
  
IBFAN Comment on the Structure and the Preamble of the proposed draft standard for 
Follow-Up Formula  

 

Replies are requested to the questions below on the structure and preamble of the standard for follow-
up formula. 

  

Structure  
The responses to the questions presented in this discussion paper will be analysed and presented to 
CCNFSDU43 for consideration. 

Now that the standard has been completed please indicate your preferred structure approach and 
clearly state why you do, or do not, support each option: (click here to add a comment) 
 
IBFAN is of the opinion that the standard has not been completed. There remain unresolved 
areas of the standard, such as sodium levels for drinks for young children, methods of analysis 
for sweetness and the lack of consensus on the use of flavourings in drinks for young children. 
 

IBFAN is strongly opposed to Option 1.b:  This option proposes the creation of two separate 
standards for Follow-Up Formula and Drinks for Young Children. Both products are recognized as 
breastmilk substitutes by the International Code of Marketing of Breast-milk Substitutes and World 
Health Assembly Resolution 69.9 (2016). Separating them into two standards based on age 
targeting, creates regulatory and consumer confusion and risk both misuse and needless use. 
 
IBFAN considers that Option 1.d: one standard, sub-divided into four sections covering Infant 
Formula, Formulas for Special Medical Purposes, Follow-up Formula and Drinks for Young Children 
would facilitate more efficient and simplified law-making. As New Zealand has identified in Table 1, 
numerous provisions are common to ALL FOUR categories. In 2006, CCNFSDU decided to bring 
Formula for Special Medical Purposes and Infant Formula under one standard precisely because of 
the similarity of product categories – despite the strong lobby of the baby food industry to have two 
standards. 
 
IBFAN’s second choice is Option 1a. one standard in two parts, covering Follow-up Formula and Part 
B for Drinks for Young Children. However if this is the preferred option, we advocate that each 
standard contain a footnote to the title referencing the paired/corresponding/associated Codex 
standard and recommending that governments address products in both standards in national 
legislation or regulations so that at national level, all four categories should be covered under one 
national standard.   
 
Rationale: 
 

1. There is no justification for separating the two categories into two separate standards and 
to do so risks inconsistent and weaker safeguards needed to protect maternal, infant and 
young child health. Keeping the products under one standard with a clear overarching 
preamble is essential to safeguard this vulnerable population and ensure appropriate use of 
all these products.  

 
2. As a global recommendation by the World Health Organization breastfeeding for the second 

year of life is optimal. Hence regardless of how an infant or young child is fed, Follow-Up 
Formula and Drinks for Young Children, both function – inappropriately – as breastmilk 
substitutes during the critical time of rapid growth and development when breastfeeding is 
recommended.  



 
3. IBFAN notes that the product definitions in the draft revised standard for both categories 

serve the same purpose, albeit for different age groups.  
 

o Follow-Up Formula is defined as a breastmilk substitute: “Follow-up formula for older 
infants means a product, manufactured for use as a breastmilk substitute, as a liquid 
part of a diet for older infants when progressively diversified complementary feeding is 
introduced.” 

 
o Drinks for Young Children is defined as a “product manufactured for use as a liquid 

part of the diversified diet of young children” with an important footnote that 
acknowledges that many countries regulate these products as breastmilk 
substitutes. ”In some countries these products are regulated as breast-milk 
substitutes”, as advised by the World Health Organization. 
 

4. The International Code of Marketing of Breast-milk Substitutes (1981) and World Health 
Assembly Resolution 69.9 (2016) are clear that both product categories function as 
breastmilk substitutes and no distinction is made between them. Recommendation 2 of 
World Health Assemby 69.9 Guidance on ending the inappropriate promotion of foods for 
infants and young children “ states “…It should be clear that the implementation of the 
International Code of Marketing of Breast-milk Substitutes and subsequent relevant Health 
Assembly resolutions covers all these products” [milks specifically marketed for feeding 
infants and young children up to the age of 3 years or older].   

 
5. Making further distinctions between these two categories of product would confuse 

legislators and end users about the roles they play in infant and young child diets. One 
standard with four parts would better facilitate policy coherence between the International 
Code of Marketing of Breast-milk Substitutes and World Health Assembly Resolutions, 
Codex standards and national laws. 
 

6. World Health Assembly 39.28 categorically states that these products are not necessary, 
therefore to give them separate standard status is redundant and gives the impression that 
they are needed products or that so-called “Drinks for Young Children” are not breastmilk 
substitutes and, for unstated reasons, exempt from restrictions applicable to breastmilk 
substitutes, or that they are risk-free. 

 
 
IBFAN strongly supports the inclusion of a Preamble.  
 
The preamble is essential to assist Member States in understanding where these older infant and 
young child products ‘fit’ in the national regulatory context. In order to make certain the Codex 
mandate of protecting consumer health is realized, the preamble can inform the Member States to 
the need to include international instruments, primarily the International Code of Marketing of 
Breast-milk Substitutes and subsequent World Health Assembly Resolutions, into their national 
laws.  

The preamble can play an important role in helping ensure policy coherence between Codex and the 
World Health Organization recommendations and World Health Assembly outcomes. This can 
provide the essential safeguards to protect maternal and child health.  It can inform governments 
about the unique infant and young child nutritional and immunological contributions provided by 
breastfeeding and the serious long-term risks of these sweetened, highly processed products. 
Follow-up Formulas and Drinks for Young Children are not like other food products. These follow-up 



formula products are marketed for use by older infants and young children at their critical stage of 
their growth and development. A considerable body of scientific peer-reviewed literature documents 
the health and nutrition risks. This evidence has informed the global consensus that the marketing 
and promotion of these products must be in full compliance with the International Code of 
Marketing Breast-milk Substitutes and World Health Assembly Resolutions in order to safeguard the 
health of children at these vulnerable stages of life. 

 
Follow-up Formula and Drinks for Young Children are not necessary as confirmed by the World 
Health Assembly in WHA 39.28, “The practice being introduced in some countries of providing infants 
with specially formulated milks (so-called follow-up milks) is not necessary.”  Energy and nutrient dense 
family foods and cow’s milk can provide the essential complementary foods to meet energy and 
nutrient requirements for older infants and young children.   
 
 
Proposed Preamble 

The Codex Alimentarius Commission acknowledges the need to protect breastfeeding as a vastly safer and 
nutritionally superior way of providing optimal 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 breastfeeding in meeting the nutritional requirements of infants, 
provided, they are prepared under hygienic conditions; given in adequate amounts; refraining from advertising 
and claims; and ensuring labels contain prominent, recommended warnings of health risks and hazards of 
replacing breastfeeding and improper use of substitutes. Preparation instructions must be in applicable local 
languages. In addition, various products have also been produced intended specifically for older infants and 
young children as they progress to a more diversified diet of nutrient and energy-dense family foods. These 
products are not necessary as determined by Member States (World Health Assembly 39.28) and should not 
undermine breastfeeding. The production, distribution, marketing, sale and use of follow-up formula for older 
infants and drinks for young children should be consistent with national health and nutrition policies. and be in 
conformity with 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, policies, 
World Health Assembly Resolutions that have been endorsed and supported by Member States which provide 
guidance to countries in this context, including urging Member States to take all necessary measures in the 
interest of public health to end the inappropriate promotion of foods for infants and young children, including the 
misleading practice of cross-promotion.  

This Standard is divided into four (or two as our less preferred option) sections. Section A refers to Infant 
Formula, Section B to Formula for Special Medical Purposes, Section C to Follow-up Formula for Older 
Infants (6 to 12 months of age), and Section D deals with Drinks for Young Children (12 to 36 months of age).  

 
 
 
 
Notes: 

Milk-related FAQs - What are the benefits of giving human milk to children over 1 year of age?  
https://www.firststepsnutrition.org/milks-marketed-for-children   https://www.firststepsnutrition.org/faq-page 

Global recommendations support continued breastfeeding into the second year of life and WHO guidance recommends all infants are 
breastfed for up to 2 years and beyond (WHO, 2003). The rationale for encouraging continued consumption of a milk in young children 
beyond 1 year of age is based on a combination of meeting energy needs (proportionally driven by the fat content), calcium requirements for 
bone deposition and the other nutrients that mammalian milk provides. However, in contrast to animal milks, breastmilk can offer not only 
nutritional benefits but significant health benefits to both mother and child. That said, whilst there is no shortage of evidence for the benefits 
of breastfeeding during the first year of life, there are relatively few studies that attempt to quantify the benefits of breastfeeding children 
over 1 year of age. Nevertheless, those that do support the idea that breastfeeding continues to provide nutrition and immunological 
protection, is beneficial for IQ and subsequent achievement, provides some protection against overweight and obesity later in life, and offers 
emotional benefits for as long as it continues. Some benefits continue to be felt beyond the period of breastfeeding (Lopez et al, 2021; NHS, 
2020, Grummer-Strawn et al, 2004).  



Nutrition Breastmilk composition changes over time to meet the needs of the growing child so that whilst the volume consumed may 
decrease, an appropriate level of nutrients remains present and immunological protection is not compromised (LLL, 2010). Studies looking 
at the composition of breastmilk into the second year of lactation have reported a large degree of stability in the macronutrient content with 
only a small reduction in protein. Mineral elements stay largely stable, although after two years, some studies report a reduction in calcium 
and zinc content.  Four hundred millilitres of mature breastmilk can meet the following percentage of daily nutrient requirements for a 1-2 
year old child:  32% energy. 36% protein  58% vitami  53% vitamin C  
Immunological protection. Studies in breastmilk composition in the second year of lactation have reported inconsistent results. Some 
studies report increasing concentrations of the antimicrobial protein lysozyme (Perrin et al, 2017; Hennart et al, 1991; Prentice et al,1984). 
Perrin at al also reported increasing concentrations of immunoglobin A (IgA) and lactoferrin (Perrin et al, 2017). These breastmilk proteins 
provide responsive and protective immunity (Breakey et al, 2015) and support the development of a beneficial gut microflora 
(Mastromarino et al, 2014). The secretion of antimicrobial proteins differs between mothers and this may mask changes over time and may 
help to explain differences between studies (Perrin et al, 2017; Lewis-Jones et al, 1985). More consistently, results of a systematic review 
and meta-analysis indicate that breastfeeding protects against acute otitis media until 2 years of age, and protection is greater for 
breastfeeding of longer duration (Bowatte et al, 2015).  
IQ and general ability Research on the relationship between cognitive achievement (i.e. IQ scores and school grades) and breastfeeding 
has shown the greatest gains for those children breastfed the longest. Some studies show that participants who were breastfed for 12 months 
or more score higher on IQ and general ability tests than those with shorter durations of breastfeeding (Victora et al, 2015; Lopez et al, 
2021). The positive influence on IQ as a result of breastfeeding may also impact upon long-term earnings and productivity. One large 
retrospective cohort study reported that participants who were breastfed for 12 months or more had higher IQ scores, more years of 
education, and higher monthly incomes than did those who were breastfed for less than 1 month (Victora et al, 2015). 
Overweight and obesityIt is becoming widely accepted that breastfeeding protects against overweight (Victora et al, 2016). Analysis of 
2015-2017 surveillance data collected in 22 European countries reported that, compared to children who were breastfed for at least 6 
months, the odds of living with obesity were significantly higher among children never breastfed or breastfed for less than 6 months. Several 
studies have reported that longer durations of breastfeeding are associated with a lower risk of obesity in later life (Qiao et al, 2020; Zheng 
et al, 2020; Rito et al, 2019; Horta et al, 2015).  A dose response relationship between breastfeeding and protection against overweight and 
obesity has been reported by several studies (Qiao et al, 2020; Grummer-Strawn and Mei, 2004) and those that have included a 
breastfeeding duration category of 12 months + have reported significant reductions in risk for overweight and obesity in later childhood. 
When comparing those who were breastfed for at least 12 months with those who were never breastfed, Von Kreis et al reported a 57% 
reduction in the odds of being overweight in a subset of over 9,300 Bavarian 5- and 6-year-olds (Von Kries et al, 1999). When comparing 
those who were breastfed for more than 12 months to those breastfed for less than 6 months, Liese et al reported a 20% reduction in odds of 
being overweight among children between 9 and 10 years of age (Liese et al, 2001). A much larger national analysis of longitudinal data 
drawn from the US Centers for Disease Control and Prevention Pediatric Surveillance System reported a 51% reduced risk of obesity for 
white non-Hispanic children who were breastfed for more than 12 months compared to those never breastfed (Grummer-Strawn and Mei, 
2004).   
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