF
MARGARINE / INTERNATIONAL MARGARINE
ASSOCIATION OF THE COUNTRIES OF EUROPE
Mrs Inneke Herreman

Secretary General

IFMA

Tervurenlaan, 168

1150 Brussels, Belgium

Tel.: +32(2) 772 3353

Fax: +32(2) 771 4753

E-Mail: imace.ifma@imace.org

IFT - INSTITUTE OF FOOD TECHNOLOGISTS

Ms Gloria Brooks-Ray
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Appendix 11

DRAFT GUIDELINES FOR VITAMIN AND MINERAL FOOD SUPPLEMENTS
(At Step 8 of the Procedure)

PREAMBLE

Most people who have access to a balanced diet can usually obtain all 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 food supplements serve to supplement the daily diet.

1. SCOPE

1.1 These guidelines apply to vitamin and mineral food supplements intended for use in supplementing the
daily diet with vitamins and/or minerals.

1.2 Food supplements containing vitamins and/or minerals as well as other ingredients should also be in
conformity with the specific rules on vitamins and minerals laid down in these Guidelines.

1.3 These Guidelines apply in those jurisdictions where products defined in 2.1 are regulated as foods.

1.4 Foods for special dietary uses as defined in the General Standard for the Labelling of and Claims for
Prepackaged Foods for Special Dietary Uses (CODEX STAN 146-1985) are not covered by these
Guidelines.

2. DEFINITIONS

2.1  Vitamin and mineral food supplements for the purpose of these guidelines derive their nutritional
relevance primarily from the minerals and/or vitamins they contain. Vitamin and mineral food supplements
are sources in concentrated forms of those nutrients alone or in combinations, marketed in forms such as
capsules, tablets, powders, solutions etc., that are designed to be taken in measured small-unit quantitiesl but
are not in a conventional food form and whose purpose is to supplement the intake of vitamins and/or
minerals from the normal diet.

3. COMPOSITION

3.1 Selection of vitamins and minerals

3.1.1 Vitamin and mineral food 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
minerals is recognised by FAO and WHO.

3.1.2 The sources of vitamins and minerals may be either natural or synthetic and their selection should be
based on considerations such as safety and bioavailability. In addition, purity criteria should take into
account FAO/WHO standards, or if FAO/WHO standards are not available, international Pharmacopoeias or
recognized international standards. In the absence of criteria from these sources, national legislation may be
used.

3.1.3 Vitamin and mineral food supplements may contain all vitamins and minerals that comply with the
criteria in 3.1.1, a single vitamin and/or mineral or an appropriate combination of vitamins and/or minerals.

! This refers to the physical forms of the vitamin and mineral food supplements not to the potency of the supplements.
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3.2 Contents of vitamins and minerals

3.2.1 The minimum level of each vitamin and/or mineral contained in a vitamin and mineral food
supplement per daily portion of consumption as suggested by the manufacturer should be 15% of the
recommended daily intake as determined by FAO/WHO.

3.2.2 Maximum amounts of vitamins and minerals in vitamin and mineral food 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
sensitivity of different consumer groups;

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

When the maximum levels are set, due account may be taken of the reference intake values of vitamins and
minerals for the population. This provision should not lead to setting of maximum levels that are solely
based on recommended nutrient intakes (e. g. Population Reference Intake or Recommended Daily
Allowance values).

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 material, that standard shall apply.

5. LABELLING

5.1 Vitamin and mineral food supplements should be 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 The name of the product shall be “food supplement” with an indication of the category(ies) of
nutrients or of the individual vitamin(s) and/or mineral(s) contained in the product as the case may be.

5.3  The amount of the vitamins and minerals present in the product should be declared in the labelling in
numerical form. The units to be used should be units of weight consistent with the Codex Guidelines on
Nutrition Labelling (CAC/GL 2-1985 (Rev.1 — 1993).

5.4  The amounts of the vitamins and minerals declared should be those per portion of the product as
recommended for daily consumption and if different, the amount per unit for single use may also be given.

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

5.6  The label should indicate how the product should be used (quantity, frequency, special conditions).
5.7 The label shall contain advice to the consumer not to exceed the maximum one-day amount.

5.8 The label should not state or imply that supplements can be used for the replacement of meals or a
varied diet.

5.9  The label shall contain a statement that the product should be stored out of reach of young children.
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APPENDIX I

GUIDELINES FOR THE USE OF NUTRITION CLAIMS:
DRAFT TABLE OF CONDITIONS FOR NUTRIENT CONTENTS (PART B)" DIETARY FIBRE

(At Step 6 of the Procedure)

COMPONENT CLAIM CONDITIONS
B. NOT LESS THAN
Dietary Fibre Source 3 g per 100 g or 1.5 g per 100 kcal

or per serving
[(liquid foods: 1,5 g per 100 ml)]

High 6 g per 100 g or 3 g per 100 kcal
or per serving

[(liquid foods: 3 g per 100 ml)]

“Serving size to be determined at national level.
Definition of dietary fibre

Dietary fibre means carbohydrate polymers* with a degree of polymerisation (DP) not lower than 3 [or 10],
which are neither digested nor absorbed in the small intestine. Dietary fibre consists of one or more of :

® Edible carbohydrate polymers naturally occurring in the food as consumed,

® carbohydrate polymers , which have been obtained from food raw material by physical,
enzymatic or chemical means, or of synthetic carbohydrate polymers .

Dietary fibre generally has properties such as:
® Decrease transit time and increase stools bulk
® Stimulate colonic fermentation
® Reduce blood total and/or LDL cholesterol levels
® Reduce post-prandial blood glucose and /or insulin levels.

Material considered as dietary fibre should have at least one of these properties.

RECOMMENDATIONS TO CODEX COMMITTEES USING THIS DEFINITION OF DIETARY
FIBRES

Codex Committees, when making use of this definition, may wish to consider that :

® Food safety requirements should be met by the substances purporting to be presented as source of
dietary fibres;

! When derived from a plant origin, dietary fibre may include fractions of lignin and/or other compounds when
associated with polysaccharides in the plant cell walls and if these compounds are quantified by the AOAC gravimetric
analytical method for dietary fibre analysis : Fractions of lignin and the other compounds (proteic fractions, phenolic
compounds, waxes, saponins, phytates, cutin, phytosterols, etc.) intimately "associated" with plant polysaccharides are
often extracted with the polysaccharides in the AOAC 991.43 method. These substances are included in the definition
of fibre insofar as they are actually associated with the poly- or oligo-saccharidic fraction of fibre. However, when
extracted or even re-introduced into a food containing non digestible polysaccharides, they cannot be defined as dietary
fibre. When combined with polysaccharides, these associated substances may provide additional beneficial effects.
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® The physiological effects listed in the definition may vary with the substances present in the
foods and the justification for the use of the nutrition and health claims must accommodate this
diversity;

o If the dietary fibre does not derive from plants, it may be appropriate to consider, when
establishing labelling provisions, that consumers in many countries generally regard foods
designated as sources of dietary fibre as having a plant origin.

® With the exception of non-digestible edible carbohydrate polymers naturally occuring in foods as
consumed,where a declaration or claim is made with respect to dietary fibre, the physiological
effect must be scientifically demonstrated by clinical studies and other studies as appropriate. The
establishment of criteria to quantify physiological effects is left to national authorities.



ALINORM 05/28/26 page 46
APPENDIX IV (A)

DRAFT REVISED STANDARD FOR INFANT FORMULA AND FORMULAS FOR SPECIAL
MEDICAL PURPOSES INTENDED FOR INFANTS

SECTION A DRAFT REVISED STANDARD FOR INFANT FORMULA
(At Step 6 of the Procedure)

PREAMBLE:

This standard is divided into two sections. Section A refers to Infant Formula, and Section B deals with
Formulas for special medical purposes intended for Infants.

SECTION A: INFANT FORMULA

1. SCOPE

1.1 This section of the standard applies to infant formula in liquid or powdered form intended for use, where
necessary, as a substitute for human milk in meeting the normal nutritional requirements of infants.

1.2 This section of the standard contains compositional, quality and safety requirements for Infant Formula.

1.3 Only products that comply with the criteria laid down in the provisions of this section of this standard
would be accepted for marketing as infant formula. No product other than infant formula may be marketed or
otherwise represented as suitable for satisfying by itself the nutritional requirements of normal healthy
infants during the first months of life.

1.4 The application of this section of the Standard should take into account the recommendations made in the
International Code of Marketing of Breast-milk Substitutes (1981), the Global Strategy for Infant and Young
Child Feeding and World Health Assembly resolution WHA54.2 (2001).

2. DESCRIPTION

2.1 Product Definition

2.1.1 Infant formula means a breast-milk substitute specially manufactured to satisfy, by itself, the
nutritional requirements of infants during the first months of life up to the introduction of appropriate
complementary feeding.

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

2.2 Other Definitions

The term infant means a person not more than 12 months of age.
3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

[3.1 Essential Composition

3.1.1 Infant formula is a product based on milk of cows or other animals and/or other ingredients which
have been proven to be suitable for infant feeding. The nutritional safety and adequacy of infant formula
shall be scientifically demonstrated to support growth and development of infants.

All ingredients and food additives used shall be gluten-free.

3.1.2 Infant formula prepared ready for consumption in accordance with instructions of the manufacturer
shall contain per 100 ml not less than 60 kcal (250 kJ) and not more than 70 kcal (295 kJ) of energy.
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3.1.3 Infant formula prepared ready for consumption shall contain per 100 kcal (100 kJ) the following
nutrients within the following minimum and maximum levels. The general principles for establishing these

levels are identified in Annex Il of this standard.
a) Protein
(i) [Protein content = nitrogen content x 6.25]
[Protein content = nitrogen content x 6.38 for cows’ mik protein]

[Protein content = nitrogen content x 6.25 for soy or vegetable protein]

[Protein content = nitrogen content x 6.38 for hydrolysates of cows’ mik protein]

[Protein content = nitrogen content x 6.25 for hydrolysates of cows’ mik protein and of soy or vegetable

proteins].

(ii) For an equal energy value the formula must contain an available quantity of 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 [and of tyrosine and
phenylalanine] may be added together [unless the methionine to cystine and the tyrosine to phenylalanine] ratio

exceeds 2.0].

(iii) Isolated amino acids may be added to Infant Formula only to improve its nutritional value for infants.
Essential and semi-essential amino acids may be added to improve protein quality, only in amounts necessary for

that purpose. Only L-forms of amino acids shall be used.

Nutrients (per 100 kcal, unless otherwise stated)

a) Protein * [g] Minimum Maximum

[Cow’s] milk protein 1.82 3

Soy protein 3
P 2.25

Partial hydrolysates of milk 183

protein '

L-carnitine [mg] 1.2 N.S*.

Taurine [mg] N.S. 12

Nucleotides > [mg] N.S. [5]

Cytidine 5’-monophosphate

(CMP) N.S. 2.50

Uridine 5’-monophosphate

(UMP) N.S. 1.75

Adenosine 5’-monophosphate

(AMP) N.S. 1.50

! Calculation of protein content: N x [6.25 or 6.38]; [non-protein nitrogen (formulae made from intact milk protein)

<15% of total nitrogen]
2 [Infant formulae containing 1.8 g/100 kcal should be clinically evaluated.]

® [Infant formulae containing less than 2.25g protein from hydrolysed protein per 100 kcal should be clinically

evaluated]
*N.S. = not specified
®> Maximum content per nucleotide as specified.
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?éj&nlz(’))sine 5’-monophosphate NS, 050
Inosine 5’-monophosphate N.S. 1.00
b) Fat and fatty acids
Total fat [g] 4.4 6.0
[Phospholipids] N.S. [29g/L]
Inositol[mg] [4] 40
Together <
Lauric and myristic acids 20% of total
fatty acids
Linoleic acid [g] [0.3 [1.2]
[Formulae without added LCPUFA]
a-linolenic acid [mg] [50 or 100] N.S.
Linoleic/a-linolenic ratio 5 15
[Formulae with added LCPUFA]
[a-linolenic acid [mg] ® [>50 mg]
[Linoleic/a-linolenic ratio ° 5 15
N.S. [2% of total

n-6 LCPUFA fatty acids]

N.S. [1% of total

Arachidonic acid fatty acids]

[2% of total
[n-3 LCPUFA] N.S. fatty acids]
[DHA] [0.5 of total
fatty acids]
[Ratio EPA/DHA (wt/wt)] [<1]
[Cottonseed/sesame oils No use of these type of oils]

[Conjugated linoleic acid No intentional addition]

(CLA)
/Trans fatty acids < 3 or 4% of total fatty acids]

- < 1% of total
Erucic acid fatty acids
c) Carbohydrates
Total carbohydrates [g] 9 14

5 |1f DHA content >0,2 of total fatt acids
6 [13 13
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and protein hydrolysates
formulae [g]

[Lactose in cows’ milk protein-

> 4.5]

[Lactose in soy protein

No requirement]

formulae
None in cows’ milk protein and soy
protein formulae
[Saccharose )
< 20% of total carbohydrates in
protein hydrolysates formulae]
[Fructose None]
No intentional addition to formulae
based on intact proteins,
[Glucose

<2 g in formulae based on protein
hydrolysates]

[Maltose, maltodextrins

Unrestricted]

< 30% of total carbohydrates (< 2
0/100 mL) as precooked or
gelatinised naturally gluten-free

" expressed as retinol equivalent (RE). 1ug RE = 3.33 IU Vitamin A

8 Calciferil. 1ug calciferol = 40 IU Vitamin D

® Alpha-Tocopherol-Equvalent (TE)

[Starches starches
No starches modified by enzymatic
cross-linking or stabilisation]
d) Vitamins
Vitamin A [pg RE]’ 60 180
Vitamin D [pg] 8 1 2.5
> 0.5 mg aTE/g PUFA [(corrected
Vitamin E [mg o TE] ° for double bond, see footnote %], [5]
but in no case less than 0.5/100 kcal
Vitamin K [ug] 4 [20]
Thiamin [ug] [40 or 60] [300]
Riboflavin [ug] [60 or 80] [400]
Niacin [pg] [300 or 800] [1200]
Vitamin B [ug] 35 [165]
Vitamin By, [pg] 0.1 [0.5]
Pantothenic acid [ug] [300 or 400] [2000]
Folic acid [ug] [4 or 10] [30]

1970.5 mg a-TE/1 g linoleic acid (18:2n-6); 0,75 mg a-TE/1 g y-linolenic (18:3n-3); 1.0 mg a-TE/1 g arachidonic acid
(20:4n-6); 1.25 mg a-TE/1 g eicosapentaenoic acid (20:5n-3); 1,5 mg a-TE/1 g docosahexaenoic acid (22:6n-3)] or [per
g of polyunsaturated fatt acids, expressed as linoleic acid]
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Vitamin C [mg] ** [8 or 10] [30]
Biotin [ug] 1.5 [7.5]
e) Minerals and Trace Elements
Iron [mg]
Cow’s milk protein and
protein hydrolysate [0.3 or 0.5] [1.3 or 1.5]
formulae
Soy protein formulae [0.45 0r 1.0] [1.9 or 2.0]
Calcium [mg] 50 [140]
Calcium/Phosphorus-Ratio 1.0 [2.0 or 2.2]
Cows’ milk protein- and protein
hydrolysate formulae: 25 90
Phosphorus [mg] Soy protein formulae: [30]
[Bioavailable phosphorus, if [100]
measured: 20-70 mg]
Magnesium [mg] 5 15
Sodium [mg] 20 60
Chloride [mg] 50 [125 or 160]
Potassium [mg] 60 [145 or 160]
Chromium [g] Noleconungndedlninhnun1and
maximum levels
Manganese [ug] [1 or 5] [100]
Molybdenum [g] No recom;r)](eizrnduer(rj‘ Ei?eilr:um and
Fluoride [ug] N.S. [100]
lodine [ug] [5 or 10] [50]
Selenium [pug] [N.S. or 3] [9]
Copper [ug] * [20 or 35] [80 or 100]
Zinc [mg]
Cow’s milk protein and
protein hydrolysate 0.5 [1.5]
formulae
Soy protein formulae 0.75 2.40
) Choline [mg] 7 [30 or 50]

11 expressed as ascorbic acid

12 TAdjustment may be needed in these levels for infant formula made in regions with a high content of copper in the

water supply]
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3.2 Optional Ingredients

3.2.1 In addition to the compositional requirements listed under 3.1, other ingredients may be added in
order to provide substances ordinarily found in human milk and to ensure that the formulation is suitable as
the sole source of nutrition for the infant.

3.2.2 The suitability for the particular nutritional uses of infants and safety of these substances shall be
scientifically demonstrated. The formula shall contain sufficient amounts of these substances to achieve the
intended effect, taking into account levels in human milk.

3.2.3 Only L(+) producing lactic acid cultures may be used.
3.3 Vitamin Compounds and Mineral Salts

Vitamins and minerals added in accordance with Section 3.1.3 (d and e) and 3.2.1 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).

3.4 Consistency and Particle Size

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

3.5 Purity Requirements

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

3.6 Specific Prohibition

The product and its components shall not [contain commercially hydrogenated oils and fats and 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:
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WORKING GROUP’S PROPOSALS

INS NO.

Maximum level in 100 mL of the ready-to-drink
product

Technological Justification

4.1 Thickening Agents
411 |412 Guar gum 0.1 g in all types of infant formula Protects from physical separation
412 |410 garob bea;n gum (Locust 0.1 g in all types of infant formula Protects from physical separation
ean gum
. REQUEST FOR 0.5 G Used in some anti-regurgitating formulas
4.1.3 |1412 Distarch phosphate 0.5 g singly or in combination in soy-based infant
414 |1414  |Acetylated distarch formutla only
phosphate Physical properties that native starch tends to
415 |1413 Phosphated distarch 2.5 g singly or in combination in hydrolyzed protein lose when processed
phosphate and/or amino acid-based infant formula only
416 |1440 Hydroxypropy! starch
4.1.7 |407 Carrageenan 0.03 g in regular milk- and soy-based liquid infant Thickening agent also used as an emulsifier;
formula only higher emulsifying power than lecithin and more
. . . . hydrophylic capacities than mono- and
0.1 g in hydrolyzed protein and/or amino acid-based ) ’ .
liquid infant formula only diglycerides of fatty acids
4.2 Emulsifiers
421 [3221 Lecithin * 0.5 g in all types of infant formula * Natural stabiliser, retains homogeneity
422 |471 Mono- and diglycerides 0.4 g in all types of infant formula * Natural stabiliser, retains homogeneity of liquid
products and liquid reconstituted powders
423 |472c Citric and fatty acid esters of 0.75 g in powder formula * Higher emulsifying power than lecithin and
glycerol 0.9 g in liquid formula containing partially hydrolyzed more hydrophylic capacities than mono- and
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protein, peptides or amino acids *

diglycerides of fatty acids, especially in
formulas not containing whole protein

424

473

Sucrose esters of fatty acids

12 mg in formula containing hydrolyzed protein,
peptides or amino acids *

Higher emulsifying power than lecithin and
more hydrophylic capacities than mono- and
diglycerides of fatty acids, especially in
formulas not containing whole protein

* |f more than one of the substances INS nos. 322, 471,
472c and 473 are added, the maximum level for each of
those substances is lowered with the relative part as
present of the other substances

1

INS no. 322 refers to both Lecithin and Partially hydrolyzed lecithin.

4.3 pH-Adjusting Agents
431 |524 Sodium hydroxide }
4.3.2 |500ii Sodium hydrogen carbonate |}
43.3 |500i Sodium carbonate } Buffering capacity
434 |525 Potassium hydroxide } . . . N
435 |501ii Potassium hydrogen Limited by GMP and within the limits for sodium and Ieggcr:(t)\éirllnn priﬁ((:jisssitlr?gl ha;gd:;%i’osr?sti:clzﬁlgg

e ydrog ¥ potassium in section 3.1.2(c) in all types of infant uring wial preparat

carbonate formula pasteurisation, sterilisation, drying
436 |501i Potassium carbonate } Selected depending on pH and composition of
) ) formula; also used as a buffering agent
43.7 |526 Calcium hydroxide }
4.3.8 |[3311,iii |Sodium citrate(s) }
4.3.9 |332i,ii |Potassium citrate(s) }
4.3.10 | 270 L(+) Lactic acid > } o ) ) Natural acid found in fermented milk products
— Limited by GMP in all types of infant formula - - -

4.3.11 | 330 Citric acid } Buffering and chelating capacity
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4.3.12 | 338 Phosphoric acid (Ortho-) } Stabilising effect during industrial preparation
4.3.13 |3391i, i, |Sodium orthophosphates } | Limited by GMP and within the limits for sodium and such as pasteurisation, sterilisation, drying

iii 3 potassium in Section 3.1.2(c) in all types of infant Selected depending on pH and composition of
4.3.14 340 i, ii, |Potassium orthophosphates formula formula

iii
4.4 Antioxidants
441 |306 Mixed tocopherols } |1 mgin all types of infant formula singly or in Protects from oxidation

concentrate combination Synergistic effect with ascorbyl esters
4.4.2 |307 Alpha-Tocopherol }
4.4.2 |304 L-Ascorbyl palmitate 1 mg in all types of infant formula Protects from oxidation
Synergistic effect with tocopherols

45 Packaging Gas (Propellants)
451 |290 Carbon dioxide GMP
452 |941 Nitrogen GMP
453 |942 Nitrous oxide GMP Neutral gas used under modified packaging
454 |98 |Argon GMP the product and fo ensure el . revention
455 |939 Helium GMP of oxidation and rancidity
456 |948 Oxygen GMP
45.7 |949 Hydrogen GMP

2

JECFA evaluated lactic acid for use as a food additive at its 9" and 17" Meetings. Lactic acid was assigned an ADI of “not specified” but it was determined that only the L+ form
was safe for infants. An electronic search of the JECFA electronic data base for INS no 270 results in “No matches were found”; however, searching for Lactic Acid results in
“Lactic acid No. 930 : Not Limited (No safety concern at current levels of intake when used as a flavouring substance); Functional class: Acid; Acidifier; Flavouring agent”.
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4.6  Carry-over of Food Additives

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

(a) of the food 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 Use in
Foods for Infants and Children within the limits of the maximum levels stipulated in that
List.]

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 technically unavoidable, are reduced to the maximum extent possible.

5.2 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 - General
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 microbiological criteria established in accordance with the
Principles for the Establishment and Application of Microbiological Criteria for 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. When in liquid form, the product shall be packed in hermetically sealed containers; nitrogen and
carbon dioxide may be used as packing media.

7.2 The containers, including packaging materials, shall 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 materials, that standard shall apply.
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8. FILL OF CONTAINER

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

9. LABELLING

In addition to the requirements of the Codex General Standard for the Labelling of Prepackaged Foods
(CODEX STAN 1-1985 (Rev. 1-1991), the Codex Guidelines on Nutrition Labelling (CAC/GL 2-1985 (Rev.
1-1993) and the Guidelines for Use of Nutrition and Health Claims the following specific provisions apply:

9.1 The Name of the Food

9.1.1° The text of the label and all other information accompanying the product shall be written in the
appropriate language(s).

9.1.2 The name of the product shall be either "Infant Formula™ or any appropriate designation indicating
the true nature of the product, in accordance with national usage.

9.1.3 The sources of protein in the product shall be clearly shown on the label.

9.1.4 If cow’s milk is the only source of protein, the product may be labelled "Infant Formula Based on
Cow's Milk".

9.1.5 A product which contains neither milk or any milk derivative shall be labelled "contains no milk or
milk products” or an equivalent phrase.

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 kcal shall 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 complete list of ingredients shall be declared on the label in descending order of proportion except
that in the case of added vitamins and added minerals, these ingredients may be arranged as separate groups
for vitamins and minerals, respectively, and within these groups the vitamins and minerals need not be listed
in descending order of proportion.

9.2.2 The specific name shall be declared for ingredients of animal 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 which should be in the
following order:
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(@) the amount of energy, expressed in kilocalories (kcal) and/or kilojoules (kJ), and the number of
grammes of protein, carbohydrate and fat per 100 grammes or per 100 milliliters of the food as
sold as well as per 100 milliliters of the food ready for use, when prepared according to the
instructions on the label.

(b) the total quantity of each vitamin, mineral, choline as listed in paragraph 3.1.2 and any other
ingredient as listed in paragraph 3.2 of this Standard per 100 grammes or per 100 milliliters of
the food as sold as well as per 100 milliliters of the food ready for use, when prepared
according to the instructions on the label.

(c) Inaddition, the declaration of nutrients in a) and b) per 100 Kilocalories (or per 100 kilojoules)
is permitted.

9.4 Date Marking and Storage Instructions

9.4.1 The date of minimum durability (preceded by the words "best before™) shall be declared by the day,
month and year in uncoded numerical 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 alternative.

9.4.2 In addition to the date, any special 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

[Products in liquid form may be used either directly or prepared with safe water and previously boiled water
before feeding according to directions for use. Products in powder form also requires safe and previously
boiled water for preparation.

9.5.1 Adequate directions for the appropriate preparation and use of the product, including its storage and
disposal after preparation, i. e. that formula remaining after feeding should be discarded, shall apear on the label
[or in the accompanying leaflet].

9.5.2 Adequate directions regarding the storage of the product after the container has been opened, shall appear
on the label [or in the accompanying leaflet].

9.5.3 The label shall carry clear graphic instructions illustrating the method of preparation of the product.

9.5.4 The directions should be accompanied by a warning about the health hazards of inappropriate
preparation.]

9.6 Additional Labelling 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) The statement "Breastmilk is the best food for your baby" or a similar statement as to the superiority of
breastfeeding or breastmilk.

c) a statement that the product should only be used on advice of a independent health worker as to the need
for its use and the proper method of use.
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9.6.2 The label shall have no pictures of infants and women nor any other picture or text which idealizes

the use of infant formula. 9.6.3  The terms "humanized", "maternalized" or other similar terms shall not be
used.

9.6.4 Information shall appear on the label to the effect that infants should receive supplemental 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 six months.

9.6.5 The products shall be labelled in such a way as to avoid any risk of confusion between infant formula,
follow-up formula, and formula for special medical purposes.

9.6.6 [No [nutrition and] health claims shall be made regarding the dietary properties of the product.]

10. METHODS OF ANALYSIS AND SAMPLING

Dietary fibre, total ~AOAC 991.43 Vitamin B6 AOAC 961.15
lodine (milk based AOAC 992.24 Vitamin C AOAC 967.22;
formula) AOAC 967.21
Pantothenic acid AOAC 992.07 Determination of AOAC 999.14
— choline (Enzymatic method)
Pantothenic acid The Analyst 89
(1964)(1) 3-6, 232 Determination of AOAC 999.15 (LC
US Dept Agr., Agr. Vitamin K method)
Handbook 97 (1965) -
Detection of Codex General
Vitamin A AOAC 974.29 Irradiated Foods Methods
Vitamin A (retinol AOAC 992.04 Determination  of Codex General
isomers) Lead Methods
Vitamin A (retinol) AOAC 992.06 Calcium AOAC 984.27
Vitamin A in foods AOAC 942.15 Chloride
in which carotenes - -
have been added as Carbohy-drates Method described in
a source of vitamin CAC/VOL IX-Ed.1,
A Part 11
Vitamin K, AOAC 992.27 Crude protein Method described in

CAC/VOL IX-Ed.1,

Vitamin D (D3, milk  AOAC 992.26
based infant

Part 111

formula) Fat CAC/RM 55-1976
Vitamin E AOAC 971.30 Fill of containers CAC/RM 46-1972
Vitamin E (milk AOAC 992.03 Folic acid AOAC 944.12
?gf;ﬂl'g)fam Linoleate (inthe ~ AOAC 922.06; 969.33;

form of glycerides) 963.22; 979.19
Vitamin B12 AOAC 952.20
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Loss of drying AOAC 934.01; AOAC
925.23

Nicotin-amide for AOAC 961.14

foods not based on

milk

Nicotin-amide 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 ISO 8070:1987

potassium IDF 119A/1987

Thiamine AOAC 942.23

Total dietary fibore ~ AOAC 985.29
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[ANNEX 1]
Essential and semi-essential amino acids in 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
Cystine 11 44
Histidine 12 47
Isoleucine 20 83
Leucine 40 167
Lysine 28 119
Methionine 6 23
Phenylalanine 18 75
Threonine 18 77
Tryptophan 7 31
Tyrosine 20 85

Valine 24 99



ALINORM 05/28/26 page 61
ANNEX 11

GENERAL PRINCIPLES FOR ESTABLISHING MINIMUM AND MAXIMUM VALUES FOR THE
ESSENTIAL COMPOSITION OF INFANT FORMULA

1. The goal of establishing minimum and maximum values is to provide safe and nutritionally adequate
infant formula products that meet the normal nutritional requirements of infants.

2. A nutritionally adequate infant formula will promote growth and development consistent with science
based standards and meet the nutritional requirements of infants when fed as a sole source of nutrition during

the first months of life up to the introduction of appropriate complementary feeding.

3. The values to be established are based on an evaluation, in particular of the scientific evidence of the
amounts needed to meet the nutritional requirements of infants, considering relevant human infant studies

and the composition of breast-milk.

4. In addition to the principles set out in No. 3, when setting minimum and maximum values, consideration
will also be given to evidence of adverse health effects. [Maximum values for nutrients with a documented
risk of adverse health effects will be determined using a science-based risk assessment approach. Maximum
values for those nutrients without evidence of adverse effects serve as guidance levels for manufacturers.
The approach to setting maximum levels for guidance purposes shall be made transparent and

comprehensible.]

5. When establishing minimum and maximum amounts, the following should be taken into account:

a) bioavailability, processing losses and shelf-life stability from the ingredients and formula matrix,

b) total levels of a nutrient in infant formula, taking into account both naturally occurring nutrients in the

ingredients and added nutrients,

¢) the inherent variability of nutrients in ingredients and in water that may be added to the infant formula

during manufacture.

6. Overages for individual nutrients, as appropriate, to ensure that the required minimum levels are met

throughout the shelf-life of the formula, will be included in the maximum value.

7. In establishing minimum or maximum amounts of nutrients per 100 kcal (or per 100 kJ) of infant
formula based on consideration of reference values for the nutrients expressed as units per daily intake or per

kilogram of body weight, the following assumptions will be used:
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a) The mean intake of prepared formula for infants from birth to six months of age is 750 ml per day. This
is based on the following assumptions:

i) a representative body weight for an infant over this period would be 5 kg and a representative
caloric intake would be 500 kcal per day (or 100 kcal/kg/day) over the first six months; and

[ii) prepared formulas provide about 67 kcal/100 ml].

Modifications of the approach may be needed when there is justification for deviating from one or more of

these assumptions with regard to the specific formula product or specific infant population group.
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APPENDIX IV (B)

DRAFT REVISED STANDARD FOR INFANT FORMULA AND FORMULAS FOR SPECIAL
MEDICAL PURPOSES INTENDED FOR INFANTS

SECTION B: FORMULAS FOR SPECIAL MEDICAL PURPOSES INTENDED FOR INFANTS

(At Step 3 of the Procedure)
1. SCOPE

1.1 This section of the standard applies to Formula for Special Medical Purposes Intended for Infants in
liquid or powdered form intended for use, where necessary, as a substitute for human milk [or infant
formula] in meeting the special nutritional requirements arising from the disorder, disease or medical
condition for whose dietary management the product has been formulated.

1.2 This section contains compositional, quality, labelling and safety requirements for Formula for Special
Medical Purposes Intended for Infants.

1.3
see Section A 1.3
2. DESCRIPTION

2.1 Product definition

2.1.1 Formula for Special Medical Purposes Intended for Infants means a breast-milk substitute that
complies with Section 2, Description, of the Codex Standard for the Labelling of and Claims for Foods for
Special Medical Purposes (CODEX STAN 180-1991) and is specially manufactured to satisfy, by itself, the
special nutritional requirements of infants with specific disorders, diseases or medical conditions during the
first months of life up to the introduction of appropriate complementary feeding.

2.1.2
see Section A 2.1.3
2.2 Other Definitions

see Section A 2.2
3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

3.1 Essential Composition

3.1.1 Formula for Special Medical Purposes Intended for Infants is a product based on ingredients of
animal and/or plant origin or on synthetic compounds suitable for human consumption. All ingredients and
food additives shall be gluten-free.

3.1.2 The formulation of Formula for Special Medical Purposes Intended for Infants should be based on
sound medical and nutritional principles. Their use should have been demonstrated by scientific evidence, to
be safe and beneficial in meeting the nutritional requirements of infants for whom they are intended.

3.1.3 The energy content and nutrient composition of Formula for Special Medical Purposes Intended for
Infants shall be based on the requirements for infant formula as given in Sections A 3.1.2 and A 3.1.3, except
for the compositional provisions which must be modified to meet the special nutritional requirements arising
from the disease(s), disorder(s) or medical condition(s) for whose dietary management the product is
specially formulated, labelled and presented.
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3.2 Optional Ingredients

3.2.1 In addition to the compositional requirements listed under 3.1.3, other ingredients may be added in
order to provide substances ordinarily found in human milk or required to ensure that the formulation is
suitable as the sole source of nutrition for the infant and for the dietary management of his/her disease,
disorder or medical condition.

3.2.2 The suitability for the special medical purpose intended for the particular nutritional use of infants
and the safety of these substances shall be scientifically demonstrated. The formula shall contain sufficient
amounts of these substances to achieve the intended effect.

3.2.3

[Only L(+) producing lactic acid cultures may be used in formulas for special medical purposes for infants if
shown to be safe and appropriate for use in these vulnerable populations].

3.3 Vitamin Compounds and Mineral Salts

see Section A 3.3

3.4 Consistency and Particle Size

see Section A 3.4

3.5 Purity Requirements

see Section A 3.5
3.6 Specific Prohibition

see Section A 3.6
4, FOOD ADDITIVES

see Section A 4.

The following additional food additives are permitted in the preparation of Formula for Special Medical
Purposes Intended for Infants (to be filled in).

5. CONTAMINANTS

see Section A 5.

6. HYGIENE

see Section A 6.

7. PACKAGING

see Section A 7.

8. FILL OF CONTAINER
see Section A 8.

9. LABELLING

In addition to the requirements of the Codex General Standard for the Labelling of Prepackaged Foods
(CODEX STAN 1-1985 (Rev. 1-1991)) the following specific provisions apply:
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9.1 The Name of the Food

9.1.1 The name of the product shall be "Formula for Special Medical Purposes Intended for Infants" or any
appropriate designation indicating the true nature of the product, in accordance with national usage.

9.2 List of Ingredients

see Section A 9.2

9.3 Nutrition labelling

Formula for Special Medical Purposes Intended for Infants shall be labelled with complete nutrition labelling
according to Section 4.2 of Codex Standard for the Labelling of and Claims for Foods for Special Medical
Purposes (CODEX STAN 180-1991).

9.4 Date Marking and Storage Instructions

see Section A 9.4

9.6 Additional Labelling Requirements

9.6.1 Formula for Special Medical Purposes Intended for Infants shall be labelled with the additional
information as specified in Sections 4.4.1, 4.4.3,4.4.4, 4.5.1 and 4.5.5 of CODEX STAN 180-1991.

9.6.2 A prominent statement indicating that the product is intended as the sole source of nutrition shall
appear on the label.

9.6.3 In addition, the information specified in Sections 4.5.2, 4.5.3 and 4.5.6 of CODEX STAN 180-1991
shall be included on the label or be provided separately from the package.

[9.6.4 Labels and information provided separately from the package should not discourage breastfeeding,
unless breastfeeding is contraindicated on medical grounds for the disease(s), disorder(s) or medical
condition(s) for which the product is intended.

9.6.5 The product shall be labelled in such a way as to avoid any confusion between formula for special
medical purposes intended for infants, infant formula and follow-up formula.]
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APPENDIX V

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

(At Step 6 of the Procedure)

1. SCOPE

This standard covers processed cereal-based foods intended for feeding infants as a complementary food
generally from the age of 6 months onwards, taking into account infants’ individual nutritional requirements,
and for feeding young children as part of a progressively diversified diet, in accordance with the Global
Strategy for Infant and Young Child Feeding and World Health Assembly Resolution WHAS54.2 (2001).

2. DESCRIPTION

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

2.1.Product Definitions
Four categories are distinguished:

2.1.1 Products consisting of cereals which are or have to be prepared for consumption with milk or other
appropriate nutritious liquids;

2.1.2  Cereals with an added high protein food which are or have to be prepared for consumption with
water or other appropriate protein-free liquid;

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

2.1.4 Rusks and 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 The term infant means a person not more than 12 months of age.

2.2.2  The term 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 The four categories listed in 2.1.1 to 2.1.4 are prepared primarily from one or more milled cereal
products, such as wheat, rice, barley, oats, rye, maize, millet, sorghum and buckwheat. They may also
contain legumes (pulses), starchy roots (such as arrow root, yam or cassava) or starchy stems or oil seeds in
smaller proportions.

3.1.2 The requirements concerning energy and nutrients refer to the product ready for use as marketed or
prepared according to the instructions 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/g (3.3 kJ/g)

3.3 Protein

3.3.1 The chemical index of the added protein shall be equal to at least 80% of that of the reference protein
casein or the Protein Efficiency Ratio (PER) of the protein in the mixture shall be equal to at least 70% of
that of the reference protein casein. In all cases, the addition of amino acids is permitted solely for the
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purpose of improving the nutritional value 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 ¢/100 kcal).

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

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 g/100
kcal).

- the amount of added fructose shall not exceed 0.9 g/100 kJ (3.75 g/100 kcal).
3.4.2 If sucrose, 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 2g/100 kJ (8.4 g/100
kcal).

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

35 Lipids

3.5.1 For products mentioned in point 2.1.2 the lipid content shall not exceed 1.19/100 kJ (4.5 g/100 kcal)
If the lipid content exceeds 0.89/100kJ (3.3g/100kcal):

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

- the amount of lauric acid shall not exceed 15% of the total lipid content
- the amount of myristic acid shall not exceed 15% of the total lipid content.

3.5.2 Product categories 2.1.1 and 2.1.4 shall not exceed a maximum lipid content of 0.8 g /100 kJ (3.3
9/100 kcal).

3.6  Minerals

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(24 mg/100 kJ) of the ready-to-eat product. 3.6.2The calcium content shall 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 shall not be less than 12 mg/100 kJ (50 mg/100 kcal) for products mentioned in
point 2.1.4 manufactured with the addition of milk and presented as such.

3.7 Vitamins
3.7.1 The amount of vitamin B1 (thiamin) shall not be less than 12,5ug/100 kJ (50ug/100 kcal).

3.7.2  For products mentioned in 2.1.2, the amount of vitamin A and vitamin D expressed in ug/100 kcal
shall be within the following limits:

1g/100kcal ng/100kJ

vitamin A 60 — 180 14-43




ALINORM 05/28/26 page 68

(ug retinol equivalents)

vitamin D 1-3 0.25-0.75

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

3.7.3 Reductions of the maximum amounts for vitamin A and Vitamin D 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
legislation 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 Ingredients

3.8.1 Inaddition to the ingredients listed under 3.1, other ingredients suitable for infants who are more than
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 a way as to destroy spores of
Clostridium botulinum, if present.

3.9 Quality Factors
3.9.1 All ingredients, including optional ingredients, shall be clean, safe, suitable and of good quality.

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

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

3.10 Consistency and Particle Size

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.

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 a liquid form, by mixing with water or other suitable liquid, that would be similar in consistency
to dry cereals.

3.11  Specific Prohibition

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

The use of partially hydrogenated fats for these products is prohibited.
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4. FOOD ADDITIVES

The following additives are permitted in the preparation of processed cereal-based foods for infants and young children, as described in Section 2.1 of

this Standard (in 100 g of product, ready for consumption prepared following manufacturer’s instructions unless otherwise indicated).

[
INS no. Maximum level in 100 g of the|Technological Justification
product
4.1 Emulsifiers
411 |322° Lecithin * 159 Natural stabiliser, retains homogeneity
412 |471 Mono- and diglycerides 15¢ Retains homogeneity
413 |472a Acetic and fatty acid esters of | } Retains homogeneity
glycerol 3
414 |472b Lactic and fatty acid esters of 3 Retains homogeneity
glycerol 0.5 g singly or in combination
415 |472¢c Citric and fatty acid esters of } Higher emulsifying power than lecithin and
glycerol } more hydrophyilic capacities than mono- and
} diglycerides of fatty acids
4.2 pH-Adjusting Agents
4.2.1 |500ii Sodium hydrogen carbonate GMP, within the limits for sodium Improves in-processing handling, stabilising
" . effect during industrial preparation such as
4.22 |50L1i Ez:)rtgzzl:tr: hydrogen | } pasteurisation, sterilisation, drying; Buffering
} |GMP capacity
423 |170i Calcium carbonate } pH-adjusting agent
424 |270° L(+) Lactic acid GMP Request for L(+)-lactic acid Natural acid found in fermented milk

producing cultures at GMP 3

Natural way to reduce pH

Decreases risk of contamination from
undesirable bacteria; adds taste; long use as
an acidifier
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425

330

Citric acid

GMP

Improves in-processing handling, stabilising
effect during industrial preparation such as
pasteurisation, sterilisation, drying; Buffering
and chelating capacity

Citric acid and citrates are natural compounds

1

2

INS no. 322 refers to both Lecithin and Partially hydrolyzed lecithin.

70

JECFA evaluated lactic acid for use as a food additive at its 9" and 17" Meetings. Lactic acid was assigned an ADI of “not specified” but it was

determined that only the L+ form was safe for infants. An electronic search of the JECFA electronic data base for INS no 270 results in “No matches
were found”; however, searching for Lactic Acid results in “Lactic acid No. 930 : Not Limited (No safety concern at current levels of intake when used
as a flavouring substance); Functional class: Acid; Acidifier; Flavouring agent”.

3

Limited by GMP in all types of infant formulae”

4.2.6 |260 Acetic acid (Acetic, glacial)

4.2.7 |261 Potassium acetates

4.2.8 2621, ii Sodium acetates

42,9 |263 Calcium acetate

4.2.10 | 296 Malic acid (DL) — L(+)-form
only

4.2.11 325 Sodium lactate (solution) -
L(+)-form only

4.2.12 | 326 Potassium lactate (solution) —
L(+)-form only

4.2.13 327 Calcium lactate — L(+)-form
only

4214|3311, iii Sodium citrate

[ L L L )

Only for pH adjustment
GMP

Improve in-processing handling, stabilising effect
during industrial preparation such as
pasteurisation, sterilisation, drying

Acetic acid and acetates are natural compounds

Selected depending on the pH and composition of
the formula

pH-adjustment to compensate for variable natural
acidity of fruit

Improve in-processing handling, stabilising effect
during industrial preparation such as
pasteurisation, sterilisation, drying

Selected depending pH and composition of
formula

Lactic acid and lactates are natural compounds

Improves in-processing handling, stabilising

Cultures are not considered as food additives; CODEX STAN 72-1981 (Infant Formula) permits “4.3.11 L(+) Lactic acid producing cultures
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4.2.15 (3321, i Potassium citrate } effect during industrial preparation such as
- - pasteurisation, sterilisation, drying; Buffering and
¥ Citrates are natural compounds
4.2.17 | 507 Hydrochloric acid ¥ Acidifier, pH-adjustment
4.2.18|524 Sodium hydroxide 1} Improves in-processing handling, stabilising
. . effect during industrial preparation such as
4.2.19525 Potassium hydroxide pasteurisation, sterilisation, drying
4.2.20 | 526 Calcium hydroxide
4.2.21 575 Glucono delta-lactone } Slow release acidifier
} Secondary leavening agent
4.2.22 334 L(+)-Tartaric acid - L(+)form | }
only } |0.5gsingly or in combination
4.2.23 3351, ii Sodium  L(+)-Tartrates - }
L(+)forms only ) Tarlirates as residue in biscuits and | |y conjunction with 500 ii leavening/raising agent
4.2.24|336 Potassium L(+)-Tartrate - Fusks in biscuits and rusks
L(+)form only }
4.2.25|337 Potassium  Sodium  L(+)-|2}
Tartrate - L(+)form only }
4.2.26 | 338 Orthophosphoric acid } Improves in-processing handling, stabilising
A - effect during industrial preparation such as
4.2.27| 3391, 1, i Sodium orthophosphates } | only for pH adjustment pasteurisation, sterilisation, drying; Buffering and
4.2.28 | 340 i, ii, iii Potassium orthophosphates | } 0.1 g as P,0s chelating capacity
4.2.29 | 341 i, ii, iii Calcium orthophosphates }
4.3 Antioxidants
4.3.1 |306 Mixed tocopherols | } 300 Ko fat sinal | Protect from oxidation
m at, sin or in
concentrate } combinzgtio% d Synergistic effect with ascorbyl esters
4.3.2 |307 Alpha-tocopherol
4.3.3 |304 L-Ascorbyl palmitate 200 mg/kg fat Protects from oxidation

Synergistic affect with tocopherols

71
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4.3.4 (300, 301, 303 *|L-Ascorbic acid and its 50 mg, expressed as ascorbic acid
sodium and potassium salts and within the limits for sodium
4.3.5 |302 Calcium ascorbate 20 mg, expressed as ascorbic acid

Antioxidant in cereal bars

Reduce discoloration in fruit preparations

4.5 Enzymes

451

Malt carbohydrases

GMP

Should be listed separately in a separate list of
processing aids and therefore should not be listed
as food additives.

4.6 Leavening Agen

ts

46.1 |503i Ammonium carbonate Raising agent in rusks and biscuits
4.6.2 | 503 ii Ammonium hydrogen Limited by GMP Improves in-processing handling, stabilising
carbonate effect during industrial preparation such as

pasteurisation, sterilisation, drying

4.6.3 |500i,ii Sodium carbonates Limited by GMP Raising agent in rusks and biscuits
Sometimes used in combination with 503 i or 503
ii
Improves in-processing handling, stabilising
effect during industrial preparation such as
pasteurisation, sterilisation, drying

4.6.4 |501i,ii Potassium carbonates Limited by GMP Improves in-processing handling, stabilising

effect during industrial preparation such as
pasteurisation, sterilisation, drying

72
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* INS no. 303 Potassium ascorbate: Specifications not indicated by JECFA.

4.7 Thickening agents
4.7.1 |410 Carob bean gum } ) ) ) .
Singly or in combination; Thickening agent and emulsion stabiliser
472 412 Guar gum } i )
- 1 g in weaning food - - - —
4.7.3 |414 Gum arabic } . For fruit coating to prevent fruit from sticking
2 g in gluten-free cereal-based together
foods ) ) )
Also used as an ingredient of nutrient forms
4.7.4 1415 Xanthan gum } Thickener for semi-solid preparation
} Optimum viscosity achieved in combination with
} other thickeners
} Singly or in combination; : : :
475 |440 Pectins (Amidated and Non- |} _ _ Gelling agent in place of gelatine
Amidated) 1 g in weaning food Particularly efficient in presence of fruits and
2 g in gluten-free cereal-based acidic preparations
foods Optimum viscosity achieved in combination with
other thickeners
Used as binder in extruded cereals increasing
cohesiveness of the cereal pieces after
rehydration
4.7.6 |1404 Oxidized starch }
4.7.7 (1410 Monostarch phosphate }
4.7.8 |1412, 1413,|Modified starches }
1414, 1422 . . ;
— - } inal . binati Physical properties that native starch tend to lose
479 |1420 Starch acetate esterified with |y 5 g singly or in combination when processed
acetic anhydride
4.7.10 | 1450 Starch sodium octenyl }
succinate }
4.7.11 1451 Acetylated oxidized starch |}
4.8 Anti-caking Agent

73
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48.1 |551 Silicon dioxide (amorphous) 0.2 g for dry cereals only Most neutral Anticaking agent, prevents
clumping
Ensures even distribution of nutrients
4.9 Packaging Gas (Propellants)
49.1 |290 Carbon dioxide GMP
49.2 (941 Nitrogen GMP
493 |942 Nitrous oxide GMP Neutral gas used under modified packaging
494 |938 Argon GMP atmosphere to protect quality and guarantee shelf
495 |939 Helium GMP life
49.6 |948 Oxygen GMP
49.7 949 Hydrogen GMP

]

74
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410 Carry-over of Food Additives

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

(a) of the food additives listed under Sections 4.1 to 4.9 of this standard within the limits of the
maximum levels stipulated in this standard; and

(c) [of the carrier substances mentioned in the Advisory List of Vitamin Compounds for Use in
Foods for Infants and Children (CAC/GL 10-1979) within the limits of the maximum levels
stipulated in that List.]

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 technically unavoidable, are reduced to the maximum extent possible.

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

5.2 Other Contaminants

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

6. HYGIENE

It is recommended that the products covered by the provisions 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 Criteria for 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 material, that standard shall apply.

8. LABELLING

8.1.1 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 Codex Guidelines on Nutrition Labelling
(CAC/GL 2-1985 (Rev. 1-1993) and the Guidelines for Use of Nutrition and Health Claims apply to this
standard. With specific reference to section 7 of the Codex General Standard for the Labelling of
Prepackaged Foods national jurisdictions may further restrict the use of pictorial devices.

Nutrition Claims shall be permitted for foods for infants and young children where they have been
demonstrated in rigorous studies with adequate scientific standards.

8.1.2 Any indication required in the labelling should be made in the appropriate language(s) of the country
in which the product is sold.

8.2 The Name of the Food
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The name of the food shall be "Dry Cereal for Infants (and/or Young Children)", "Rusks for Infants (and/or
Young Children)" or "Biscuits (or "Milk Biscuits") for Infants (and/or Young Children)" or "Pasta for Infants
(and/or Young Children)”, or any appropriate designation indicating the true nature of the food, in
accordance with national legislation.

8.3 List of Ingredients

8.3.1 A complete list of ingredients shall be declared on the label in descending order of proportion except
that in the case of added vitamins and minerals, these may be arranged as separate groups for vitamins and
minerals, respectively, and within these groups the vitamins and minerals 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 label.

8.4 Declaration of Nutritive Value

8.4.1 The declaration of nutrition information shall contain the following information which should be in
the following order:

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

(b) The average amount of each vitamin and mineral for which specific levels are defined in section 3.6
and 3.7 expressed in numerical form per 100g or 100 ml of the food as sold and, where appropriate,
as per specified quantity of the food as suggested for consumption;

(c) Any other nutritional information required by national legislation.

8.4.2 The labelling may bear the average amount of the vitamins and minerals when their declaration is not
covered by the provisions of section 8.4.1 (b) expressed in numerical form per 100g or 100 ml of the product as
sold and, where appropriate, per specified quantity of the food as suggested for consumption.

8.5 Date Marking and Storage Instructions

8.5.1 The date of minimum durability (preceded by the words "best before™) shall be declared by the day,
month and year in uncoded numerical 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 alternative.

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

8.5.3 Where practicable, storage instructions shall 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 equivalent statement.

8.6.3 [When the product is composed of gluten-free ingredients and food additives, the label should show
the statement “gluten-free”.]

8.6.4 The label shall indicate clearly from which age the product is recommended for use. This age shall
not be less than six months for any product. In addition, the label shall include a statement indicating that the
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decision when precisely to begin complementary feeding, including any exception to six months of age,
should be made in consultation with a health worker, based on the individual infant’s specific growth and
development needs. Additional requirements in this respect may be made in accordance with the legislation
of the country in which the product is sold.

8.7 Additional Requirements

The products covered by this standard are not breast-milk substitutes and shall not be presented as such.

9. METHODS OF ANALYSIS AND SAMPLING
See Section on methods in the Proposed Draft Revised Standard for Infant Formula.
In addition:

Detection of Irradiated Foods
Codex General Methods.



