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COMMITTEE ON NUTRITION  AND Foobs FOR SpeciAL  DIETARY  USES
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The report of the Twenty-first Session of the Codex Committee on Nutrition and Foods for
Special Dietary Uses will be considered by the 23rd Session of the Codex Alimentarius Commission to
be held in Rome from 26 June—3 July 1999.

PART A. MATTERS FOR ADOPTION OR APPROVAL BY THE 23RD SESSION OF THE
CODEX ALIMENTARIUS COMMISSION

DRAFT TEXTS AT STEP 8

1. DRAFT TABLE OF CONDITIONS FOR NUTRIENT CONTENTS (PART B) (GUIDELINES FOR USE OF
NUTRIENT CLAIMS ) (ALINORM 99/26, Appendix II)

Governments and International Organizations are invited to comment on the above draft Table and
should do so in writing in conformity with the Guide to the Consideration of Standards at Step 8 of the
Procedure for the Elaboration of Codex Standards Including Consideration of Any Statements Relating to
Economic ImpactQodex Alimentarius Procedural Manydlenth Edition, pp. 24-25) to the Chief, Joint
FAO/WHO Food Standards Programme, FAO, Viale delle Terme di Caracalla, 00100 Rome, lItaly (fax:
+39 06 5705 4593; e-mail: codex@fao.ompt later than 1 April 1999.

DRAFT TEXTS AT STEP 5:

2. PrROPOSEDDRAFT REVISED STANDARD FOR PROCESSEDCEREAL -BASED FOODS FORINFANTS
AND YOUNG CHILDREN (ALINORM 99/26, Appendix V)

Governments and International Organizations are invited to comment on the proposed draft
Standard at Step 5 of the Procedure for the Elaboration of Codex Standards Including Consideration of
Any Statements Relating to Economic ImpaCoflex Alimentarius Procedural Manyalenth Edition,
pp. 24-25) and should do so in g to the Chief, Joint FAO/WHO Food Standards Programme, FAO,
Viale delle Terme di Caracalla, 00100 Rome, Italy (fax: +39 06 5705 4593; e-mail: codex@fanairg),
later than 1 April 1999.
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PART B. REQUEST FOR COMMENTS AND INFORMATION

3. DRAFT TABLE OF CONDITIONS FOR NUTRIENT CONTENTS (PART B, CONTAINING PROVISIONS
ON FIBRE) (GuidelinesForR USE OF NUTRITION CLAIMS ) AT STEP 6
(ALINORM 99/26, para. 30 and Appendix III)

Governments wishing to comment on the proposed draft Table at Step 6 should do so in writing
to the Chief, Joint FAO/WHO Food Standards Programme, FAO, Viale delle Terme di Caracalla, 00100
Rome, Italy (fax: +39 06 5705 4593; e-mail, codex@fao.angj,later than 1 April 1999.

4. Proposed Draft Revised Standard for Gluten-Free Foods at Step@LINORM 99/26,
para.40)

Governments wishing to comment on the proposed draft Standard which is presented in the
document CX/NFSDU 98/4 should do so in writing to the Chief, Joint FAO/WHO Food Standards
Programme, FAO, Viale delle Terme di Caracalla, 00100 Rome, ltaly (fax, +39 06 5705 4593; e-mail,
codex@fao.orgot later than 1 April 1999.

5. Proposed Draft Revised Standard for Infant Formula at Step 3
(ALINORM 99/26, paras 106 and Appendix V)

Governments are invited to comment on the proposed draft Standard especially on parts which
are left in square brackets and should do so in writing to the Chief, Joint FAO/WHO Food Standards
Programme, FAO, Viale delle Terme di Caracalla, 00100 Rome, lItaly (fax, +39 06 5705 4593; e-mail,
codex@fao.orgot later than 1 April 1999.

6. VITAMIN C FORTIFICATION (ALINORM 99/26 para. 7-8)

While considering Vitamin C Fortification issue the Committee took note that there might be a
need for a review of the General Principles for the Addition of Essential Nutrients for Foods (CAC/GL
09-1987) in order to address the issue of fortification in commodity standards. Governments are invited
to comment on the above subject matter and should do so in writing to the Chief, Joint FAO/WHO Food
Standards Programme, FAO, Viale delle Terme di Caracalla, 00100 Rome, Italy (fax, +39 06 5705
4593; e-mail, codex@fao.org)pt later than 1 April 1999.




SUMMARY AND CONCLUSIONS

The Twenty-first Session of the Codex Committee on Nutrition and Foods for Special Dietary

Uses reached the following conclusions:

MATTERS FOR CONSIDERATION BY THE COMMISSION
The Committee:

O

Recommended the adoption at Step 8, the Table of Conditions for Nutrient Contents (Part B)
containing provisions on Protein and Vitamins and Minerals for inclusion into Guidelines for Use
of Nutrition Claims (para. 30 and Appendix Il);

advanced the Proposed Draft Revised Standard for Cereal-Based Foods for Infants and Young
Children for adoption at Step 5 (para. 82 and Appendix IV);

initiated a new work on Advisory Lists of Mineral Salts and Vitamin Compounds, subject to
approval by the 28 Session of the Codex Alimentarius Commission (para. 121).

OTHER MATTERS OF INTEREST TO THE COMMISSION
The Committee:

O

Returned the Draft Table of Conditions for Nutrient Contents (Part B) containing provisions on
fibre to Step 6 for further comments and consideration by the next session of the Committee
(para. 30 and Appendix IlI);

returned Proposed Draft Standards for Infant Formula to Step 3 for further comments and
consideration (para. 106 and Appendix V);

agreed to further consider the Proposed Draft Guidelines on Vitamin and Mineral Supplements as
well as a working paper prepared in order to facilitate discussion on this issue (para. 49);

agreed to leave the text of the Draft Revised Standard for Gluten-Free Foods as it was in
CX/NFSDU 98/4 at Step 6 and give further consideration at the next session (para. 40);

agreed that provisions for Vitamins and Minerals in Foods for Special Medical Purposes deserved
further consideration and that the Delegation of Germany would revise the discussion paper
including the Table as required in square brackets for further comments and consideration (para.
113);

agreed to postpone considering the Nutrient Reference Values for Labelling Purposes until the
recommendations of the Expert Consultation in Bangkok became available (para. 115); and

agreed that the question regarding the proprietary techniques should be referred to the Codex
Committee on Methods of Analysis and Sampling as a general matter (para. 40).
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INTRODUCTION

1. The Twenty-first Session of the Codex Committee on Nutrition and Foods for Special Dietary
Uses was held from 21 to 25 September 1998 in Berlin, Germany at the kind invitation of the
Government of Germany. The Session was chaired by Prof. Dr. Rolf Grossklaus, Director and Professor
of the Federal Institute for Health Protection of Consumers and Veterinary Medicine. The Session was
attended by 200 delegates, advisors and observers from 42 Member countries and 21 international
organizations.

OPENING OF THE SESSION (AGENDA ITEM 1)

2. The Session was opened by Mrs Dr Sabine Bergmann-Pohl, Parliamentary Under-secretary of
the Federal Ministry of Health. On behalf of the Federal Minister of Health she extended a very warm
welcome to the delegates attending the Session. She highlighted the importance of the work of Codex in
providing standards for protecting consumers’ health and facilitating international food trade while
improving international competitiveness. Mrs Bergmann-Pohl noted especially that the record
attendance of delegations at the Session was a recognition of the great importance of Codex, due to the
reference to Codex standards, guidelines and recommendations under the relevant World Trade
Organization Agreements. She also pointed out that some misinformation existed on medical claims
and on the introduction of restrictions concerning the accessibility of vitamins and minerals. In
conclusion, she expressed the hope that, despite all difficulties, the decisions of the Committee would
be taken by consensus and based on available scientific data and wished the delegates all success in
their work.

3. The Delegation of Spain expressed regret at the lack of interpreting into the Spanish language
and requested the Secretariat of the host country to consider additional means of ensuring the possibility
to work in all official languages at the meeting.

ADOPTION OF THE AGENDA (AGENDA ITEM 2)*

4. The Committeeadopted the Provisional Agenda as proposed, aamgieed to discuss the
proposals of Australia (CRD 10) concerning the Proposal to Define the Basis for Derivation of Energy
Conversion Factors in the Codex Guidelines on Nutrition Labelling and New Zealand (CRD 20)
concerning the revision of the Advisory Lists of Mineral Salts and Vitamin Compounds for Use in
Foods for Infants and Children (CAC/GL 10-1979) under Other Business and Future Work (Agenda
Item 10).

MATTERS REFERRED TO THE COMMITTEE FROM THE CODEX ALIMENTARIUS
COMMISSION AND OTHER CODEX COMMITTEES (AGENDA ITEM 2)?

5. The Committee noted matters arising from the 22nd Session of the Codex Alimentarius
Commission (CAC; June 1997; 45th Session of the Executive Committee of the Codex Alimentarius
Commission (CCEXEC), the 29th Session of the Codex Committee on Pesticide Residues (CCPR; 7-12
April 1997) and decided to discuss specific concerns under the relevant Agenda Items.

PROVISIONS OF FORTIFICATION ON |ODINE, IRON AND VITAMIN A IN THE GUIDELINES OF NUTRITION
CLAIMS @

6. The Committeeacceptedthe kind offer of the delegation of Thailand to prepare a discussion
paper for consideration at the next Session of CCNFSDU.

1 CX/NFSDU 98/1.
2 CX/NFSDU 98/2; CX/NFSDU 98/2 Addendum; CRD 11 (Comments from USA); CRD 22 (CIAA); CRD 36
(ILSI).

8 ALINORM 97/15, paras 69-74.
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VITAMIN C FORTIFICATION *

7. It was pointed out by several delegations that this issue was already covered by the “General
Principles for the Addition of Essential Nutrients to Foods” (CAC/GL 09-1987) in which there were
provisions for nutrient fortification. The Committee discussed the need for a clear distinction between
use of vitamin C as an additive and for fortification purposes: when used as an additive it should be
declared as such and when used for fortification purposes it should be declared in accordance with the
General Guidelines on Claims.

8. The Committee took note that there might be a need for a review of the General Principles in
order to address the issue of fortification in commodity standardsagmeled that a Circular Letter
should be prepared in order to ask for governments comments on the necessity of the review.

CONSIDERATION OF M ETHOD OF ANALYSIS FOR NUTRITION LABELLING °

9. The Committee took note that a new method became availablagreédto add the method
AOAC 996.06 for the determination of polyunsaturated and saturated fats to the current list of methods.

MATTERS RELATED TO HEALTH AND NUTRITION CLAIMS

10. The Committee noted that the Coordinating Committee for Europe had stressed the importance
of matters relating to nutrition and health claims and the need to proceed with work in these areas. In
this perspective, the Committee discussed the following matters arising from the Committee on Food
Labelling (CCFL).

PROPOSEDDRAFT AMENDMENT TO THE GUIDELINES ON NUTRITION LABELLING

11. The Committee considered the request from the CCFL to determine if public health needs
required the mandatory labelling of sugars, fibre, saturated fats and sodium when nutrition labelling was
applicable. This would be in addition to the current provisions of the Guidelines for Nutrition Labelling,
whereby energy value, protein, available carbohydrate and fat must be declared when a nutrient
declaration is made.

12. Several delegations supported the current requirements in the Guidelines, pointing out that the
declaration of four additional nutrients would be difficult to apply in practice and might confuse the
consumer without providing useful information. They pointed out that, from a public health point of
view, additional labelling was not the only means to improve the nutritional status of the population,
and stressed the need for developing nutrition education so that consumers could actually benefit from
nutrition labelling and be able to make an informed choice.

13. The Observer from the European Community, recalled that the approach in the EC was
consistent with the current Guidelines, and that the declaration of energy, protein, carbohydrate and fat
was mandatory only when a claim was made. Further, if a claim was made on any of sugar, fibre,
saturated fat and sodium, the declaration of all four additional nutrients was also becoming compulsory.
The Observer proposed that the Committee considered this approach and he was supported by Canada
and other delegations.

14. The Delegation of India and the Observer from CI supported mandatory comprehensive
labelling for consumers information and education. It could be further expanded including the fibre,
sugar, saturated fat and sodium. Some delegations expressed the view that it should be left to national
authorities to determine whether additional nutrition labelling was required. The Delegation of the
United States supported the inclusion of the four additional nutrients and proposed that further
consideration should be given to this matter as it would be useful to provide guidance to governments
on the declaration of additional nutrients even on an optional basis.

4 ALINORM 99/27, para. 29
° ALINORM 97/23A, paras 43-48, Appendix IV, CX/MAS 97/9; CRD 4 (Comments from Canada, Uruguay,
CSPI).
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15. The Committee recognized that there was general support for retaining the current provisions in
the Guidelines ancgreed to consider this question further at its next session and ask for further
comments on this matter.

PROPOSEDDRAFT RECOMMENDATIONS ON THE USE OFHEALTH CLAIMS

16. The Committee had an exchange of views on the request from the CCFL concerning the
scientific basis for health claims, and recognized that one of the major issues was the definition of
health claims, as the approach to this concept greatly differed from one country to another.

17. Several delegations indicated that they did not support any claim relating to the prevention, cure
and treatment of disease but that further consideration could be given to claims relating to the
contribution of specific nutrients to health, provided the scientific basis for such claims was clearly

established.

18. The Observer from Consumers International expressed its view that health claims should not be
permitted. Health claims generally created confusion for consumers, and it was very difficult to define
them satisfactorily. The Observer from the Council for Responsible Nutrition (CRN) pointed out that
many such claims, some of which were misleading to consumers, were found on the market and that the
Committee should seek to address this complex issue as an urgent matter.

19. The Delegation of France indicated that it had prepared a document on the scientific criteria to
be used as basis of health claims and offered to communicate it to interested delegations. The
Delegation of the United States referred to their experience with health claims at the national level and
proposed to gather information from member countries on their experience with the definition of
criteria.

20. The Committee recognized that criteria for scientific evidence should be defined in order to
substantiate the basis of health claims agleedto continue its work on this important issue. The
Committee welcomed the offer of the delegations of France and the United States to coordinate the
preparation of a working document, with the participation of the delegations of Brazil, Denmark,
Germany and other interested delegations, for consideration at the next session.

DRAFT TABLE OF CONDITIONS FOR NUTRIENT CONTENTS (PART B) (DRAFT
GUIDELINES FOR USE OF NUTRIENT CLAIMS (AGENDA ITEM 3)°

FIBRE

21. The Committee recognized that the following issues should be addressed when defining the
condition for claims on fibre: the definition of fibre, the method of analysis, the reference to the
Nutrient reference Values (NRV); and the discrepancies in the results obtained when declaration was
made per 100 g or per 100 kcal.

22. Some delegations were in favour of setting a condition for making a claim on fibre per 100 kcal

as this would include many foods which were recognized as sources of fibre, especially fruit and
vegetables, whereas they might be excluded under another system. Other delegations supported the
condition for claim per 100 g, which would be consistent with the expression of nutrients included in
part A of the Table. It was also proposed by Brazil to include a reference to fibre figures at “source”
1.5 g and “high” 3.0 g per 100 ml to take into account liquids such as fruit juices. Some delegations
proposed to refer to the serving size in order to avoid the inconsistencies identified when referring to
100 kcal or 100 g.

23. The Committee recognized that since there was no agreement on the definition of fibre and the
method of determination, no decision could be taken at this stage but it would be useful to proceed with

6 CX/NFSDU 98/3; CX/NFSDU 98/3-Add.1 (Comments from Australia, Cuba, Kuwait, Mexico, New Zealand,
South Africa, Spain;), CX/NFSDU 98/3-Add.2 (Germany); CRD 2 (Uruguay); CRD 12 (USA); CRD 27
(Thailand); CRD 34 (ISDC); CRD 40 (India); CRD 53 (USA).
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consideration of this issue. The Commitgreedto establish an informal Working Grouphaired by

the United Kingdom to consider the comments and proposals received from governments and determine
how to progress further as regards claims related to fibore. The Committee noted that the informal
Working Group had not come to a conclusion but had initiated work to identify the areas which
required further consideration arajreedto pursue its consultations as required by correspondence,
with a view to establishing a scientific basis for the fibre levels in the Table.

PROTEIN - VITAMINS AND MINERALS

24. Some delegations indicated that the classification of certain foods as liquid or solid created
some difficulties to determine whether they were sources of some nutrients; other delegations pointed
out that the reference to energy (100 kcal) instead of quantity (100 g or ml) would solve that problem.

25. The Delegation of South Africa proposed to combine the references to energy and to quantity in
order to avoid, foods which are not recognized sources of protein or high in protein to be classified as
such.

26. The Committee discussed the use of the value for “high” and generally agreed that it should be
two times the values for “source”. The Observer from Consumers International expressed the view that
the value for high protein should correspond to three times the value for “source” as this would
correspond to consumer perception. The Delegation of Spain while agreeing with a scientific basis of
condition for claim noted that this information was not always sufficiently clear to consumers. Other
delegations pointed out that the current ratio between “high” and “source” was consistent with scientific
studies based on food consumption surveys in their countries.

27. Some delegations expressed the view that the NRV should be updated, as the values in the
Table referred to them. However the Committee agreed that as regards nutrition claims, the issue to be
addressed was not the actual figures for NRVs but the principles for the establishment of conditions in
the Table.

28. Some delegations pointed out that the expression per serving should be taken into account as it
was current practice in their countries; this should be reflected in the conditions for claims in the Table,
as agreed at the last session of the Committee and noted in the Commission’s report. The Committee
recognized that it was not possible to determine the size of servings as this differed widely according to
the countries and the foods considered, but agreed that a reference to expression per serving should be
included in the Table. In order to facilitate discussion on the values for both protein and vitamins and
minerals, the Committee agreed to establish an informal Working Group chaired by France, especially
to consider the proposal of the Delegation of the United States for a reference to servings and direct
from the Codex Alimentarius Commission to undertake further work on the serving sizes (ALINORM
97/37 paras 50).

29. Findings of the informal working Group were presented by Professor Rey (France) who
informed the Committee that the Working Group, except for South Africa and France, had reached
consensus on the issue raised. The Committee expressed its appreciation to the Working Group and
agreed with its recommendations to include the following values, in addition to the expression per
100 kcal and per 100 g/mi:

- 10% of the NRV per serving for “source of protein”
- 15% of NRV per serving for “source of vitamins and minerals”

with a footnote to the effect that the serving size was to be determined at national level. The reference
to “high” as two times the value for “source” was also confirmed both for protein and vitamins and
minerals. South Africa and France agreed to a revised footnote, but did not agree to a revised conditions
for protein.

Australia, Brazil, Canada, Denmark, France, Germany, Hungary, Korea, New Zealand, South Africa, USA.
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STATUS OF THE DRAFT TABLE OF CONDITIONS (GUIDELINES ON _USE OF NUTRITION CLAIMS )

30. The Committe@greedto advance the provisions on Protein and Vitamins and Minerals in the
Table to Step 8 for adoption by the 23rd Session of the Commission (see Appendix IlI) and to return the
provisions on Fibre to Step 6 for further comments and consideration by the next session (see Appendix

).
DRAFT REVISED STANDARD FOR GLUTEN-FREE FOODS (AGENDA ITEM 4)°

31. The Committee recalled that the Twenty-second Session of the CAC adopted the Proposed
Draft Standard for Gluten-Free Foods at Step 5 while recommending that comments on methods of
analysis and on amounts of gluten in gluten free foods should be taken into account when finalizing the
standard. The Committee noted that without an appropriate method of analysis it was not scientifically
justified to advance the Draft further.

32. The Delegation of Sweden introduced its recent study on gluten determination in foods by an
enzyme immunoassay using a monoclonal antibody against omega-gliadin (CRD 33), noting that the
detection limit of the method (AOAC 991.19) was about 20-40 ppm and the repeatability was
acceptable. Some Delegations pointed out that the method presented, raised some technical concerns: it
was performed only on wheat and due to this uncertainty exists as regards its applicability to other
cereals. It measured only omega-gliadin and other gliadins should also be taken into account. There
were also concerns about variability of results using this method. The need of further improvement was
raised. The Spanish Delegation, referring to its written comments (CRD 21), expressed concerns about
establishing limits without having a method to detect all prolamins.

33. The Committee noted that in some cases a proprietary method was the most specific way to
detect an analyte, such as in the case of gluten detection. Since Codex had not endorsed these
techniques as methods of analysis of Codex, the CCMAS should consider this problem.

34. Several delegations suggested that the Committee should ask FAO and WHO to convene an
Expert Consultation to address the issue of the level and the method of analysis. Other delegations
proposed to consult the CCMAS on this issue. The Secretariat informed the Committee that on the
request of the CCFL, JECFA was prepared to consider the question of hypersensitivity at its 53rd
Session (June 1999) and the intolerance to gluten might be discussed in this context. The Secretariat
recalled that the role of the CCMAS was to endorse methods of analysis proposed by specialized
Committees and the CCNFSDU needed to specify the method.

35. Spain presented its position about fixing a level at 200 ppm indicating that in the interest of
protecting health, consumers’ safety and their legitimate economic concerns is unwarranted to classify
foods with a gluten content of 200 ppm as gluten free. Several delegations and the Observer from the
AAC proposed that the discussion of this draft should be adjourned until a reliable method of analysis
became available. Other delegations were in favour of continuing work on it in order to meet the urgent
need of patients suffering from coeliac disease and proposed to advance a proposal for a single level at
200 ppm to Step 8. A new preamble would suggest revision of a standard when improved analytical
methodology become available. Taking into account the absence of an appropriate and accurate method
of analysis, it was proposed to maintain the gluten free level at 200 ppm for all foods and to include a
new preamble suggesting the future amendment of the standard when new scientific evidence became
available.

36. Several delegations pointed out that the current definition proposing two levels of “gluten-free”
foods was confusing and misleading for the consumer and that the single level should be set. However,
other delegations and the Observer from AOECS stressed the need for two levels with regard to the

8 CX/NFSDU 98/4; CX/NFSDU 98/4-Add.1 (Comments from Australia, Spain, UK, AAC; ISDI); CX/NFSDU
98/4-Add.2 (AOECS); CRD 3 (Uruguay, ISDI); CRD 13 (USA); CRD 21 (Spain); CRD 33 = CRD 43
(Sweden); CRD 44 (India); CRD 51 (Norway).
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naturally gluten free foods and the products which had been rendered gluten free. The Committee noted
that the proposed term “gluten-free” might mislead the consumer and recognized that the term “low or
reduced in gluten” should be considered.

37. The Observer from AOECS, supported by some delegations, expressed the view that the level of
200 ppm for all gluten-free foods was too high to protect coeliacs and the gluten level should refer only
to the end product for better consumer protection.

38. The Delegation of Finland proposed to remmats from the list as recent clinical scientific
research showed that oats could be tolerated by coeliac disease patients as it allows to provide dietary
fibres for coeliacs. The Observer from AOECS, supported by some delegations, stressed that the square
bracket on oats should be removed as oats might have negative impact on the health of coeliacs and that
the medical experts had not reached consensus on this issue.

39. The Committee recognized that the development of reliable method of analysis for gluten was
the key point in this discussion and that the development of the method should be encouraged by all
means.

STATUS OF THE DRAFT REVISED STANDARD FOR GLUTEN -FREE FOODS

40. The Committeagreedto leave the text of the draft as it was in CX/NFSDU 98/4 and to return
it to Step 6 for further consideration. The Committee adgpeed that the question regarding the
proprietary techniques should be raised to the CCMAS as a general matter.

PROPOSED DRAFT GUIDELINES FOR VITAMIN AND MINERAL SUPPLEMENTS AT
STEP 4 (AGENDA ITEM 5)°

41. The Chairman recalled that the last Session of the CAC (June 1997) discussed this issue and
agreed to return the Proposed Draft to Step 3 for further comments and consideration by the
CCNFSDU, including a fundamental reconsideration of the need for the Guidelines, and invited the
Committee to exchange views on the fundamental question raised.

42. The Committee considered the matter and recognized that two approaches existed to this
question. Several countries and the Observer from Cl were in favour of further elaboration of these
Guidelines without delay as vitamin and mineral supplements were widely marketed and the
unregulated usage of some supplements might harm the health of consumers. Moreover, since national
legislation could not always address the problems and trade barriers already existed, it was essential to
provide an international reference in the framework of the Codex and to ensure fair trade practices.
Some delegations pointed out that a clear distinction should be established between vitamins and
minerals for therapeutic purposes, and dietary supplements which should be classified as foods and
therefore within the mandate of the Committee.

43. The Delegation of Canada, supported by the United States strongly objected to further
elaboration of the guidelines as this would interfere with the trade of products which could benefit
certain consumers, as recent scientific #atadicate that diet may not be sufficient to meet the
requirements for some nutrients of some population subgroups; in addition, many consumers felt that
the consumption of vitamin and minerals was a “right”, and products which were safe and presented no
health risk should be freely available. The Delegation stressed that, since the attitude and perception of
consumers greatly differed from one country to another, the regulation of supplements should be left to
national authorities.

o CX/NFSDU98/5; CX/NFSDU 98/5-1-Corrected Version (Comments from Australia, Denmark, Spain, CSPI;
CRN; ISDI); CX/NFSDU 98/5-Add.2 (Germany); CRD 1(USA: Abriged Internet Version of A Risk
Assessment Model for Establishing Upper Uptake Levels for Nutrients); CRD 4 (Canada, Uruguay, CSPI);
CRD 14 (USA); CRD 25 (Thailand); CRD 44 (India); CRD 52 (Norway).

10 Food and Nutrition Board, NAS.
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44, The Committee was reminded that in some countries vitamin and/or mineral supplements were
regulated as pharmaceuticals or therapeutic goods entirely and in some countries it depended on the
amount of dosage in excess of the RDI. It was therefore considered necessary first to solve the key
principles of the problem. The Delegation of South Africa, supporting the written comments of
Australia, stated that as the Guidelines would not apply to those countries where supplements were
regulated as drugs, they would have a limited effect on the current situation in South Africa.

45. The Committee had an extensive debate on the basis for the establishment of upper limits in the
light of currently available scientific evidence; some delegations supported a science based risk model
approach for developing upper safe limits while other delegations stressed that decision should be based
essentially on nutritional considerations. It was also noted that official authorities had to address
questions related to unsubstantiated claims, control and monitoring of products, which should be taken
into account when discussing the establishment of limits.

46. The Chairman proposed that in order to facilitate consensus, efforts should be made to combine
the different approaches as it should be possible to integrate both safety and nutrition concerns on the
following basis: the establishment of a science based risk assessment model to develop safe upper
limits, taking into account all sources of nutrients and adequate safety factors to make recommendations
for vitamin and mineral daily intake for vitamin and mineral supplements. The Committee could not
come to a conclusion at this stage but agreed to continue its discussions at the next session in the light
of the above proposal and the issues raised during the debate.

47. The Secretariat drew the attention of the Committee to the Joint FAO/WHO Expert

Consultation on Human Vitamin and Mineral Requirements, currently being held in Bangkok (21-30
September 1998). The intention of the Consultation was to review the full scope of food-based vitamin
and minerals requirements, including their role in normal human physiology and metabolism and in
deficiency disease conditions and it might provide the basis for the solution of this issue.

48. The Observer from the EC indicated that the question of dietary supplements was currently
under consideration in the EC, where no legislation existed as yet, and informed the Committee that a
paper on this matter had been prepared by the EC services. This paper provided a neutral and objective
presentation on the issues that should be considered on this subject and aimed to help understand the
rational behind the different approaches. The Observer pointed out that this paper currently discussed
had been developed in the EU context but that it might be further developed in the international context
with the participation of interested countries; it would be useful to study in depth the principles
justifying each particular position in order to find a common ground for discussion. The Committee
agreedthat, before proceeding further in the elaboration of the Guidelines a discussion paper, taken as
a basis the above mentioned paper, should be prepared jointly by Canada, USA and the EC on the issues
raised above.

STATUS OF THE PROPOSEDDRAFT GUIDELINES ON VITAMIN AND M INERAL SUPPLEMENTS

49. The Committee decided to retain the Proposed Draft Guidelines for Vitamin and Mineral
Supplements at Step 4 andreedto consider a discussion paper prepared by Canada, the United States
and the EC at its next session in order to facilitate consideration of this issue.

PROPOSED DRAFT REVISED STANDARD FOR PROCESSED CEREALS-BASED FOODS
FOR INFANTS AND YOUNG CHILDREN ( AGENDA ITEM 6)*

50. The Committee, recalling that the Proposed Draft had been considered in detail at its last
session and circulated for additional comments, considered the text section by section and made the
following amendments.

1 CX/NFSDU 98/6; CX/NFSDU 98/6 (corrigendum trilingual); CX/NFSDU 98/6-Addi.1 (Comments from
Cuba, Kuwait, Mexico, Cl, ISDI); CX/NFSDU 98/6-Add.2 (Comments from Germany, Spain, AOECS, EC);
CRD 5 (Uruguay, Canada, ISDI); CRD 15 (USA); CRD 23 (ENCA); CRD 26 (Thailand); CRD 31 (IBFAN);
CRD 37 (Japan); CRD 45 (India); CRD 49 (ILCA).
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SCOPE

51. The Delegation of Bolivia proposed to amend the Scope to refer to “the age of about 6 months”
instead of “4 to 6 months”, stressing the health problems associated with complementary feeding when
introduced too early, especially in developing countries. This view was supported by the Delegations of
Egypt, Hungary, Norway, Korea, India, Brazil, Venezuela, Uruguay, by the Representative of UNICEF
(who referred to WHA resolution 47.5), and the Observers from Consumers International, IBFAN,
ENCA, ILCA. They pointed out that the use of a range (4 to 6 months) would be confusing to health
workers and parents, and that a precise limit for the introduction of cereal-based foods provided better
guidance in order to address problems related to microbial contamination and intolerance.

52. The Delegation of France, supported by several delegations and the Observer from the EC,
supported the current text and stressed the scientific basis for the range of 4 to 6 months, as it allowed to
take into account the health and nutrition status of the population in different countries and the growth
needs of the infant, whereas a limit of six months did not allow any flexibility in this respect. The
Delegation also noted that the Guidelines on Formulated Supplementary Foods for Older Infants and
Young Children referred to older infants after 6 months and it had been decided to keep the Standard
and the Guidelines separate because they applied to different age ranges and had different purposes.

53. The Representative of WHO indicated that there was no change in the current WHO position
concerning the introduction of complementary feeding between four and six months, as current
scientific evidence did not support an amendment at this stage; the range was an essential element as it
reflected the need to take into account the diversity of needs of the individual infant. The Representative
informed the Committee that a comprehensive study, to be concluded in 2002, had been initiated to
revise the current International Growth Reference Standards, on the basis of data collected in several
regions on breast-fed children (representing ideal nutrition); the results of this study would provide the
scientific basis for reconsidering this issue in the future. The Representative also pointed out that the
Scope should be considered in conjunction with Section 8.5.4 concerning Information for Utilization,
whereby the decision to introduce complementary feeding should be made in consultation with a health
worker on the basis of the specific needs of the infants, and additional requirements could be
established at the national level.

54, Some delegations including India the Representatives from UNICEF and CI drew attention to
the recent WHA resolution where “about six month” was adopted instead of “four to six month” in view
of the global nature of the standard.

55. Some delegations stressed the fact that a decision on this issue had already been taken at the last
session on the recommendation of WHO representaawel that the current text should be retained as

there was no scientific basis to amend it. India and other delegations were opposed to this. The
Committee, recognizing that there was no consensus at this stage, agreed with the proposal of the
Delegation of Canada to include the current text in square brackets for further comments and
consideration at the next session.

56. As a consequential amendment, all related references to the age of introduction in the standard
were put in square brackets: sections 3.8.1 (optional ingredients), 8.5.3 (gluten declaration), 8.5.4 (use
of the product).

2.1 ProbuCT DEFINITIONS

57. The Committee agreed to delete the first sentence of this section as it repeated the text of
Section 2. Description.

58. Some delegations proposed to delete the reference to biscuits, rusks and pasta as specific foods
for young children since there was no need for special regulation of these products for children, because
these products, as defined for infants and young children, were not different from products used by
other age groups. This view was supported by the Observers from Consumers International and ENCA.

12 ALINORM 97/26, para. 67.
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The Representative of WHO indicated that, the fact that the products were not necessary did not mean
that the products could not be regulated. Other delegations indicated that these products were used and
regulated by legislation in their countries and that it was useful to provide nutritional criteria for their
composition at the international level and as guidance for governments. This view was supported by the
Observer from ISDI.

59. The Committee noted the proposal from the Delegation of India to delete the reference to
starchy roots as they did not provide protein and all countries should be able to use cereals for their
babies. It was however noted that starchy roots had been included in the standard to take into account
the needs of countries where no other raw materials were available. The Committee recognized that the
standard was intended to cover all types of foods and raw materials used in different regions and agreed
to retain the text as currently drafted.

2.2. OTHER DEFINITIONS

60. The Committee had an exchange of views on point 2.2.3 referring to milk, and discussed
whether sweetened condensed milk, evaporated milk and skim milk should be excluded. Some
delegations pointed out that confusion should be avoided between composition requirements which
were relevant for the manufacturer and the instructions for use provided to consumers in the labelling.
The Committee recognized that nutritional requirements, as defined in Section 3, would ensure that the
end-product would not be too high in fat or sugars and that additional requirements concerning different
types of milk were not necessary; it was also noted that a definition for milk, recently revised by the
Committee on Milk and Milk Products, existed within Codex. The Committee therefore agreed to
delete section 2.2.3.

3.1 EsseNTIAL COMPOSITION

61. The Committee agreed to delete the reference to peanut “arachis” in view of allergenicity risks.
3.3 PROTEIN

62. The Committee agreed to retain the second option proposed in the current text, referring to 80%
of the reference protein, for the expression of protein contents. The Delegation of Japan proposed to
indicate that the values for protein could be set at the national level in the light of dietary habits. This
view was supported by the Delegation of Norway, who proposed to lower current values in order to
avoid excessive protein intake. The Committee however retained the current text as it was intended to
provide a common approach at the international level, including the inclusion of Annex 1 on casein.
The Committee agreed that only natural forms of L-amino acids can be used.

3.4 CARBOHYDRATES

63. The Committee agreed to change the amount of added carbohydrates in para. 3.4.2 from 1.2 -
2.0 g per 1 kJ as suggested by the Delegation of Spain.

3.5 LipIDS

64. The reference to the products covered in point 2.1.4 (biscuits) was deleted as the provisions of
section 3.5.1 concerned only simple cereals to be reconstituted.

65. Some delegations pointed out that the provisions for (a) lauric acid and (b) myristic acid were
not considered essential and the Committee agreed to delete them.

3.6 MINERALS

66. The reference to the expression of sodium per 100 kcal was introduced in square brackets for
further consideration. In section 3.6.1, the Committee agreed to retain reference to products intended for
children over one year with an editorial change for clarification purposes. The Committee agreed to
delete section 3.6.2 referring to products covered by 2.1.4 (biscuits) and to transfer this reference to
section 3.6.1.
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3.7 VITAMINS

67. Some delegations supported the deletion of section 3.7.2 on the addition of vitamins A and D as
fortification with these vitamins was not necessary in some countries and could even result in excessive
intake and serious health hazards; decisions on fortification should be left to national authorities, as
indicated in section 3.7.3. Other delegations recalled that these provisions were already included in the
standard for infant formula and that they applied only to cereals with an added high protein food (2.1.2).
Some delegations pointed out that fortification should not be mandatory.

68. The Committee also noted that the provisions for vitamins A and D should be consistent with
section 3.7.3 whereby the addition of vitamins and minerals was left to national legislation. Some
delegations proposed that section 3.7.3 should not mention specifically vitamin A, iodine and iron,
while other delegations stressed the importance of such a reference in view of public health concerns
related to micronutrient deficiencies.

69. The Committee, with the exception of the Delegation of Nonagyeed1l) to retain the current
values for Vitamins A and D in section 3.7.2 and 2) to amend section 3.7.3 to specify that derogations
to these maximum values and the addition of other vitamins and minerals, for which no provisions were
set in the standard, was left to national legislation.

3.8 OPTIONAL INGREDIENTS - 3.8.3 GoCcoA

70. The Committee, while noting the suggestion of some delegations to delete this section and the
proposal of the Delegation of Korea to refer to one year of age for the introduction of cocoa, agreed to
retain the current text, which referred to nine months.

3.10 (CONSISTENCY AND PARTICLE SIZE

71. Several delegations and observers proposed to introduce a reference to “spoon feeding”, which
would to ensure that these products were not marketed as breast milk substitutes which could be fed by
bottle, and to current practice for infants above six months. Other delegations pointed out that this
requirement was conditional on the decision relative to the age of introduction of supplementary
feeding. The Committee recognized that no conclusion could be reached at this stage and agreed to
include “spoon feeding” in square brackets for further comments. The Observer from ILCA noted that
the additional word “spoon” before feeding was consistent with this draft as these products are not
breast milk substitutes.

4, FooD ADDITIVES

72. The Committee noted that a number of proposals had been made for amendments to the
additives section and recalled that appropriate technological justification should be provided when
submitting additives for endorsement to the Committee on Food Additives and Contaminants. The
Committee recognized that these provisions should be considered carefully taking into account all
relevant technical aspects, which was not feasible at the current session due to time constraints; it was
therefore proposed that a Working Grotipoordinated by the Delegation of the Netherlands should
work by correspondence in order to provide a revised Section on Food Additives for consideration by
the next session.

5. CONTAMINANTS
73. The Delegation of Spain expressed the view that the current reference to “practically free”

(from contaminants) was not acceptable as it did not provide the legal and practical basis for official
control of foodstuffs nor guarantee the free circulation of goods. This view was supported by other

18 The Working Group includes the following participants: Canada, China, France, Germany, Romania, Spain,
Switzerland, UK, USA, Uruguay, Slovakia, EC, ISDI.
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delegations, who proposed the inclusion of precise figures for pesticides, heavy metals and other
contaminants.

74. The Committee recalled that the Committee on Pesticide Residues had asked for clarification on
its earlier request for the establishment of MRLs for foods for infants and children, and recognized that
justification should be provided. The Committee therefore agreed to request the CCPR to consider the
feasibility of establishing specific MRLs for cereal based foods and infant formula. In setting MRLs for
each pesticide residue in these foods, the CCPR should describe the general principles for risk
assessment that have been taken into account. These principles should include, but not be limited to,
consideration of:

- the physiological and developmental characteristics of infants and young children who would be
consuming these products;

- the relative contribution of these foods to the total daily intake of these infants and children; and
- the types of ingredients used in these foods.

6. HYGIENE

75. The Committee noted that the reference statements on food hygiene had been amended by the
last Session of the Commission and agreed to amend the current section accordingly.

8. LABELLING

76. The Committee had an exchange of views on the reference to labelling in the appropriate
language of the country and noted that a reference to Language was included in the General Standard
for the Labelling of Packaged Foods. However, some delegations and observers supported a specific
statement in the standard to this effect and the Committee retained the current text.

8.3 DECLARATION OF NUTRITIVE VALUE

77. In order to clarify and simplify this section, the Committee agreed to replace the current section
with the text proposed in the comments of Canada, whereby the energy value was expressed in kcal
or kJ, and protein, carbohydrate and fat were “expressed in grams per 100 g of the food sold as well as
per specified quantity of the food as suggested for consumption”. The text of the Section 8.3 was
amended as proposed by the Observer from EC.

8.5 INFORMATION FOR UTILIZATION

78. In Section 8.5.2, the Committee agreed to delete the reference to protein and to refer to
“products covered by point 2.1.1" for clarification purposes.

79. In Section 8.5.3, the Committee had an exchange of views on the declaration of gluten and
recognized that questions relating to gluten-free foods were addressed in the relevant standard and
should be compatible with the reference to gluten in foods for infants. The Committee agreed that “the
presence or absence” of gluten should be declared, in order to provide flexibility. The sentence was left
in square brackets. The Observer of AOACS expressed the view that a sufficient declaration of gluten
including gluten containing processing aids the “75% rule” should be extended to all processed cereal-
based foods for infant and young children for better information of gluten intolerant consumers. The
Observer from ISDI remarked that there was no need for this request because the presence of gluten
containing cereals was indicated on the list of ingredients.

80. Section 8.5.4 was left in square brackets pending a decision on the Scope, since it included the
reference to age. Some delegations and the Representative of WHO noted that this section would not be
necessary if a precise limit was introduced for the age of introduction; other delegations stated that the
decision should be taken with a health worker even in the framework of a recommendation for “about
six months” which was not absolute.
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81. The Delegation of India and of Consumers International proposed to include the following
additional provisions: a reference to the need for breast feeding to continue when supplementary foods
were introduced; a prohibition of pictures representing children or suggesting an inappropriate age of
introduction; a prohibition of health and nutrition claims. The Committee noted that under the current
provisions of the General Guidelines on Claims, health claims were allowed only in conformity with
national legislation.

STATUS OF THE PROPOSED DRAFT REVISED STANDARD FOR PROCESSED CEREAL -BASED FOODS FOR
INFANTS AND Y OUNG CHILDREN

82. The Committee, recognizing the progress made on the revision of thegesedto forward
the Proposed Draft to the Commission for adoption at Step 5 (see Appendix V).

PROPOSED DRAFT REVISED STANDARD FOR INFANT FORMULA AT STEP 4 (AGENDA
ITEM 7)

83. The Delegation of Netherlands introduced the proposed draft. The Committee recalled that the
20th session of the Committee briefly discussed the proposed draft and in view of the importance of the
standard and the short time available agreed to return the text to Step 3 for further consideration.

84. The Committee considered the Proposed Draft section by section and made the following
amendments.

1. ScoPE

85. Canada and other delegations pointed out that all infant formula, including those for special
dietary uses, should meet all the requirements under the standard, except those related to any nutrient
that needs to be modified to meet the special nutritional requirement, to ensure that formulas were safe
and nutritionally adequate in all other respects (additives, contaminants, hygiene). The Committee
noted that although some requirements on an infant formula for specific health conditions might deviate
from the provisions in the proposed draft, other aspects of the formula should comply with requirements
in the proposed draft. The first paragraph of the proposed draft was amended. The Observer from the
EC expressed serious concerns about the consequences of including products intended for infants not in
good health in this standard. As regards of applicability of provisions of use of additives and labelling,
taking into account that different such provisions might be set in other standards and notably the
standard on Foods for Special Medical Purposes.

86. Regarding the reference to the International Code of Marketing of Breast Milk Substitutes and
relevant World Health Assembly (WHA) resolutions, the Committee noted the proposed text submitted
by the Delegation of Canada (CRD 6). Several delegations and the Observer from the EC opposed
reference to WHA resolutions because it would bind the standard to future resolutions which contents
are unknown. Other delegations and the Representative of UNICEF supported the reference. The
Committee agreed to include the words “and relevant World Health Assembly resolutions” in square
bracket.

87. The Delegation of Spain expressed the view that the legal implications of the reference should
be carefully examined.

2. DESCRIPTION

Section 2.1.1

88. The Committee agreed to add “safe, potable and previously boiled” immediately before
“water”, as the safety of water in preparation of infant formula was essential.

14 CX/NFSDU 98/7; CX/NFSDU 98/7-Add.1 (Comments from Australia - version disregarded, Costa-Rica,
Egypt, Lithuania, New Zealand, South Africa, Turkey, Cl, ISDI); CX/NFSDU 98/7-Add.2 China, EC); CRD 6
(Australia-correct version, Canada, Mexico, Uruguay); CRD 16 (USA); CRD 24 (ENCA); CRD 46 (India);
CRD 48 (Argentina); CRD 50 (ILCA).
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Section 2.1.2

89. Several delegations proposed to delete the text after “its directions for use” while others were
opposed. The Committee noted that the words “four to six months” should be considered in conjunction
with the discussion of Agenda Item 6 (see paras. 51-56).

3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

Section 3.1

90. The Committee had an extensive exchange of views. Many relevant suggestions on this section,
including those written in CX/NFSDU 98/6-Add. 1; Add. 2 and CRDs, were provided.

91. Referring to their comments in CRD 46, the Delegation of India opposed the current section
3.1.1, as the composition of infant formula should be in conformity with their national legislation.

92. The Committee noted that maximum values in the tables of vitamins and minerals should be
based on scientific risk analysis and data. Further examination of individual figures for both minimum
and maximum values should be done in the next session.

93. Regarding the footnote of the Vitamins and Minerals Table: the text in brackets in the first
footnote was deleted, as scientific basis of the specified maximum needed further consideration; the
proposed maximum ratio of Ca to P was replaced by 2.0 with square brackets; the fourth footnote was
deleted, as Iron deficiency was a serious problem in some countries and Infant formula should always
be fortified.

94, The words “protein partial hydrolysates” was added after the words “cow’s milk protein” in the
section (e) to make it consistent with the provisions for soya protein.

95. The proposed title of section (f) “Fat and Linoleate” was replaced by the new title “Fat and Fatty
Acids”, as this section deals with various fat components in addition to linoleate. The provisions for
content of lauric and myristic acid were deleted, as the scientific justification of these provisions
required further consideration. Several delegations raised concerns about proposed limits to trans fatty
acids. The Observer from CRN asked that the recommendations or concerns of several delegates on
DHA and ARA be specifically mentioned in the draft of the report in order to focus scientific discussion
regarding what may be compelling and emerging data regarding benefit.

Section 3.2
96. In section 3.2.2, “and safety” were included after “usefulness”.

4. FooD ADDITIVES

97. The Delegation of the United States suggested to add Diacetyl Tartaric Acid Esters of Mono-
and Diglycerides and Citric acid esters of mono-and diglycerides in the list of emulsifiers (CRD 16).
Some delegations proposed to delete the thickening agents from the list.

98. The Committee noted that scientific justification should be provided when submitting additives
for endorsement of the CCFAC. The Committee agreed that the Working Group which examines the
section of food additives in the Proposed Draft Revised Standard for Cereal-Based Foods for Infant and
Children (paras 72) should cover this task.

5. CONTAMINANTS

99. Regarding section 5.2, the Delegation of Spain repeated the concerns expressed in para. 72 and
the view that the extent of “other contaminants” should be clarified. Some delegations proposed to
include contaminants such as heavy metals, PCB, dioxins or radioactive elements. The Committee
agreed that the discussion of this section should follow that of the section of contaminants in the
Proposed Draft Revised Standard for Cereal-Based Foods for Infant and Children (Agenda Item 6)
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6. HYGIENE

100. The Committee noted that the reference statements on food hygiene had been amended by the
last Session of the Commission and agreed to amend the current section accordingly.

9. LABELLING

Section 9.1

101. Insection 9.1.5, the Committee agreed to include the second sentence in square brackets, as the
discussion of health claim had not yet been finalized.

102. Insection 9.1.6, both paragraphs were put in square brackets.

Section 9.5

103. Insection 9.5.2, the words “over six months of age” were put in square brackets.
Section 9.6

104. The Committee agreed that the entire paragraph of section 9.6.1 and 9.6.2 were put in square
brackets for further consideration.

Annex 1
105. The Committee agreed to take the figures proposed by the Delegation of Canada (CRD 6).
STATUS OF THE PROPOSEDDRAFT REVISED STANDARD FOR |NFANT FORMULA

106. The Committeagreedto return the Proposed Draft Revised Standard to Step 3 for further
consideration. (see Appendix V).

REVIEW OF PROVISIONS FOR VITAMIN AND MINERALS IN CODEX STANDARDS

(A) VITAMINS AND MINERALS IN FOODS FOR SPECIAL MEDICAL PURPOSES
(AGENDA ITEM 8A)'

107. The Delegation of Germany introduced document CX/NFSDU 98/8 which had been prepared
upon the request of the 19th Session of the Committee.

108. The Committee thanked the Delegation of Germany for the paper and had an exchange of views
regarding the scientific basis of nutrient requirements for diseased people and the age groups to be
considered when setting minimum and maximum levels of vitamins and minerals. It was agreed to
express nutrient density criteria both in kcal and in kilojoules as the latter expression was used in a
number of countries. The Committee accepted the view that, when elaborating the provisions in the
future, the age ranges should be based on the following three age groups: 0-12 months, 1-11 years, and
over 11 years.

109. The Delegation of United States objected to the establishment of maximum limits except on the
basis of science based risk assessment when safety concern existed and pointed out that some of the
ranges for the electrolytes were not adequate. Some delegations questioned the usefulness of prescribing
nutrient content based on the requirements for healthy adults. It was also suggested to amend the
reference energy intake to 1500 kcal.

110. The Delegations of Denmark and Norway proposed to extend the scope of the Table and to
include requirements for energy, protein contents and essential fatty acids. The Delegation of Romania
pointed out that patients with severe burns had special requirements as regards fatty acids. The
Committee however did not come to a conclusion on the addition of other nutrients to the Table.

15 CX/NFSDU 98/8; CX/NFSDU 98/8-Add.1 (Comments from Australia, Denmark, Egypt, Norway, Singapore,
UK; ISDI); CRD 7 (Uruguay); CRD 19 (USA); CRD 29 (Thailand); CRD 42 (Denmark); CRD 47 (India).
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111. It was suggested that the Table, when further developed, should be included in the Standard for
the Labelling of and Claims for Prepackaged Foods for Special Dietary Uses. The Committee however
noted that the standard did not apply to composition requirements but only to labelling and claims; its
revision and the amendment of its scope was a different issue which had not been raised so far and
could not be considered at this stage, especially as it had not yet been decided how to proceed with the
Table.

112. The Delegation of Switzerland drew the attention of the Committee to the fact that the
FAO/WHO Expert Consultation on Human Vitamin and Mineral Requirements was being held in
Bangkok and its conclusions might be useful in this regard.

113. The Committeagreedthat the issues identified above deserved additional consideration and
agreed that the Delegation of Germany would revise the discussion paper including the Table, as
required, in square brackets for further comments and consideration at the next session.

NUTRIENT REFERENCE VALUES FOR LABELLING PURPOSES (AGENDA ITEM 8B)*

114. The Committee recalled that at its 20th Session it had considered this issue and it was agreed
that the paper should be circulated for comments on the general approach to the values, and further
action, if needed.

115. The Committee noted that it was difficult to deal with this matter as there is no foreseen
possibility to have the Expert Consultation similar to the one that was held in Helsinki. The Delegation
of Switzerland recalled that the Joint FAO/WHO Expert Consultation is being held in Bangkok and it
might provide data necessary for the further elaboration of this document. The Comagjtess to

stop considering this issue until the recommendations of the Expert Consultation become available.

CONSIDERATION OF DIETARY MODELLING (AGENDA ITEM 9)~

116. The Delegation of Australia recalled that a discussion paper on Dietary Modelling for nutrient
intake had been presented at the last session and circulated for comments to seek the views of member
countries on how to proceed in this area. The Delegation recognized that this document had been
superseded as further development of the matter had occurred through the recommendations of the
FAO/WHO Consultation on Food Consumption and Exposure Assessment of Chemicals (Geneva,
1997}, In this perspective, the Delegation proposed that the Committee might consider how to
integrate the recommendations of the Consultation in its work on nutrition issues, as the Consultation
had been concerned essentially with exposure to chemicals.

117. The Committeagreed with this view and decided to discontinue consider the discussion on
Consideration of Dietary Modelling. It welcomed the offer of the Delegation of Australia to develop a
discussion paper on the application of the Consultation’s recommendations to the work of the
Committee, for consideration at the next session.

16 CX/NFSDU 98/9; CX/NFSDU 98/9-Add.1 (Comments from Singapore, UK); CRD 8 (Uruguay); CRD 17
(US); CRD 30 (Thailand); CRD 35 (ISDC).

r CX/NFSDU 98/10; CX/NFSDU 98/10-Add.1 (Comments from Egypt, Slovak Republic); CRD 9 (Uruguay);
CRD 17 (USA); CRD 18 (USA).
18 WHO/FSF/FOS.975, Geneva, 1997.



ALINORM 99/26 page 16
OTHER BUSINESS AND FUTURE WORK (AGENDA ITEM 10)*

118. The Committee expressed its appreciation to Prof Dr Dr h.c Arpad Somogyi who chaired the
Committee for a long time for his important contribution to the work of the Committee and wished him
all success in his new position.

(A) PROPOSAL TO DEFINE THE BASIS FOR DERIVATION OF ENERGY CONVERSION FACTORS IN THE
CoDEX GUIDELINES ON NUTRITION LABELLING

119. The Delegation of Australia introduced CRD 10 which highlighted the need for a clear

definition of the basis on which energy factors were derived. It proposed consideration of a definition
of metabolisable energy in the Guidelines on Nutrition Labelling to allow a review of the existing

factors in the light of the new definition. This would be especially useful for regulatory authorities when

developing provisions for nutrition labelling relating to energy. The Delegation indicated that

consideration could also be given to reviewing the energy values currently listed in the Guidelines,
taking into account the recommendations of the Joint FAO/WHO Expert Consultation on

Carbohydrates.

120. The Committee expressed its appreciation to the Delegation of Australia for this interesting
study and some delegations indicated that due to the technical nature of the document and the
significant changes proposed, they needed to study it further and could not take a position at this stage.
It was agreed to circulate the document to member countries, as it had been available only as a CRD at
the current session, and to discuss it further at the next session with a view to make a decision whether
this matter would be supported as a new work.

(B) REVISION OF THE ADVISORY LIST(S) OF MINERAL SALTS AND VITAMIN COMPOUNDS FOR THE
USE IN FOODS FORINFANTS AND CHILDREN (CAC/GL 10-1979)

121. The Delegation of New Zealand introduced CRD 20, recalling that the latest amendments to the
Lists had been made in 1991, and that many nutrient sources permitted for use in at the national level
were not included in the lists, which could create barriers to trade. The Delegation proposed that in
order to take into account the importance of public health and safety, new scientific and technological
developments, and the work of JECFA on specifications, the revision of the Lists should be initiated as
new work.

122. The Committee, recalling that the lists had been kept regularly under review in the past,
recognized that it was necessary to ensure its consistency with current practice in member countries and
agreed to propose the revision of the Lists as new work to the Commission. It was further agreed that
subject to the approval of the Commission, a Circular Letter would be issued to ask for comments on
the current Lists, for consideration at the next Session.

FUTURE WORK
123. The Committee noted that its future work would include:
» Part B of the Table of Conditions (containing provisions on Fibre)
* Revision of Standard for Gluten-Free Foods
* Vitamin and Mineral Supplements
» Revision of Standard for Processed Cereal-Based Foods for Infants and Young Children
* Revision of Standard on Infant Formula
* Vitamins and Minerals in Foods for Special Medical Purposes

* Advisory Lists of Mineral Salts and Vitamin Compounds

1 CRD 10 (Australia); CRD 18 (USA) CRD 20 (New Zealand).
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Discussion paper on Application of the FAO/WHO Expert Consultation’s
Recommendations to the work of the Committee (paras 117)

Discussion paper on Criteria for scientific evidence relative to health claims
Discussion paper on Energy Conversion Factors

Discussion paper on Fortification Issues (Provisions of Fortification of lodine, Iron and
Vitamin A in the Guidelines of Nutrition Claims)

Date and place of the Next Session

123. Some delegations pointed out that in view of the heavy workload of the Committee in
considering both specific commodity standards and general nutrition issues, it should meet more
frequently, as did most general subject Committees, and especially the Committee on Food Labelling.

124. The Chairman indicated that the host government would consider the feasibility of convening
the sessions on an 18 months basis. The Committee noted that the next session would be held in Berlin
in 2000, the exact arrangements to be determined by the host government and the Codex Secretariat.
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SUMMARY STATUS OF WORK
Document Reference
Subject Matter Step For Action by (ALINORM 99/26)
Draft Table of Conditions for Nutrient Contents 8 23rd CAC, para. 30,
(Part B, containing provisions on Protein and Governments Appendix Il

Vitamin and Minerals) (Guidelines for Use of
Nutrition Claims)

Draft Table of Conditions for Nutrient Contents 6/7 | Governments, para. 30,

(Part B, containing provisions on Fibre) 22" CC NFSDU Appendix Il
(Guidelines for Use of Nutrition Claims)

Proposed Draft Revised Standards for Gluten- 6/7 | Governments, paras 84-88
Free Foods 22" CCNFSDU CX/NFSDU 98/4
Proposed Draft Revised Standard for Proces$éd6/7 | 23° CAC, Governments| para. 82
Cereal-Based Foods for Infant 22" CCNFSDU Appendix IV
Discussion paper in order to facilitate Canada, USA, EC paras 41-49

consideration on:
Proposed Draft Guidelines for Vitamin and 4 | 22" CCNFSDU
Mineral Supplements

Proposed Draft Revised Standard for Infant | 3/4 | Governments, paras 83-106,
Formula 22" CCNFSDU Appendix V

Review of Provisions for Vitamins and
Minerals in Codex Standards in:

(a) Vitamins and Minerals in Foods for Special 3 Germany, paras 107-113
Medical Purposes Governments,
22 CCNFSDU
(b) Nutrient Reference Values for Labelling 3 22 CCNFSDU paras 114-115
Purposes
Proposals for new work:
A review of the Advisory Lists of Mineral Saltg 1,2,3 | 23 CAC paras 121-122
and Vitamin Compounds, subject to approval New Zealand,
by the 28" Session of the Codex Alimentarius Codex Secretariat,
Commission 22" CCNFSDU
Discussion paper on Proposal to Define the Australia, paras 119-120
Basis for Derivation of Energy Conversion 22" CCNFSDU
Factors in the Codex Guidelines on Nutrition
Labelling
Discussion paper on Criteria for Scientific - France, USA paras 16-20
Evidence Relative to Health Claims 22" CCNFSDU
Discussion paper on Provisions of Fortification - Thailand para. 6
on lodine, Iron and Vitamin A in the Guidelines 22" CCNFSDU
of Nutrition Claims
Proposals for discontinuation of work: 46" CCEXEC
Consideration of Dietary Modelling para. 117
Matters of Interest of other Codex
Committees:
MRLs for Foods for Infant and Children CCCPR para. 74

Proprietary Technigues in Codex Methodology CCMAS para. 40
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Postfach 6 29

25333 EImshorn, Germany
Tel.:. +49(4121)64 80
Fax: +49(4121)66 39
Email: -

Dr. WolfgangSchubert

Leiter der Entwicklung
Humana-Milchunion eG
Postfach 1952

32046 Herford, Germany
Tel.: +49(5221) 181327
Fax: +49 (52 21) 18 14 06
Email: -

HeinzWenner
Hauptgeschéftsfihrer
Diatverband e.V.

Winkelsweg 2

53175 Bonn, Germany

Tel.. +49(228)3085110
Fax: +49(228)3085150
Email: -

GREECE /| GRECE / GRECIA

Dr. CatherineMoraiti

Head of Dietetic Section

National Drug Organisation

284 Messogion Str.

15562 Athens, Greece

Tel.. +30(1) 654 7002

Fax: +30(1)6547002/6545535
Email: -

HUNGARY / HONGRIE / HUNGRIA

Dr. MartaHoracsek

Head of Department Food Registration
Inst. of Food Hygiene and Nutrition
Gyaliu 3/a

1097 Budapest, Hungary

Tel.: +36(1)215-4130

Fax: +36(1)215-1545

Dr. ElizabethUlveczki

National Medical Officer in National Medical Office
National Medical and Public Health Office

Gyali ut 2-6

1097 Budapest, Hungary

Tel.. +36(1)2155320

Fax: +36(1)2168598

Email: -

INDIA / INDE

Mrs. Dr. RekhaBhargava

Joint Secretary

Department of Women & Child Development
Ministry of Human Resources Development
Shastri Bhavan

110001 New Delhi, India

Tel. +91(11) 3386227

Fax:  +91(11)3381800

Email: akg_l@hotmail.com

Dr. Sri RamKhanna

Hony, Managing Trustee

Volountary Organisation in the Interest of Consumer
Education (VOICE)

F-71, Lajpat Nagar - Il

110024 New Delhi, India

Tel.. +91(11)6918969,6315375

Fax: +91(11)4 626189

Email: srkhanna@giasdL01.vsnL.net.in

Mrs. ShashPrabha Gupta

Technical Adviser

Food & Nutrition Bureau

Department of Women & Child Development
Ministry of Human Resource Development
Shastri Bhavan

110001 New Delhi, India

Tel.: +91(11) 3383823

Fax: +91(11) 3381800

Email: -

INDONESIA / INDONESIE

Syabhril Sjahfiri

Konsul

Generalkonsulat der Republik Indonesien in Berlin
Esplanade 9

13187 Berlin, Germany

Tel.: +49(30) 4459210

Fax:  +49(30) 44476 39

Email: -
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Ms. DeviPurwanti

Vizekonsulin

Generalkonsulat der Republik Indonesien in Berlin
Esplanade 9

13187 Berlin, Germany

Tel.: +49(30)4459210

Fax: +49(30)4 4476 39

Email: -

Mr. YoesoefFahroni

Head Sub-Directorate of Food Licency, MOH
Department of Health

Il Pereretakan Negara 23

Jakarta, Indonesia

Tel.. +62(21)4241781

Fax: +62(21)4 25 3856

Email: -

ITALY /ITALIE / ITALIA

Dr.ssa LuciaGuidarelli

Dirigente Medico If Livello

Dipartimento Alimenti e Nutrizione e Sanita Publica
Veterinaria

Ufficio XII

Piazzale Marconi 25

00144 Roma, ltaly

Tel.: +39(6) 5994 38 28

Fax: +39(6) 5994 3255

Email: -

Dr.ssa Brunelld.o Turco

Secrétaire général du Comité National du Codex
Alimentarius

Ministére de |'Agriculture

Via XX Settembre, 20

00100 Roma, Italy

Tel.. +39(6)4880273
Fax: +39 (6) 48802 73
Email: -

JAPAN / JAPON

ToshihikoYunokawa, D.V.M.

Senior Veterinary Officer

Office of Health Policy on Newly Developed Foods
Environmental Health Bureau

Ministry of Health and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku

100-45 Tokyo, Japan

Tel.. +81(3)3595-2327

Fax: +81(3)3503-7965

Email: TY-UJJ@mhw.go.jp

Noriya Nakajima

Chief, Inspection and Guidance Division
Pharmaceutical and Medical Safety Bureau
Ministry of Health and Welfare
Kasumigoseki 1-2-2, Chiyodadu

100-45 Tokyo, Japan

Tel.. +81(3)3503-17 11 ex. 27 66
Fax: +81(3)3503-1043

Email: NN-ETA@mhw.go.jp

Hiroshi Ogino

Deputy Director

Division of Groceries, Oils and Fats

Ministry of Agriculture, Foresty and Fisheries
1-2-1 Kasumigaseki, Chiyoda-ku

100-8950 Tokyo, Japan

Tel.: +81(3)3502-8111

Fax: +81(3)3502-0514

Email: hirosi_ogino@nm.maff.go.jp

Hiroshi Tatsuguchi

Chief, Merchandise Science Division

Consumer Affairs Department

Tokyo Center for Quality Control and Consumer
Service, MAFF

4-4-7, Kounan, Minato-ku

108-0075 Tokyo, Japan

Tel. +81(3)3474-4501

Fax: +81(3)3458-1461

Email: ghh03700@nifty.ne.jp

Hiroaki Hamano

Technical Adviser

Japan Food Hygiene Association
6-1, Jingumae 2-Chome, Shibuya-ku
150-0001 Tokyo, Japan

Tel.. +81(3)3403-2112

Fax: +81(3)3478-0059

Email: -

HirotoshiHayasawa

Technical Advisor

The Japanese National Committee of IDF
1-14-19 Kudan-Kita, Chiyoda-ku

102 Tokyo, Japan

Tel.. +81(3)3264-3731

Fax: +81(3)3264-3132

Email: -

NorimasaHosoya M.D., Ph.D.

Director General

Japan Health Food & Nutrition Food Association
6-1, Jingumae 2-Chome, Shibuya-ku

150-0001 Tokyo, Japan

Tel.. +81(3)5410-8231

Fax: +81(3)5410-8235

Email: jhnfa@st.alpha-web.or.jp

Tatuolnaishi
Technical Advisor
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The Japanese National Committee of IDF
1-14-19 Kudan-Kita, Chiyoda-ku

Tokyo, Japan

Tel.: +81(3)3264-3731

Fax:  +81(3)7364-37 32

Email: -

Tadashidota

Technical Advisor

The Japanese National Committee of IDF
1-14-19 Kudan-Kita, Chiyoda-ku

Tokyo, Japan

Tel.: +81(3)3264-3731

Fax: +81(3)7364-3732

Email: -

Motoki Jujo

Assistant Manager

The Japanese National Committee of IDF
25, rue Louis Le Grand

75002 Paris, France

Tel.. +33(1)47424772

Fax: +33(1)47 424845

Email: snow.euro@dial.oleane.com

Hiroshi Tsuchita

Technical Advisor

The Japanese National Committee of IDF
1-14-19 Kudan-Kita, Chiyoda-ku

189 Higashimurayama, Tokyo

Japan

Tel.. +81(3)3264-3731

Fax: +81(3)7364-37 32

Email: -

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

Tal SooLee

Chief, Division of Nutrition

Korea Food & Drug Administration
Division of Nutrition

Food Safety Evaluation Dep. KFDA
# 5 Nokbum-Dong, Eunpyung-Gu
122-704 Seoul, Republic of Korea
Tel.. +82(2)3801677

Fax: +82(2)3824892

Email: codexkorea@kfda.go.kr

JaiokKim
Executive Director

Citizen's Alliance for Consumers Protection of Korea

Chongro-Gu, Sinmunro 2 ga

89-27 Pierson Bldg. 603

K.P.O.Box 411

Seoul, Republic of Korea

Tel.. +82(2)7382555

Fax: +82(2)7365514

Email: cacpk@chollian.dacom.co.kr

Hyun JungPark

Researcher

Food Sanitation Council

Ministry of Health & Welfare
Codex Office

Korea Food & Drug Administration
# 5 Nokbum-Dong, Eunpyung-Gu
122-704 Seoul, Republic of Korea
Tel.. +82(2)380-1564

Fax: +82(2)383-8321
Email: codexkorea@kfda.go.kr

LAOS

Sivilay Naphayvong

Deputy Chief of Food Control Division
Food and Drug Department

Ministry of Health

Vientiane, Laos

Tel.. +856 (21) 21 4013/14

Fax:  +856 (21) 214015

Email: -

MALAYSIA / MALAISIE / MALASIA

Dr. TeeE-Siong

Head, Division of Human Nutrition
Institute for Medical Research

Jalan Pahang

50588 Kuala Lumpur, Malaysia

Tel.. +60(3)29867 04

Fax: +60 (3) 294 3575/293 83 06
Email: teees@imr.gov.my

NETHERLANDS / PAYS-BAS / PAISES BAJOS

Mrs. S.Potting

Policy Officer, Food & Nutrition Department

Ministry of Health, Welfare and Sports
P.O. Box 5406

2280 HK Rijswijk, Netherlands

Tel..  +31(70) 34069 68

Fax: +31(70)3405554

Email: sm.potting@minvws.nl
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F.Janssen

Food Chemist

Ministry of Health, Welfare and Sports
P.O. Box 5406

2280 HK Rijswijk, Netherlands

Tel.: +31(575)526644

Fax:  +31(575)52 46 07

Email: fwjanssen@wxs.nl

Gerrit M. Koornneef

Food Legislation Officer

General Commodity Board for Arable Products
P.O. Box 29739

2502 LS Den Haag, Netherlands

Tel.:  +31(70)3 708323

Fax: +31(70)37084 44

Email: g.m.koornneef@hpa.agro.nl

A. Onneweer

Ministry of Agriculture, Nature Management and
Fisheries

P.O. Box 20401

2500 EK The Hague, Netherlands

Tel.. +31(70) 37 04 36

Fax: +31(70) 376141

Email: a.f.onneweer@mkg.agro.nl

H.H.S.Roomans

Food Chemist

Ministry of WVS. I-W & V
Florijnruwe 111

6218 CA Maastricht, Netherlands
Tel.: +31(43) 3546300

Fax: +31(43)3437385
Email: -

Dr. W.A. Roelfsema

Food Legislation Officer

Friesland Coberco Dairy Foods
P.O. Box 226

8901 MA Leeuwarden, Netherlands
Tel.. +31(50) 299 26 68

Fax: +31(50)299 2540

Email: -

Dr. JaapSchrijver

Manager, Corporate Regulatory Affairs

Commission for Dutch Food and Agricultural
Industry

P.O.Box1

2700 MA Zoetermeer, Netherlands

Tel.:  +31(79) 3539466

Fax:  +31(79) 3539050

Email: jaap.schrijver@numico.com

Mrs. T.van Ommeren

Programme Coordinator

Wemos

P.O. Box 1693

1000 BR Amsterdam, Netherlands
Tel.. +31(2)4688388

Fax: +31(2)4686008

Email: wemos@wemos.nl

NEW ZEALAND / NOUVELLE-ZELANDE /
NUEVA ZELANDA

ElizabethAitken

Senior Advisor (Nutrition)

Ministry of Health

P.O. Box 5013

Wellington, New Zealand

Tel.: +64(4)496 2425

Fax: +64 (4) 496 23 40

Email: elizabeth_aitken@moh.govt.nz

RonLaw

Executive Director

National Nutritional Foods Association of New
Zealand

P.O. Box 100538

North Shore City, New Zealand

Tel.. +64(9)8324773

Fax: +64(9)8324883

Email: ron.law@ait.ac.nz

NORWAY / NORVEGE / NORUEGA

Ms. Turid Ose

Norwegian Food Control Authority
P.O. Box 8187 Dep.

0034 Oslo, Norway

Tel.: +47 22 24 66 50

Fax:  +47 222469 99

Email: turid.ose@srt.dep.telemax.no

Ms. BenteMangschou

Norwegian Food Control Authority

P.O. Box 8187 Dep.

0034 Oslo, Norway

Tel.. +47 22246650

Fax:  +47 222469 99

Email: bente.mangschou@snt.dep.telemax.no

Ms. Bodil Blaker

National Nutrition Council

P.O. Box 8139 Dep.

0033 Oslo, Norway

Tel.. +4722249061

Fax: +4722249091

Email: bodil.blaker@se.dep.telemax.no
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Ms. GryHay

National Nutrition Council

P.O. Box 8139 Dep.

0033 Oslo, Norway

Tel.: +4722851334

Fax: +47 22 85 15 32

Email: gry.hay@basalmed.uio.no

Dag Viljen Poleszynski MSc.
Jar helse- og miljgsentrum
Bjerkelundsvn. 8 b

1342 Jar, Norway

Tel.. +4767147139

Fax:  +47 67 14 88 26
Email: viljen@powertech.no

PERU / PEROU

José Antonidoig Alberdi
Generalkonsul

Generalkonsulat von Peru in Berlin
Schadowstralie 6

10117 Berlin, Germany

Tel.. +49(30)229 1455

Fax:  +49(30) 229 2857

Email: conper.berlin@t-online.de

ClaudiaLozada de Schoof
Handelsbeauftragte
Generalkonsulat von Peru
SchadowstralRe 6

10117 Berlin, Germany

Tel.. +49(30)2291455

Fax:  +49(30)229 2857
Email: conper.berlin@t-online.de

PHILIPPINES / FILIPINAS

Armando L.Comia
Third Secretary and Vice-Consul

Embassy of the Republic of the Philippines

Berlin Extension Office
Hohenzollerndamm 196
10717 Berlin, Germany

Tel.: +49(30)861-3530;861-9218

Fax: +49(30)873-2551
Email: berlineo@compuserve.com

POLAND / POLOGNE / POLONIA

Dr. LucjanSzponar
Director

Head of National Food and Nutrition Institute

National Food and Nutrition Institute
61/63 Powsinska Street

02-903 Warsaw, Poland

Tel.: +48(22)422171

Fax: +48(22) 421103

Email: -

Ms. MariaKundzicz

Res. assistant

National Food and Nutrition Institute
Dept. of Food Hygiene and Nutrition
61/63 Powsinska Street

02-903 Warsaw, Poland

Tel.. +48(22)421128

Fax: +48(22)421128

Email: -

Dr. GrazynaDkolska

Head of Food Hygiene Laboratory
National Food and Nutrition Institute
61/63 Powsinska Street

02-903 Warsaw, Poland

Tel.. +48(22)42 1128

Fax: +48(22) 421128

Email: instzyw@frodo.nask.org.pl

Ms. AgataWitkowska

Assistant

National Food and Nutrition Institute
Department of Nutritional Value of Food
61/63 Powsinska Street

02-903 Warsaw, Poland

Tel.. +48(22) 42 0571 ext. 130

Fax: +48(22)421103/4237 42
Email: awit@izz.waw.pl

PORTUGAL

Prof. Dr. AmorimCruz

Investigator Principal do Instituto Nacional de Saude
Dr. Ricardo Jorge

Instituto Nacional de Saude

Avenida Padre Cruz

1699 Lisboa Codex, Portugal

Tel.. +351(1)7519308

Fax: +351(1)7590441

Email: -

Eng. AntonioCabrera

Assessor da FIPA

Food Federation

Avenida Antonio José Almeida 7-20
Lisboa, Portugal

Tel.: +351(1)7938671

Fax: +351(1)7938537

Email: FIPA@mail.telepac.pt
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ROMANIA / ROUMANIE / RUMANIA

Daniela-Eugeni&ucu

Secretary of C.T. 94 - Food Chemistry
Romanian Standards Association

13, J.L. Calderén Street, Sector 2
70243 Bucharest, Romania

Tel.. +40(1)3155870

Fax: +40(1)21008 33

Email: irs@kappa.ro

SLOVAK REPUBLIC / REPUBLIQUE
SLOVAQUE / REPUBLICA ESLOVACA

Igo Kajaba, M.D., CSc.

Vertreter der Slowakischen Republik
Delegationsleiter

Ministerium fir Gesundheit

Klinik VOV

Limbova No. 14

83337 Bratislava, Slovak Republic
Tel.: +42(17)4379-500, - 571
Fax: +42(17) 373 -968

Email: -

Dr. Sc., Dipl. Ing. Alexandezokolay

Scientific Adviser

State Institute of Public Health of the Slovak
Republic

Trnavska 52

82645 Bratislava, Slovak Republic

Tel..  +42 (17) 27 27 43

Fax: +42 (17) 27 26 41

Email: -

IvetaTruskova, M.D.

Head of the Hygiene of the Nutrition Department

State Institute of Public Health of the Slovak
Republic

Trnavska 52

82645 Bratislava, Slovak Republic

Tel:. +42(17)27 2743

Fax: +42(17)27 26 41

Email: -

SOUTH AFRICA / AFRIQUE DU SUD /
AFRICA DEL SUR

Mrs. AntoinetteBooyzen

Assistant Director: Labelling
Directorate: Food Control
Department of Health

Private Bag X828

0001 Pretoria, South Africa

Tel.. +27(12)3 120490

Fax: +27(12)3264374

Email: booyza@hltrsa2.pwv.gov.za

Mrs. AnnePringle

Dietitian

Health Products Association
P.O. Box 2878

2060 Cramerview, South Africa
Tel.. +27(11)7061010

Fax: +27(11) 706 79 38
Email: nutrition@sportron.co.za

SPAIN / ESPAGNE / ESPANA

D. José Ignaciéd\rranz Recio

Subdirector General de Higiene de los Alimentos
Direccion General de Salud Publica

Ministerio de Sanidad y Consumo

Paseo del Prado, 18-20

28071 Madrid, Spain

Tel.. +34(91)5962070

Fax:  +34(91)596 44 09

Email: jarranz@msc.es

SWEDEN / SUEDE / SUECIA

Mrs. KerstinJansson

Head of Section

Ministry of Agriculture

10333 Stockholm, Sweden

Tel.. +46(8)4 051168

Fax:  +46 (8) 20 64 96

Email: kerstin.jansson@agriculture.ministry.se

Dr. Ingrid Malmheden Yman
Ph.D., Senior Chemist
Chemistry Division 2
National Food Administration
Box 622

75126 Uppsala, Sweden
Tel.. +46(18) 17 56 82
Fax:  +46(18) 1058 48
Email: iyma@slv.se

Mrs. Jeanett@lilsson

Master of Laws/Legal Adviser
Swedish National Food Administration
Box 622

75126 Uppsala, Sweden

Tel.: +46(18) 175500

Fax:  +46(18) 1058 48

Email: -

SWITZERLAND / SUISSE / SUIZA

EvaZbinden

Attorney

Head of International Standards
Swiss Federal Office of Public Health
3003 Berne, Switzerland

Tel.: +41(31)3229572

Fax: +41(31)3229574

Email: eva.zbinden@bag.admin.ch
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Irina Du Bois

Nestec Ltd.

1800 Vevey, Switzerland

Tel.. +41(21)9242261

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

Dr. Marquardimfeld

Head Reg. Affairs Nutrition

Novartis Nutrition AG

Monbijoustr. 118

3001 Berne, Switzerland

Tel.: +41(31)377-6863

Fax: +41(31)377-6348

Email: marquard.imfeld@nutrition.novartis.com

SimoneKoénig

F. Hoffmann-La Roche Ltd.

P.O. Box, 4070 Basel, Switzerland
Tel.. +41(61)6 8884 30

Fax: +41(61)688 16 35

Email: simone.koenig@roche.com

Dr. Otto Raunhardt

F. Hoffmann-La Roche Ltd.

P.O. Box, 4070 Basel, Switzerland
Tel.: +41(61)688 7533

Fax: +41(61) 68816 35

Email: otto.raunhardt@roche.com

THAILAND / THAILANDE / TAILANDIA

Prof. VichaiTanphaichitr

Professor of Medicine

Mahidol University, Faculty of Medicine
Ramathibodi Hospital

Rama 6 Road

Bangkok 10400, Thailand

Tel.: +66(2)2011483

Fax: +66(2)2011483;2011910
Email: ravtn@mahidol.ac.th

Mrs. Chantandutiteparak

Senior Expert in Food and Drug Standards
Food and Drug Administration

Ministry of Public Health

Nonthaburi 11000, Thailand

Tel.. +66(2)5907152;591 84 47
Fax: +66 (2)591 84 46

Email: chantana@fda.moph.go.th

Mrs. Natnapandpamrongsoontornchai
Consul

Royal Thai Consulate-General
LepsiusstralRe 64/66

12163 Berlin, Germany

Tel.:  +49(30) 7912268

Fax:  +49(30) 7912229

Email: Thaiber-gberlin.snafu.de

Ms. ChatsiriPinmuangngam

Standards Officer

Thai Industrial Standards Institute (TISI)
Ministry of Industry

Rama 6 Street, Rajthewee

Bangkok 10400, Thailand

Tel.. +66(2)2023439;2023441
Fax: +66 (2) 2487987

Email: chatsiri@tisi.go.th

Mr. PornlertVirabalin

Consul (Commerce)

Royal Thai Consulate-General
14198 Berlin, Germany

Tel.. +49(30) 80500 31
Fax:  +49(30) 8050 04 51
Email: -

UNITED KINGDOM / ROYAUME-UNI /
REINO UNIDO

Mrs. RosemarHignett

Grade 6

Food Labelling and Standards Division
Ministry of Agriculture, Fisheries and Food
Ergon House

c/o Nobel House

17 Smith Square

London SW1P 3JR, United Kingdom
Tel. +44(171)2386281

Fax:  +44(171)2 3867 63

Email: -

Dr. PetraClarke

Medical & Scientific Manager

Health Aspects of the Environment and Food
Division (Nutrition Unit)

Department of Health

Skipton House

80 London Road

London SE1 6LW, United Kingdom

Tel.. +44(171)8816351

Fax: +44(171)9725153

Email: -

Ms. HelenLee

Senior Scientific Officer

Radiological Safety and Nutrition Division (Nutrition
Unit)

Ministry of Agriculture, Fisheries and Food

Ergon House

c/o Nobel House

17, Smith Square

London SW1P 3JR, United Kingdom

Tel.: +44(171)23862 14

Fax: +44(171)2 3863 30

Email: -

Bill Scriven
Grade 7
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Radiological Safety and Nutrition Division (Nutrition
Unit)

Ministry of Agriculture, Fisheries and Food

Ergon House

c/o Nobel House

17, Smith Square

London SW1P 3JR, United Kingdom

Tel.: +44(171) 2385700

Fax: +44(171) 23863 30

Email: -

Ms. RuthBirt

Corporate & Regulatory Adviser
c/o SHS International

100, Wayertree Blvd.

Liverpool L7 9PT, United Kingdom
Tel.: +44(151)2281992
Email: -

Prof. PaulCiclitira

Gastroenterologist, Gastroenterology Unit
The Rayne Institute

St. Thomas Hospital

Lambeth Palace Road

London SE1 7EH, United Kingdom

Tel.: +44(171)9289292

Fax:  +44(171) 6 20 2597

Email: -

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

Dr. Elizabeth A.Yetley

Director

Office of Special Nutritionals, HFS-450
U.S. Food and Drug Administration
200 C Street, S.W.

Washington, DC 20204, USA

Tel.: +1(202) 2054168

Fax:  +1(202) 2055295

Email: Eyetley@bangate.fda.gov

Dr. ChristineLewis

Special Assistant

Office of Special Nutritionals, HFS-450
U.S. Food and Drug Administration
200 C Street, S.W.

Washington, DC 20204, USA

Tel.. +1(202) 2054168

Fax: +1(202)2 055295

Email: CLewisl@bangate.fda.gov

Ms. Ellen Y.Matten

Staff Officer

U.S. Codex Office

Food Safety and Inspection Service
U.S. Department of Agriculture
Room 4861 - South Building
Washington, DC 20250-3700, USA
Tel.. +1(202) 20577 60

Fax: +1(202)7 203157

Email: ellen.matten@usda.gov

JohnHammell

International Advocates for Health Freedom
2411 Monroe Street, #2

Hollywood, FL 33020, USA

Email: -

Ms. ReginaHildwine

Director, Food Labelling and Standards
National Food Processors Association
1401 New York Ave, NW

Washington, DC 20005, USA

Tel.. +1(202)6 39-59 26

Fax: +1(202)6 39 -59 32

Email: rhildwi@nfpa-food.org

Dr. L. KennethHiller

Procter & Gamble Company
6071 Center Hill Ave.
Cincinnati, OH 45224, USA
Tel.. +1(513)634-2495
Fax: +1(513)634-1813
Email: hiller.lk@pg.com

Mardi K. Mountford

Executive Director

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

Atlanta, GA 30342, USA

Tel.. +1(404)252-3663

Fax: +1(404)252-0774
Email: mmountford@assnhg.com

CharleneRainey

CEO

Nutrition Network, Inc.

4199 Campus Drive

Suite 550

Irvine, CA 92612, USA

Tel.. +1(949) 4 97 60 66

Fax: +1(949)4978991
Email: cjrainey@worldnet.att.net
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Rita P.Raman

Professor of Pediatrics

University of Oklahoma, Health Sciences Center
P.O. Box 26901

Oklahoma City, OK 73190, USA

Tel.: +1(405)271-5215

Fax: +1(405)271-1236

Email: rita-raman@uokhsc.edu

Dr. KathleenReidy

Scientist, Scientific Nutrition Affairs
Nabisco, Inc.

200, DeForest Ave.

P.O. Box 1944

East Hannover, NJ 07936-1944, USA
Tel.. +1(973)503-3520

Fax: +1(973)503-2471

Email: reidyk@nabisco.com

Karl Riedel

Chair - International Committee
National Nutritional Foods Association
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ALINORM 99/26
APPENDIX I

DRAFT TABLE OF CONDITIONS FOR NUTRIENT CONTENTS (Part B)
(GUIDELINES FOR USE OF NUTRITION CLAIMS) *
(At Step 8 of the Procedure)

COMPONENT CLAIM CONDITIONS

B. NOT LESS THAN

Protein Source 10% of NRV per 100 g (_sol?ds)
5% of NRV per 100 ml (liquids)
or 5% of NRV per 100 kcal
or 10% of NRV per serving

High 2 times the values for "source”

Vitamins and Minerals Source 15% of NRV per 100 g (solids)
7.5% of NRV per 100 ml (liquids)
or 5% of NRV per 100 kcal

or 15% of NRV per serving
High

2 times the values for "source"

20

Serving size to be determined at national level.
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ALINORM 99/26
APPENDIXIII

DRAFT TABLE OF CONDITIONS FOR NUTRIENT CONTENTS (Part B)
(DRAFT GUIDELINES FOR USE OF NUTRITION CLAIMS)
(At Step 6 of the Procedure)

COMPONENT CLAIM CONDITIONS
B. NOT LESS THAN
Fibre Source 3 gper100gor1.5g per 100 kcal
or per serving
High 6 g per 100 g or 3 g per 100 kcal
or per serving

2 Serving size to be determined at national level
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ALINORM 99/26
APPENDIX IV

PROPOSED DRAFT REVISED STANDARD FOR PROCESSED CEREAL-BASED FOODS
FOR INFANTS AND YOUNG CHILDREN
(At Step 5 of the Procedure)

1. SCOPE

This standard covers processed cereal-based foods intended for feeding infants as a complement to breast
milk or infant formula when, from the age pt to 6 monthfonwards, breast feeding alone or infant

formula is no longer sufficient to satisfy nutritional requirements and for feeding young children as part of
their progressively diversified diet.

2. DESCRIPTION

Processed cereal-based foods are prepared primarily from one or more milled cereals and/or legumes
(pulses) and/or starchy root or stem products which constitute at least 25% of the final mixture on a dry
weight basis.

2.1. PRobDUCT DEFINITIONS
Four categories are distinguished:

2.1.1 simple cereals which are or have to be reconstituted with milk or other appropriate nutritious
liquids;

2.1.2 Cereals with an added high protein food which are or have to be reconstituted with water or other
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 terminfant means a person not more than 12 months of age.

2.2.2 The ternyoung 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 EsSsSeENTIAL COMPOSITION

Dry cereal, rusk, biscuits and pasta are prepared primarily from one or more milled cereal products, such
as wheat, rice, barley, oats, rye, maize, millet, sorghum and buckwheat and/or legumes (pulses) and/or
starchy roots (such as arrow root, yam or cassava) or starchy stems and also, sesame, and soybean.

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 as defined in Annex 1) 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. In all cases, the addition of amino acids is
permitted solely for the 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



ALINORM 99/26 page 41

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

3.3.3 For products mentioned in Section 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 Section 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 Sections
211and2.1.4

» 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 Section
2.1.2

« the amount of added carbohydrates from these sources shall not exceed 0.48 g/kJ (2.0 g/100 kcal)
» the amount of added fructose shall not exceed 0.6 g/100 kJ (2.5 g/100 kcal)
3.5 LipIDS

3.5.1 For products mentioned in Section 2.1 the lipid content shall not exceed 1.1 g/100 kJ (4.5 g/100
kcal). If the lipid content exceeds 0.8 g/100 kJ (3.3 g/100 kcal) :

» 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).

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 kcdlof the ready-to-eat product, except in the case of products intended for children
over one year of age, where the sodium content shall not ex268dng/100 kcal

3.6.2 The calcium content shall not be less than 20 mg/100 kJ (80 mg/100 kcal) for products mentioned
in Section 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 Section 2.1.4 containing milk.

3.7 VITAMINS
3.7.1 The amount of vitamin B1 (thiamin) shall not be less §&11g9/100 kJ [(60 pg/100 kcal)].

3.7.2 For products mentioned in 2.1.2, the amount of vitamin A and vitamin D expregsgd 00 kcal
shall be within the following limits:

vitamin A (ug retinol equivalents) 60 - 180

vitaminD| 1-3

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

3.7.3 Derogations to the maximum amounts for vitamin A referred to in 3.7.2 and the addition of
vitamins and minerals for which specifications are not set above shall be in conformity with the 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).
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3.8 OPTIONAL |INGREDIENTS

3.8.1 In addition to the ingredients listed under 3.1, other ingredients suitable for infants who are more
than[four to six months of ageand 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 botulinumif present.

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

3.9 QUALITY FACTORS
3.9.1 Allingredients, 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 CGONSISTENCY 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 tijepoon feedinpof 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 S$ECIFIC PROHIBITION
The product and its components shall not have been treated by ionizing radiation.
4. FOOD ADDITIVES

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

4.1 Emulsifiers

4.1.1 Lecithin 15¢g

4.1.2 Mono- and diglycerides 159

4.2 pH Adjusting Agents

4.2.1  Sodium hydrogen carbonate GMP, within the limits for sodium

4.2.2  Potassium hydrogen carbonate Good manufacturing practice

4.2.3 Calcium carbonate

4.2.4 L(+) Lactic acid 15¢
4.2.5 Citric acid 25¢g
4.3 Antioxidants

4.3.1 Mixed tocopherols concentrate 300 mg/kg fat, singly or in combination
4.3.2  Alpha-tocopherol

4.3.3 L-Ascorbyl palmitate 200 mg/kg fat
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4.3.4  L-Ascorbic acid and its sodium 50 mg, expressed as ascorbic acid and

and potassium salts within the limits for sodium
4.4 Flavours
4.4.1 Vanilla extract GMP
4.4.2  Ethyl vanillin 7 mg/100g on an as consumed basis
4.4.3 Vanillin
4.5 Enzymes
45.1 Malt carbohydrases GMP

4.6 Leavening Agents

4.6.1 Ammonium carbonate Limited by GMP

4.6.2 Ammonium hydrogen carbonate
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.

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

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

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 the Recommended
International Code of Hygienic Practice for Foods for Infants and Children (CAC/RCP 21-1979).

6.2 To the extent possible in good manufacturing practice, the product shall be free from objectionable
matter.

6.3 When tested by appropriate methods of sampling and examination, the product:

(€)) shall be free from microorganisms in amounts which may represent a hazard to health;
(b) shall be free from parasites which may represent a hazard to health; and
(c) shall not contain any substance originating from microorganisms in amount which may

represent a hazard to health.
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.
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8. LABELLING

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

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

8.1 THE NAME OF THE FooD

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.

8.2 LIST OF INGREDIENTS

8.2.1 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 minerals, these shall 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.

8.2.2 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.

8.3 DECLARATION OF NUTRITIVE VALUE

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

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

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

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

8.4 DATE M ARKING AND STORAGE INSTRUCTIONS

8.4.1 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.

8.4.2 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.

8.4.3 Where practicable, storage instructions shall be in close proximity to the date marking.
8.5 INFORMATION FOR USE

8.5.1 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.
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8.5.2 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.

8.5.3 The presence or absence of gluten should be indicated on the label, if the intended age of use is
below [six months].

[8.5.4 The label shall indicate clearly from which age the product is intended for use. The label shall
clearly state that the product is not recommended for use below 4 to 6 months. In addition, the label shall
include a statement indicating that the decision when precisely to begin complementary feeding should be
made in consultation with a health worker, based on the infant 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 solfl.

8.6 ADDITIONAL REQUIREMENTS

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

0. METHODS OF ANALYSIS AND SAMPLING
See Codex Alimentarius Volume 13.
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ALINORM 99/26
APPENDIX V

PROPOSED DRAFT REVISED STANDARD FOR INFANT FORMULA
(CODEX STAN 72-1981)
(At Step 3 of the Procedure)

1. SCOPE

11 This standard applies to infant formula in liquid or powdered form intended for use, where
necessary, as a substitute for human milk in meeting the normal nutritional requirements of healthy
infants. The provisions in this standard are also intended for infants with special nutritional requirements,
except for certain provisions which must be modified to meet those special requirements.

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

1.3 The application of the Standard should take into consideration the recommendations given to
countries under the International Code of Marketing of Breast-milk Substitutes [and relevant World Health
Assembly Resolutions].

2. DESCRIPTION

2.1 ProbuCT DEFINITIONS

2.1.1 Infant formula, when in liquid form, may be used either directly or diluted with safe, potable, and
previously boiled water before feeding, as appropriate. In powdered form it requires safe, potable, and
previously boiled water for preparation.

2.1.2 Infant formula shall be nutritionally adequate to promote normal growth and development when
used in accordance with its directions for use [and to satisfy by itself the nutritional requirements of infants
during the first four to six months of life].

2.1.3 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

2.2.1 The terninfant 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 edible constituents
of animal, including fish, or plant origin, which have been proved to be suitable for infant feeding.

3.1.2 Infant formula shall contain per 100 kilocalories (or 100 kilojoules) of intake, the following
minimum and maximum levels of vitamins, minerals in an available form, choline, protein, fat and fatty
acid, carbohydrates and energy:
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Amounts per 100 kilocalories Amounts per 100 kJ
Minimum Maximum Minimum Maximum
(a) Vitamins
Vitamin A’ 60 ug 180ug 14pg 43ug
Vitamin D 40 1.U.or1ug | 100 1.U. or 101.U.0or0.25 | 251.U. or
2.519 Hg 0.63ug

Vitamin E 0.5 mg/g N.S?! 0.5 mg/g N.S?!
(a-tocopherol equivalent TE) | linoleic acid, linoleic acid

but in no case but in no case

less than 0.5 less than 0.1

mg/100 kcal mg /100 kJ
Ascorbic Acid (Vitamin C) 8 mg N.S. 1.9 mg N.S.
Thiamine (Vitamin B) 40 pg N.S! 10 g N.S!
Riboflavin (Vitamin B)) 60 g N.S! 14 ug N.S!
Niacin, niacin equivalents 0.8 mg N:S. 0.2mg N.S.
Vitamin By 15 ug/g protein | N.S! 15 ug/g protein | N.S!

but in no case but in no case

less than less than

35ug/100 kcal 9 ng/100 kJ
Folic acid 4ug N.S! 1ug N.S!
Pantothenic acid 300ug N.S! 70ug N.S!
Vitamin B,, 0.10ug N.S! 0.025ug N.S!
Vitamin K, 4 ug N.S? 1ug N.S?!
Biotin (Vitamin H) 1.5ug N.S! 0.4ug N.S!
(b) Minerals
Sodium (Na) 20 mg 60 mg 5mg 15 mg
Potassium (K) 60 mg 145 mg 15mg 35 mg
Chloride (Cl) 50 mg 125 mg 12 mg 29 mg
Calcium (Ca) 50 mg N.S. 12 mg N.S.
Phosphorus (P) 25 mg 90 m 6 mg 22 mg
Magnesium (Mg) 5mg 15mg 1.2mg 3.6 mg
Iron (Fe) 0.5mg 1.5mg 0.12 mg 0.36 mg
Iron (Fe} 1 mg 2mg 0.25mg 0.5mg
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Amounts per 100 kilocalories Amounts per 100 kJ
Minimum Maximum Minimum Maximum

lodine (1) 5ug N.S. 1.2 ug N.S.
Copper (Cu) 20 ug 80 ug 4.8 ug 19 ug
zZinc (Zn) 0.5mg 1.5mg 0.12 mg 0.6 mg
Zinc (Zn} 0.75mg 2.4mg 0.18 mg 0.6 mg
Manganese (Mn) 5ug N.S. 1.2 ug N.S.
Selenium (Se) N.S. 3 ug N.S! 0.7 ug
(© Choline N.S?! N.S?! 1.7mg N.S.

N w N e

Expressed as retinol equivalent

N.S. = Not specified

Or per g polyunsaturated fatty acids, expressed as linoleic acid.
The Ca: P ratio shall be not less than 1.2 and not more than [2.0].
In formula manufactured from soya proteins, alone or in a mixture with cow's milk protein]

(d) Protein
(i) Protein content = nitrogen content x 6.38 for cow's milk proteins and their partial

(e)

hydrolysates.

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

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

(i) The product shall contain protein at a level of not less than 1.8 g/100 kcal (0.45 g/100 kJ)

and not more than 3 g/100 kcal (0.7 g/100 kJ)

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

[The minimum value set for quality and the maximum for quantity of the protein may be
modified by national authorities according to their own regulations and/or local
conditions.]

(i) Isolated amino acids may be added to Infant Formula only to improve its nutritional value

for infants. Essential amino acids may be added to improve protein quality, only in
amounts necessary for that purpose. Only natural forms of L-amino acids shall be used.

Fat and Fatty Acid
The product shall contain:

linoleic acid (in the form of triglycerides) at a level of not less than 300 mg/100 kcal (or
70 mg/100 kJ) and not more than 1200 mg/100 kcal (285 mg/100 kJ);
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- fatatalevel not less than 4.4 g/100 kcal (1.05 g/100 kJ) and not more than 6.5 g/100 kcal
(1.5 g/100 kJ);

- the alpha-linolenic acid content shall not be less than 50 mg/100 kcal (12 mg/100 kJ);

- thelinoleic/alpha-linolenic acid ratio shall not be less than 5 nor greater than 15;
- the trans fatty acid content shall not exceed 4% of the total fat content;
- the erucic acid content shall not exceed 1% of the total fat content;

)] Carbohydrates

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

(9) Energy content

The energy content of the product shall not be less than 60 kcal/100 ml (250 kJ/100 ml) and
not more than 75 kcal/ 100 ml (315 kJ/100 ml).

3.2 OPTIONAL |INGREDIENTS

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

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

3.2.3 When any of these nutrients is added, the formula shall contain significant amounts of these
nutrients, based on levels in human milk.

3.2.4 OnlyL (+) lactic acid producing cultures may be used
3.3 VITAMIN COMPOUNDS AND MINERAL SALTS

3.3.1 Vitamins and minerals added in accordance with Sections 3.1.2 (a, b, ¢, d) 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 being fed through a soft rubber or plastic teat.

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 have been treated by ionizing radiation.

4., FOOD ADDITIVES

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

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

4.1 THICKENING AGENTS

411 Guargum 0.1 g in all types of infant formula

4.1.2 Locust bean guth 0.1 g in all types of infant formula

22 Temporarily endorsed.
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4.1.3 Distarch phosphate 0.5 g singly or in combination in soy- based infant
4.1.4 Acetylated distarch formulae only
phosphate
4.1.5 Phosphated distarch
phosphate
4.1.6 Hydroxypropyl starch 2.5 g singly or in combination in hydrolyzed
protein and/or amino acid acid-based infant
formulae only
4.1.7 Carrageenan 0.03 g in regular, milk- and soy- based liquid
infant formulae only
0.1 g in hydrolyzed protein and/or amino acid-
based liquid infant formulae only
4.2 EMULSIFIERS
4.2.1 Lecithin 0.5 g in all types of infant formulae
4.2.3  Mono- and diglycerides 0.4 g in all types of infant formulae
4.3 PH-ADJUSTING AGENTS
4.3.1 Sodium hydroxide Limited by good manufacturing practice and
4.3.2  Sodium hydrogen within the limits for sodium and potassium in
carbonate Section 3.1.2 (c) in all types of infant formulae
4.3.3 Sodium carbonate
4.3.4  Potassium hydroxide
4.3.5 Potassium hydrogen
carbonate
4.3.6  Potassium carbonate
4.3.7  Calcium hydroxide Limited by good manufacturing practice in all
4.3.8 Sodium citrate types of infant formula
4.3.9 Potassium citrate
4.3.10 L(+) Lactic acid
4.3.12 Citric acid
4.4 ANTIOXIDANTS
4.4.1 Mixed tocopherols 1 mg in all types of infant formulae
concentrate
4.4.2  L-Ascorbyl palmitate
]
4.5 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:

(€)) 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

51 PesTICIDE RESIDUES

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

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

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 the Recommended
International Code of Hygienic Practice for Foods for Infants and Children (CAC/RCP 21-1979).

6.2 To the extent possible in good manufacturing practice, the product shall be free from objectionable
matter.

6.3 When tested by appropriate methods of sampling and examination, the product:

(@) shall be free from microorganisms in amounts which may represent a hazard to health;
(b) shall be free from parasites which may represent a hazard to health; and
(c) shall not contain any substance originating from microorganisms in amount which may

represent a hazard to health.
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.

8. FILL OF CONTAINER

In the case of products in ready-to-eat form, the fill of container shall be:

0] not less than 80% v/v for products weighing less than 150 g (5 o0z.);

(i) not less than 85% v/v for products in the weight range 150-250 g (5-8 0z.); and
(i)  notless than 90% v/v for products weighing more than 250 g (8 oz.)

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) Codex Alimentarius Volume 1), the following specific
provisions apply:

9.1 THE NAME OF THE FooD

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

9.1.1 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.

9.1.2 The sources of protein in the product shall be clearly shown on the label.
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9.1.3 1f90% or more of the protein is derived from whole or skim milk, as such or with minor
modification, the product may be labelled "Infant Formula Based on Cow's Milk".

9.1.4 A product which contains neither milk or any milk derivative [may] be labelled "contains no milk
or milk products” or an equivalent phrase.

9.1.5 A productintended for infants with special nutritional requirements shall be labelled to show
clearly the special requirement for which the formula is to be used and the dietary property or properties
on which this is based. [No health claims shall be made regarding the dietary properties of the product.]

9.1.6 [Products containing not less than 0.5 mg Iron (Fe)/ 100 kilocalories shall be labelled "Infant
Formula 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 shall 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 in the following
order:

(@) 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 of the food as sold
as well as per 100 millilitre of the food ready for use, when prepared according to the
instructions on the label.

(b) the total quantity of each vitamin, mineral, choline and any optional ingredient as listed in
paragraphs 3.1.2 an 3.2 of this Standard per 100 grammes of the food as sold as well as per
100 millilitre of the food ready for use, when prepared according to the instructions on the
label. In addition, the declaration per 100 kilocalories (or per 100 kilojoules) is permitted.

9.4 DATE M ARKING 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

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



ALINORM 99/26 page 53

9.5.2 Information that infants [over six months of age] should receive supplemental foods in addition to
the formula shall appear on the label.

9.6 ADDITIONAL LABELLING REQUIREMENTS

[9.6.1 Labels should not discourage breast feeding. Each container label shall have a clear, conspicuous
and easily readable message which includes the following points: a) the words "important notice" or their
equivalent; b) a statement of the superiority of breast-feeding [or: the statement: Breast milk is the best
food for your baby, it protects against diarrhoea and other illnesses]; c) a statement that the product should
only be used on advice of a health worker as to the need for its use and the proper method of use; d)
instructions for appropriate preparation; and €) a warning against the health hazards of inappropriate
preparation.

9.6.2 The label shall have no pictures of infants nor any other picture or text which idealizes the use of
infant formula. The label may have graphics illustrating the method of preparation of the product.]

9.6.3 The terms "humanized", "maternalized" or other similar terms shall not be used.

10. METHODS OF ANALYSIS AND SAMPLING

See Codex Alimentarius Volume 13.
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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
Arginine 25 107
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



