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POSIÇÃO BRASILEIRA PARA A 39ª 

REUNIÃO DO COMITÊ DO CODEX ALIMENTARIUS SOBRE NUTRIÇAO E ALIMENTOS PARA FINS 
ESPECIAIS 

 
(4 - 8 de dezembro de 2017, Berlim, Alemanha) 

 

 
TEMA 1 - CX/NFSDU 17/39/1 – Adoption of the Agenda 

 
POSIÇÃO BRASILEIRA:  

 
O Brasil aprova a agenda proposta. 
 
TEMA 2 - CX/NFSDU 17/39/2 - Matters Referred to the Committee by the Codex Alimentarius 
Commission and/or Other Subsidiary Bodies 
 

O Brasil vai acompanhar a discussão. 
 
TEMA 3 - CX/NFSDU 17/39/3 - Matters of Interest Arising from FAO and WHO 
 
POSIÇÃO BRASILEIRA:  
 

Documento informativo não disponível. 
 
TEMA 4 – CX/NFSDU 17/39/4 Review of the Standard for Follow-Up Formula (CODEX STAN 156-1987) 
 
CX/NFSDU 17/39/4 Add. 1 – Comments at Step 3 (CL 2017/75 – NFSDU) 
 
 
GENERAL COMMENTS 

Brazil appreciates the excellent work done by New Zealand, France and Indonesia and thanks for the 
opportunity to present the following comments on the review of the Standard for Follow-up Formula (Codex 
Stan 156-1987). 
 
SPECIFIC COMMENTS 

Recommendation 1:  
 
That CCNFSDU agree to revise the protein requirements as follows:  
 
1. that a minimum protein level of 1.6 g/100 kcal is established and that clinical evaluation is required 
for formula with non-hydrolysed milk protein levels below 1.8 g/ 100 kcal.  
 
2. that the minimum protein value for soy protein isolate is retained, and that the second sentence in 
footnote 5 is amended to be consistent with the first (include ‘or goats’’).  
 
3. that the current minimum for follow-up formula based on hydrolysed protein is retained.  
 
4. that the two sentences relating to the clinical evaluation of formula based on non-hydrolysed milk 
protein containing less than1.8 g/protein/100 kcal and formula based on hydrolysed protein 
containing less than 2.25 g/protein/100kcal in footnote 6 are combined.  
 
a) Protein 2), 3), 4)  

 
Unit             Minimum       Maximum       GUL  

g/100 kcal    [1.6]5),6)                      3.0                 -  
g/100 kJ       [0.38]5),6)                  0.72               -  
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2) For the purpose of this standard the calculation of the protein content of the final product ready for 
consumption should be based on N x 6.25, unless a scientific justification is provided for the use of a 
different conversion factor for a particular product. The protein levels set in this standard are based 

on a nitrogen conversion factor of 6.25. For information the value of 6.38 is used as a specific factor 
appropriate for conversion of nitrogen to protein in other Codex standards for milk products.  
3) For an equal energy value the formula must contain an available quantity of each essential and 
semi-essential amino acid at least equal to that contained in the reference protein (breast-milk as 
defined in Annex I of the Standard for Infant Formula and Formulas for Special Medical Purposes 
Intended for Infants (CODEX STAN 72-1981)); nevertheless for calculation purposes the 
concentrations of tyrosine and phenylalanine may be added together and the concentrations of 
methionine and cysteine may be added together.  
4) Isolated amino acids may be added to follow-up formula only to improve its nutritional value for 
infants. Essential and semi-essential amino acids may be added to improve protein quality, only in 
amounts necessary for that purpose. Only L-forms of amino acids shall be used.  
5) The minimum value applies to cows’ and goats’ milk protein. For follow-up formula based on non-
cows’ [or non-goats’] milk protein other minimum values may need to be applied. For follow-up 
formula based on soy protein isolate, a minimum value of [2.25 g/100 kcal (0.54 g/100 kJ)] applies.  

[6) Follow-up formula based on non-hydrolysed milk protein containing [1.61 – 1.8 g] protein/100 kcal 
should be clinically evaluated by a competent national and/or regional authority. Follow-up formula 
based on hydrolysed protein containing less than [2.25 g protein/100 kcal] should be clinically 
evaluated].  
[6) Follow-up formula based on non-hydrolysed milk protein containing [less than 1.8 g] protein/100 
kcal [(0.43 g/100 kJ)] and follow-up formula based on hydrolysed protein containing less than [2.25 g 
protein/100 kcal] (0.54 g/100 kJ) should be clinically evaluated by a competent national and/or 
regional authority.] 

 
Comments 
 

Minim Protein Level 
 
Brazil agrees with the conclusion of the Chairs that the EFSA Scientific Opinion (EFSA 2017) on 
minimum protein content of follow-up formula (FUF) for older infants cannot be generalised to non-
European countries as it was based on European dietary surveys and on the assumption that a 
complementary food of a sufficient quality is provided.  
 
Moreover, it is important to take into account that EFSA notes that only two intervention studies in 
healthy term infants had been provided by food business operator, which were not considered 
sufficient to allow a conclusion on  the safety and suitability of a FUF with a protein content of 1.6 g 
protein/100kcal. 
 
Therefore, it is not possible to conclusively state that formula containing 1.6 – 1.8 g protein/100 kcal 
would be appropriate at the global level. 
 
Thus, Brazil supports the minimum limit of 1.8g/100kcal with an associated footnote indicating that 
follow-up formula containing 1.6 – 1.8 g protein/100 kcal should be clinically evaluated to ensure its 
safety and suitability. We are of the opinion that it would be more appropriate to present the minimum 
protein content of 1.8 g/100 kcal in the table with an associated footnote clarifying that formula 
containing 1.6 to 1.8 g of protein per 100 kcal should be clinically evaluated by a competent national 
and/or regional authority, for purposes of clarity. Nevertheless, we can agree with the Chairs 
proposal in order to align with the structure of IF Standard and to move forward.  
 
Footnote 5: Minimum protein level in formula based on soy protein isolate 
 
Brazil agrees with the current minimum of 2.25 g/100 kcal for follow-up formula based on soy protein 
isolate. 
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Footnote 6: Minimum protein level in formula based on hydrolysed protein 
 
Brazil is still of the opinion that all hydrolysed protein based formulas should be clinically evaluated, 
not just those with less than 2.25 g protein/100 kcal.  
 
The safety and suitability of infant formula containing protein hydrolysates have not been fully 

demonstrated. According Mennella et al, 20161, little research has focused on infant developmental 

effects, other than growth, of formulas that differ substantially in the form of protein and data suggest 

that the form of protein in infant formula may impact cognitive development.  

 

The EFSA Draft scientific and technical guidance for the preparation and presentation of an 

application for authorisation of an infant and/or follow-on formula manufactured from protein 

hydrolysates (2017) states that the safety and suitability of a specific formula manufactured from 

protein hydrolysates has to be established by clinical studies, following a case-by-case evaluation. 

 

Therefore, Brazil thinks that all formulas based on hydrolysed protein should be evaluated by a 

competent national and/or regional authority to ensure its safety and suitability and proposes that 

footnote 6 should read: 

 

[6) Follow-up formula based on non-hydrolysed milk protein containing [less than 1.8 g] protein/100 
[(0.43 g/100 kJ)] kcal and follow-up formula based on hydrolysed protein containing less than [2.25 g 
protein/100 kcal] (0.54 g/100 kJ) should be clinically evaluated by a competent national and/or 
regional authority]. 
 

 

Recommendation 2:  
 
That CCNFSDU agree:  
 
that the minimum in the footnote for the optional addition of docosahexaenoic acid is set to 13 
mg/100kcal (3.1 mg/100 kJ).  
 
that the agreed GUL of 0.5% of total fatty acids is converted to 30 mg/100 kcal (7.9 mg/100 kJ).  
 
Docosahexanoic acid 20)  
Unit  Minimum  Maximum  GUL  
mg/100 kcal  -  -  [30]  

[7.9]  
mg/100 kJ  -  -  

 
20) If docosahexanoic acid (22:6n-3) is added to follow-up formula, a minimum level of [13 mg/100 
kcal (3.1 mg/ 100 kJ)] should be reached, and arachidonic acid (20:4 n-6) contents should reach 
at least the same concentrations as docosahexaenoic acid. The content of eicosapentaenoic acid 
(20:5 n-3), which can occur in sources of LC-PUFA, should not exceed the content of 
docosahexaenoic acid. Competent national and/or regional authorities may deviate from the above 
conditions, as appropriate for the nutritional needs of their local population.  
 

 

Comments 

 
Brazil has no specific comments with regard to the proposed minimum content. Nevertheless, for 
regulatory purposes, Brazil supports the proposed approach outlined by Chairs to establish minimum 

                                                         
1 Mennella JA, Trabulsi JC, Papas MA. Effects of cow milk versus extensive protein hydrolysate formulas on infant 
cognitive development. Amino Acids 2016 Mar;48(3):697-705. doi: 10.1007/s00726-015-2118-7. Epub 2015 Oct 26. 
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and GUL levels for the addition of DHA to follow-up formula for older infants. 

 

Recommendation 3:  
That CCNFSDU agree to establish a minimum level for fat of 3.5 g /100 kcal (0.84 g/100 kJ). 

Comments 

Brazil supports the minimum level of 3.5 g of fat per 100 kcal taking into account the rationale and 
modelling macronutrient scenarios presented in the consultation paper. 

 

Recommendation 4:  

That CCNFSDU agree to establish a maximum level for available carbohydrates of 12.5 g/100 kcal 
(3.0 g/100 kJ). 

Comments 

Brazil supports the maximum level of 12.5g of available carbohydrate/100kcal, because it allows for 
greater flexibility in protein and fat formulations. 

The modelling scenarios presented in the consultation paper of the eWG demonstrated that if the 
maximum carbohydrate content is specified at 12.5 g/100 kcal, product that is formulated at around 
3.5 g/100 kcal can still be formulated with protein at levels that are lower than that found in full fat 
cows’ milk. It was also demonstrated that moderate protein and fat levels in product for young 
children can be achieved at a maximum carbohydrate limit of 12 g/100 kcal.  

A lower limit for available carbohydrates (12 or 12.5g/100kcal) is also important to partially limit the 
addition of sugars and other carbohydrates contributing to the sweet taste of the product. 

 

Recommendation 5: 
  
That CCNFSDU:  
 
1. agree to establish a limit for mono- and disaccharides, other than lactose, of 20% of available 
carbohydrates.  
2. agree that sweet tasting carbohydrates are restricted in accordance with the amended footnote 
4 below.  
3. considers the need to limit the addition of non-carbohydrate ingredients with the purpose of 
imparting a sweet taste.  
 
Carbohydrates  

 
Available cabohydrates4)  

 
Unit  Minimum  Maximum  GUL  

g/100 kcal  -  [12.5]  -  
g/100 kJ  -  [3.0]  

 
-  

4) Lactose should be the preferred carbohydrate in [name of product] based on milk protein. 
Sugars, other than lactose [or other carbohydrates contributing to the sweet taste of [name of 
product] should not exceed [10%] or [20%] of available carbohydrate. Sucrose and/or fructose 
should not be added, unless needed as a carbohydrate source.  
[Mono- and disaccharides], other than lactose, should not exceed 20% of available 
carbohydrate. [Mono- and disaccharides includes sugars naturally present in honey, syrups, 
fruit juices and fruit juice concentrate.] Sucrose and/or fructose [and/or other carbohydrates 
contributing to the sweet taste of [name of product]] should not be added, unless needed as a 
carbohydrate source. [Other non-carbohydrate ingredients should not be added solely with 
the purpose of imparting a sweet taste.]  

 

Comments 

Brazil agrees that lactose should be the preferred carbohydrate in [name of product] based on milk 
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protein. Therefore, mono- and disaccharides, other than lactose, should not be added unless needed 
for technological reasons.  

It is fundamental to take into account the WHO (2015) recommendation to reduce the intake of free 
sugars to less than 10% of energy and conditionally recommended a further reduction to less than 
5% of energy for both adults and children.  

We are also of the opinion that it is important to limit the addition of not only mono- and disaccharides  
but also other carbohydrates which contribute to the sweet taste of the product as well as other non-
carbohydrate ingredients with the purpose of imparting a sweet taste as they can have similar 
sweetening effects. However, we acknowledge that it is necessary to define “other carbohydrates 
contributing to the sweet taste” and ”non-carbohydrate ingredients with the purpose of imparting a 
sweet taste” in order to implement the established limit. 

We also note that the requirements for the addition of any ingredient with the purpose of imparting 
sweet taste should be addressed by this standard given that there has been general agreement that 
[name of product] for young children should not be overly sweet tasting. 

Therefore, Brazil supports considering the maximum limit of 20% applicable to mono- and and 
disaccharides other than lactose, and other carbohydrates contributing to the sweet taste. We also  
agree that other non-carbohydrate ingredients should not be added solely with the purpose of 
imparting a sweet taste. 

 

Recommendation 6:  

That CCNFSDU agree that the percentage limit for sugars [and other carbohydrates contributing to 
the sweet taste] is converted to an absolute amount based on the energy density (g/ 100 kcal and g/ 
100 kJ) of product for young children once a decision is made on the maximum level of available 
carbohydrates. 

Comments 

Brazil agrees with recommendation 6. 
 

 

Recommendation 7: 

That CCNFSDU agree that no calcium-to-phosphorous ratio is included for [name of product] for 
young children. 

Comments 
 
Brazil is of the opinion that a ratio for calcium-to-phosphorous is important to ensure a better 
absorption efficiency and adequate mineral balance. Nevertheless, considering that phosphorus is 
not a key nutrient in cows’ milk and taking into account the contribution from the complementary 
feeding, Brazil can accept that this ratio is not included for [name of product] for young children.    

 

Recommendation 8:  
That CCNFSDU agree to the mandatory addition of vitamin D and minimum and maximum levels 
as follows:  
Vitamin D  
Unit  Minimum  Maximum  GUL  
μg9) /100 kcal  [1.5]  [4.5]  -  
μg9) /100 kJ  [0.36 ]  [1.08]  -  
9) Calciferol. 1 μg calciferol = 40 IU vitamin D.  

 

Comments 

 
Brazil agrees with recommendation 8. 

 

Recommendation 9:  

1) That CCNFSDU agree to the approach proposed by the Codex Secretariat and WHO, that being 
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to include a Preamble in the Standard for Follow-up Formula which includes specific reference to 
relevant WHO documents and WHA resolutions, noting this approach to the Preamble would replace 
the need to list or reference these documents and resolutions within different sections of the 
Standard itself.  
2) That CCNFSDU agree to the following Preamble statement proposed by the Codex Secretariat 
and WHO, and select the preferred wording from that presented in square brackets:  
 
The Codex Alimentarius Commission acknowledges the need to [protect and support /recognize] 
breast-feeding as an unequalled way of providing ideal food for the healthy growth and development 
of infants. At the same time Codex acknowledges that numerous formulae have been produced, 
intended for use, where [necessary / appropriate], as a substitute for human milk in meeting the 
normal nutritional requirements of infants provided they are prepared under hygienic conditions and 
given in adequate amounts. In addition, various products have also been produced intended 
specifically for young children as they progress to a more diversified diet of family foods and these 
products should not discourage breastfeeding.  
The production, distribution, sale and use of follow-up formula for older infants and [name of product] 
for young children should be consistent with national health and nutrition policies and relevant 
national/regional legislation, and take into account, [as appropriate,] the recommendations made in 
the International Code of Marketing of Breast-milk Substitute (1981) and the Global Strategy for 
Infant and Young Child Feeding. Relevant WHO guidelines and policies as well as relevant World 
Health Assembly (WHA) resolutions that have been [endorsed / supported] by member states [may 
also] provide guidance to countries in this context.  
This Standard is divided into two sections. Section A refers to Follow-up Formula for Older Infants (6 
to 12 months of age), and Section B deals with [Name of Product] for Young Children (12 to 36 
months of age). It does not apply to products covered by the Codex Standard for Infant Formula 
(CODEX STAN 72 – 1981).  

Comments 
 
Brazil supports the approach proposed by the Codex Secretariat and WHO. Regarding the wording 
of the text, Brazil suggests the following amendments: 
 
The Codex Alimentarius Commission acknowledges the need to [protect and support and 
/recognize] breast-feeding as an unequalled way of providing ideal food for the healthy growth and 
development of infants. At the same time Codex acknowledges that numerous formulae have been 
produced, intended for use, where [necessary / appropriate], as a substitute for human milk in 
meeting the normal nutritional requirements of infants provided they are prepared under hygienic 
conditions and given in adequate amounts. In addition, various products have also been produced 
intended specifically for young children as they progress to a more diversified diet of family foods and 
these products should not discourage breastfeeding.  
The production, distribution, sale and use of follow-up formula for older infants and [name of product] 
for young children should be consistent with national health and nutrition policies and relevant 
national/regional legislation, and take into account, [as appropriate,] the recommendations made in 
the International Code of Marketing of Breast-milk Substitute (1981), and the Global Strategy for 
Infant and Young Child Feeding and The Guidance on Ending the Inappropriate  
Promotion of Foods for Infants and Young Children (WHA, 69.9, 2016). Other Relevant WHO 
guidelines and policies as well as relevant World Health Assembly (WHA) resolutions that have been 
[endorsed / supported] by member states [may also] provide guidance to countries in this context.  
This Standard is divided into two sections. Section A refers to Follow-up Formula for Older Infants (6 
to 12 months of age), and Section B deals with [Name of Product] for Young Children (12 to 36 
months of age). It does not apply to products covered by the Codex Standard for Infant Formula 
(CODEX STAN 72 – 1981). 
 
Brazil notes that the main purpose of the International Code of Marketing of Breast-milk Substitute 
(1981) and WHO guidelines and policies is to protect breast-feeding from misleading promotional 
practices. Thus, it is important to clearly state this issue in the text.  
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Brazil strongly supports that the production, distribution, sale and use of follow-up formula for older 
infants and [name of product] for young children should take into account the recommendations 
made in the International Code of Marketing of Breast-milk Substitute (1981) and the Global Strategy 
for Infant and Young Child Feeding as well as relevant WHO guidelines and policies and WHA 
resolutions that have been endorsed/supported by member states.  
 
In that sense, Brazil suggests including explicitly The Guidance on Ending the Inappropriate  
Promotion of Foods for Infants and Young Children (WHA 69.9) in the preamble. We point out that 
this document has been used to guide labelling requirements of the standard as well as marketing 
practices, such as the Code of Marketing of Breast-milk Substitute. 
 
In this matter, it is important to note that the WHA 69.9 and the Code of Marketing of Breast-milk 
Substitute are complementary documents. So, both are important to end inappropriate promotion of 
food for infants and young children, including products that are considered as breast-milk substitutes 
or not.  
 
In relation to the format of the final Standard, we note that given that it has not yet been decided, 
Brazil suggests evaluating the possibility of establishing two different Codex Standards when the 
revision is completed, one for FUF and other for (Name of Product) for Young Children, considering 
the different nutritional requirements and the different role of follow-up formula in the diets of older 
infants compared to the product for young children.  
 

 

Recommendation 10:  

That CCNFSDU agree to the following statement for Section 1.1:  
1.1 This section of the Standard applies to Follow-up Formula for Older Infants, as defined in Section 

2.1, in liquid or powdered form.  
 

Comments 

 
Brazil agrees with recommendation 10. 

 

Recommendation 11:  

That CCNFSDU agree to the following statement for Section 1.2:  
1.2 This section of the Standard contains compositional, quality, safety, [labelling and analytical] 

requirements for Follow-up Formula for Older Infants.  

Comments 
 
Brazil agrees with adding ‘labelling’ in the text of section 1.2 as the standard addresses specific 
labelling provisions for the product.  
 
However, we think that there is no need of adding the term ‘analytical’ in the text. We understand that 
requirements of methods of analysis are detailed in a specific Codex Standard as well as other 
provisions regarding contaminants and hygiene, which are not mentioned in the text of section 1.2. 
Moreover, the terms ‘quality’ and ‘safety’ cover these aspects. 
 
Thus, we suggest the following text: 
 
1.2 This section of the Standard contains compositional, quality, safety, and labelling requirements 
for Follow-up Formula for Older Infants. 

 

Recommendation 12:  

That CCNFSDU agree to the following statement for Section 1.3, and select their preferred 
terminology (should vs shall):  
1.3 Only products that comply with the criteria laid down in the provisions of this section of this 
Standard [should / shall] be presented as] Follow-up Formula for Older Infants.  
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Comments 

 
Brazil is of the opinion that the term ‘marketing’ could be used for consistency with the Infant Formula 
Standard (Codex STAN 72-1981) as proposed below: 
 
‘1.3 Only products that comply with the criteria laid down in the provisions of this section of this 
Standard would be accepted for marketing as Follow-up Formula for Older Infants.’ 

 
Nevertheless, if the Committee understands that the term ‘marketing’ could create confusion, Brazil 
agrees with the following text: 
  
‘1.3 Only products that comply with the criteria laid down in the provisions of this section of this 
Standard should/shall be presented as Follow-up Formula for Older Infants.’ 

 
Brazil has no comments at this moment with regard the preferred terminology. 
 

 

Recommendation 13: 
That CCNFSDU agree to: 

 include reference to WHO documents and WHA resolutions within the Preamble rather than the 
Scope, and that this reference be as per the recommendation of the Codex Secretariat and WHO as 
presented within Section 5.3 of this paper. 

 delete provision 1.4 for follow-up formula for older infants from the Scope section as the proposed 
approach to include reference to WHO documents and WHA resolutions within the Preamble makes 
this provision within the Scope redundant. 

 
Comments 
 
Brazil agrees with recommendation 13. 

 

Recommendation 14: 
That CCNFSDU agree to the following introductory paragraph to the Labelling Section for follow-up 
formula for older infants (Section A): 
 
The requirements of the Codex General Standard for the Labelling of Pre-packaged Foods (CODEX 
STAN 1-1985), the Guidelines on Nutrition Labelling (CAC/GL 2-1985) and the Guidelines for Use of 
Nutrition and Health Claims (CAC/GL 23-1997) apply to follow-up formula for older infants. These 
requirements include a prohibition on the use of nutrition and health claims for foods for infants and 
young children except where specifically provided for in relevant Codex Standards or national 
legislation.  
 

 
Comments 

 
Brazil agrees with recommendation 14. 
 
We are of the opinion that voluntary declaration/claim about nutrients and ingredients should not be 
permitted on FUF. The use of claims contradicts the provisions of the International Code of Marketing 
of Breast-milk Substitutes, as well as other WHO and WHA recommendations. It is important to avoid 
any type of declaration/claim that could be used as a way to promote the product and jeopardize 
breastfeeding. Information on the presence of specific ingredients or nutrients is available both on the 
list of ingredients and on the nutritional information table of the label. Moreover, the product should 
only be used on advice of an independent health worker as to the need for its use and the proper 
method of use. Caregivers/consumers do not have the necessary knowledge to decide on the use of 
a formula based on claims/declarations about ingredients or nutrients. 
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Recommendation 15: 

A decision on the need to revisit nutrition claims on the completion of NRVs for infants and young 
children is not required by CCNFSDU at this point in time. 
It is recommended that CCNFSDU agree that the progress of reviewing this Standard should not be 
delayed and that any consideration of NRVs (if established for this age group) and the purpose of 
such NRVs in the Guidelines for Nutrition Labelling (CAC/GL 2-1985), including the need to consider 
whether any labelling provisions within Codex standards for foods for infants and young children 
need to be revisited if NRVs are adopted by Codex, should form part of the ToR for a NRV working 
group. 
Noting that the Committee cannot foresee the outcome of any work on NRVs for this age group 
should it proceed, it is recommended that the status quo for nutrition (and health) claims, that is; that 
the prohibition on the use of nutrition and health claims for foods for infants and young children 
except where specifically provided for in relevant Codex Standards or national legislation, remain. 

 
Comments 
 

Brazil agrees with recommendation15. 
 

 

Recommendation 16:  

That CCNFSDU agree to the following text for Section 9.1 – The Name of the Product, and select its 
preferred option for provision 9.1.4, including the text within square brackets.  
9.1 The Name of the Product  
9.1.1 The text of the label and all other information accompanying the product shall be written in the 

appropriate language(s).  
9.1.2 The name of the product shall be Follow-up Formula for Older Infants as defined in Section 2.1, 

or any appropriate designation indicating the true nature of the product, in accordance with national 
[or regional] usage.  
9.1.3 The sources of protein in the product shall be clearly shown on the label.  
9.1.4 OPTION 1: Split provision 9.1.4 into two:  
9.1.4(a) If [name of animal] milk is the only source of protein[*], the product may be  
labelled ‘Follow-up Formula for Older Infants Based on [name of animal] milk [protein].  
9.1.4(b) If [name of plant] is the only source of protein[*], the product may be labelled ‘Follow-up 
Formula for Older Infants Based on [name of plant] [protein].  
[* For clarity, addition of individual amino acids where needed to improve protein quality does not 
preclude use of the above labelling options.]  
OR  
OPTION 2: Delete provision 9.1.4 as it is covered by 9.1.3  
9.1.5 A product which contains neither milk nor any milk derivative [shall] [may] be labelled "contains 
no milk or milk products" or an equivalent phrase.  

 
Comments 
 
Brazil supports option 1 for purposes of better clarity regarding the source of protein used and in 
order to harmonize the name of the products. 
   
In relation to section 9.1.5, Brazil supports the term ‘shall’ in line with Infant Formula Standard 
(Codex Stan 72-1981). We think that the phrase indicating that the product does not contain neither 
milk nor any milk derivative should be mandatory.   
 
Clean copy: 
 
9.1 The Name of the Product  
9.1.1 The text of the label and all other information accompanying the product shall be written in the 

appropriate language(s).  
9.1.2 The name of the product shall be Follow-up Formula for Older Infants as defined in Section 2.1, 
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or any appropriate designation indicating the true nature of the product, in accordance with national 
[or regional] usage.  
9.1.3 The sources of protein in the product shall be clearly shown on the label.  
9.1.4(a) If [name of animal] milk is the only source of protein[*], the product may be  

labelled ‘Follow-up Formula for Older Infants Based on [name of animal] milk [protein].  
9.1.4(b) If [name of plant] is the only source of protein[*], the product may be labelled ‘Follow-up 

Formula for Older Infants Based on [name of plant] [protein].  
[* For clarity, addition of individual amino acids where needed to improve protein quality does not 
preclude use of the above labelling options.]  
 
9.1.5    A product which contains neither milk nor any milk derivative shall be labelled "contains no 
milk or milk products" or an equivalent phrase. 
 

 

Recommendation 17:  
That CCNFSDU agree to the following text for Section 9.2 – List of Ingredients.  
9.2 List of Ingredients  
9.2.1 A complete list of ingredients [including optional ingredients] shall be declared on the label in 

descending order of proportion except that in the case of added vitamins and minerals, these 
ingredients may be arranged as separate groups for vitamins and minerals. 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. [Food additives may also optionally declare the INS number].  

Comments 
 

Brazil is of the opinion that the phrase ‘including optional ingredients’ is not necessary as the text 
clear states that a complete list of ingredients shall be declared: 

 
9.2.1 A complete list of ingredients [including optional ingredients] shall be declared on the label in 

descending order of proportion except that in the case of added vitamins and minerals, these 
ingredients may be arranged as separate groups for vitamins and minerals. Within these groups the 
vitamins and minerals need not be listed in descending order of proportion.  
 
Brazil agrees with section 9.2.2. However, we suggest discussing the wording of section 9.2.2 since 
it refers only to animal and plant origin ingredients. We note that ingredients from other origins are 
also added to follow-up infant formula such as fungi, algae and synthetic ingredients. 
 

 

Recommendation 18:  

That CCNFSDU agree to the following drafting text for Section 9.3 – Declaration of Nutritive Value.  
9.3 Declaration of Nutritive Value  

The declaration of nutrition information [for follow-up formula for older infants] shall contain the 
following information which should be in the following order:  
a) the amount of energy, expressed in kilocalories (kcal) and/or kilojoules (kJ), and the number of 
grams of protein, carbohydrate and fat per 100 grams or per 100 millilitres of the food as sold [as well 
as] [or] per 100 millilitres of the food ready for use, when prepared according to the instructions on 
the label.  
b) the total quantity of each vitamin, and mineral as listed in paragraph 3.1.3 of Section A and any 
other ingredient as listed in paragraph 3.2 of Section A per 100 grams or per 100 millilitres of the 
food as sold [as well as] [or] per 100 millilitres of the food ready for use, when prepared according to 
the instructions on the label.  
c) In addition, the declaration of nutrients in a) and b) per 100 kilocalories (or per 100 kilojoules) is 
permitted.  
 

Comments 
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Brazil agrees with recommendation 18. 

 

Recommendation 19:  
As this paper was written prior to CCFL44, it is recommended that CCNFSDU agree to modify the 
above text (as necessary) and adopt any changes proposed at CCFL44 to be consistent with the text 
and outcomes of the discussions at the Codex Labelling Committee meeting in October 2017.  

Comments 

 
Brazil agrees with recommendation 19. We note that this paper has been discussed at CCFL44 and 
that the Committee agreed to forward the proposed draft revision to CAC41 for adoption at step 8 
(para. 33 of DRAFT REP 18/FL). 

 

Recommendation 20:  

That CCNFSDU agree to the following text for Section 9.5 and consider the proposed rewording of 
provision 9.5.1:  
9.5 Information for Use  
9.5.1 [Ready to use] products in liquid form may be used [either] directly or in the case of 

concentrated liquid products [and powdered products], must be prepared with water that is safe or 
has been rendered safe by previous boiling before feeding, according to directions for use. [Products 
in powder form should be reconstituted with water that is safe or has been rendered safe by previous 
boiling for preparation.] Adequate directions for the appropriate preparation and handling should be 
in accordance with Good Hygienic Practice.  
9.5.2 Adequate directions for the appropriate preparations and use of the product, including its 

storage and disposal after preparation, i.e. that [product] remaining after feeding should be 
discarded, shall appear on the label.  
9.5.3 The label shall carry clear graphic instructions illustrating the method of preparation of the 
product.  
9.5.4 The directions should be accompanied by a warning about the health hazards of inappropriate 
preparation, storage and use.  
9.5.5 Adequate directions regarding the storage of the product after the container has been opened, 
shall appear on the label.  
[9.5.6 The label of follow-up formula for older infants shall include a statement that the product shall 
not be introduced before 6 months of age, [is not to be used as a sole source of nutrition] and that 
older infants should receive complementary foods in addition to the product.]  

Comments 
 
Brazil supports recommendation 20 with some amendments. 
 
We think that the sentence ‘is not to be used as a sole source of nutrition’ could be retained for 
purposes of clarity although it should be interpreted as redundant.  
 
Clean copy: 
 
9.5 Information for Use  
9.5.1 [Ready to use] products in liquid form may be used [either] directly or in the case of 
concentrated liquid products [and powdered products], must be prepared with water that is safe or 
has been rendered safe by previous boiling before feeding, according to directions for use. [Products 
in powder form should be reconstituted with water that is safe or has been rendered safe by previous 
boiling for preparation.] Adequate directions for the appropriate preparation and handling should be 
in accordance with Good Hygienic Practice.  
9.5.2 Adequate directions for the appropriate preparations and use of the product, including its 
storage and disposal after preparation, i.e. that [product] remaining after feeding should be 
discarded, shall appear on the label.  
9.5.3 The label shall carry clear graphic instructions illustrating the method of preparation of the 

product.  
9.5.4 The directions should be accompanied by a warning about the health hazards of inappropriate 
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preparation, storage and use.  
9.5.5 Adequate directions regarding the storage of the product after the container has been opened, 

shall appear on the label.  
[9.5.6 The label of follow-up formula for older infants shall include a statement that the product shall 

not be introduced before 6 months of age, [is not to be used as a sole source of nutrition] and that 
older infants should receive complementary foods in addition to the product.] 
 

 

Recommendation 21:  
The CCNFSDU agree to the following text for Section 9.6, that the Committee consider the text 
presented within the square brackets included within the individual provisions.  
9.6 Additional Labelling Requirements  
 
9.6.1 Labels should not discourage breastfeeding. Each container label shall have a clear, 

conspicuous and easily readable message which includes the following points:  
[a) the words "important notice" or their equivalent;]  
b) the statement "Breast milk is the best food for your baby" or a similar statement as to the 
superiority of breastfeeding or breast milk;  
[c) a statement that the product should only be used on advice of an independent health worker as to 
the need for its use and the proper method of use.]  
[d) the statement; ‘The use of this product must not replace breastmilk and lead to cessation 
of continued breastfeeding’.]  

[9.6.2   The label shall have no pictures of infants and women nor any other picture[,] or text[,] which  
idealizes the use of follow up formula.  The label shall have no pictures images, text or other 
representation that might: 
9.6.2.1  idealize the used of follow-up formula for older infants; 
9.6.2.2  suggest use for infants under the age of 6 months (including references to milestones and  
stages); 
9.6.2.3  recommend or promote bottle feeding;  
9.6.2.4  undermine or discourage breastfeeding, that makes a comparison to breast-milk, or  
suggests that the product is nearly equivalent to or superior to breast-milk;  
9.6.2.5  convey an endorsement or anything that may be construed as an endorsement by a  
professional or any other body, unless this has been specifically approved by relevant national,  
regional or international regulatory authorities.] 
9.6.3   The terms "humanized", "maternalized" or other similar terms shall not be used. [In addition, 
the product should not be compared to breast-milk]. 

[9.6.4]  Products shall be labelled in such a way as to avoid any risk of confusion between infant 
formula,follow-up formula for older infants, [name of product] for young children, and formula for 
special medical purposes [, and to enable consumers to make a clear distinction between them, 
in particular as to the text, images and colours used.] 

Comments 
 
Brazil supports recommendation 21 with some amendments. 
 
We suggest replacing the term ‘label’ for ‘labelling’ in the text, considering the definitions in CODEX 
STAN 1-1985: 
 
‘Label’ means any tag, brand, mark, pictorial or other descriptive matter, written, printed, stencilled, 
marked, embossed or impressed on, or attached to, a container of food. 
 
‘Labelling’ includes any written, printed or graphic matter that is present on the label, accompanies 
the food, or is displayed near the food, including that for the purpose of promoting its sale or 
disposal. 
 
The term ‘labelling’ covers both the label and any accompanying leaflet. We understand that the 
provisions of this section apply not only to labels but also to any material for the purpose of 
promoting its sale or disposal in accordance to WHO guidelines and policies.  
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Moreover, we note that the term ‘labelling’ is used in section 9.6 of the document. Thus, for 
consistency, the same term should be used in this section. 
 
With regard to section 9.6.1 (d), we are of the opinion that it should be retained as suggested by the 
WHO representative in the 37a meeting of CCNFSDU. Moreover, the sentence is in accordance with 
recommendation 4 of WHA 69.9 - Ending inappropriate promotion of foods for infants and young 
children.  
 
The text of section 9.6.2.4 should also be retained without deleting any word for consistency with the 
text of recommendation 4 of WHA 69.9: 
 
‘Recommendation 4. The messages used to promote foods for infants and young children should 
support optimal feeding and inappropriate messages should not be included. Messages about 
commercial products are conveyed in multiple forms, through advertisements, promotion and 
sponsorship, including brochures, online information and package labels. Irrespective of the form, 
messages should always:  
 
(1) include a statement on the importance of continued breastfeeding for up to two years or beyond 
and the importance of not introducing complementary feeding before 6 months of age;  
 
(2) include the appropriate age of introduction of the food (this must not be less than 6 months);  
 
(3) be easily understood by parents and other caregivers, with all required label information being 
visible and legible.  
 
21. Messages should not:  
 
(1) include any image, text or other representation that might suggest use for infants under the age of 
6 months (including references to milestones and stages);  
 
(2) include any image, text or other representation that is likely to undermine or discourage 
breastfeeding, that makes a comparison to breast-milk, or that suggests that the product is nearly 
equivalent or superior to breast-milk;  
 
(3) recommend or promote bottle feeding;  
 
(4) convey an endorsement or anything that may be construed as an endorsement by a professional 
or other body, unless this has been specifically approved by relevant national, regional or 
international regulatory authorities.’  
 
 
In relation to the section 9.6.4, we support the text in square brackets as it is accordance with 
recommendation 5 of WHA 69.9: 
 
‘Recommendation 5. There should be no cross-promotion to promote breast-milk substitutes 
indirectly via the promotion of foods for infants and young children.  
 
(1) The packaging design, labelling and materials used for the promotion of complementary foods 
must be different from those used for breast-milk substitutes so that they cannot be used in a way 
that also promotes breast-milk substitutes (for example, different colour schemes, designs, names, 
slogans and mascots other than company name and logo should be used).  
 
(2) Companies that market breast-milk substitutes should refrain from engaging in the direct or 
indirect promotion of their other food products for infants and young children by establishing 
relationships with parents and other caregivers (for example through baby clubs, social media 
groups, childcare classes and contests).’  
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Clean copy 
 
9.6 Additional Labelling Requirements  
 
9.6.1 Labels Labelling should not discourage breastfeeding. Each container label shall have a clear, 

conspicuous and easily readable message which includes the following points:  
[a) the words "important notice" or their equivalent;]  
b) the statement "Breast milk is the best food for your baby" or a similar statement as to the 
superiority of breastfeeding or breast milk;  
[c) a statement that the product should only be used on advice of an independent health worker as to 
the need for its use and the proper method of use.]  
[d) the statement; ‘The use of this product must not replace breastmilk and lead to cessation 
of continued breastfeeding’.]  
[9.6.2   The label labelling shall have no pictures of infants and women nor any other picture[,] or 
text[,] which idealizes the use of follow up formula.  The label shall have no pictures images, text or 
other representation that might: 
9.6.2.1  idealize the used of follow-up formula for older infants; 
9.6.2.2  suggest use for infants under the age of 6 months (including references to milestones and  
stages); 
9.6.2.3  recommend or promote bottle feeding;  
9.6.2.4  undermine or discourage breastfeeding, that makes a comparison to breast-milk, or  
suggests that the product is nearly equivalent to or superior to breast-milk;  
9.6.2.5  convey an endorsement or anything that may be construed as an endorsement by a  
professional or any other body, unless this has been specifically approved by relevant national,  
regional or international regulatory authorities.] 
9.6.3   The terms "humanized", "maternalized" or other similar terms shall not be used. [In addition, 
the product should not be compared to breast-milk]. 

[9.6.4]  Products shall be labelled in such a way as to avoid any risk of confusion between infant 
formula,follow-up formula for older infants, [name of product] for young children, and formula for 
special medical purposes [, and to enable consumers to make a clear distinction between them, 
in particular as to the text, images and colours used.] 
 

 

Recommendation 22:  
That CCNFSDU agree to the following statement for Section 1.1:  
1.1 This section of the Standard applies to [name of product] for young children, as defined in 
Section 2.1, in liquid or powdered form.  
 

Comments 
 

Brazil agrees with recommendation 22. 
 

 

Recommendation 23:  

That CCNFSDU agree to the following statement for Section 1.2:  
1.2 This section of the Standard contains compositional, quality, safety, [labelling and analytical] 
requirements for [name of product] for young children.  
 

Comments 
 
Brazil agrees with adding ‘labelling’ in the text of section 1.2 as the standard addresses specific 
labelling provisions for the product.  
 
However, we think that there is no need of adding the term ‘analytical’ in the text. We understand that 
requirements of methods of analysis are detailed in a specific Codex Standard as well as other 
provisions regarding contaminants and hygiene, which are not mentioned in the text of section 1.2. 
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Moreover, the terms ‘quality’ and ‘safety’ cover these aspects. 
 
Thus, we suggest the following text: 
 
1.1 This section of the Standard contains compositional, quality, safety, and labelling requirements 
for (Name of product) for Young Children. 

 

Recommendation 24:  

That CCNFSDU agree to the following statement for Section 1.3, and select their preferred 
terminology (should vs shall):  
1.3 Only products that comply with the criteria laid down in the provisions of this section of this 
Standard [should / shall] be presented as] [name of product] for young children.  

Comments 
 
Brazil is of the opinion that the term ‘marketing’ could be used in the text for consistency with the 
Infant Formula Standard (Codex STAN 72-1981) as proposed below: 
 
‘1.3 Only products that comply with the criteria laid down in the provisions of this section of this 
Standard would be accepted for marketing as (Name of product) for Young Children.’ 

 
Nevertheless, if the Committee understands that the term ‘marketing’ could create confusion, Brazil 
prefers the following text: 
  
‘1.3 Only products that comply with the criteria laid down in the provisions of this section of this 
Standard should/ shall be presented as (Name of product) for Young Children.’ 

 
Brazil has no comments at this moment with regard the preferred terminology. 
 

 

Recommendation 25:  
That CCNFSDU agree:  

 to include reference to WHO documents and WHA resolutions within the Preamble rather than the 
Scope, and that this reference be as per the recommendation of the Codex Secretariat and WHO as 
presented within Section 5.3 of this paper.  

 to delete provision 1.4 for [name of product] for young children from the Scope section as the 
proposed approach to include reference to WHO documents and WHA resolutions within the 
Preamble makes this provision within the Scope redundant.  
 

Comments 
 

Brazil agrees with recommendation 25. 

 

Recommendation 26:  
That CCNFSDU agree to the following introductory paragraph to the Labelling Section for [name of 
product] for young children (Section B):  
The requirements of the Codex General Standard for the Labelling of Pre-packaged Foods (CODEX 
STAN 1-1985), the Guidelines on Nutrition Labelling (CAC/GL 2-1985) and the Guidelines for Use of 
Nutrition and Health Claims (CAC/GL 23-1997) apply to [name of product] for young children. These 
requirements include a prohibition on the use of nutrition and health claims for foods for infants and 
young children except where specifically provided for in relevant Codex Standards or national 
legislation.  

Comments 
 

Brazil agrees with recommendation 26. 
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Recommendation 27:  
That CCNFSDU note the preference of the eWG for revisiting nutrition claims on [name of product] 
for young children should NRVs be established and adopted by Codex for this age group.  
That CCNFSDU agree that the progress of reviewing this Standard should not be delayed and that 
any consideration of NRVs (if established for this age group) and the purpose of such NRVs in the 
Guidelines for Nutrition Labelling (CAC/GL 2-1985), including the need to consider whether any 
labelling provisions within Codex standards for foods for infants and young children need to be 
revisited if NRVs are adopted by Codex, should form part of the ToR for a NRV working group.  
Noting that the Committee cannot foresee the outcome of any work on NRVs for this age group 
should it proceed, it is recommended that the status quo for nutrition (and health) claims, that is that 
the prohibition on the use of nutrition and health claims for foods for infants and young children 
except where specifically provided for in relevant Codex Standards or national legislation, remain.  

Comments 
 
Brazil agrees with recommendation 27. 
 

 

Recommendation 28:  
That CCNFSDU agree to the following text for Section 9.1 – The Name of the Product, and select its 
preferred option for provision 9.1.4, including the text within the square brackets.  
9.1 The Name of the Product  
9.1.1 The text of the label and all other information accompanying the product shall be written in the 
appropriate language(s).  
9.1.2 The name of the product shall be [Name of Product] for Young Children as defined in Section 
2.1, or any appropriate designation indicating the true nature of the product, in accordance with 
national [or regional] usage.  
9.1.3 The sources of protein in the product shall be clearly shown on the label.  
9.1.4 OPTION 1: Split provision 9.1.4 into two:  
9.1.4(a) If [name of animal] milk is the only source of protein[*], the product may be  

labelled ‘[Name of Product] for Young Children based on [name of animal] milk [protein]’.  
9.1.4(b) If [name of plant] is the only source of protein[*], the product may be labelled ‘[Name of 

Product] for Young Children based on [name of plant] [protein]’.  
[* For clarity, addition of individual amino acids where needed to improve protein quality does not 
preclude use of the above labelling options.]  
OR  

OPTION 2: Delete provision 9.1.4 as it is covered by 9.1.3  
9.1.5 A product which contains neither milk nor any milk derivative [shall] [may] be labelled "contains 

no milk or milk products" or an equivalent phrase.  

Comments 
 

Brazil supports option 1 for purposes of better clarity regarding the source of protein used and in 
order to harmonize the name of the products. 
   
In relation to section 9.1.5, Brazil supports the term ‘shall’ in line with Infant Formula Standard 
(Codex Stan 72-1981). We think that the phrase indicating that the product does not contain neither 
milk nor any milk derivative should be mandatory.   
 
Clean copy 
 
9.1 The Name of the Product  
9.1.1 The text of the label and all other information accompanying the product shall be written in the 
appropriate language(s).  
9.1.2 The name of the product shall be [Name of Product] for Young Children as defined in Section 

2.1, or any appropriate designation indicating the true nature of the product, in accordance with 
national [or regional] usage.  
9.1.3 The sources of protein in the product shall be clearly shown on the label.  
9.1.4(a) If [name of animal] milk is the only source of protein[*], the product may be  
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labelled ‘[Name of Product] for Young Children based on [name of animal] milk [protein]’.  
9.1.4(b) If [name of plant] is the only source of protein[*], the product may be labelled ‘[Name of 

Product] for Young Children based on [name of plant] [protein]’.  
[* For clarity, addition of individual amino acids where needed to improve protein quality does not 
preclude use of the above labelling options.]  
9.1.5 A product which contains neither milk nor any milk derivative [shall] [may] be labelled "contains 

no milk or milk products" or an equivalent phrase. 
 

 

Recommendation 29:  

That CCNFDU agree to the following text for Section 9.2 – List of Ingredients.  
9.2 List of Ingredients  
9.2.1 A complete list of ingredients [including optional ingredients] shall be declared on the label in 
descending order of proportion except that in the case of added vitamins and minerals, these 
ingredients may be arranged as separate groups for vitamins and minerals. 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. [Food additives may also optionally declare the INS number].  

Comments 
 

Brazil is of the opinion that the phrase ‘including optional ingredients’ is not necessary as the text 
clear states that a complete list of ingredients shall be declared: 

 
9.2.1 A complete list of ingredients [including optional ingredients] shall be declared on the label in 
descending order of proportion except that in the case of added vitamins and minerals, these 
ingredients may be arranged as separate groups for vitamins and minerals. Within these groups the 
vitamins and minerals need not be listed in descending order of proportion.  
 
Brazil agrees with section 9.2.2. However, we suggest discussing the wording of section 9.2.2 since 
it refers only to animal and plant origin ingredients. We note that ingredients from other origins are 
also added follow-up infant formula such as fungi, algae and synthetic ingredients. 
 

 

Recommendation 30:  
That CCNFSDU agree to the following drafting text for Section 9.3 – Declaration of Nutritive Value for 
[name of product] for young children.  
9.3 Declaration of Nutritive Value  

The declaration of nutrition information [for [name of product] for young children] shall contain the 
following information which should be in the following order:  
a) the amount of energy, expressed in kilocalories (kcal) and/or kilojoules (kJ), and the number of 
grams of protein, carbohydrate and fat per 100 grams or per 100 millilitres of the food as sold [as well 
as] [or] per 100 millilitres of the food ready for use, when prepared according to the instructions on 
the label.  
b) the total quantity of each vitamin, and mineral as listed in paragraph 3.1.3 of Section B and any 
other ingredient as listed in paragraph 3.2 of Section B per 100 grams or per 100 millilitres of the 
food as sold [as well as] [or] per 100 millilitres of the food ready for use, when prepared according to 
the instructions on the label.  
c) In addition, the declaration of nutrients in a) and b) per [serving size and/or per] 100 kilocalories (or 
per 100 kilojoules) is permitted.  
 

Comments 
 

Brazil supports recommendation 30 with some amendments. Brazil is not in favour of declaring 
nutrient values per serving size as it is not established for this age group.  
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Clean copy: 

 
9.3 Declaration of Nutritive Value  
The declaration of nutrition information [for [name of product] for young children] shall contain the 
following information which should be in the following order:  
a) the amount of energy, expressed in kilocalories (kcal) and/or kilojoules (kJ), and the number of 
grams of protein, carbohydrate and fat per 100 grams or per 100 millilitres of the food as sold [as well 
as] [or] per 100 millilitres of the food ready for use, when prepared according to the instructions on 
the label.  
b) the total quantity of each vitamin, and mineral as listed in paragraph 3.1.3 of Section B and any 
other ingredient as listed in paragraph 3.2 of Section B per 100 grams or per 100 millilitres of the 
food as sold [as well as] [or] per 100 millilitres of the food ready for use, when prepared according to 
the instructions on the label.  
c) In addition, the declaration of nutrients in a) and b) per [serving size and/or per] 100 kilocalories (or 
per 100 kilojoules) is permitted.  
 

 

Recommendation 31:  

As this paper was written prior to CCFL44, it is recommended that CCNFSDU agree to modify the 
above text (as necessary) and adopt any changes proposed at CCFL44 to be consistent with the text 
and outcomes of the discussions at the Codex Labelling Committee meeting.  

Comments 
 

Brazil agrees with recommendation 31. We note that this paper has been discussed at CCFL44 and 
that the Committee agreed to forward the proposed draft revision to CAC41 for adoption at step 8 
(para. 33 of DRAFT REP 18/FL). 

 

Recommendation 32:  
That CCNFSDU agree to the following text for Section 9.5 for [name of product] for young children 
and comment on the text still remaining in square brackets.  
9.5 Information for use  
9.5.1 [Ready to use] products in liquid form may be used [either] directly or in the case of 
concentrated liquid products [and powdered products], must be prepared with water that is safe or 
has been rendered safe by previous boiling before feeding, according to directions for use. [Products 
in powder form should be reconstituted with water that is safe or has been rendered safe by previous 
boiling for preparation.] Adequate directions for the appropriate preparation and handling should be 
in accordance with Good Hygienic Practice.  
9.5.2 Adequate directions for the appropriate preparations and use of the product, including its 
storage and disposal after preparation, i.e. that formula [product] remaining after feeding should be 
discarded, shall appear on the label.  
9.5.3 The label shall carry clear graphic instructions illustrating the method of preparation of the 

product. [Pictures of feeding bottles are not permitted on labels of (name of product) for young 
children.]  
9.5.4 [The directions should be accompanied by a warning and about the health hazards of 
inappropriate preparation, storage and use].  
9.5.5 Adequate directions regarding the storage of the product after the container has been opened, 
shall appear on the label.  
[9.5.6 The label of [name of product] for young children shall include a statement that the product 
shall not be introduced before 12 months of age and should be used as part of a [diversified] 
[balanced] diet.]  
 

Comments 
 
Brazil supports recommendation 32 with some amendments.  
 
In relation to section 9.5.6, we suggest the following amendments in order to make clear that the 
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product should not replace a balanced and diversified diet and considering the consensus that it is 
not nutritionally necessary:  
 
9.5.6 The label of (name of product) for young children shall include a statement that the product 
shall not be introduced before 12 months of age and should be used as part of should not replace a 
balanced diet. 

 
Clean copy: 
 
9.5 Information for use  
9.5.1 [Ready to use] products in liquid form may be used [either] directly or in the case of 
concentrated liquid products [and powdered products], must be prepared with water that is safe or 
has been rendered safe by previous boiling before feeding, according to directions for use. [Products 
in powder form should be reconstituted with water that is safe or has been rendered safe by previous 
boiling for preparation.] Adequate directions for the appropriate preparation and handling should be 
in accordance with Good Hygienic Practice.  
9.5.2 Adequate directions for the appropriate preparations and use of the product, including its 
storage and disposal after preparation, i.e. that formula [product] remaining after feeding should be 
discarded, shall appear on the label.  
9.5.3 The label shall carry clear graphic instructions illustrating the method of preparation of the 

product. [Pictures of feeding bottles are not permitted on labels of (name of product) for young 
children.]  
9.5.4 [The directions should be accompanied by a warning and about the health hazards of 
inappropriate preparation, storage and use].  
9.5.5 Adequate directions regarding the storage of the product after the container has been opened, 
shall appear on the label.  
[9.5.6 The label of [name of product] for young children shall include a statement that the product 
shall not be introduced before 12 months of age and should be used as part of a should not replace 
a [diversified] [balanced] diet.] 
 

 

Recommendation 33:  

That CCNFSDU agree to the following text for Section 9.6 for [name of product] for young children 
and that the Committee consider the text presented within the square brackets included within the 
individual provisions.  
9.6 Additional Labelling Requirements  
[9.6.1 The label of [name of product] for young children shall have no image, text or representation 
[,including pictures of feeding bottles,] that could undermine or discourage breastfeeding or which 

idealises the use of [name of product] for young children. The terms ‘humanized’, ‘maternalized’ or 
other similar terms must not be used on the label.]  

 
[9.6.2] Products shall be labelled in such a way as to avoid any risk of confusion between infant 

formula, follow-up formula for older infants, [name of product] for young children, and formula for 
special medical purposes[, and to enable consumers to make a clear distinction between them, 
in particular as to the text, images and colours used].  

Comments 
 
Brazil supports recommendation 33 with some amendments in accordance to the recommendations 
of WHA 69.9.  
 
We also suggest replacing the term ‘label’ for ‘labelling’ in the text, considering the definitions in 
CODEX STAN 1-1985: 
 
“Label” means any tag, brand, mark, pictorial or other descriptive matter, written, printed, stencilled, 
marked, embossed or impressed on, or attached to, a container of food. 
 
“Labelling” includes any written, printed or graphic matter that is present on the label, accompanies 
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the food, or is displayed near the food, including that for the purpose of promoting its sale or 
disposal. 
 
The term ‘labelling’ covers both the label and any accompanying leaflet. We understand that the 
provisions of this section apply not only to labels but also to any material for the purpose of 
promoting its sale or disposal in accordance to WHO guidelines and policies.  
 
Moreover, the text of section 9.6 uses the term ‘labelling’. Thus, for consistency of the document, the 
same term should be used. 
 
We suggest including the sentence ‘It shall include a statement that exclusive breastfeeding is 
recommended from birth to 6 months of age, and that breastfeeding should continue to two years of 
age or beyond’ in section 9.6.1 in line with recommendation 4 of WHA 69.9. 
 
In relation to the section 9.6.2, we support the text in square brackets as it is accordance with 
recommendation 5 of WHA 69.9. 
 
Clean copy: 
 
9.6 Additional Labelling Requirements  
[9.6.1 The label labelling of [name of product] for young children shall have no image, text or 
representation [,including pictures of feeding bottles,] that could undermine or discourage 
breastfeeding or which idealises the use of [name of product] for young children. It shall include a 
statement that exclusive breastfeeding is recommended from birth to 6 months of age, and 
that breastfeeding should continue to two years of age or beyond. The terms ‘humanized’, 
‘maternalized’ or other similar terms must not be used on the label.]  

 
[9.6.2] Products shall be labelled in such a way as to avoid any risk of confusion between infant 

formula, follow-up formula for older infants, [name of product] for young children, and formula for 
special medical purposes[, and to enable consumers to make a clear distinction between them, 
in particular as to the text, images and colours used]. 
 

 

Recommendation 34:  

That CCNFSDU agree to the following definition for follow-up formula for older infants:  
Follow-up formula for older infants means a product, specially manufactured for use as a liquid 
part of [a progressively / diversified] diet for older infants when complementary feeding is introduced.  

Comments 
 

Brazil suggests the following definition: 

 

 Follow-up formula for older infants means a product, specially manufactured for use as a 

substitute for breast-milk, as a liquid part of a progressively / diversified diet for older 

infants when complementary feeding is introduced. 

 

We are of the opinion that the definition should clear state that follow-up formula is used as a 
substitute for breast-milk for consistency with WHO documents. We consider that it is also important 
to distinguish clearly the differences between follow-up formula and other liquid foods intended to 
older infants.  
 

 

Recommendation 35:  

That CCNFSDU consider the following proposal for the definition of (name of product) for young 
children, including the text in square brackets.  
[Name of product] for young children means a product specially [formulated and] manufactured 
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for use as a liquid part of the [progressively] [diversified] diet of young children [in order to 
contribute to the nutritional needs of young children] [when nutrient intakes may not be 
adequate to meet nutritional requirements].  

Comments 
 

Brazil supports the following definition: 

 

(Name of Product) for young children means a product specially [formulated and] manufactured for 

use as a liquid part of the [progressively] [diversified] diet of young children [in order to contribute 

to the nutritional needs of young children] [when nutrient intakes may not be adequate to 

meet nutritional requirements]. 

 

We are of the opinion that the sentence “when nutrient intakes may not be adequate to meet the 

nutritional requirements” can lead to the interpretation that a progressively diversified diet will not be 

sufficient to meet the nutritional requirements of young children and that the product would be 

necessary for this purpose. As previously agreed by the Committee, [name of the product] for young 

children is not considered nutritionally necessary. The nutritional needs of this age group can be met 

with a proper nutritional guidance.   

 

We note, however, that the definition is vague as any liquid product which contributes to the 

nutritional needs of young children would meet this definition. Thus, we suggest revisiting this 

definition after the completion of compositional requirements of the product of young children in order 

to better define the nature of the product.    

 

 

Recommendation 36:  

That CCNFSDU agree to adopt the name Follow-up Formula for Older Infants as the name of product 
for the 6 – 12 month age group (older infants).  

Comments 
 

Brazil agrees with recommendation 36. 
 

 

Recommendation 37:  

That CCNFSDU agree to either of the following two names for product for young children.  
 Formulated drink for young children  
 Young child formulated drink  

 

Comments 
 
As a starting point of the discussion, Brazil understands that the name “Young child milk-based (or plant-
based) beverage” could be used. 
However, we suggest revisiting the proposed names after the completion of compositional requirements 

and definition of the product of young children in order to better define the nature of the product.    

 

 

 
 
TEMA 5 - CX/NFSDU 17/39/5 - Proposed Draft Definition for Biofortification 
 
CX/NFSDU 17/39/5  Add. 1 – Comments at Step 3 in reply to CL 2017/76-NFSDU 
 

General Comments 
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Brazil appreciates the work done by Zimbabwe and South Africa and thanks for the opportunity to present 
the following comments about the proposed draft definition for biofortification. 

Specific Comments 

 

Recommendation 1 

That CCNFSDU agree with the proposed text for Criterion 1. 

Criterion 1: Source Organism 

All potential source organisms ((e.g. animal, plant, fungi, yeasts, bacteria) [and/or] food may be Biofortified* 

*Biofortification does not include conventional fortification covered by CAC/GL 9/1987. 

Comments 

Brazil agrees with recommendation 1.  

Considering the comments expressed in CX/NFSDU 17/39/5 and CX/NFSDU 17/39/5 – Add. 1, Brazil 
agrees that the sentence ‘prior to processing’ is not necessary as the footnote explicitly outlines that 
biofotification does not include conventional fortification covered by CAC/GL 9/1987. 

All potential source organisms ((e.g. animal, plant, fungi, yeasts, bacteria) [and/or] food may be Biofortified* 

*Biofortification does not include conventional fortification covered by CAC/GL 9/1987. 

 

Recommendation 2 

That CCNFSDU agree with the proposed text for Criterion 2. 

Criterion 2: Nutrient and Related Substance 

To allow for all nutrients and related substances. 

Comments 

Brazil agrees with recommendation 2. We agree that the definition should cover all nutrients and related 
substances. 

 

Recommendation 3 

That CCNFSDU agree with the proposed text for Criterion 3. 

Criterion 3: Outcome 

Measurable increased nutrient and related substance content [and/or] bioavailability 

Comments 

Considering the comments expressed in CX/NFSDU 17/39/5 and CX/NFSDU 17/39/5 – Add. 1, Brazil 
agrees with recommendation 3, i.e., to exclude the square brackets and retain both “and” and “or”. 

 

Recommendation 4 

That CCNFSDU agree with the proposed text and the associated footnote for Criterion 4. 

Criterion 4: Intended Purpose 

The nutrient or related substance is added in an amount sufficient for the intended purpose* 

*Paragraph 3.1.1. of the Principles for the Addition of Essential Nutrients to Foods (CAC/GL 9-1987). 

Comments 
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Brazil understands that the purpose of improving the nutritional quality of the food is sufficient to be included 
in the Criterion 4 since it is difficult to reach consensus on other possible health benefits.  

Regarding the proposed footnote, we point out that the General Principles for the Addition of Essential 
Nutrients to Foods (CAC/GL 9 – 1987) covers only essential nutrients while the criterion 2 of this document 
covers essential nutrients, non-essential nutrients and related substances. Thus, the Committee should 
discuss if this issue will cause any possible misinterpretation. 

 

Recommendation 5 

a. That the Committee consider whether the text which reference the footnote should be included as part of 

the proposed definition for Biofortification. 

b. That the Committee consider the proposed text for criterion 5, if the Committee agrees on the inclusion of 

the text which references the role of the Competent National/Regional Authorities. 

[Criterion 5: Methods 

Methods* of Production 

* To be determined by the competent National/Regional authority] 

Comments 

Brazil understands that the definition should address all methods of production if scientifically supported and 
safe for human health, considering the Nutrition Risk Analysis Principles and other risk analysis Codex text. 
However, we consider that the decision on which methods are safe is out of the scope of this work and 
should be discussed by an appropriate Codex body, such as a guidance expert group or an expert scientific 
committee. If there is not a Codex decision on the acceptable methods, Brazil agrees with footnote 5 that 
allows national/regional authorities to define which methods should be considered. 

 

Recommendation 6 

That CCNFSDU consider the proposed draft definition for Biofortification and associated footnotes for 
discussion. 

Biofortification is the process whereby any nutrients1 or related substances2(criterion 2) of all potential source 
organisms (e.g. animal, plant, fungi, yeasts, bacteria) [of]/[and] foods(criterion 1) are increased by a measurable 
level [and/or] become more bioavailable3 (criterion 3) for the intended purposes4 (criterion 4) . The process applies 
to any method of production5 (criterion 5) [and excludes conventional fortification6]. 

Clean Copy 

Biofortification is the process whereby any nutrients1 or related substances2 of all potential source 
organisms (e.g. animal, plant, fungi, yeasts, bacteria) of]/[and] foods are increased by a measurable level 
[and/or] become more bioavailable3 for the intended purposes4.The process applies to any method of 
production5 [and excludes conventional fortification6]. 

1Nutrient is defined by General Principles for the Addition of Essential Nutrients to Foods (CAC/GL 09-
1987) to mean: any substance normally consumed as a constituent of food: which provides energy; or which 
is needed for growth and development and maintenance of healthy life; or a deficit of which will cause 
characteristic biochemical or physiological changes to occur. 

2A related substance is a constituent of food (other than a nutrient) that has a favourable physiological 
effect. 

3Bioavailability - The proportion of the ingested nutrient or related substance that is absorbed and utilised 
through normal metabolic pathways. Bioavailability is influenced by dietary factors such as chemical form, 
interactions with other nutrients and food components, and food processing/preparation; and host–related 
intestinal and systemic factors. 
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4Paragraph 3.1.1, Principles for the Addition of Essential Nutrients to Foods (CAC/GL 9-1987). 

5Method of production should be determined by the competent National/Regional authority. 

6Biofortification does not include conventional fortification covered by CAC/GL 9/1987. 

Comments 

Regarding the proposed definition, Brazil would like to suggest the following amendments in line with the 
comments outlined above: 

 

Biofortification is the process whereby any nutrients1 or related substances2 of all potential source 
organisms (e.g. animal, plant, fungi, yeasts, bacteria) of]/[and] foods are increased by a measurable level 
[and/or] become more bioavailable3 for the intended purposes of improving nutritional quality of food 4. 
The process applies to any method of production5 [excluding conventional fortification6].  

1Nutrient is defined by General Principles for the Addition of Essential Nutrients to Foods (CAC/GL 09-
1987) to mean: any substance normally consumed as a constituent of food: which provides energy; or which 
is needed for growth and development and maintenance of healthy life; or a deficit of which will cause 
characteristic biochemical or physiological changes to occur.  

2A related substance is defined by Nutritional Risk Analysis Principles and Guidelines for 
Application to the Work of the Committee on Nutrition and Foods for Special Dietary Uses (CAC, 
Procedural Manual, twenty-fifth edition, Section IV) to mean: a constituent of food (other than a nutrient) 
that has a favourable physiological effect. 

3Bioavailability is defined by Nutritional Risk Analysis Principles and Guidelines for Application to 
the Work of the Committee on Nutrition and Foods for Special Dietary Uses (CAC, Procedural 
Manual, twenty-fifth edition, Section IV) to mean: The proportion of the ingested nutrient or related 
substance that is absorbed and utilised through normal metabolic pathways. Bioavailability is influenced by 
dietary factors such as chemical form, interactions with other nutrients and food components, and food 
processing/preparation; and host–related intestinal and systemic factors.  

4Paragraph 3.1.1, Principles for the Addition of Essential Nutrients to Foods (CAC/GL 9-1987). 

5Method of production should be determined by the competent National/Regional authority. 

6Biofortification does not include conventional fortification covered by CAC/GL 9/1987. 

 
Brazil suggests including the reference used for the footnotes 2 and 3, i.e., the Codex Alimentarius 
Comission, Procedural Manual, twenty-fifth edition, Section IV - Nutritional Risk Analysis Principles and 
Guidelines for Application to the Work of the Committee on Nutrition and Foods for Special Dietary Uses: 
  

 
 

TEMA 6 - CX/NFSDU 17/39/6 - Proposed Draft NRV-NCD for EPA and DHA long chain omega-3 fatty 
acids 
 
CX/NFSDU 17/39/6-Add.1 - Comments at Step 3 in reply to CL2017/77-NFSDU (não disponibilizado) 
 
GENERAL COMMENTS 

 

Brazil appreciates the work done by Chile and the Russian Federation and thanks for the opportunity to 

present the following comments on the Proposed Draft NRV-NCD for EPA and DHA Long Chain Omega-3 

Fatty Acids. 

Brazil congratulates the coordinators of the eWG for the excellent work and also NUGAG for the effort in 

presenting the document in order to guide the discussion. 
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SPECIFIC COMMENTS 

 
Recommendation 1: Taking into account that only 12 comments were received in the latest round of 
discussion, to extend commenting period and to allow Codex members to study evidence presented in 
Documents 1 and 2 taking into account additional information requested in Recommendations 2 and 3.  
 
Brazil notes that the results presented in the report from NUGAG require a thorough analysis. Thus, an 

extended period comment could be agreed by the Committee to allow Codex members to study the 

documentation.  

 

However, we point out that the Committee should primarily clarify the issues raised by the chairs of the eWG 

in recommendations 4, 5 and 6 with regard to the principles for establishing NRVs set out in the Annex to the 

Codex Guidelines on Nutrition Labelling (CAC/GL 2-1985) since according to the data presented in NUGAG 

systematic reviews, the criterion 3.2.2.1 of General Principles was not met.  

 

Recommendation 2: To seek additional advice on how findings in Document 1 and Document 2 correlate 
with recommendations for EPA and DHA intake of 250 mg/day outlined in WHO/FAO expert consultation on 
risks and benefits of fish consumption [8] and FAO expert consultation on fats and fatty acids [9].  
 
Recommendation 3: To seek additional advice on significance of NUGAG findings that studies at low 
summary risk of bias suggested that LCn3 fats reduce serum triglycerides, one of the biomarkers of coronary 
heart disease. 
 
Brazil considers that the representative from WHO could help in clarifying the outcomes of the NUGAG 
systematic reviews during the 39th CCNFSDU. 
 
However, we point out that the Committee had already discussed the WHO/FAO expert consultations as well 
as other scientific references and agreed to seek additional advice from NUGAG considering that from the 
evidence presented it was not possible to set an NRV-NCD for EPA and DHA. The reasons are listed in 
paragraph 4 of CX/NFSDU 17/39/6.  
 
From the data presented in NUGAG systematic reviews, there is no convincing or high level of evidence for 

the relationship between EPA/DHA intake and risk reduction of mortality/fatal CHD events, which is the 

health outcome under discussion to establish an NRV-NCD for EPA/DHA.  

 
Thus, from the evidence presented so far an NRV-NCD for EPA and DHA cannot be set.  
 
39. Co-chairs note that major differences of opinion were also revealed in interpretation of the General 
Principles for Establishing Nutrient Reference Values, which may require a revision of 3.1.2 and 3.2.2.1 of 
Annex of CAC/GL 2-1985. In this respect, co-chairs would like to add two more recommendations:  
 
Recommendation 4: To revise 3.1.2 of General Principles for Establishing NRVs set out in the Annex to the 
Codex Guidelines on Nutrition Labelling (CAC/GL 2-1985) and ensure unambiguous interpretation of the 
following text: “Relevant daily intake reference values that reflect recent independent review of the science, 
from recognized authoritative scientific bodies other than FAO/WHO could also be taken into consideration”. 
Clarify if opinions from RASBs that did not set daily intake reference values could also be taken into account 
when establishing NRVs. 
 
We highlight that the first criterion outlined in section 3.2.2 of the General Principles for Establishing NRVs 
set out in the Annex to the Codex Guidelines on Nutrition Labelling (CAC/GL 2-1985) is: 
 
‘Relevant convincing13/ generally accepted14 scientific evidence or the comparable level of evidence under 
the GRADE classification15 for the relationship between a nutrient and noncommunicable disease risk, 
including validated biomarkers for the disease risk, for at least one major segment of the population (e.g. 
adults).’ 
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Thus, Brazil is of the opinion that the whole body of evidence should be considered, including those opinions 
which did not find convincing evidence for setting an NRV-NCD. 
 
Recommendation 5: To review text of 3.2.2.1 of General Principles and clarify what level of evidence quality 
under the GRADE classification shall be considered as the “relevant convincing/generally accepted scientific 
evidence or the comparable level of evidence under the GRADE classification”.  
 
Brazil understands that the level of evidence quality under the GRADE classification to be considered as 
‘relevant convincing/generally accepted’ is high. 
 
Recommendation 6: To agree if definition of convincing evidence given in the report of a join WHO/FAO 
expert consultation [7] is applicable for the purpose of establishing an NRV-NCD. 
 
Brazil is of the opinion that the most recent reference should be considered for the purpose of establishing 
an NRV-NCD. Considering that the joint WHO/FAO expert consultation [7] was published in 2003 and that 
there are more recent publications available, it could not be considered solely.  
 
 
eWG Brazil comments: 
 

Document 1: Systematic review of RCTs 

Q1.1 Do you believe that Document 1 represents/summarizes relevant convincing/generally accepted 

scientific evidence or the comparable level of evidence under the GRADE classification for the 

relationship between EPA/DHA and noncommunicable disease risk, as required for the selection of 

nutrients by 3.2.2.1 of General Principles for Establishing NRVs? 

Brazil Comments  

From the data presented in Document 1, there is no convincing or high level of evidence for the relationship 

between EPA/DHA intake and risk reduction of mortality/fatal CHD events, which is the health outcome 

under discussion to establish an NRV-NCD for EPA/DHA.  

The quality of evidence included in the systematic review of RCTs with minimum duration of 1 year was 

classified as high of no effect of omega 3 fats on all-cause mortality under GRADE Classification. 

The authors of the systematic review of RCTs also concluded that there is no evidence that omega 3 fats 

alter risk of cardiovascular deaths in either primary or secondary prevention of CVC, and there is no 

suggestion that longer duration or higher doses would be more effective. The quality of evidence included in 

the systematic review was classified as moderate of no effect under GRADE Classification. 

Hence, according to the data presented in Document 1, the criterion 3.2.2.1 of General Principles was not 

met. 

Q1.2 Do you believe that Document 1 represents/summarizes relevant and peer-reviewed scientific 

evidence for quantitative reference values for daily intake that is required in order to determine an 

NRV-NCD that is applicable to the general population, according to 3.2.2.2 of General Principles for 

Establishing NRVs? 

Brazil Comments  

The dose-effect relationship is not addressed in a specific section in the abridged version of Document 1. 

Therefore, it is not possible to determine a quantitative reference value in order to determine an NRV-NCD 

for EPA and DHA 

Q1.3 Do you believe that Document 1 (section Coronary Heart Disease deaths, pages 48-54) presents 

evidence that sufficiently characterizes the relationship between EPA/DHA intake and the reduction 

of risk of CHD mortality/fatal CHD events, the health outcome selected for establishing the NRV-

NCD? 

Brazil Comments 



PB NFSDU 2017 Página 27 
 

 

 

 

No. The quality of evidence was classified as moderate of no effect of LCn3 on coronary heart mortality. The 

authors concluded that there was no statistically significant effect of LCn3 on CHD deaths in the main 

analysis, or in sensitivity analyses using fixed-effects meta-analysis or omitting studies at moderate to high 

summary risk of bias. They suggest that any apparent effect is partly driven by reporting bias and partly by 

studies at moderate to high risk of bias. 

Q1.4 Authors of Document 1 have run sensitivity analysis excluding certain RCTs from the scope of 

the review. Do you find results of the sensitivity analysis which excluded RCTs reporting cardiac 

deaths only (figure 4.16 on page 50) relevant to establishing the NRV-NCD for EPA/DHA associated 

with CHD mortality? 

Q1.5 Figure 4.18 on page 52 depicts results of the sensitivity analysis which grouped studies based 

on the summary risk of bias. Do you find results of the sensitivity analysis which grouped RCT 

studies according to their summary risk of bias relevant to establishing the NRV-NCD for EPA/DHA 

associated with CHD mortality? 

Brazil Comments for questions 1.4 and 1.5 

We understand that it is not appropriate to consider in isolation the results of the sensitivity analysis which 

excluded RCTs reporting cardiac deaths to determine the NRV-NCD for EPA/DHA.  

It is important to take into account the results of the sensitivity analysis which grouped RCT studies 

according to their summary risk of bias, because the sensitivity analysis, omitting studies at moderate to high 

risk of bias removed any suggested effect of LCn3 on CHD deaths. 

According to the authors, correcting the funnel plot by filling in possible missing studies would tend to raise 

the RR of all analyses. They suggest, therefore, that any apparent effect is partly driven by reporting bias 

and partly by studies at moderate to high risk of bias. 

Q1.6 Several RCT studies selected for review in the CHD mortality section of Document 1 were based 

on a comparison of EPA/DHA intake with intake of monounsaturated fatty acids (MUFA). Considering 

that there was convincing evidence that MUFA lowered levels of heart health biomarkers4, 

comparing effects of EPA/DHA with MUFA intakes might not be entirely suitable for establishing an 

NRV-NCD. 

Do you agree that for the purpose of establishing the NRV-NCD the sensitivity analysis may require 

exclusion of all studies that compared EPA/DHA intake with MUFA intake? 

Brazil Comments 

We are of the opinion that the whole body of evidence must be considered. Moreover, it is important to take 

into account that it was used a subgroup analysis and investigation of heterogeneity.  

 

Document 2 - Systematic review and meta-analysis of prospective cohort studies 

 

Q2.1 Do you believe that Document 2 represents/summarizes relevant convincing/generally accepted 

scientific evidence or the comparable level of evidence under the GRADE classification for the 

relationship between EPA/DHA and noncommunicable disease risk relationship, as required for the 

selection of nutrients by 3.2.2.1 of General Principles for Establishing NRVs? 

 

Brazil Comments  

 

From the data presented in Document 2, there is no convincing or high level of evidence for the relationship 

between EPA/DHA intake and risk reduction of mortality/fatal CHD events. On the contrary, the confidence in 

the estimates for the association between PUFA and all outcomes, including CHD mortality, using the 

GRADE approach ranged from very low to moderate. 

 

Q2.2 Do you believe that Document 2 represents/summarizes relevant and peer-reviewed scientific 

evidence for quantitative reference values for daily intake that is required in order to determine an 
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NRV-NCD that is applicable to the general population, according to 3.2.2.2 of General Principles for 

Establishing NRVs? 

 

Brazil Comments  

We are of the opinion that it is not possible to determine a quantitative reference value in order to determine 

an NRV-NCD for EPA and DHA from the data presented in Document 2. 

Q2.3 Do you believe that Document 2 presents evidence that sufficiently characterizes the 

relationship between long chain n-3 PUFA intake and the reduction of risk of CHD mortality/fatal CHD 

events, the health outcome selected for establishing the NRV-NCD? 

 

Brazil Comments  

The authors of the systematic review highlight that this review has important limitations related to evidence 

synthesis and quality. Major limitations include unrepresentative cohorts or a vaguely defined cohort 

sampling frame, misclassification of exposure due to inaccurate measurement tools (selection and exposure 

measurement biases); failure to account for major confounders such as age, socioeconomic status, smoking, 

total energy, or family history (non‐comparability biases); lack of validated outcome measures or insufficient 

study duration to observe a high number of events (outcome assessment biases). Additionally, random error 

or the inability to distinguish polyunsaturated from trans‐unsaturated fats may attenuate the observed 

associations with health outcomes—suggesting the true effect of consuming these nutrients is likely larger 

than reported. This error may arise from several sources, including residual confounding, recall bias, and 

exposure misclassification. 

 

Therefore, it is not possible to conclude that the evidence sufficiently characterizes and is representative for 
the relationship between long chain n-3 PUFA intake and the reduction of risk of CHD mortality/fatal CHD 
events. 
 

Q2.4 Do you agree that results reviewed in Document 2 for total long chain n-3 PUFAs could be 

accepted as representative for associations of EPA/DHA with various health outcomes studied 

including the CHD mortality? 

 

Brazil Comments  

From the above comments, we are of the opinion that it is not possible to conclude about the association of 

EPA/DHA and CHD mortality from the results presented in Document 2. 

 
 
TEMA 7 - CX/NFSDU 17/39/7 - Proposed Draft Guideline for Ready-to-use Therapeutic Foods 
 
CX/NFSDU 17/39/7 – Add. 1 - Comments at Step 3 in reply to CL 2017/78-NFSDU 
 

 
GENERAL COMMENTS 
 
Brazil appreciates the work done by South Africa, Senegal and Uganda and thanks for the opportunity to 
present the following comments about the proposed draft guideline for Ready-to-Use Therapeutic Foods. 
 
The products marketed as RUTF are not available on Brazil market. Thus, Brazil will kindly provide general 
comments on key aspects of the proposed draft guideline without detailing on specific compositional 
requirements of RUTF.  
 
SPECIFIC COMMENTS 
 
1. Preamble 
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Brazil is of the opinion that the preamble should be condensed in order to objectively describe the 
appropriate use of the RUTF products and how the guideline should be used. Therefore, we would like to 
suggest some amendments in the draft text in order to align with other Codex texts: 

- The 1st paragraph could be deleted and the reference to the CAC/RCP 20-1979 included in the last 

paragraph. We understand that the information given by the 1st paragraph is covered by CAC/RCP 

20-1979. The objectives of Codex are not mentioned, in general, in specific guidelines or standards.  

- Part of the last paragraph could be moved to the beginning of the preamble as it states the purpose 

of the guidelines. 

- The sentences ‘Children with SAM need timely treatment and RUTF is a critical part of the 

treatment’, ‘safe, palatable foods with a high energy content and adequate amounts of vitamins, 

minerals and other critical nutrients’ and ‘primarily’ should be deleted as the use of the RUTF should 

not be prioritized and it does not replace nor breastfeeding or adequate and healthy food with 

respect to the specificities of the target population. 

- The full reference of the International Code of Marketing of Breast-milk Substitutes should be 

included in the last paragraph as well as the WHA Resolutions 63.23 and 69.9 - Ending 

inappropriate promotion of foods for infants and young children. WHA 63.23 urged Member States to 

end inappropriate promotion of food for infants and young children, and to ensure that nutrition and 

health claims shall not be permitted for foods for infants and young children, except where 

specifically provided for in relevant Codex Alimentarius standards or national legislation.  WHA 69.9 

recognizes the role of the Codex Alimentarius Commission and requests that reviews of Codex 

Standards and Guidelines should give full consideration to WHO guidelines and recommendations, 

including the International Code of Marketing of Breast-milk Substitutes and relevant WHA 

resolutions. 

 
Thus, we suggest the following amendments: 

The major objectives of the work of the Codex Alimentarius Commission are to protect the health of the 
consumer and ensure fair practices in the trade in food through the elaboration and harmonization of 
definitions and requirements for food. In order to realize this objective CAC developed a Code of Ethics for 
International Trade in Food including Concessional and Food Aid Transactions (CAC/RCP 20-1979) 
embodying the principles of sound consumer protection.  The objective of the code is to establish standards 
of ethical conduct for all those engaged in international trade in food [and in food aid] or responsible for 
regulating it and thereby to protect the health of the consumers and promote fair trade practices. It is within 
this context that all those engaging in the international trade in food with specific reference to Ready-To-Use 
Therapeutic Foods (RUTF) commit themselves to the provisions of the code.  
The provisions of these Guidelines are intended to provide have been prepared for the purpose of 

providing an agreed approach to the requirements which underpin production of, and the labelling and claims 
for, Ready-to-use therapeutic foods. The Guidelines are intended to facilitate the harmonization of 
requirements for RUTF products at the international level and may provide assistance to governments 
wishing to establish national regulations in this area. The guidelines are also intended for use as an 
instrument designed to avoid or remove difficulties which may be created by diverging legal, administrative 
and technical approaches to RUTF and by [varying definitions and nutrient compositions of] diverging 
interpretations of what RUTFs. are and what they are not. These Guidelines can also be used, if applicable, 
by governments in case of international trade disputes. Governments and other users should be provided 
with the technical competent technical experts needed for good use of these guidelines. 
Children affected by severe acute malnutrition (SAM) need safe, palatable foods with a high energy content 
and adequate amounts of vitamins, minerals and other critical nutrients adequate treatment and care. 

Children with SAM need timely treatment and RUTF is a critical part of the treatment. RUTF are high energy, 
fortified, ready-to-eat foods for special medical purposes suitable for the dietary management of children with 
SAM. RUTF are primarily intended for children with uncomplicated SAM from 6-59 months. Although RUTF 
are given to other age groups with various forms of malnutrition at the implementation level, the primary 
focus for these guidelines is children with SAM from 6-59 months. Since RUTF are prescribed according to 
weight, National Authorities may decide to include the provision of RUTF in their national protocols for use by 
other age groups 
Investing in prevention of SAM through sustainable measures and interventions is crucial. Such interventions 
could include the improvement of access to high quality food and safe water through improving water and 
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sanitation systems, improved access to health care, and the effective promotion of exclusive breastfeeding 
for the first six months of a child´s life combined with continued breastfeeding up to 24 months and beyond. 
Thus, preventive programmes have an immense job to do in the context of poverty, and in the meantime 
children who already are suffering from SAM need to receive appropriate treatment.  
These guidelines should therefore be used in accordance with the 2007 Joint statement of the UN agencies 
on Community-based management of severe acute malnutrition1, relevant WHO Child Growth Standards2, 
WHO guidelines in the management of Severe Acute Malnutrition in infants and children3, the Global 
Strategy for Infant and Young Child Feeding4, the International Code of Marketing of Breastmilk 
Substitutes5, Code of Marketing of Breast-milk substitutes, Ending inappropriate promotion of foods 
for infants and young children (WHA 63.23 and WHA 69.9)   
and subsequent relevant WHA Resolutions on infant and young child feeding and the Code of Ethics for 

International Trade in Food including Concessional and Food Aid Transactions (CAC/RCP 20-1979). 
and subsequent relevant WHA Resolutions on infant and young child feeding. These guidelines have been 
prepared for the purpose of providing an agreed upon approach to the requirements which underpin the 
production of, and the labelling and claims for, RUTF. The guidelines are intended to facilitate the 
harmonization of requirements for RUTF at the international level and may provide assistance to 
governments wishing to establish national regulations in this area. The guidelines are also intended for use 
as an instrument designed to avoid or reduce difficulties which may be created by diverging legal, 
administrative and technical approaches to RUTF and by varying definitions and nutrient compositions of 
RUTF. These guidelines can also be used, if applicable, by governments in case of international trade 
disputes. Governments and other users should ensure adequate provisions are made for competent 
technical experts for the appropriate use of these guidelines. 
 
4. DESCRIPTION 

Brazil Comments 

Given that RUTFs are given to other age groups with various forms of malnutrition at the implementation 

level, but the focus is children from 6 to 59 months with severe acute malnutrition without medical 

complications, Brazil suggests the following text: 

4.1 Ready to Use Therapeutic Foods (RUTF) are high-energy, fortified, ready-to-eat foods for special 
medical purposes for the dietary management of children, specially infants from 6 to 59 months, from 6 to 

59 months with severe acute malnutrition without medical complications. These foods should be soft or 
crushable and should be easy for children to eat without any prior preparation. 

 

5. RAW MATERIALS AND INGREDIENTS 

Brazil Comments 

With regard to the use of other matrices for RUTF formulation, Brazil agrees that section 3 of the CODEX 
STAN 180-1991 may be used as a reference for further discussion. 
We are of the opinion that the guidelines should allow the use of other ingredients provided that there is 
scientific evidence to support the effective delivery of the nutritional requirements for the target group. 
Therefore, the proposed guideline should allow the use of other matrices and ingredients that are locally 
available, and not only those listed in the draft. 
 
5.1.1 Milk and other Dairy Products 

Brazil Comments 

As previously commented, we suggest replacing “Milk and other Dairy Products” for “Animal Source Foods” 
in order to allow the extent of use of locally available ingredients and to align with CAC/GL 8-1991. Animal 
source foods such as meat, fish, poultry, eggs, milk and milk products are nutrient dense and good sources 
of high quality proteins and micronutrients. 
 
Hence, Brazil suggests the following text: 
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5.1.1. Animal source products: 

Animal source products, such as meat, fish, poultry, eggs and milks and other dairy products, must 
comply with the relevant Codex Alimentarius texts when used in the manufacturing of RUTF.  

 
5.1.5 Vitamins and Minerals 

All added vitamins and minerals must be in accordance with the Advisory Lists of Nutrient Compounds for 
use in Foods for Special Dietary Uses Intended for Infants and Young Children (CAC/GL 10-1979).  

Brazil Comments 

Brazil is of the opinion that the Committee should discuss if the criteria and requirements mentioned in the 
following paragraph and excluded from this version of the document are already covered by CAC/GL 10-
1979. It is also important to consider if there are studies and methodologies to verify if these requirements 
are met.   
 

‘Vitamin and mineral forms used must be soluble and easily absorbed by patients with SAM. The added 
minerals should be water-soluble and should not form insoluble components when mixed together. The 
product should have a mineral composition that will not alter the acid base metabolism of children with 
severe acute malnutrition.’  
5.2.1 Available Carbohydrates1 

The palatability of the RUTF can be increased by the addition of appropriate available carbohydrates.  

Available carbohydrates must adhere to the relevant Codex Alimentarius texts. 

Honey should not be used in RUTF due to the risk of infant botulism from Clostridium botulinum. 

1[Sucrose, vegetable starch, glucose, glucose syrup] should be the preferred carbohydrates in RUTF. 

Fructose and corn syrup as ingredients should be avoided in RUTF, because of potential adverse effects in 
SAM children. Only precooked and/or gelatinised starches gluten-free by nature may be added]. 

Brazil Comments 
Brazil is of the opinion that the quantity of free sugars used in RUTF should be restricted in light of the WHO1 
recommendations. It is important to take into account the WHO (2015) recommendation to reduce the intake 
of free sugars to less than 10% of energy and conditionally recommended a further reduction to less than 5% 
of energy for both adults and children.  
Furthermore, it is important to note that high levels of free sugars may not be appropriated to SAM, 
considering potential undesirable effects such as hyperglycaemia, hyperinsulinemia and osmotic diarrhoea. 
1 WHO. Guideline: Sugars intake for adults and children. Geneva: World Health Organization; 2015. 
 
6.2 Proteins 

["at least 50% of protein is provided by milk products"] 

 

Brazil Comments 

Brazil notes that some members indicated that the wording “50% of protein sources from milk products” 
should not be removed since there is no scientific evidence of products with other protein source other than 
milk that have been demonstrated to be efficient for the management of SAM children.  

However, we think that other sources of high quality protein could also be considered. Dietary protein quality 
should be based on the latest available methods as recommended by FAO (PDCAAS or DIAAS). Hence, we 
agree with the proposal to keep the wording “50% of protein sources from milk products” in square bracket 
until there is guidance from FAO. 
It is important to note that other approaches based on the quality of the protein (and not only on the source) 
is used in other relevant Codex Standards, such as CODEX STAN 72-1981. 
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Brazil Comments 

 
Brazil suggests the following amendments: 

The following statements shall appear on the label of RUTF: 

  "USE ONLY UNDER MEDICAL SUPERVISION" shall appear on the label in bold letters in an area 

separated from the written, printed, or graphic information. 

 "For the dietary management of severe acute malnutrition" shall appear on the label. 

 A prominent warning statement consisting of an explanatory statement in bold letters indicating that 
RUTF are for special medical purposes and may pose a health hazard when consumed by 
individuals who do not have the disease(s), disorder(s) or medical condition(s) for which the food is 
intended. 

 The product is not to be used for parenteral, rectal or Nasogastric Tube (NG tube) administration. 

 A statement indicating whether the product is or is not intended as the sole source of nutrition. 

 A statement indicating that RUTF are not breastmilk substitutes and shall not be presented as such. 

 A statement indicating: [Exclusive breastfeeding is recommended for the first 6 months of life, and 

continued breastfeeding is recommended for at least 24 months.] 

 A statement indicating that RUTF is only for medical purposes, and it is not allowed the 
marketing for the public in general. 

 
TEMA 8 – REP17/NFSDU, para. 403 – NRV-R for Older Infants and Young Children 
 

O Brasil apoia a continuidade do trabalho e vai aguardar a discussão sobre o tema. 
 
TEMA 9 - CX/NFSDU 17/39/8 – Food additives – mechanism / framework for considering 
technological justification and other matters 

 

Recommendation 1 

38. The Committee is invited to clarify the scope of the framework under development. 

The framework could be either (i) of a general nature covering all foods within the mandate of the CCNFSDU 

(with a specific set of questions for particular foods, e.g. for foods intended for infants and young children) or 

(ii) more specific. The Committee should clarify this aspect. 

 

Brazil agrees that the framework should be of a general nature covering all foods within the mandate of the 

CCNFSDU (with a specific set of questions for particular foods, e.g. for foods intended for infants and young 

children). However, considering the JECFA principle that states that “baby foods should be prepared without 

food additives whenever possible. Where the use of a food additive becomes necessary in baby foods, great 

caution should be exercised regarding both the choice of additive and its level of use”, Brazil supports that 

the work could focus on foods intended for infants and young children, if necessary. 

 

Recommendation 2 

39. The Committee is invited to further discuss and consider the criteria which should be used to appraise 

the technological need for food additives intended for JECFA evaluation. 

Annex A could be used as a basis for such discussion. 

 

Brazil appreciates the work done by the European Union and the Russian Federation. Nevertheless, we 

suggest discussing the criteria outlined in Annex A within the eWG in 2018 considering that the document 

has become available close to the 39th session of CCNFSDU, hence, with a short period for analysis. 
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Moreover, the criteria to be developed depends on what will be decided for the scope of the framework 

(Recommendation 1).  

 

Recommendation 3 

40. The Committee is invited to continue the work on the framework including its testing with the food 

additives referred to in parts b) and c) of the EWG mandate and if possible also those listed in CRD 15 of the 

CCFA49. 

 

Brazil agrees that the EWG mandate should include both the food additives referred to in parts b) and c) and 

also those listed in CRD 15 of the CCFA49, considering that the technological need is one of the main 

criteria for the use of food additives in foods. Thus, for consistency the use of all additives should consider 

the framework under discussion. After finalizing the framework, the work should initiate with the food 

additives referred to in parts b) and c). 

 

TEMA 10 - CX/NFSDU 17/39/9 – Discussion Paper on Claim for “free” of Trans Fatty Acids 
 
Brazil thanks the work done by Canada in preparing a detailed discussion paper for the appreciation by the 
Committee.  
 
Due to time constraints, Brazil has not had the opportunity to discuss internally the proposed value for a 
“free” of Trans Fatty Acids (TFAs) claim. Nevertheless, we would like to point out some concerns related to 
this subject.  
 
According to the WHO two systematic reviews published in 20161,2, both saturated fatty acid and trans-fatty 
acid intake have a negative effect on the blood lipid profile. With regard to the guidance from the WHO to 
limit intakes of trans fats to less than 1% of energy, the results from the systematic review demonstrated 
consistent effects on blood lipids and lipoproteins across all levels of reduction in TFA intake (from 0-10.9% 
of total energy intake). The results also suggest that reducing TFA intake to less than 1% of total energy 
intake by replacing TFA with cis-PUFA, cis-MUFA or carbohydrates may have additional benefit in terms of 
improving the overall blood lipid profile2.  
 
Hence, the results from the WHO systematic review indicate that there is not a safe limit of intake of TFAs2. 
Given that, Brazil is of the opinion that it would be important to discuss the relevance of using the maximal 
TFAs intake of 1% of total daily energy as the base to establish the condition for a “free” TFAs claim.  
 
It is also important to consider that in recent years, many countries have been discussing alternatives in 
order to limit or eliminate industrially produced TFA3,4. The WHO systematic review of the evidence on the 
effectiveness of policies for reducing dietary TFA, published in 2013, highlights that WHO has called for the 
elimination of TFAs from the global food supply. It also points out that both national and local bans of TFAs in 
foodstuffs that have been implemented throughout the world demonstrates that the removal of TFAs is both 
feasible and achievable3. Thus, another point that should be discussed by the Committee is the relevance of 
establishing a “free” TFAs claim based on a given amount of TFA in the current global context.  
 
We acknowledge that the rationale used by Canada to derive the value of 1g per 100g of fat is consistent; 
however, the proposed value was determined based on modelling using Canadian intakes, which does not 
necessarily reflect the actual average intakes of other countries. Thus, it would be advisable for member 
countries to assess the proposed value based on modelling using local dietary intakes. 
 
We also point out that it is necessary to apply the proposed value to different types of products considering 
its fat amount to evaluate the impact.   
 
Given the issues raised above, Brazil would like to suggest deferring the decision regarding the conditions 
proposed for a “free” TFAs claim to the next meeting in order to allow a thoroughly discussion by member 
countries. 
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1 World Health Organization. (2016) Effects of saturated fatty acids on serum lipids and lipoproteins: a 
systematic review and regression analysis. Systematic review. 
2 World Health Organization. (2016) Effect of trans-fatty acid intake on blood lipids and lipoproteins: a 
systematic review and meta-regression analysis. 
3 Downs et al. The effectiveness of policies for reducing dietary trans fat: a systematic review of the 
evidence. Bull World Health Organ 2013, 91: 262-269H.  
4 Monge-Rojas et al. Voluntary reduction of trans-fatty acids in Latin America and the Caribbean: current 
situation. Rev Panam Salud Publica. 2011;29(2):126–9. 
 

 
TEMA 11 – Other business and future work 
 
Documento não disponibilizado. 
 
Tema 12 - Date and Place of the Next Session 


