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

1. Draft Revised Standard for Infant Formula and Formulas for Special Medical Purposes
Intended for Infants, Sections A and B (ALINORM 07/30/26 para. 90 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 2007.

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

Draft Revised Standard for Gluten-Free Foods (ALINORM 07/30/26, para 108 and Appendix 1V)

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, ltaly (fax: +39 06 5705 4593, e-mail: codex@fao.org) before 31 March
2007;

C. REQUEST FOR COMMENTS AND INFORMATION AT STEP 5 OF THE PROCEDURE:

Draft Revised Advisory List of Nutrient Compounds for Use in Foods for Special Dietary Uses
Intended for the Use by Infants and Young Children (ALINORM 07/30/26 para. 130 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 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 2007;
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SUMMARY AND CONCLUSIONS

The summary and conclusions of the 28" Session of the Codex Committee on Nutrition and
Foods for Special Dietary Uses are as follows:

MATTERS FOR ADOPTION BY THE COMMISSION AT STEP 8

The Committee:

Agreed to advanced the Draft Revised Standard for Infant Formula and Formulas for Special Medical
Purposes Intended for Infants: Section A: Draft Revised Standard for Infant Formula and Section B:
Formulas for Special Medical Purposes Intended for Infants for final adoption by the 30™ Session of
the Commission (para 90, Appendix II).

MATTERS FOR ADOPTION BY THE COMMISSION AT STEP 5

The Committee:

Agreed to advanced the Draft Revised Advisory List of Nutrient Compounds for Use in Foods for
Special Dietary Uses Intended for the Use by Infants and Young Children for provisional adoption
(para 130, Appendix V).

MATTERS FOR CONSIDERATION BY THE COMMISSION

The Committee:

Agreed to start new work on the establishment and application of risk analysis principles by the
Committee on Nutrition and Foods for Special Dietary Uses. The Project Document, prepared by
Australia and presented in CX/NFSDU 06/289 would be forwarded to the 30" Session of the
Commission for consideration of new work proposals (para. 143).

MATTERS OF INTEREST TO THE COMMISSION

The Committee:

While considering the Implementation of the WHO/FAO Global Strategy on Diet, Physical Activity
and Health, agreed to proceed with the consideration of the revision of the Nutrient Reference Values
(NRVs) for vitamins and minerals and to ask the Committee on Food Labelling its advice concerning
the revision and extension of the list of NRVs in the Guidelines for Nutrition Labelling to other
nutrients associated with increased and decreased risk of non communicable diseases. The Committee
agreed that if this reply was positive it would consider new work on the revision and extension of the
list to relevant nutrients at its next session. The Committee concluded that there was no support to
initiate work for claims for trans fatty acids and include restrictions on both saturated and trans fatty
acids in the conditions for comparative claims. The Committee agreed to consider reviewing and re-
establishing the Guidelines for the Use of Codex Committees on the Inclusion of Provisions on
Nutritional Quality in Food Standards and Other Codex Texts at the next session of the Committee
based on document which would provide more explanation on the development of such guidelines (see
paras 144-156).
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MATTERS REFERRED TO OTHER COMMITTEES

Codex Committee on Food Additives (CCFA)

Following the established Procedures between Commodity Committees and General Committees, the
CCNFSDU refers the Section on Food Additives of the Draft Revised Standard for Infant Formula and
Formulas for Special Medical Purposes Intended for Infants for endorsement and advice by the CCFA
and JECFA (for details see paras 56-68 and 83-85 and Appendix I11).

Codex Committee on Food Contaminants (CCFC)

Following the established Procedures between Commodity Committees and General Committees, the
CCNFSDU refers the Section on Food Contaminants of the Draft Revised Standard for Infant Formula
and Formulas for Special Medical Purposes Intended for Infants for endorsement and advice by the
CCFC and JECFA (for details see paras 56-68 and 83-85 and Appendix I1).

Codex Committee on Food Labelling (CCFL)

Following the established Procedures between Commodity Committees and General Committees, the
CCNFSDU refers the Section of Food Labelling of the Draft Revised Standard for Infant Formula and
Formulas for Special Medical Purposes Intended for Infants for endorsement by the CCFL (see paras
71-77 and 86-89 and Appendix I1).

MATTERS FOR INFORMATION TO OTHER COMMITTEES

Codex Committee on Milk and Milk Products (CCMMP)

The Committee recalled that the question of the nitrogen conversion factor had been substantially
discussed at its earlier sessions, that the Committee on Milk and Milk Products had expressed the view
that the conversion factor should be 6.38 as in the case of milk products and that the Commission had
referred this question to the CCNFSDU for further consideration. The Committee agreed with the
proposal of the working group to use a nitrogen conversion factor of 6.25 for infant formula “unless a
scientific justification is provided for the use of a different conversion factor for a particular product”,
and to indicate that a factor of 6.38 was used for other milk products, while the conversion factor in
other soy products was 5.71. (for details see paras -29-33 and Appendix I1).
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INTRODUCTION

1. The Twenty-eighth Session of the Codex Committee on Nutrition and Foods for Special Dietary Uses
(CCNFSDU) was held from 30 October to 3 November 2006 in Chiang Mai, Thailand by the kind invitation
of the Government of Thailand. The Session was chaired by Dr Rolf Grossklaus, Director and Professor of
the Federal Institute for Risk Assessment, Berlin, and co-chaired by Mr Somchai Charnnarongkul, Deputy
Secretary-General, National Bureau of Agricultural Commodity and Food Standards, Thailand. The Session
was attended by 244 delegates, observers and advisors representing 45 member countries, one member
organization and 24 international organizations.

OPENING OF THE SESSION

2. Mr Somchai Charnnarongkul, Deputy Secretary-General, National Bureau of Agricultural Commaodity
and Food Standards on behalf of Ministry of Agriculture and Cooperatives of Thailand warmly welcomed
the Committee and indicated that Thailand, as one of the major food producers and exporters has recognized
the significance of nutrition as well as food safety for the wellbeing of the people. Mr Charnnarongkul
indicated that Thailand has restructured the entire food chain process in order to comply with international
and national food standards and therefore to ensure food safety for international and national consumers.
While pointing out the importance of issues under consideration by the Nutrition Committee Mr
Charnnarongkul invited the delegates familiarize with traditional heritage and unique culture of Chaing Mai
and wished all success in the Committee’s deliberations.

3. Mr Bernhard Kihnle, Director General for Food Safety and Veterinary Affairs, Federal Ministry of
Food and Agriculture and Consumer Protection, Germany also welcomed the participants on behalf of the
Federal Minister and expressed its sincere appreciation to the Government of Thailand for hosting the
meeting in Thailand. He 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. While
referring to the Provisional Agenda for this session of the Committee, Mr Kiihnle noted the long work on the
revision of the Draft Standard for Infant Formula and encouraged the delegates to finalize it as well as the
Draft Revised Standard for Gluten Free Foods in order to ensure the protection of such vulnerable
populations. Mr Kiihnle indicated that it was very important to progress with the work on Substantiation of
Health Claims in order to protect consumers from deceptive and misleading claims and to arrive at consensus
with the other work of the Committee. In conclusion, Mr Kihnle wished all success to the delegates in their
important work.

ADOPTION OF THE AGENDA (Agenda Item 1)}

4. The Delegation of the European Community (EC) presented CRD 2 on the division of competence
between the European Community and its Member States according to Article 5, of Rule 11 of Procedure of
the Codex Alimentarius Commission.

5. The Committee noted that FAO/WHO had prepared an information paper about their work on the
scientific update on dietary fibre (CRD 19) and agreed to discuss Agenda Item 3 after Agenda Item 6 in
order to allow more time for delegates to study the FAO/WHO paper in more detail.

6. In view of the importance of the issue, the Committee agreed to the proposal of the Delegation of
Finland, speaking on behalf of the European Community Member States present at the current session, to
consider the comments on the Implementation of the WHO Global Strategy on Diet, Physical Activity and
Health after Agenda Item 6. The Committee also accepted the proposal of the Delegation of Thailand to
consider the discussion paper on the revision of Section 3.4 “Carbohydrates” of the Codex Standard for
Processed Cereal-Based Foods for Infants and Young Children in connection with the WHO Global Strategy.
Further, the Committee agreed to consider the discussion paper submitted by the Delegation of India in
Annex | of CRD15 regarding energy density in Processed Cereal-Based Foods for Infants and Young
Children along with the WHO Global Strategy on Diet, Physical Activity and Health.

! CX/NFSDU 06/26/1; CRD 2 (Annotated Provisional Agenda on the Division of Competence between the European
community and its Member States according to Rule Il paragraph 5 of the Codex Alimentarius Commission; CRD 15
(comments of India).
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7. With these modifications the Committee adopted the Provisional Agenda as the Agenda for the 28"
Session of the Committee.

MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND/OR OTHER
CODEX COMMITTEES (Agenda Item 2)?

8. The Committee noted that a number of matters referred by the 29" 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 matters referred as
follows.

Time frame for items under long consideration

9. The Committee noted that the Commission endorsed the proposals of the 57" Session of the Executive
Committee regarding the improving management of work and agreed to establish a time frame for
completion of its items which were on the Codex Step Procedure.

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)°

10. The Committee recalled that its last session had agreed to circulate the Draft Table, including a revised
definition, at Step 6 for further comments.

11. The Representative of WHO informed the Committee of the work of the joint FAO/WHO scientific
update on carbohydrates in human nutrition, following the information provided to the 27" Session of
CCNFSDU. The Representative indicated that the last Joint FAO/WHO Expert Consultation on
Carbohydrates in Human Nutrition was held in 1997 and since then, several expert consultations have taken
place including the Joint WHO/FAO Expert Consultation on Diet, Nutrition and the Prevention of Chronic
Diseases, which highlighted a number of issues related to carbohydrates that required further review and
assessment. FAO and WHO had strived to organize an expert consultation to update the recommendations
made by the 1997 Expert Consultation, however, due to the financial difficulties holding of a formal expert
consultation has not been possible. In order to address a number of urgent issues related to carbohydrates,
FAO and WHO agreed to undertake a scientific update, pending a formal expert consultation when the
necessary resources are identified. This process was viewed as an important step in preparing for the
eventual Expert Consultation on Carbohydrates in Human Nutrition.

12. The Representative informed that the topics covered represented a wide range of topics on the role of
carbohydrates in health and that papers prepared were thorough scientific update on those identified issues
related to carbohydrates and the identification of topics for further discussion and consideration among
experts.

13. A meeting of the authors together with several other expert peer-reviewers was held in July 2006 to
review all the scientific papers and at this meeting, the experts undertook the review of the issues related to
dietary fibre among various other issues and proposed a definition of dietary fibre.

14. The Representative highlighted the rationale employed by the experts for defining dietary fibre as
"intrinsic plant cell wall polysaccharides”. These include: 1) Existing epidemiological studies which
established health benefits of “dietary fibre™ are based on population studies with diets that contain fruits,
vegetables and whole grain cereal food which have the characteristics of containing plant cell walls. Based
on this scientific evidence, various national and international dietary guidelines which promote the intake of
the plant foods defined as a natural food component, reference intake values and health claims have been
developed; 2) Reference to non-digestibility in the human small intestine was not included as this does not
provide a consistent indicator of plant rich diets. Non digestibility can be affected by food processing or
synthetic or added sources may be added to food; 3) Similarly, the inclusion of "properties” of fibre, such as

2 CX/NFSDU 06/26/2; CRD 3 (information from WHO); CRD 15 (comments of India).

® ALINORM 06/29/26, Appendix I11; CX/NFSDU 06/28/3 (comments of Argentina, Australia, China, Costa Rica,
India, Mexico, Peru, United States of America, IADSA, ICGMA, IDF, ISDI); CRD 4 (comments of Brazil, Canada,
Chile, Indonesia, Malaysia, Philippines, Vietnam, Thailand, AAC, ILSI); CRD 15 (comments of India), CRD 16
(Proposal for a definition of and methods of analysis for dietary fibre content, prepared by drafting group led by France
and Sweden, July 2004); CRD 19 (FAO/WHO Scientific update on carbohydrates in human nutrition).
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"increases stool bulk" or "reduces blood total and/or LDL cholesterol” was considered inappropriate as part
of a definition as this would be difficult to manage when it comes to defining a method of measurement. For
example, many dietary components contribute to lowering blood cholesterol; 4) Polysaccharides are the best
bio-marker of the presence of plant cell wall in foods; 5) It was agreed that the definition of dietary fibre
needs to define chemical component to be measured. The need for chemical approach was also
recommended by the 1997 FAO/WHO Expert Consultation on CHO in Human Nutrition.

15. When considering the definition of dietary fibre, the expert groups had reviewed and analyzed various
existing definitions, including the currently proposed definition by this Committee, definition of the US
National Academy of Sciences in 2003, among others. However, they encountered various discrepancies in
applying those definitions. After considerable discussions, the expert group agreed to define that: "Dietary
fibre consists of intrinsic plant cell wall polysaccharides”, which was the original concept of "dietary fibre".
When the attention was first drawn to fibre, plant cell wall was considered as a marker of whole foods, such
as fruit, vegetables and whole grain cereals. There was never any intention that the multiple components of
the plant cell wall were beneficial to health and they have never been shown to be. To this end, the
Representative of WHO called the attention to the comments made by some Member States in CX/NFSDU
06/28/3 regarding the footnote 1 to the definition currently proposed by this Committee. Components such
as phenolic compounds, waxes, saponins, phytates, cutin, phytosterols, etc. have never been shown to have
health benefits and "possible beneficial effects of certain substances fall outside the scope of the definition".

16. The Committee noted that the proposed draft definition was about to be completed and that proposed
FAO/WHO definition differed considerably from the one on which Committee worked for a number of years
and considered how to progress on this matter.

17. A number of delegations expressed their wish to continue working on the proposed definition for dietary
fibre as proposed by the Committee and presented in Appendix I11 of ALINORM 06/29/26. It was indicated
that the current CCNFSDU definition was wider and covered issues that were relevant to the work of Codex
Alimentarius. The Delegation of Benin was of the view that dietary fibres of animal origin could be
considered for inclusion.

18. Several other Delegations and observers supported the work on definition of dietary fibre proposed by
the expert group involved in the joint FAO/WHO Scientific Update on Carbohydrates in Human Nutrition as
the definition expressed in CRD 19 was scientifically clearer and that the Codex mandate was to protect
consumer health. The Delegation of Sweden referred to the current Codex definition of dietary fibre in the
Codex Guidelines on Nutrition Labelling (CAC/GL 2-1985) and that this definition includes edible plant and
animal material not hydrolised by the endogenous enzymes of the human digestive tract. The Observer of
IACFO stressed the role of WHO as a parent organization of Codex.

19. Some delegations drew the attention of the Committee to the necessity to study methodological
problems of the determination of dietary fibre in more detail. It was noted that validated methods for
determination of specific components of dietary fibre were available but no single validated method existed
that is consistent with the proposed definition by Codex, therefore it was not possible to combine these
results in order to determine total dietary fibre.

20. To the concerns raised by some delegations regarding the status of this FAO/WHO scientific update and
unavailability of names of experts and references to scientific publications, the Representative of WHO
clarified that there were over 40 experts from different countries and that the references to scientific
publications and the list of experts could be made available and that scientific papers would be published
early next year.

21. The Committee noted that there was no agreement on how to progress with the work further, therefore
accepted the proposal of the Chairperson to seek additional comments on the current draft definition and the
proposed definition in CRD 19.

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 Table of Conditions for Nutrient Contents containing
provisions on dietary fibre to Step 6. The Committee agreed to issue a Circular Letter asking comments and
additional input on the definition and other provisions of dietary fibre. The Committee noted that a Circular
Letter should contain the current Appendix Ill, the content of CRD 19 and also additional clarification
provided by the WHO, if any including information on the publication of the scientific papers.
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DRAFT REVISED STANDARD FOR INFANT FORMULA AND FORMULAS FOR SPECIAL
MEDICAL PURPOSES INTENDED FOR INFANTS: SECTION A DRAFT REVISED STANDARD
FOR INFANT FORMULA (Agenda Item 4a)*

23. The Committee recalled that its last session had returned Section A of the Draft Revised Standard to
Step 6 for further comments and consideration by two electronic working groups that would consider
respectively the sections on essential composition and on food additives. It had also been agreed that a
physical working group chaired by Germany would be held prior to the session to consider composition
requirements.

24. The Committee considered the recommendations of the working groups on sections 3 and 4. As regards
the other sections, the Chair recalled that agreement had been reached on several sections of the Draft
Standard in earlier sessions and the Committee agreed to concentrate on the provisions that had been retained
in square brackets for further discussion. The Committee considered the Draft Standard section by section
and made the following amendments and comments.

25. The Committee agreed on an editorial amendment to section 2.1 and other relevant sections in order to
refer to “the product” instead of “infant formula” as the final standard would apply also to Formulas for
Special Medical Purposes (FSMP).

Section 3. Essential Composition and Quality Factors
Section 3.1 Essential Composition

26. The Delegation of Germany presented the report of the electronic working group that had been held
prior to the session (CRD 1) and noted that although it had not been able to discuss the whole of Section 3,
consensus had been reached on many subsections. It was noted that different delegations applied different
interpretations of the General Principles for Establishing Minimum and Maximum/Guidance Upper Levels
for the Essential Composition of Infant Formula and that this prevented agreement in particular on Guidance
Upper Levels. The Working Group had therefore agreed to follow a three-step procedure 1) necessary
revisions of the minimum levels for nutrients in the present Standard 2) necessary revision of the maximum
levels for nutrients in the present Standard and introduction of additional maximum levels according to
recent scientific data, and 3) definition of Guidance Upper Levels for other nutrients according to the
General Principles and addition of text to indicate that the application of these levels would be left to
national authorities. To resolve this question an informal working group was set up, chaired by the
Delegation of Canada, The results of this working group were introduced by the Delegation of Canada and
were presented in Annex 1 of CRD 1. These values were inserted in the Table in section 3 and discussed as
follows. The agreed format has three separate columns for minimum, maximum and guidance upper values
GULs).

27. In section 3.1.3, the Committee agreed to amend the text of Footnote 1 as proposed by the working
group to clarify that GULs which met the nutritional requirements of infants and had an established history
of safe use could be established in the absence of sufficient scientific information. The Committee
therefore agreed that “maximum values” would be established when these values were based on a scientific
risk assessment and would be replaced by GULs where appropriate throughout the section. It was also
clarified how GULSs should be interpreted and used at the national level.

28. With reference to the question of upper levels, the Observer from NHF supported the principle that
“when children have already adapted well to the formula, there is no need to follow the upper limit” and
proposed that it should be applied to food supplements for all age groups.

* ALINORM 06/29/4, Appendix IVA, CX/NFSDU 06/28/4 (comments of Argentina, Australia, Bolivia, China, Costa
Rica, India, Norway, Peru, United States, AIDGUM, ENCA, IDF, ILCA, ISDI), CX/NFSDU 06/28/4-Add. 2 (Proposals
of the Working Group for the Sections on Food Additives), CX/NFSDU 06/28/4-Add. 3 and CRD/CX/NFSDU 06/28/4-
Add. 3 (Proposals of the electronic Working Group on Section 3), CX/NFSDU 06/28/4-Add. 4 (comments on the
additives section: Argentina, Guatemala, Kenya, United States, Vietnam, ISDI), CRD 1 (report of the Working Group
on Section 3 held on 28 November 2006), CRD 5 (comments of Canada, Chile, European Community, Indonesia,
Malaysia, Philippines, South Africa, Thailand, IACFO), CRD 6 (Brazil, Canada, European Community, Indonesia,
Japan, Norway, Thailand), CRD 8 (Canada, Thailand, USA), CRD 15 (India), CRD 27 (Botswana), CRD 28 (IBFAN), ,
CRD 30 (Proposed Tables for Food Additives resulting from the discussion).



ALINORM 07/30/26 page 5

a) Protein

29. The Committee agreed on a minimum value of 1.8 g/100 kcal and a maximum value of 3g/100 kcal for
milk based formula. The Committee recalled that the question of the nitrogen conversion factor had been
substantially discussed at its earlier sessions, that the Committee on Milk and Milk Products had expressed
the view that the conversion factor should be 6.38 as in the case of milk products and that the Commission
had referred this question to the CCNFSDU for further consideration.

30. The Committee agreed with the proposal of the working group to use a nitrogen conversion factor of
6.25 for infant formula “unless a scientific justification is provided for the use of a different conversion
factor for a particular product”, and to indicate that a factor of 6.38 was used for other milk products, while
the conversion factor in other soy products was 5.71. The Observer of IDF noted that although the factor of
6.25 relates to the final product, the specific conversion factor of 6.38 for milk protein and 5.71 for soy
protein relate to the ingredients used in the manufacture of infant formulae and to products that are outside
the scope of the standard. This should ensure consistency among various Codex standards regarding
conversion of nitrogen into proteins.

31. The Delegation of India expressed its reservation on this decision as it supported a conversion factor of
6.38 for infant formula deriving protein exclusively from milks and 5.71 for infant formula deriving protein
exclusively from soy. The Delegation of Japan drew the attention of the Committee of conversion factor
6.38 used in quoting of para. 17 of ALINORM 06/29/11 and para. 179 of ALINORM 06/29/41.

32. The Committee agreed to rearrange the footnotes for clarification purposes and to retain the text of
Footnote 6 concerning infant formula containing lower protein values without square brackets and to refer to
milk instead of “cow’s milk” to ensure consistency throughout the standard.

33. The Committee noted that there had been no support in the working group for a proposal from some
observers to consider adverse effects of soy protein isolates. It noted that an evaluation of the use of these
products was underway in several scientific organizations, and that ESPGHAN would seek cooperation with
these organisations and to provide information on the result of these evaluations following their completion
to the Committee.

b) Lipids

34. The Committee agreed to retain the current minimum value of linoleic acid (300 mg/100 kcal) and to
establish a GUL of 1400 mg.

35. The Committee agreed with the proposal of the Delegation of Canada to delete phospholipids from
section 3.2.3 and to specify in Footnote 8 that the total content of phospholipids should not exceed 300
mg/100 kcal. The maximum percentage of trans fatty acids was retained without square brackets and some
editorial amendments were made for clarification purposes.

c) Carbohydrates

36. The Committee agreed to clarify in Footnote 9 that precooked or gelatinized starches should be gluten-
free by nature.

37. Some delegations proposed to delete the reference to sucrose, or to separate sucrose from fructose in the
second paragraph of Footnote 6, pointing out that adverse effects were mostly associated with fructose. The
Committee however agreed to refer to fructose as an ingredient and to retain the rest of the text unchanged,
taking into account that sucrose could be used to improve taste.

d) Vitamins
38. The values proposed in Annex 1 of CRD 1 were agreed by the Committee.

39. The Committee agreed with the proposal of the Delegation of New Zealand to amend the guidance
upper level of Vitamin By, to 1.5 in order to take into account natural variations in milk levels.

40. As regards Vitamin C, the Delegation of Australia proposed to specify a guidance upper level of 30 mg
for powdered infant formula. The Delegation of the United States pointed out that higher levels were
necessary when water at a high temperature was used to reconstitute formula, due to significant losses. The
Committee agreed on a guidance upper level of 70 mg with a footnote clarifying that this level took into
account possible high losses over shelf life in liquid formula, and that for powdered products lower upper
levels should be aimed at.
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e) Minerals and Trace Elements
lron

41. The Committee recalled that the level of iron had been already discussed extensively and that no
consensus had been reached due to the wide differences between the levels allowed in various countries.
The Committee agreed to retain a single level of iron for all types of formula instead of two and to establish a
minimum level of 0.45 mg. As there was no agreement on the upper level, some delegations proposed to
refer to a range (1.3 to 2.4 mg), while other delegations proposed that no specific values should be
mentioned.

42. The Observer from ESPGHAN pointed out that considerable evidence on adverse effects of excessive
intake of iron was available from clinical studies in infants and that it had already presented scientific
arguments supporting a maximum level of 1.3 mg/100 kcal. Setting of maximum levels for iron content per
100 ml was recommended by recent independent scientific reviews in the United States (1.65mg), the EU
(1.3mg) and the IEG (1.3), and that the adverse effects of excessive iron intake included enhanced growth
and gut colonization of pathogenic bacteria, a higher prevalence of diarrhea, and limited bioavailability of
copper and zinc. The Observer therefore recommended that if guidance upper levels were to be set by
national authorities, they should not exceed the range of 1.3 to 2.4 mg/100 kcal.

43. After some discussion, the Committee agreed that the establishment of upper levels should be left to
national authorities and inserted a footnote to this effect.

44, The Committee agreed that the minimum ratio calcium/phosphorus should be 1:1 and the maximum 2:1,
amended the maximum level for potassium to 180 mg, and the GUL for copper to 120 mkg.

Section 3.2 Optional ingredients
Total Nucleotides

45. The Delegation of Mexico, supported by other delegations, stressed the positive health effects of
nucleotides and proposed to establish a maximum level of 16 mg/100 kcal, based on the concentration in
human milk. Other delegations proposed to leave the establishment of specific levels to national authorities.
After some discussion, the Committee agreed that levels may need to be determined at the national level.

Docosahexaenoic Acid

46. The Delegation of Japan, supported by other delegations, proposed to increase the proposed maximum
level (0.5 % of fatty acids) to 1%, since studies carried out in Japan and other Asian countries demonstrated
that the average level found in human milk was from 0.5 to 1%. The Delegation did not support the
conditions of use of docosahexaenoic acid (DHA) specifying that if it was added to infant formula,
arachidonic acid (AA) should reach at least the same content as DHA because there is latest scientific
evidence to justify this decisive expression, and because according to extensive surveys with many cases of
breast milk, especially with Asian, rather less AA to DHA ratio are presented. The Delegation proposed as a
compromise to use the text included in the written comments of ISDI, referring to addition of arachidonic
acid in a range of 0 to 2%.

47. Other delegations supported the current level of 0.5% as it was based on current scientific evidence
regarding the safety of human milk. The Observer from ESPGHAN noted that human milk content of DHA
and DHAJ/AA ratio vary with dietary intakes of breastfeeding women, particularly fish consumption.
However human milk always contains AA with mean levels near 0.4 % of fatty acids and published studies
on the safety of DHA have been mostly performed with formula containing at least as much AA as DHA,
whereas there is little evidence to demonstrate health benefits of adding DHA alone. ESPGHAN therefore
supported the inclusion of a requirement to add AA along with DHA and the current proposal on the ratio
between DHA and AA.

48. After an extensive discussion, the Committee agreed to retain the current proposals as a guidance upper
level and to specify in the footnote that “national authorities may deviate from these conditions”, in order to
recognize that different data existed in some countries. The Delegation of Japan reserved its position on this
decision.

Fluoride
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49. The Delegation of South Africa drew the attention of the Committee to new scientific data published by
the United States National Research Council on the adverse effects of fluoride in drinking water and to the
recent revision of the WHO Guidelines for Drinking Water Quality, that included maximum limits for
fluoride, and therefore proposed to delete fluoride from the list of optional ingredients.

50. The Delegation of the United States clarified the status of the recommendations from the NRC in
relation to the scientific studies discussed in the report, and pointed out that this was a report on maximum
levels of fluoride in drinking water, and also noted that an adequate intake level had also been established in
the Dietary Reference Intake Report. The quoted studies may have been a part of discussions in the NRC
report, but were not part of recommendations of the report.

51. The Observer from ESPHGAN noted that available scientific evidence pointed to dose dependent
adverse effects of fluoride, such as fluorosis, while there was no indication that complete avoidance of
fluoride exposure would result in health benefits, as numerous studies lead to the conclusion that an
appropriate level of fluoride exposure contributes to the reduction of dental caries risk. However, it was
important to avoid excessive fluoride exposure and ESPGHAN supported a maximum level of 100 ug/100
kcal.

52. The Committee generally agreed that fluoride should not be added to infant formula and should be
deleted from the list of optional ingredients, and discussed the maximum level to be allowed, as several
values were put forward. The Committee noted several proposals to insert the fluoride provisions in the
specific prohibitions, or as a separate section, or in the essential composition requirements. After some
discussion, it was agreed to add a new section 3.3 to the effect that fluoride should not be added and that its
level should not exceed 100 pg/100 kcal.

Annex 1

53. The Delegation of Germany indicated that the working group had agreed that Annex 1 should be revised
with regard to the inclusion of the variability of the stated mean amino acid content of breast milk and with
regard to the origin of the data

54. The Delegation of the United States expressed the view that the use of average values in the Table was
not acceptable as there was a variety of values and the Table should be based on the IEG report , while Table
5 presented the source of these values. After some discussion, the Committee agreed that the Delegation of
Germany would replace the values in Annex 1 by inserting values of the IEG Report. The Table should
indicate that all the values can be used by national authorities.

55. The Committee expressed its appreciation to the Delegation of Germany and to the Working Group for
their excellent work at the present session and throughout the revision of the standard, which had greatly
facilitated the revision of the section on the basis of updated scientific evidence.

Section 4. Food Additives

56. The Delegation of Switzerland presented the report of the electronic working group that had worked
between the sessions in order to redraft the Section on additives at the request of the last session of the
Committee and pointed out that the approaches to the use of additives in infant formula varied widely
between delegations.

General considerations

57. The Delegation of Switzerland, while presenting the report of the working group, recalled the
background of consideration by JECFA of additives for use in infant foods, as follows. The Committee
noted that the Principles for the Safety Assessment of Food Additives and Contaminants (WHO EHC 70,
1987) confirmed the principles that had been developed by the FAO/WHO Meeting on Additives in Baby
Foods (1971), establishing a distinction between baby foods suitable for infants up to 12 weeks and older
infants, due to physiological reasons, and concluded that “it is prudent that foods intended for infants under
12 weeks should contain no additives at all”. However the Principles recognized “that in practice there may
be certain exceptions on technological grounds”, which were further specified. It was also noted that some
additives had been evaluated by JECFA specifically for use in infant foods (for infants below 12 weeks)
while others had been evaluated for the general population but not for this group of population.

58. The Committee noted that the basis of the advice provided by JECFA on additives in foods for young
infants had been established in 1971 and agreed that further advice on the inclusion of additives in infant
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formula was necessary. The Committee agreed to ask the CCFA to put forward the following question to
JECFA: to what extent an ADI established by JECFA, whether numerical or not specified, applied to young
infants below 12 weeks; what scientific principles should apply to the evaluation of additives intended for
this group of population; and whether the establishment of an ADI in itself was sufficient or whether other
issues had to be addressed.

59. The Committee discussed whether the establishment of specific principles for use of additives in infant
formula should be developed, as proposed by some delegations, and agreed that it would be preferable to
defer consideration of this matter pending advice from JECFA.

60. Some delegations recalled that the revised Standard for Processed Cereal Based Foods for Infants and
Young Children referred to the carry over of additives, and proposed to include a similar wording in the
standard. The Chair recalled that the products were not the same and that carry over of additives was not
allowed in the current Standard for Infant Formula. After some discussion, the Committee agreed to insert
the text used for cereal based foods as an introduction to the list of additives and to ask the advice of the
CCFA on the applicability of the language for carry over to infant formula.

Additives for inclusion in the Draft Standard

61. In view of the above considerations, the Committee considered the options put forward by the working
group on how to proceed with the current section on additives:

1)  Proceed with all food additives already listed in the current standard; defer discussion of
other additives after JECFA has provided its opinion

2)  Proceed with non controversial additives cleared by JECFA specifically for infants
3)  Defer consideration of Section 4 until JECFA has provided its opinion

62. The EC explained that in their view the use of food additives in foods intended for infants and young
children should be limited to those where there is a clear technological need and where that function can not
be fulfilled by an additive on the list and expressed preference for option 2.

63. The Committee agreed to proceed with the first option and to establish a working group chaired by
Switzerland during the session to identify the additives that could be included in the current Draft Standard
and those that would require further consideration. The Committee considered three lists of additives that
were proposed by the working group: Table 1: additives that are considered suitable for use in infant formula
and formula for special medical purposes (FSMP) intended for infants use (sections A and B); Table 2
including additives for which suitability for use in sections A and B should be determined; and Table 3
including additives intended only for FSMP (section B).

64. As regards Table 1, the Delegation of the United States expressed the view that the list of additives in
the current standard should be retained in view of their long history of use, with the understanding that it
could be amended when new scientific advice became available.

65. The Delegation of the EC proposed to delete carrageenan from the current list in view of its adverse
effects to health of young infants, until the JECFA reevaluation scheduled for 2007 became available. After
some discussion, the Committee agreed to insert a footnote to the effect that national authorities may restrict
the use of carrageenan until the evaluation by JECFA had been completed.

66. The Committee agreed that Table 1 would include all those additives and levels of use that were
considered suitable for in infant formula and formula for special medical purposes and would be forwarded
to the CCFA for endorsement and to the Commission as section 4 of the Draft Standard.

67. The Committee agreed to forward the additives in Table 2 to the CCFA for advice on their suitability in
the products covered by sections A and B and evaluation by JECFA if required, in the light of the advice that
would be provided on the general questions mentioned above. The Committee agreed to forward the
additives in Table 3 to CCFA for advice on their suitability in the products covered by section B and
evaluation by JECFA if required. Tables 2 and 3 are presented in Appendix IlI.

68. The Committee expressed its appreciation to the Delegation of Switzerland and to the working group for
their comprehensive work in order to facilitate the update of the additives section.

Section 6. Food Hygiene
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69. It was proposed to amend the text of section 6.1 to specify that the product “shall be prepared” in
accordance with the provisions of the section. However the Committee noted that this was the standard
section on food hygiene endorsed by the Committee on Food Hygiene and included in the Procedural
Manual, and that any change would require further consideration by the Committee on Food Hygiene with
specific justification.

70. Observers from IBFAN, ILCA and IACFO proposed to include additional labeling provisions to warn
parents and caregives regarding intrinsic contamination of powdered infant formula with pathogenic
microorganisms. However several delegations recalled that this issue had already been discussed, that
hygiene provisions were addressed in detail in the relevant Code of Hygienic Practice, currently under
revision in the Committee on Food Hygiene, and that no labeling provisions should be introduced in the
section on food hygiene. The Committee agreed to retain the current section.

Section 9. Labelling

71. The Committee agreed to reword the first paragraph to repeat the provisions in the Guidelines on
Nutrition and Health Claims as regards claims for foods for infants and children, and to introduce some
editorial changes. Section 9.6.6 on nutrition an health claims was therefore deleted.

72. The Committee agreed to delete section 9.1.6 on labelling related to iron content in view of its earlier
decision to establish a minimum level for iron of 0.45 mg/100 kcal.

73. The Committee had an extensive discussion on the use of boiled water for reconstitution of infant
formula. Several delegations expressed the view that the use of previously boiled water did not ensure the
safety of the products as contamination might occur after boiling, while drinking water did not require
boiling to be safe, and therefore proposed to refer to “safe” water as this covered all possible cases in order to
prevent contamination. Other delegations and observers supported a specific reference to boiled water in
order to provide clear guidance to consumers regarding the intrinsic contamination of powdered infant
formula. Some delegations pointed out that the provisions of the standard were not intended to provide
information directly to consumers, but to provide guidance to governments on how to provide adequate
information to consumers. Following discussion of several proposals, the Committee agreed that the
paragraph would refer to “water that is safe or has been rendered safe by previous boiling before feeding
according to directions for use” and clarified the provisions for each type of formula (powdered or liquid).

74. Following some exchange of views on how to address issues of contamination of infant formula, the
Secretariat informed the Committee that the Proposed Draft Code of Hygienic Practice for powdered
Formulae for Infants and Young Children addressing all issues related to contamination with pathogenic
microorganisms, in particular Enterobacter sakazakii and Salmonella, and including relevant labelling
aspects , would be considered by the next session of the Committee on Food Hygiene, on the basis of the
scientific advice provided by FAO/WHO Expert Consultation and Technical Meeting. Several delegations
and the Observer from IDF pointed out that advice on the safety of the product were addressed in the Code
of Hygienic Practice and that work on the revision of the standard should not duplicate the work on the
revision of the Code.

75. The Representative of WHO informed the Committee that the FAO/WHO Technical Meeting on
Enterobacter sakazakii and Salmonella in Powdered Infant Formula had considered a risk assessment model
and the impact of different control measures on the reduction of risk, such as different temperatures of the
water used for reconstitution of formula. Recommendations had also been made to member states and in
particular to review labels in order to provide information on the health hazards of inappropriate preparation.

76. The Committee noted the proposals of the observers of IAFCO, IFBAN and ILCA for additional
warning in the label concerning intrinsic pathogenic microorganisms. However several delegations pointed
out that this was adequately covered by section 9.5.4, referring to “a warning about to the health hazards of
inappropriate preparation”, in order to provide guidance to governments in accordance with the
recommendations of the FAO/WHO Technical Meeting. The section was amended to add “storage and use”
of the product so as to cover health hazards at all stages. The Delegation of South Africa expressed its
reservation on this section as it did not consider that the information provided was sufficient.

77. The Committee discussed whether the reference to an accompanying leaflet should be retained, as
several delegations stressed the need to include all relevant information on the label of the product itself and
not on a leaflet. The Committee agreed that the use of the leaflet could be allowed in addition to the
labelling of the product and amended the text accordingly.
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Section 10. Methods of Analysis and Sampling

78. The Delegation of the United States pointed out that methods of analysis for infant formula had not been
revised for a long time and included several obsolete methods, and therefore proposed a revised list with
updated methods. The Committee agreed to insert this list in section 10 and to forward it to CCMAS for
endorsement.

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 7 (Agenda Item 4 b)®

79. The Committee recalled that it had agreed to forward this section to Step 5 for adoption by the
Commission and that after adoption at Step 5 comments were requested at Step 6 of the Procedure. It also
recalled that Section A was to serve as a model for this section and that cross-references were used to
relevant Sections of Section A. The Committee considered the document section by section and in addition
to editorial corrections made the following comments and changes.

Section 1. Scope

80. The Committee noted some proposals to delete specific wording or to add additional references to WHA
Resolutions, or to clarify the Scope by characterizing it into distinct categories, however it felt that the
wording of this Section should be consistent with the Codex Standard for the Labelling of and Claims for
Foods for Special Medical Purposes (CODEX STAN 180-1991) and that characterization of the Scope into
distinct categories might exclude some products necessary for correction of some carbohydrate or amino acid
metabolic disorders.

Section 3.1 Essential composition
Section 3.1.2

81. Since the products covered by this Section were intended to be sole sources of nutrition, the Committee
agreed to amend it in order to emphasize that their nutritional safety and adequacy in supporting the growth
and development shall be scientifically demonstrated and be beneficial in the dietary management of the
infants for whom it was intended.

82. The Committee noted that in some cases there might be a need to use products containing chromium and
molybdenum, therefore inserted new Section 3.1.4 setting requirements for these elements.

Section 4 Food Additives

83. The Observer from ISDI informed the Committee that more additives had been used in the products
covered by this section as compa