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

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

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

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

Annex 1 

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

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

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

Section 4. Food Additives 

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

General considerations 

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

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

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

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

Additives for inclusion in the Draft Standard 

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

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

2) Proceed with non controversial additives cleared by JECFA specifically for infants  

3) Defer consideration of Section 4 until JECFA has provided its opinion 

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

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

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

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

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

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

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

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

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

Section 9. Labelling 

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

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

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

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

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

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

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

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

DRAFT REVISED STANDARD FOR INFANT FORMULA AND FORMULAS FOR SPECIAL 
MEDICAL PURPOSES INTENDED FOR INFANTS: SECTION B: FORMULAS FOR SPECIAL 
MEDICAL PURPOSES INTENDED FOR INFANTS AT STEP 7 (Agenda Item 4 b)5 

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

Section 1.  Scope 

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

Section 3.1 Essential composition 

Section 3.1.2 

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

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

Section 4 Food Additives 

83. The Observer from ISDI informed the Committee that more additives had been used in the products 
covered by this section as compared to infant formula for technological reasons due to their composition. 

84. The Committee discussed whether to continue work on additional list of additives at this stage or after 
final adoption of the Draft Standard and concluded that it would not continue work on additives at this stage. 

85. The Committee noted that additional additives may be needed for Formula for Special Medical 
Purposes, therefore inserted a sentence to clarify that such uses may be determined by national authorities. 

Section 9 Labelling 

86. The Committee noted several proposals to introduce new provisions to emphasize the importance of 
breastfeeding or to include entire sub-sections from Section A, or to transfer some sections from one to the 
other, however did not agree with these proposals.   

Section 9.1 The name of the product 

87. The Committee agreed to add a cross-reference to Section A 9.1.1 and clarified how to label formula if 
cow’s milk was the only source of protein.  The Section was renumbered accordingly. The Observer from 

                                                 
5 ALINORM 06/29/26, Appendix IVB; CX/NFSDU 06/28/4-Add.1 (comments of Argentina, Bolivia, Brazil, Canada, 
Costa Rica, Guatemala 1 and 2, Israel, Mexico 1 and 2, Philippines, USA, Vietnam, ISDI);  7 (comments of Chile, 
European Community, India, Malaysia,  Mexico, Philippines, Vietnam, IACFO); 15 (comments of India), CRD 25 
(comments of ILCA); CRD 27 (comments of  Botswana); CRD 28 (comments from IBFAN); CRD 25 (comments of 
ILCA), CRD 29 (comments of ILCA). 
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IACFO requested that the name of the product should not imply a health advantage. The label should have 
no pictures or text which idealise the product in line with Section A 9.6.2. 

88. To the question on how to understand the cross-references in Section B, for example to Section A 9.5, it 
was clarified that in this case all provisions of Section A 9.5 apply to Section B. 

89. The Committee inserted the heading for Section 9.5 and introduced Section 10 on methods of analysis 
and sampling which was omitted previously. 

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

90. The Committee recognized that excellent progress had been made on the revision of the Draft Revised 
Standard for Infant Formula and Formulas for Special Medical Purposes Intended for Infants and agreed to 
advance Sections A containing provisions for infant formula and Section B containing provisions for 
formulas for special medical purposes intended for infants to Step 8 for final adoption by the 30th Session of 
the Codex Alimentarius Commission (Appendix II). 

DRAFT REVISED STANDARD FOR GLUTEN-FREE FOODS AT STEP 7 (Agenda Item 5)6 

91. The Committee recalled that at its last session it had agreed to return the latest version of the Draft 
Revised Standard for Gluten-Free Food to Step 6 for comments and consideration by the current session of 
the Committee. 

92. The Observer from the Prolamin Working Group recalled that the Codex Committee on Methods of 
Analysis and Sampling at its last session had endorsed the R5 Mendez (ELISA) Method as Type I method 
and informed that new scientific and clinical data were available on how much gluten might be tolerated by 
celiac patients.  The Observer proposed to use the level of 20 mg/kg for naturally gluten free foods and 100 
mg/kg for foods rendered gluten-free in Section 2.1 Definition. 

93. The Committee considered the document section by section and in addition to editorial corrections made 
the following comments and changes. 

Title 

94. The Committee agreed to the proposal of the Delegation of Germany that the title could better describe 
the content of the Standard and proposed an alternative title for the Standard in square brackets for further 
comments and consideration “Standard for foods for special dietary uses intended for people with celiac 
disease”. 

Scope 

95. The Committee agreed to amend the Section 1.1 to clarify that this standard applied for foodstuffs and 
ingredients that were naturally free of gluten and those which have been specifically prepared to meet the 
dietary needs of persons intolerant to gluten. 

Section 2.1 Definition 

96. The Committee agreed to the proposal to refer to the total level of gluten in foods ready for consumption 
instead of dry weight in sections a), b) and c) of definition and in Section 3.1 of Essential Composition on 
Gluten-free. It was agreed that levels of gluten should be expressed as mg/kg. 

97. The Committee agreed to clarify the introductory sentence of the definition to read: “The products 
covered by this standard are described as follows” and rearranged the order in sections a) and b) for clarity. 

98. The Committee discussed whether oats should be allowed in gluten-free foods.  The Observer from 
PWG indicated that recent scientific data showed that oats can be tolerated by the majority but not all celiac 
patients and in order to overcome this problem proposed to remove square brackets from the outs in Section 
2 a) and to add a footnote with a clarification to that effect.  The Observer from AOECS drew the attention 
of the Committee to the fact that 5% of celiac patients were sensitive to oats and therefore the footnote 

                                                 
6 CL 2006/5-NFSDU; CX/NFSDU 06/28/5 (comments of Argentina, Brazil, Canada, Costa Rica, European 
Community, Mexico, Peru, Philippines, United States of America, AAF, AOECS, ISDI, IWGA, WGPAT); CRD 9 
(comments of Chile, Indonesia, Philippines, South Africa); CRD 15 (comments of India); CRD 17 (comments of ISDI). 
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should contain that any consumption of uncontaminated oats should be done under medical control of 
gastroenterologists. 

99. The Committee noted that this was an international standard and it was up to national authorities to 
decide on the definition of gluten-free foods for dietary management of celiac patients, therefore after some 
discussion agreed to add the following footnote to the oats:  

“Outs can be tolerated by most but not all people with celiac disease.  Therefore, the use of 
oats not contaminated with gluten permitted in gluten-free foods for dietary management of 
celiac disease may be determined at national level”. 

100. The Delegations of Mexico and Observer of AOECS expressed their reservation on leaving this matter 
for the decision of national authorities, as they pointed out that the inclusion of foods containing oats in the 
diet has to decided by the treating physician. 

101. The Committee considered how to address the description of gluten levels in “gluten free” foods 
definition. Some delegations proposed to use two thresholds: 20 mg/kg for products naturally free from 
gluten listed in section 2.1 a), 100 mg/kg for products rendered gluten-free and 100 mg/kg for the mixture of 
the categories of products. 

102. Some delegations indicated that two levels of gluten for “gluten-free” foods might be misleading for 
consumers and were of the view that only one level of 20 mg/kg should be set for all types of products.  The 
Observer of AOCS recalled that the products described in 2.1 b) and c) are wheat starch based products and 
consequently when wheat starch based is below 100 mg/kg, the final product as consumed contains 
considerable lower gluten traces, therefore the AOECS internal standard, which is 20 mg/kg for the term 
“gluten-free”, allows also these few wheat starch based products to be called gluten-free; and national 
authorities can see in the ingredient list, whether or not gluten-free rendered wheat starch is used. 

103. The Committee noted the proposal of the Delegation of Finland, speaking on behalf of the member 
states present at the current session, that the matter of one or two levels of gluten and how to use the names 
of products described in Section 2.1 Description could be addressed in the Labelling Section therefore 
included two sentences in Section 4.1 to that effect.  Some delegations did not agree with this proposal.  
Some delegations indicated that the definition should make a clear distinction between products, therefore 
additional sentences to the Section on Labeling alone could not solve the problem.  After some debate, the 
Committee agreed to add new sentences in square brackets for further comments and consideration.  The 
Delegation of the United States requested clarification on the appropriate use of terms “gluten” and 
“prolamins” in this standard. 

104. The Committee agreed that the issue of levels required further consideration and agreed to put the value 
of 20 mg/kg for section 2.1 a) and value for 100 mg/kg for sections b) and c) in square brackets. 

105. In Section 3.2 the Committee agreed to refer to “products covered by this standard” rather than “gluten- 
free” foods for clarification purposes. 

106. The Committee recognized that consensus could not be reached at the present session and considered 
how to proceed with the further revision of the Standard.  

107. Some delegations were of the view that despite time constraints the Committee made a good progress 
and that few unresolved issues remained and urged the Committee to work further in order to try to finalize 
the Standard. Some other delegations indicated that this standard had not been considered for long time and 
that substantive work was needed to ensure that new developments were incorporated in the standard.  After 
some discussion, the Committee noted that further additional work was necessary in all sections and decided 
not to pursue the consideration of the Standard at the current session.  It was suggested to ask additional 
comments and set up an electronic working group to prepare a revised version for comments and 
consideration by the next session of the Committee.  The Secretariat drew the attention of the Committee to 
the difficulties faced by some electronic working groups and that in case of late comments it was not always 
possible for such working groups to prepare documents in time. 

Status of the draft revision of the Standard for Gluten-Free Foods 

108. The Committee agreed to return the Draft Revised Standard for Gluten-Free Foods to Step 6 for further 
comments (see Appendix IV).  The Committee also agreed to convene a physical working group Chaired by 
Sweden and co-chaired by Canada before the next Session of the Committee to review the comments 
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received and to prepare proposals in order to assist the Plenary in finalizing the Standard at the next Session 
of the Committee.  

PROPOSED DRAFT REVISION OF THE ADVISORY LIST OF NUTRIENT COMPOUNDS FOR 
USE IN FOODS FOR SPECIAL DIETARY USES INTENDED FOR THE USE BY INFANTS AND 
YOUNG CHILDREN AT STEP 4 (Agenda Item 6)7 

109. The Committee recalled that at its last session it agreed to return the above list to Step 3 for comments, 
especially requesting Member Countries to provide a list of their purity requirements and information that 
addresses how the nutrient compound satisfies or does not satisfy the criteria in Section 2.1 for inclusion or 
deletion in the list; and that it had requested the Delegation of Germany to revise the advisory list in view of 
these comments.  

110. The Delegation of Germany introduced the document and described changes made to the document 
based on discussions at the last session and in response to numerous comments received.  The Delegation 
pointed out that in order to progress with further elaboration of the document it was necessary to agree how 
to deal with nutrient compounds for which no internationally or nationally recognized purity requirements 
existed which had been introduced to the list, that it was necessary to decide on the final structure of the list 
from the three options presented in the document and on introduced list of amino acids and advisory list of 
food additives for use as nutrient carriers which were reflected in separate lists of the document.  The 
Delegation indicated that sections and provisions for which decisions should be taken were presented in grey 
and in square brackets for easier reference. 

111. The Committee expressed its appreciation to the Delegation of Germany for the excellent work done and 
agreed to concentrate discussion only on those sections comments were received and square brackets existed.  
In addition to editorial and formatting corrections the Committee made the following changes and 
recommendations on the following sections. 

Title 

112. The Committee clarified the title to read: “Advisory Lists of Nutrient Compounds for Use in Foods for 
Special Dietary Uses Intended for Infants and Young Children”. 

Section 2.2 

113. The Committee agreed to add a sentence at the end of the paragraph to clarify that a country proposing 
to add or delete a nutrient compound to the list was responsible for submitting information on how proposed 
compound met criteria in Section 2.1. 

114. The Committee decided to use the format presented as the third option in the document and amended the 
heading of the last column and first column of Infant Formula to include Section A and B and to clarify that 
it applied for foods for special medical purposes intended for infants and young children. 

Section A Mineral Salts and Trace Elements 

Section 1. Source of calcium 

115. The Committee noted that there were no specific uses proposed for calcium pyrophosphate listed in 
Section 1.12 therefore decided to delete it from the list and clarified the use of calcium sulfate. 

116. The Committee clarified uses for ferrous succinate (Section 2.15), ferrous bisglycinate(Section 2.16) and 
ferric orthophosphate (Section 2.17). 

117. The Committee noted that it was not clear which elements were used for iodization of sodium chloride 
therefore deleted it from the list and clarified the uses of sodium sulphate and sodium tartarate. 

Substances without purity criteria 

118. It was noted that copper-lysine complex did not have international or national purity criteria, therefore 
the Committee considered how to proceed with substances for which there were no specific purity 

                                                 
7 CX/NFSDU 06/28/6-Revised; CX/NFSDU 05/26/6-Add.1 (comments of Brazil, United States of America, Vietnam, 
AIDGUM, ISDI); CRD 10 (comments of the European Community, Thailand); CRD 15 (comments of India); CRD 18 
(comments of Peru). 
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requirements established at international or national level and decided to retain these provisions in square 
brackets and to encourage countries to submit criteria until the next session of the Committee. 

119. The Committee clarified uses for sodium selenite and selenate compounds.  It was noted that there were 
purity criteria for these substances in Denmark. 

120. The Delegation of South Africa indicated that fluoride was not an essential element and suggested to 
take it out from the list, however the Committee noted that there might be particular conditions for their use 
in some products, therefore retained on the list for the use in Section B of infant formula and foods for 
special medical purposes intended for infants and young children.  The Delegation of South Africa expressed 
its reservation to this decision. 

121. The Committee noted that only L-amino acids might be used and accepted the proposal of the 
Delegation of United States to clarify footnote 7 regarding the applicability of some compounds in the list for 
FSMP and clarified the uses for some amino acids. 

122. The Committee clarified uses for lecithin and some nucleotide compounds and deleted purity references 
for some nucleotides. 

Section C Amino Acids and Other Nutrients 

Section 8 Antioxidants and Section 9 Other Compounds 

123. It was noted US GRAS was not an appropriate reference for purity criteria.  The category of antioxidants 
contained in Section 8 and Other Compounds in Section 9 were deleted from the list. 

124. The Committee deleted in List B cholecalciferol cholesterol and pyridoxamine because of the lack of 
official purity criteria. 

125. The Committee decided to leave S-Adenosyl-L-methionine in FSMP in square brackets. 

Section D Advisory List of Food Additives for Special Nutrient Forms 

126. The Committee clarified the title of Section D to refer to “nutrient” compounds rather than to “vitamin”. 

127. The Committee agreed to clarify uses of nutrients and food additives in introductory paragraph of 
Section D, and that the additives in the list may be used as nutrient carriers as proposed by the Delegation of 
the European Community. 

128. It was proposed to increase the level of uses for Gum Arabic (gum acacia) from 10 mg/kg to 100 mg/kg 
due to technological reasons and reflect the level in the current standard. However, no agreement was 
reached on this proposal, therefore the Committee decided to put both figures in square brackets. 

129. The Committee agreed to send the Section D for endorsement to CCFA as these additives were in 
addition to those allowed in the respective standards. 

Status of the revision of the advisory list of nutrient compounds for use in foods for special dietary 
uses intended for the use by infants and young children 

130. The Committee noted significant progress made on the revision of the list and agreed to advance the list 
to the 30th Session of the Commission for adoption at Step 5 (see Appendix V).  The Committee was of the 
view that the work on the revision of the Lists could be completed during two subsequent sessions of the 
Committee. 

PROPOSED DRAFT RECOMMENDATIONS ON THE SCIENTIFIC BASIS OF HEALTH 
CLAIMS AT STEP 4 (Agenda Item 7)8 

131. The Delegation of France introduced the Proposed Draft Recommendations that had been redrafted with 
the assistance of a drafting group and circulated for comments, following the decision of the last session of 
the Committee.  The Delegation presented a summary of the work done on the basis of comments received 
and sought advice from the Committee in order to progress further in the elaboration of the document: 
whether the health claims should be applicable to a food/food component or all diet; and how to assess the 

                                                 
8  CX/NFSDU 06/28/7, CX/NFSDU 06/28/7-Add.1 (comments of Argentina 1 and 2, Australia, Bolivia, Brazil, 
Guatemala, Kenya, New Zealand, United States of America, CIAA, IADSA, ISDI, WSRO), CRD 11 (comments of 
Chile, Malaysia, Mexico, Thailand, United States of America), CRD 15 (comments of India). 



ALINORM 07/30/26 page 15 
 
strength of evidence required to justify health claims, and how to proceed with reevaluation of health claims.    
In view of time constraints,  the Delegation suggested that the proposed draft Recommendations should be 
added to as Appendix to the current Guidelines for the Use of Nutrition and Health Claims. and that the 
document be retained at Step 4. 

132. The Committee noted comments from some delegations that health claims were intended for foods or 
food constituents but not for whole diets and that provisions related to healthy diets were presented in 
Section 8 of the Guidelines for Use and Nutrition and Health Claims.  In addition, these Codex guidelines 
provided for a total diet contained health claims language.  Therefore, the Committee agreed to limit the 
scope for health claims to foods/food constituents. 

133. As regards the strength of evidence to justify health claims, it was pointed out that this Annex should 
focus on procedures for the review of scientific evidence for substantiation of health claims. 

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

134. The Committee agreed to retain the Proposed Draft Recommendations at Step 4 for further consideration 
at the next session. 

DISCUSSION PAPER ON THE PROPOSALS FOR ADDITIONAL OR REVISED NUTRIENT 
REFERENCE VALUES FOR LABELLING PURPOSES (Agenda Item 8)9 

135. The Committee recalled that an electronic working group coordinated by the Delegation of South Africa 
was requested to revise the discussion paper on Nutrient Reference Values (NRVs) for labelling purposes by 
addressing the following issues: to set up principles for the establishment of NRVs, and the need to establish 
NRVs for different population groups. 

136. The Delegation of South Africa introduced the revised document, which overviewed the existing 
situation and current practices in member countries; criteria for establishing NRVs for food labeling 
purposes and use of NRVs by national authorities and the basis for NRVs in different countries.  The 
Delegation drew the attention of the Committee to the importance of agreeing on criteria identified in the 
paper and on the number of NRV populations groups as well as on how the protein NRV should be updated.  
The Delegation indicated that it had no capacity or resources to continue working on this document. 

137. The Committee thanked the Delegation of South Africa for their excellent work and, in view of time 
constraints, considered how to progress this work. 
138. The Committee noted the proposal of the Delegation of the European Community that the revision of 
NRVs was very important work and should be continued in order to establish NRVs for adult population and 
infants from 6 to 36 month and that the work should focus on establishing NRVs for vitamins and minerals. 
139. The Committee accepted the kind offer of the Delegation of Republic of Korea to lead further work on 
this matter with the understanding that a revised paper would be considered at the next session of the 
Committee. 

DISCUSSION PAPER ON THE APPLICATION OF RISK ANALYSIS FOR THE WORK OF THE 
CODEX COMMITTEE ON NUTRITION AND FOODS FOR SPECIAL DIETARY USES (Agenda 
Item 9)10 

140. The Committee recalled that the last session had agreed that the Electronic Working Group led by 
Australia would further develop the Discussion Paper on the Application of Risk Analysis for the Work of 
the Committee. 

141. The Chairperson of the Committee expressed appreciation to Australia for very high quality of paper 
and in view of time constraints suggested to have a very brief discussion. 

142. The Delegation of Australia proposed that the Committee, accepts in principle, the 15 recommendations 
in the discussion paper; agree to forward the proposal for new work given in Attachment II to the 30th 
Session of the Commission in 2007 and agree to continue the work of the Electronic Working Group, led by 

                                                 
9 CX/NFSDU 06/28/8; CRD 12 (Summary of inputs received from Working Group members on the revision and 
addition of NRVs for food labeling purposes during 2004 to 2005, with special focus on the criteria for establishing 
NRVs); CRD 13 (comments of the United States of America, Thailand); CRD 15 (comments of India). 
10 CX/NFSDU 06/28/9; CRD 14 (comments of Chile). 
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Australia, with new Terms of Reference to develop and present draft principles for application of risk 
analysis to the work of the CCNFSDU. 

143. After a short discussion the Committee agreed to start new work on the establishment and application of 
risk analysis principles by the Committee on Nutrition and Food for Special Dietary Uses.  The Project 
Document, prepared by Australia and presented in CX/NFSDU 06/28/9 would be forwarded to the 30th 
Session of the Commission for consideration of new work proposals. 

OTHER BUSINESS AND FUTURE WORK (Agenda Item 10):  

IMPLEMENTATION OF THE WHO GLOBAL STRATEGY ON DIET, PHYSICAL ACTIVITY 
AND HEALTH11 

144. The Committee recalled that the 29th Session of the Commission in July 2006 had considered this matter 
and that CAC agreed that WHO and FAO would complete a document containing concrete proposals for 
possible actions by Codex and that it would be circulated for comments to all Codex Contact Points.  The 
comments received together with the document itself, would be considered by the next sessions of the 
CCNFSDU and CCFL.  The views and recommendations of these Committees would then be forwarded to 
the 30th Session of the Commission for further guidance.  

145. The Representative of WHO, while presenting the document, recalled that the contributions received in 
the electronic forum convened in early 2006 had been useful to update and focus the proposals for action in 
the framework of Codex, especially as regards nutrition and labelling, and thanked members and observers 
for their active participation and support in the process.  The Representative drew the attention of delegates 
to the recommendations which were more relevant to the Committee and highlighted the importance of 
scientific advice and information to Codex work in the area of nutrition.  

146. The Committee agreed with the proposal of the Chair to concentrate its discussions on the 
recommendations put forward in section B of CL 2006/44-CAC. 

147. In reply to some questions and suggestions on how to coordinate Codex work in the implementation of 
the Global Strategy, set work priorities, and ensure coordination between Committees,  the Chair and the 
Secretariat recalled that the CCNFSDU and CCFL would report to the Commission on their conclusions, 
including proposals for new work and that the Commission exercised overall coordination and provided 
general orientation throughout  Codex work. As regards priorities for new work, the Criteria for the 
establishment of Work Priorities applied to Codex Committees and the Executive Committee considered all 
items of new work prior to the Commission as part of the Critical Review. As regards direct interaction 
between committees, this was achieved through the standing item on “matters referred” that allowed each 
committee to put forward questions or requests for specific action to another committee, as required.  

Nutrition Labelling 

148. The Committee considered the recommendation on nutrient labelling “Develop NRVs for nutrients that 
are associated with both increased and decreased risk of non communicable diseases”  

149. Several delegations supported continued work on the NRVs, that was also under consideration at the 
present session. Some delegations were of the view that work on the NRVs should be extended to cover 
nutrients associated with increased and decreased risk of non communicable diseases, and that principles for 
the establishment of NRVs should be developed. Other delegations proposed to initiate work on NRVs with 
the revision of the values for vitamins and minerals and to consider the addition of new nutrients at a later 
stage. The Committee discussed the use that would be made of updated and additional nutrient values, in 
view of the current basis for nutrient declaration in the Guidelines on Nutrition Labelling.  The Committee 
also noted that footnote to section 3.4.4 of the Guidelines on Nutrition Labelling  specified that the list of 
nutrient reference values should be kept under review in order to take into account scientific developments. 

150. The Committee agreed to proceed with the consideration of the revision of the NRVs for vitamins and 
minerals and to ask the Committee on Food Labelling its advice concerning the revision and extension of the 
list of NRVs in the Guidelines for Nutrition Labelling to other nutrients  associated with increased and 

                                                 
11 CL 2006/44-CAC; CRD 3 (comments of South Africa); CRD 22 (comments of Malaysia), CRD 24  (comments of 
ICGMA), CRD 26 (comments of Bolivia, Canada, Japan, Mexico, New Zealand, United States, IACFO, IADSA, ICBA, 
IDF), CX/NFSDU 06/28/10, CX/NFSDU 06/28/11,CRD 21 (Proposal of Thailand), CRD 15 (Proposal of India). 
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decreased risk of non communicable diseases.  The Committee agreed that if this reply was positive it would 
consider new work on the revision and extension of the list to relevant nutrients at its next session. 

Nutrition Claims (trans fatty acids)  

151. The Committee considered whether to develop condition for claims for trans fatty acids and include 
restrictions on both saturated and trans fatty acids in the conditions for comparative claims for these 
nutrients.  

152. The Delegation of Denmark informed the Committee that Denmark has introduced a national regulation 
setting a maximum limit for the content of trans fatty acids in oils and fats. 

153. The Delegation of the United States expressed the view that the issue of nutrition claims that included 
criteria for trans fatty acids was already addressed to a certain extend in the Guidelines for Use of Nutrition 
and Health Claims in the Table of Conditions for Claims, in the footnote to the condition for saturated fat 
and cholesterol . The Observer of IACFO supported the establishment of maximum limits for trans fatty 
acids.  The Observer from IDF pointed out that there was insufficient scientific  justification to classify all 
trans fatty acids as having negative effects on health and that not all saturated fats caused adverse effects and 
that nutrition claims should be based on science.  

154. The Committee concluded that there was no support from members to initiate work in this area.  

Production and Processing Standards Regarding the Nutritional Quality and Safety of Foods 

155. The Delegation of Canada expressed its support for proposed action 5.1 and in this regard supported the 
FAO/WHO recommendation to consider reviewing and re-establishing the Guidelines for the Use of Codex 
Committees on the Inclusion of Provisions on Nutritional Quality in Food Standards and Other Codex Texts, 
included in the Procedural Manual until their revocation by the Commission in 1997.  The Committee noted 
that this text had been deleted from the Procedural Manual was reviewed to convert specific instructions to 
Committees into guideline for governments.  

156. The Delegation of the EC questioned the approach that would be taken in such Guidelines as compared 
with the current horizontal approach to food law in many countries, and noted that the exact purpose and use 
of the Guidelines should be clarified. Other delegations also expressed the view that some clarification was 
necessary on the nature and scope of this proposal, and their relationship with national nutrition policies 
should be discussed in more detail. The Committee therefore agreed that the delegation of Canada would 
prepare a document providing more explanations on the development of such guidelines, for consideration at 
the next session. 

PROPOSALS FOR NEW WORK 

Revision of the Standard for Processed Cereal-Based Foods  (Section 3.4) 

157. The Delegation of Thailand recalled that it had expressed its reservation when the 29th Session of the 
Commission adopted the Standard for Cereal based Foods for Infants and Young Children, as it did not 
support the amount of sugars allowed under current section 3.4 of the Standard, and that the Commission had 
agreed to request the CCNFSDU to evaluate the need to revise section 3.4 of the adopted standard in the 
light of the recommendation of the Global Strategy.  The Delegation pointed out that high sugar contents in 
foods for infants and young children was a risk factor mentioned specifically in paragraph 22 of the Global 
Strategy and also enhanced sweet taste preference and the risk of dental caries in children, and therefore 
proposed to revise and reduce the current level of sugars in section 3.4.  This proposal was supported by the 
delegations of Norway and South Africa and some observers. 

158. The Delegation of the European Community, supported by the Delegation of the United States, recalled 
that the revision of the Standard for Cereal Based Foods had been finalized after many years of extensive 
discussions and it did not appear necessary to undertake its revision immediately.  The Delegation recalled 
that the recommendation of the goal of 10% sugars of the total energy sugars was an intake population goal 
and should not be interpreted as a nutrient level in specific food, and pointed out that cereal based foods was 
part of a diversified diet, which had been taken into account when establishing nutrient provisions.  

159. The Committee agreed not to undertake new work on the revision of the Standard for Cereal Based 
Foods at this stage, and noted that this question maybe reconsidered when more experience had been gained 
with the application of the standard. 
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Revision of the Standard for Processed Cereal-Based Foods  (Sections 3.2, 3.3, and 3.4) 

160. The Delegation of India recalled that it had expressed its reservation when the 29th Session of the 
Commission adopted the Standard for Processed Cereal-Based Foods for Infants and Young Children, as it 
did not support the minimum cereal content, energy density and minimum protein content in the Standard.  
The Commission had agreed to request the CCNFSDU to evaluate the need to revise sections 3.2, 3.3 and 3.4 
of the adopted standard.  The Delegation stressed the need to bear in mind the objective of reducing 
malnutrition while considering nutrient contents in the relevant standards, and therefore made the following 
proposals: to increase the cereal content to 50% instead of 25% to ensure adequate nutrient intake; to 
increase the energy density to 4-5 kcal/g on a dry weight basis; and to increase the protein content to 15%.  
This proposal was supported by the Delegation of Norway. 

161. The Observer of ESGHAN proposed to form an Ad Hoc Working Group to review the scientific basis 
and health effects of the nutrient composition of complimentary food products.  The delegations of Norway 
and Thailand supported this proposal. 

162. The Delegation of the European Community expressed the view that the nutrient content of cereal based 
foods had been extensively discussed, including the issues raised by India, and that the standard was 
intended for the general population, in which case an increased level of protein could result in excessive 
protein intake. 

163. The Committee recognized that there was no support to undertake new work on the revision of the 
standard.  

Proposal for new work to amend the Codex General Principles for the Addition of Essential Nutrients 
to Foods (CAC/GL 09-1987)12 

164. The Delegation of Canada indicated that the General Principles were adopted in 1987 and since then 
there were changed approaches or philosophies related to controlling the addition of vitamin and minerals for 
foods, changes in technologies employed for achieving addition or enhancement of vitamin and mineral 
levels in foods and an increased interest in the addition to foods of non-nutrient bioactive substances.  The 
Delegation pointed out that all these suggest that a review of the General Principles may be timely to ensure 
that these principles continue to be relevant and useful.  

165. The Delegation proposed new work that would address three separate issues within the Principles: non-
traditional addition of vitamins and minerals to foods; discretionary addition of vitamins and minerals to 
food to provide consumers with a greater variety of foods with added vitamin and mineral nutrients and 
addition of bioactive substances that are essential constituents to foods.  The Delegation indicated that the 
document contains details necessary for project document and work would be in line with the terms of 
reference and Strategic Objectives of the Commission. 

166. The Committee accepted the offer of the Delegation of Canada to prepare a discussion paper which 
would address these issues for consideration by the next session of the Committee.  

AVE ATQUE VALE 

167. The Committee noted the forthcoming retirement of Prof Hildegard Przyrembel (Germany), long 
standing Chairperson of the Working Group on the Infant Formula after long years of contribution to the 
work of the Codex Committee on Nutrition and Foods for Special Dietary Uses.  The Committee expressed 
its sincere appreciation for her long and devoted work to the goals of the Committee and wished her good 
health and long life in the years to come. 

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 11) 

168. The Committee was informed that the 29th session would take place in Bad Neuenahr, Germany, 
scheduled from 12 to 16 November 2007, subject to confirmation by the host government and the Codex 
Secretariat. 

                                                 
12 CX/NFSDU 06/28/11 
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SUMMARY STATUS OF WORK 

 

Subject Matter Step For Action by Reference in 
ALINORM 07/30/26 

Draft Revised Standard for Infant 
Formula and Formulas for Special 
Medical Purposes Intended for 
Infants Section A: Draft Revised 
Standard for Infant Formula 

8 Governments, 30th CAC para. 90 and Appendix II 

Formulas for Special Medical 
Purposes Intended for Infants Section 
B: Formulas for Special Medical 
Purposes Intended for Infants 

8 Governments, 30th CAC para. 90 and Appendix II 

Guidelines for Use of Nutrition 
Claims: Draft Table of Contents for 
Nutrient Contents (Part B Containing 
Provisions on Dietary Fibre) 

6 Governments; 

29th CCNFSDU 

para. 22  

Draft Revised Standard for Gluten-
Free Foods 

6 Governments; 29th CCNFSDU para. 108 and Appendix 
IV 

Proposed Draft Revision of the 
Advisory Lists of Nutrient 
Compounds for Use in Foods for 
Special Dietary Uses intended for use 
by Infants and Young Children 

5 30th CAC; Governments; 

29th CCNFSDU 

para. 130 and 
Appendix V 

Proposed Draft Recommendations on 
the Scientific Basis of Health Claims 

4 29th CCNFSDU para. 134  

Discussion Paper on the Proposals for 
Additional or Revised Nutrient 
Reference Values (NRVs) 

- Republic of Korea;  

29th CCNFSDU 

paras 135-139 

Discussion paper on the Proposal for 
New Work to Amend the Codex 
General Principles for the Addition of 
Essential Nutrients to Foods 
(CAC/GL 09-1987) 

- Canada; 

29th CCNFSDU 

paras 164-166 

New work    

Establishment and Application of 
Risk Analysis Principles by the 
Codex Committee on Nutrition and 
Foods for Special Dietary Uses. 

Project document is available in 
Annex of CX/NFSDU 06/28/8. 

- 30th CAC; Australia; 
Governments; 

29th CCNFSDU 

paras 140-143 
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