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Overview of submissions received: 
The public consultation period on the Food Regulation Policy Options Paper for the 
Regulation of Infant Formula Products commenced on 30 June 2009 and closed on 
1 September 2009. 
Total number of submissions 49 

Numbers of submitters by country  

Submitters by county Numbers 

Total from Australia 27 

Total from New Zealand 16 

Total from joint Australia and New Zealand 2 

Total from overseas (other than Australia and 
New Zealand) 

4 

Numbers of submitters by type 

Submitters by type Numbers 

Food Industry and Business 15 

Consumers 12 

Public Health 11 

Government 11 

Opinions expressed in this summary are those of the submitters and do not necessarily 
reflect those of the Food Regulation Standing Committee (FRSC). 
A full list of submitters is provided at Annex 3. 
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Executive Summary 

Introduction 
The Policy Options Consultation Paper for the Regulation of Infant Formula Products 
provided a definition of the policy problems to be addressed, a background to the regulation 
of infant formula products in Australia and New Zealand, a discussion of key issues, a set of 
policy objectives, and proposed five policy options to address the identified problems. 
The level of detail in the submissions received demonstrated considerable submitter 
engagement with the issues. Submitters were asked to respond to 22 questions. This 
summary of submissions is therefore arranged relative to the 22 questions. Submitter 
responses to each question are summarised by submitter type.  

The safety of infants and the role of breastfeeding 
All submitters considered the safety of infants to be the paramount concern. Public health, 
consumer, and government submitters considered it was important to see the regulation of 
infant formula products in the context of the health and safety of all infants, both breastfed 
and formula-fed. These submitters emphasised that any changes to the regulatory 
framework for infant formula products should not negatively affect the promotion of 
breastfeeding.  

Essential and optional ingredients 
Many public health and consumer submitters considered that only essential ingredients 
should be included in infant formula products. This was in contrast to the view of all industry 
submitters, and most government submitters, that optional ingredients are appropriate, 
subject to adequate regulatory oversight. However, industry and government submitters 
generally differed on the preferred degree of regulatory oversight of optional ingredients, with 
industry submitters noting a preference for a less prescriptive approach. 
The majority of submitters considered that clear pre-market assessment requirements are 
important and necessary. Both industry and consumer submitters emphasised the 
importance of harmonising policy in Australia and New Zealand with international standards. 
Most industry submitters considered there should be unequivocal evidence for essentiality. 

Pre-market assessment and ‘health benefit’  
Two of the five policy options proposed in the paper stipulated that pre-market assessment of 
ingredients to be used in infant formula should include an assessment of the ‘health benefit’ 
of the ingredient to the infant. 
The majority of submitters did not support the use of the term ‘health benefit’, and the few 
that did, did so with qualifications. Most considered it to imply a ‘benefit beyond 
breastfeeding’, which was unacceptable to consumer and public health submitters.  
Alternative wording was suggested by submitters to capture the idea that ingredients should 
be subject to an assessment of their usefulness to the infant. The alternatives included: 
‘improved outcome’, ‘reduced health deficit’, and ‘health outcome’. 
Although there was general disagreement to the use of the term ‘health benefit’, most public 
health, consumer and government submitters considered that pre-market assessment should 
extend to the form of assessment suggested in the Consultation Paper by the term ‘health 
benefit’. Furthermore, most of these submitters considered that a high level of evidence 
should be provided to support such assessments. 
Industry submitters considered that where ‘benefit’ can be demonstrated, a claim in relation 
to that benefit should be permitted. Consumer, public health, and most government 
submitters considered that any form of claim, even if supported by evidence, would be 
inappropriate and contrary to the spirit of the World Health Organization International Code of 
Marketing of Breastmilk Substitutes (the WHO Code).  
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Policy options 
Five policy options were presented in the Consultation Paper. In summary, those options 
were: 

Option 1: All ingredients that are proposed to be used in infant formula products require a 
pre-market assessment, and demonstrate a health benefit through effectiveness studies.  
Option 2: All ingredients that are proposed to be used in infant formula products require a 
pre-market assessment, and demonstrate a health benefit through efficacy studies.  
Option 3: All ingredients that are proposed to be used in infant formula require a pre-
market assessment by FSANZ. 
Option 4: Specified categories of ingredients proposed to be used in infant formula 
products require a pre-market assessment by FSANZ for the use in infant formula 
products. Specified categories of ingredients may include food additives, processing aids, 
novel foods and nutritive substances (the status quo). 
Option 5: Any ingredients that can be used in the general food supply may be used in 
infant formula products without the requirement for a pre-market assessment by FSANZ 
specific to the use of that ingredient in infant formula products. 

Of the five policy options presented in the Consultation Paper, industry submitters indicated a 
preference for a variation of option 4, while most consumer, public health and government 
submitters indicated preferences for either option 1 or option 2. However, most submitters 
suggested changes to the options to reflect their concerns about ‘health benefit’. Because so 
many submitters identified variations to the proposed options, it has not been possible to 
develop a useful visual representation of the spread of preferences for options in the 
summary of submissions.  

Infant formula for special dietary uses 
Most submitters considered that the same policy principles that apply to infant formula 
products generally should apply to infant formula products for special dietary uses. However, 
some government and public health submitters suggested that there is scope for specific 
policy principles that recognise the particular needs of these infants.  
Industry submitters stressed the need for harmonisation with the relevant international 
standards, while there was general consensus amongst consumer submitters that there 
should be a requirement to set higher standards for evidence and assessment of ingredients. 

Follow-on formula 
Submitters were clearly divided on the place of follow-on formula in the regulatory 
framework. Industry submitters considered that separate policy principles should apply to 
follow-on formula as it is part of a ‘mixed’ diet. These submitters also emphasised the 
importance of aligning the policy for follow-on formula with the relevant international 
standards. 
Consumer and public heath submitters considered that follow-on formula is a breast milk 
substitute intended for infants up to 12 months of age, and therefore should be regulated in 
the same way as infant formula. In addition, most of these submitters expressed a view that 
follow-on formula is not necessary, and that infant formula could be used as the principal 
source of liquid nourishment for infants up to 12 months age and beyond. Most government 
submitters said that the policy principles should be the same. 
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Summary of submissions by question 

Question 1: Do you have any comments on the definitions used? 
The Consultation Paper provided a list of key definition. Submitters suggested changes to a 
number of these. Suggested changes, and relevant commentary, are set out in Annex 1. 

Question 2: Are there any international standards of relevance that have not been 
provided here?  Please provide references. 
A number of submitters recommended additional standards or resources for consideration by 
the FRSC Working Group in the development of the draft Policy Guideline. Details of these 
are set out in Annex 2.  

Question 3: Are there any impacts to consumers, industry, government, and public 
health stakeholders that have not been included here? Please provide details. 
Many submitters indicated impacts not detailed in the Consultation Paper, or suggested that 
additional emphasis be placed on particular impacts that were already included. 
Additional impacts noted by submitters included: 
Consumers 

 ensuring that infant formula composition did not provide benefits beyond breast milk or 
breastfeeding; 

 affordability of products for consumers; 

 availability of clear product and ingredient information on labels; and 

 cost impacts to consumers of increases in requirements and departures from 
harmonisation with international standards. 

Industry 

 the possibility of regulatory duplication and inconsistency with international standards; 

 recognising the data requirements and opinions of competent overseas regulatory 
agencies; 

 minimising impacts on products under development; and  

 potential ethical concerns with respect to the research that might be required to meet 
high hurdles for demonstrating the efficacy and effectiveness of ingredients. 

Government 

 potential to undermine breastfeeding promotion activities (this was also identified as a 
public health impact); 

 potential for trade barriers; and 

 governments’ ability to maintain consistency with international obligations.  
Public health 

 the potential for changes to affect certain population groups disproportionately, such as 
ethnically and socio-economically marginalised groups; 

 affordability for a variety of infant formulas and the potential for social and health 
inequities; 

 the possibility that premium products could perpetuate inequalities in access to optimal 
infant nutrition; 

 promotion of infant formula products has the potential to undermine breastfeeding 
promotion activities. 
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Question 4: What criteria should underpin the essential nutritional composition 
requirements? 
Most submitters that responded to this question considered that the criteria underpinning the 
nutritional composition of infant formula products should include the normal growth and 
development of exclusively breastfed infants. 

 Most industry submitters stated that essential nutrients should have unequivocal 
evidence that deficiency will result in impaired growth and development.  

 Some submitters suggested that the composition and nutritional profile of breast milk 
should be used as a reference, but need not be the defining factor. In other words, the 
presence of a substance in breast milk is not sufficient reason to add a comparable 
substance to infant formula products.  

 Two government submitters suggested that infant formula products should mimic breast 
milk. 

 Many submitters supported aligning essential compositional requirements with Codex 
standards.  Some also suggested that existing Australian and New Zealand nutrition 
guidelines should be considered. 

 A number of government and industry submitters supported the use of Nutrient 
Reference Values in determining the composition of infant formula products. 

 Other criteria were suggested including: 
o the requirements for survival; 
o physiological benefits of breast milk; and 
o when the absence of a nutrient from the diet causes deficiency or negative health 

outcome. 

 There was also support expressed for the current criteria underpinning “essentiality” 
which comprises: ‘nutrients where there is an RDI, a deficiency disorder is demonstrated, 
unequivocal demonstration of efficacy on health outcome and robust science to support’. 

 Additional issues identified included: 
o accounting for differences in the bioavailability of substances;  
o maintaining similar biochemical levels between formula-fed infants and breastfed 

infants; and 
o the level of evidence that might underpin essentiality: should it be unequivocal, 

unbiased or independent research, generally accepted data, or scientific evidence.  

Question 5: Should any ingredients other than additives, processing aids and nutritive 
substances that are being used in infant formula products, require pre-market 
assessment? 
Submitters were divided on this question. Most industry submitters proposed that pre-market 
assessment should be limited to specific categories of ingredients or substances for use in 
infant formula products, such as food additives, processing aids, nutritive substances, novel 
foods, and ‘nutritive ingredients’ (as an alternative to nutritive substances). 

 Two industry submitters suggested pre-market assessment should also be applied to 
substances that are used in infant formula products with the intention of achieving an 
equivalent physiological outcome for formula-fed infants to breastfed infants. 

 Two industry submitters considered that food ingredients approved for general use, and 
for which there was no substantiated evidence of safety risk or nutritional inadequacy, 
should not be subject to prior approval requirements.  It was suggested that any 



 7 

ingredients that had been approved for use by Codex should be excluded from pre-
market assessment requirements in Australia/New Zealand. 

 Industry submitters suggested that reasons for maintaining pre-market assessments for 
specific categories of foods as currently required include the addition of unnecessary 
costs, a reduction in marketplace efficiency, and the imposition of a burden on regulatory 
and enforcement agencies. 

 The great majority of public health, consumer and government submitters considered that 
all future ingredients proposed to be added to infant formula products should be subject 
to some form of pre-market assessment (noting that many ingredients are already 
required to undergo a pre-market assessment).  

 Among those, some submitters suggested that pre-market assessment should be 
considered when ingredients already used in infant formula products are proposed to be 
used in significantly different amounts. 

 In addition, a number of consumer submitters suggested that all current optional 
ingredients should be assessed against existing evidence of safety and equivalence to 
breast milk and/or equivalence of physiological outcomes for formula-fed infants to 
breastfed infants, and that all food additives and ingredients added for a technological 
purpose should be examined against existing evidence for safety and suitability.  

 The vulnerability of infants was provided as the principal reason for these suggestions.  
Other reasons included that: 
o there are possible unintended health consequences for infants associated with the 

addition of new ingredients; 
o a safe history of use in the general population does not necessarily translate to a 

substance being safe for infants; 
o not all organ systems in infants or the metabolic processes of infants are mature at 

birth; and 
o the range of substances that currently do not fit the definition of nutritive substances 

(examples give included lactoferrin, enzymes, hormones, and growth factors) should 
be subject to pre-market assessment. 

 Some of these submitters noted the uncertainty about the outcome of the proposed 
review of the definition of ‘nutritive substances’ in the Food Standards Code. It was noted 
that this presents a confounding factor because the outcome of that review could 
influence the policy development process for infant formula products. 

 A government submitter commented that consideration should be given to establishing 
an independent group that can advise FSANZ on whether an ingredient is a “new 
ingredient” and therefore whether the ingredient should be subject to pre-market 
assessment.  

Question 6: Is the health and physiological outcome of the full term, breast fed infant 
(at relevant age) a useful benchmark in considering the composition of infant formula 
products? Why? Why not? 
Many submitters supported the use of the health and physiological outcome of the full term 
breastfed infant as a useful benchmark/comparator for assessing both essential and optional 
ingredients for use in infant formula products. However, most industry submitters suggested 
that this should not apply to follow-on formula, as infants are introduced to complementary 
foods at around six months of age.  
In relation to optional ingredients, a number of industry submitters added that the most useful 
benchmark is the “full term, exclusively formula-fed infant” that has been fed a formula 
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without the optional ingredient.  Other submitters suggested there not be a sole benchmark 
and that other benchmarks should also be considered. 
Most consumer and public health submitters supported the use of the physiological outcome 
of breastfed infants as a benchmark, but noted that this was a goal to strive for rather than an 
outcome achievable in reality.  
Consumer submitters expressed concern that outcome benchmarks should not be used by 
industry in marketing infant formula. Public health and consumer submitters also suggested 
that only those health outcomes which have been subject to research should be used as 
benchmarks. 
The World Health Organization (WHO) growth standards were referred to as relevant 
benchmarks, however, it was noted that (at the time of consultation) these are yet to be 
adopted in Australia.  
A number of government submitters noted that the European Society of Paediatric 
Gastroenterology, Hepatology and Nutrition (ESPGHAN) has recommended that the 
composition of human milk can be a guide to the composition of infant formula, but gross 
compositional similarity is not in itself a sufficient indicator of the safety and nutritional 
adequacy of dietary products for infants. Government submitters also made reference to 
ESPGHAN’s recommendation that health and physiological outcomes measures should 
encompass more than just growth patterns, and should include physiological, biochemical 
and functional outcomes. 

Question 7: Is consideration of health benefit (as defined in this paper) a useful 
benchmark in considering the composition of infant formula products? Why? Or why 
not? 
The response to this question related to both the essential composition of infant formula, and 
to optional added ingredients. Industry submitters generally supported the assessment of the 
‘health benefit’ associated with the addition of optional added ingredients, but suggested that 
this should be linked with the ability to communicate the benefit of the added ingredient to 
consumers.  Industry submitters did not support the assessment of ‘health benefit’ when 
considering the essential composition of infant formula. 

 Most consumer and public health submitters did not support the use of ‘health benefit’ as 
a benchmark in considering the composition of infant formula, as the term may be read to 
imply that infant formula products could have health benefits beyond those provided by 
breast milk. There was concern that the use of the term in regulation could open the way 
to health claims being made for infant formula products. 

 Government submitters had mixed views with some supporting the use of ‘health benefit’ 
as a benchmark and others opposing its use. Reasons for not supporting it included: 
o the definition proposed in the Consultation Paper was ambiguous; 
o that a more useful benchmark is the health outcome of a healthy, full term, breastfed 

infant; and 
o that the use of ‘health benefit’ as a benchmark (as defined in the Consultation 

Paper) might lead to the use of ingredients with unproven benefits. 

 The view of these submitters was that all ingredients used in infant formula products 
should be supported by scientific evidence that they are safe, suitable and contribute to 
the health of the infant. 
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Question 8: Should ingredients not present as components in breast milk be permitted 
to be used in infant formula products? If so under what circumstances and with what, 
if any, limitations? 
There was general consensus across submitter groups that ingredients not present as 
components in breast milk should be permitted to be used in infant formula products.  
Reasons for this include the importance of the use of technological additives (in the smallest 
amounts necessary) in infant formula products and that some ingredients such as basic fats, 
proteins and pro-biotics have different animal or plant sources.  
Many submitters considered that the physiological and health outcomes of full term, 
exclusively breastfed infant should be used as the benchmark for infant formula composition, 
rather than the composition of breast milk. Having said this, submitters also expressed a 
view that the composition of breast milk should be considered as the “starting place” for 
assessing ingredients used in infant formula products.  

Question 9: When should an optional ingredient become a mandatory ingredient? 
What criteria should be required? 
Submitter responses to this question focused on the appropriateness of optional ingredients 
being used in infant formula products, as well as criteria for determining when ingredients 
should become mandatory. 

 All submitters considered that ingredients should become mandatory when there is 
unequivocal or high-level evidence to support essentiality. One government submitter 
suggested that the evidence to support the mandatory inclusion of ingredients be subject 
to regular review.  

 Some submitters considered that a substance should become mandatory when an RDI is 
developed for it. 

 Many submitters also considered that such evidence should be available to support the 
addition of optional ingredients, presenting a dilemma about when an ingredient should 
remain ‘just’ optional. 

 A number of public health, consumer and government submitters also discussed 
concerns with potential health inequities associated with the availability of ‘premium’ 
infant formula products.  

Question 10: Do you think that the policy principles for infant formula should be the 
same for follow-on formula? If not, please provide details. 
There were clear differences in response to this question. All industry submitters expressed a 
view that the specific policy principles for follow-on formula should be different to those for 
infant formula. 

 Almost all consumer, public health and government submitters considered that the policy 
principles should be the same. However, government and public health submitters that 
considered that the difference in policy principles should be limited to the benchmark 
against which follow-on formula should be compared; that is, to breastfed infants that 
also consume complementary foods.  

 Most consumer, government and public health submitters noted that it is not necessary to 
replace use of infant formula with follow-on formula, as infants around the age of six 
months are introduced to complementary foods.  
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Question 11: Are there any policy principles that should specifically guide the 
regulation of infant formula products for infants with specific health conditions? 
Please provide details. 
NOTE: This question relates to premature and low birth weight infants, not specific health 
conditions as stated in the Consultation Paper. It was a mistake in the Consultation Paper.   
Question 11 should read as follows: ‘Are there any policy principles that should specifically 
guide the regulation of infant formula products for premature or low birth weight infants?  
Please provide details.’ 

 Industry submitters suggested that regulation of these products should be aligned with 
international standards (such as Codex and WHO), and that the policy principles should 
reflect this. 

 In general public health and consumer submitters indicated support for policy principles 
that require a higher level of evidence to support the use of new ingredients in products 
for this group of infants. 

 Government submitters generally considered that the policy principles for products for 
this group of infants should be the same as those for infant formula products, but some 
considered the need for differences in the composition of these products.  

 Some government submitters suggested that the use of these products be supervised by 
medical professionals.  

Question 12: Should pre-market assessment of infant formula products for premature 
or low birth weight infants require the same level of evidence and assessment 
standards as infant formulas for general use? 
Industry and government submitters emphasised the importance of harmonising policy on 
these products with international standards. 
Some consumer and public health submitters considered the standards for assessment of 
ingredients used in these products should be higher than for infant formula products for 
general use. Others considered that the same high level should be applied to the pre-market 
assessment of ingredients for addition to all infant formula products.  

Question 13: Are there any specific policy principles that should specifically guide the 
regulation of infant formula products for infants with specific health conditions? 
Please provide details. 
Submitters provided either the same or similar responses to this question as they did for 
Question 11 (which was understandable given the error in the Consultation Paper noted in 
relation to Question 11 above). 

 Industry submitters suggested that regulation for these products be aligned with 
international standards, and that the policy principles should reflect this. 

 Some public health and consumer submitters indicated support for policy principles that 
require a higher level of evidence to support the use of new ingredients in products for 
this group of infants. 

 Government submitters generally considered that the policy principles for products for 
this group of infants should be the same as those for infant formula products generally, 
but some considered the need for differences in the composition of these products. 
Government submitters were concerned that changes policy and standards should not 
affect access to Australian and New Zealand infants to these products, most of which are 
produced overseas. Acknowledging that maintaining access is essential, some 
government submitters suggested that these products should only be available from 
pharmacies on prescription to ensure appropriate use.  
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Question 14: Should pre-market assessment of infant formula products for infants 
with specific health conditions require the same level of evidence and assessment 
standards as infant formulas for general use? 
Submitters provided either the same or similar responses to this question as they did for 
Question 12. 

 Industry and government submitters emphasised the importance of harmonising policy on 
these products with international standards. 

 Some consumer and public health submitters considered the standards for assessment 
of ingredients used in these products should be higher than for infant formula products for 
general use. Others considered that the same high level should be applied to the pre-
market assessment of ingredients for addition to all infant formula products.  

Question 15: If an ingredient is proposed to be added to an infant formula product with 
the intention of achieving a health benefit, is a pre-market assessment of that health 
benefit warranted? If so, what type and level of evidence might you expect to be 
appropriate to support such an assessment? 
Most submitters considered that it was appropriate to consider the demonstration of ‘health 
benefit’ as part of pre-market assessment. However, most submitters also considered that 
the use of the term ‘health benefit’ was inappropriate. Those submitters based their 
comments around their preferred terms, which included ‘improved outcome’, ‘product 
improvement’, ‘physiological outcome’ or ‘heath outcome’.  

 Most submitters that considered pre-market assessment for ‘health benefit’ to be 
appropriate considered that a high level of evidence should be required. 

 Industry submitters contended that where a ‘health benefit’ could be demonstrated, a 
claim to communicate that benefit should be permitted. 

 Some submitters commented that careful consideration should be given to imposing 
evidence requirements that will stifle innovation.  

 Consumer and public health submitters were concerned that any discussion of ‘health 
benefit’ would lead to ‘health claims’ being made in relation to infant formula products.  

Question 16: Do you think post-market surveillance has a place in the regulatory 
framework for infant formula products? If so, what would you consider an appropriate 
trigger for post market surveillance? If not, why not? 
Submitters made a distinction between active and passive post-market surveillance. Industry 
submitters noted that they currently carry out passive post-market surveillance through 
consumer information lines. Health authorities also monitor adverse reactions on a passive 
basis. 
Industry submitters opposed mandatory requirements for post-market surveillance, whether 
active or passive, however did indicate preference for clear pre-market assessment 
requirements.  
Consumer, public health and government submitters indicated that active post-market 
surveillance has a place in the regulatory framework, although some government submitters 
acknowledged that a mandatory requirement for post-market surveillance may be 
impractical. 

 Most submitters also indicated that post-market surveillance should never be a 
replacement for stringent pre-market assessments. Some submitters suggested potential 
triggers for post-market surveillance, which may include: 
o the addition of a new ingredient; 
o a major formula change; 
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o when a different quantity of an existing substance is used and there are significant 
changes in the amount, quality or type of the macro nutrients, such as, protein 
quality and levels or the type of carbohydrate; and 

o monitoring for rare adverse effects that the appropriate pre-market assessment may 
not have had the power to detect. 

Question 17: Do you think conditional approvals should be given so long as post-
market surveillance is undertaken? 
Most submitters expressed strong objections to the use of conditional approvals. 

 Most industry submitters were concerned conditional approvals could affect consumer 
confidence in products, and that any post-market surveillance requirement to monitor 
conditions approvals would be impractical and expensive. 

 Consumer and public health submitters were concerned that conditional approvals are 
not appropriate as they would lead to the potential for ‘experimentation’ on infants. 

 A minority of consumer, public health and government submitters considered that 
conditional approvals may have a place, subject to stringent requirements, in relation to 
special purpose infant formula products where population are not large enough to 
undertake detailed pre-market studies.  

Question 18: What do you consider would be a major formulation change to infant 
formula?  Please provide details. 
This question was asked in the context of the discussion on the place of post-market 
surveillance in the regulatory framework for infant formula products. Those submitters that 
did not support the use of (active) post-market surveillance did not consider that a major 
formulation change should trigger post-market surveillance.  
While some submitters considered that it would be difficult to define a major formulation 
change, others identified a range of trigger points that could constitute a major formulation 
change. Those points included: 
the addition of any new ingredient or a new ingredient from particular categories of 
ingredients; 

 a change in the ratio or levels of existing and essential ingredients; 

 a change in form of an existing ingredient; 

 the change in the source of an existing ingredient; and 

 a change in processing procedures. 

Question 19: Do you think existing guidelines, standards, and measures deal 
effectively with labelling and advertising in relation to infant formula? Please provide 
details. 
Consumer, public health and government submitters generally agreed that the existing 
guidelines, measures and standards do not deal effectively with labelling and advertising, in 
relation to infant formula products.  The proposed prohibition on health and nutrition claims 
for infant formula contained in FSANZ Proposal P293 Nutrition, Health and Related Claims 
was supported by those submitters. These submitters noted that inappropriate use of claims 
on infant formula products has the potential to undermine the promotion of breastfeeding. 
Industry submitters considered that advertising is adequately dealt with under the existing 
measures, but that existing codes do not deal effectively with the labelling of infant formula.  
It was felt that labels of infant formula must be able to display clear information about the 
ingredients to enable consumers to make informed choices.  The proposed prohibition on 
health and nutrition claims for infant formula contained in FSANZ Proposal P293 was 
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generally not supported by industry submitters, however was supported by consumer and 
public health submitters. 

Question 20: Are there any policy options that have not been considered here? If so, 
please provide details. 
Several submitters suggested alternative options to those provided in the Policy Options 
Consultation Paper. These changes were proposed to address concerns with the language 
used, as well as with the potential effect of the different options.  

 In particular, eight industry submitters suggested the same alternative option, based on 
an amended option 4, being: 

‘Specified categories of ingredients proposed to be used in infant formula products require 
a pre-market assessment assessing safety and where applicable: comparison with breast 
milk and equivalence of physiological outcomes to exclusively breastfed infants. The pre-
market assessment does not include health benefit except where the ingredient proposed 
is being added for the purpose of a health benefit. In which case industry is required to 
have a level of evidence in order to demonstrate efficacy and also be able to 
communicate the demonstrated benefit to the consumer.’ 

 These industry submitters also suggested that a new category of ingredient for pre-
market assessment be introduced called ‘nutritive ingredients’, which would have a 
broader application than the current ‘nutritive substance’ and would capture those 
modified ingredients that do not fit the novel food definition or the nutritive substance 
definition. They also suggested that ingredients that are already used in infant formula 
products should be ‘grandfathered’ and that any change to requirements should be 
prospective, not retrospective.  

 One submitter offered a detailed policy option which combines aspects of options 2, 4 
and 5 with a process similar to the GRAS approval process used in the United States. 
The alternative option is, in summary that ingredients added to infant formula products 
that do not fall within the specified categories listed in option 4 could be added to infant 
formula after a 30 day notification to FSANZ for a major formulation change. FSANZ 
would evaluate the notice for adequacy within the 30 day period. For a minor change, 
there would be an expectation that the manufacturer would meet the policy objectives as 
outline in the Consultation Paper, but no requirement to notify FSANZ. Where an 
ingredient that falls under a specified category for pre-market assessment is added with 
the intention of providing a health benefit, that benefit, and the ability to make an 
associated claim, must be supported by evidence of efficacy. 

 Three consumer submitters suggested the following alternative option, as a combination 
of options 1, 2, and 3. They emphasised that it was important to shift the focus from 
‘health benefit’ to ‘product improvement’: 

‘All ingredients that are proposed to be used in infant formula products require a pre-
market assessment (assessing safety, equivalence of physiological outcomes of breastfed 
infants and improved physiological outcomes for formula fed infants) undertaken by 
FSANZ and must, where relevant, demonstrate that they improve the outcomes for 
formula fed infants through effectiveness (or efficacy) studies. Assessment of improved 
outcome is only relevant where the addition of the ingredient is intended to improve 
outcome through product improvement.’  

 One consumer submitter emphasised that ‘fair trade’ considerations (i.e. a fair price for 
primary products) should be taken into account in the policy options. 

 One consumer submitter suggested an alternative option based on option 1: 
‘All new ingredients that are proposed to be used in infant formula products (including 
toddler formula) to undergo pre-market assessment (to determine safety, equivalence to 
breast milk and equivalence of physiological outcomes, including health outcomes, to 
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infants who are breastfed exclusively for around six months, continue to be breastfed until 
the beginning of their third year and have not been exposed to infant formula products) 
undertaken by FSANZ. Where the addition of an ingredient can be demonstrated through 
effectiveness studies to reduce the disparity of health outcomes between infants who are 
breastfed as recommended in the Global Strategy and formula fed infants.’ 

 One government submitter expressed a view that none of the policy options proposed in 
the Consultation Paper were adequate. The submitter suggested that the following 
elements are essential if the proposed Policy Guideline is to achieve its intended 
outcomes: 
o pre-market assessment of all ingredients, including processing aids, to be added to 

infant formula should be required, as infants are particularly vulnerable; 
o pre-market assessment of equivalence to breast milk or its outcomes together with 

demonstration that the product is suitable for its intended use; 
o appropriate provision of information for consumers, including a continuation of 

existing requirements, and that the nutrition information and name of the product 
should not imply a health benefit except for those products that are intended for the 
management of minor conditions (e.g. reflux) and specialised products for medical 
conditions.  

 One government submitter suggested that the policy objectives as set out on page 37 of 
the Consultation Paper should form part of any final Policy Guideline on the regulation of 
infant formula products.  

 One government submitter suggested that technological benefit be assessed for 
ingredients added to infant formula products for a technological purpose. 

Question 21:  Can you provide data to support the potential costs and/or benefits of 
impacts of policy options? If so please provide this in relation to comments on the key 
issues and relevant options. 
Very few submitters provided data on the potential costs or benefits of the policy options. A 
number of industry submitters indicated a willingness to provide data on a commercial in-
confidence basis to the FRSC Working Group for the preparation of a regulatory impact 
analysis statement.  
A number of submitters suggested forms of cost and benefit that should be considered when 
analysing the policy options, such as the high cost of trials to demonstrate effectiveness. A 
number of consumer and public health submitters suggested that social and health benefits 
should be given priority over financial costs. 

Question 22:  Please indicate your preferred option (as stated or otherwise) and 
provide details as to why you consider this option suitable. 
The Policy Options Consultation Paper provided five policy options for the regulation of infant 
formula products ranging from the most prescriptive to the least. Those policy options were: 

Option 1: All ingredients that are proposed to be used in infant formula products require a 
pre-market assessment (assessing safety, equivalence to breast milk and equivalence of 
physiological outcomes, including health outcomes, to breast fed infants) undertaken by 
FSANZ and must, where relevant, demonstrate health benefit through effectiveness 
studies. Assessment of benefit beyond equivalence of physiological outcomes to breast 
fed infants is only relevant where the addition of the ingredient is intended to provide a 
health benefit.  
Option 2: All ingredients that are proposed to be used in infant formula products require a 
pre-market assessment (assessing safety, equivalence to breast milk and equivalence of 
physiological outcomes, including health outcomes, to breast fed infants) undertaken by 
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FSANZ and must, where relevant, demonstrate health benefit through efficacy studies. 
Assessment of benefit beyond equivalence of physiological outcomes to breast fed infants 
is only relevant where the addition of the ingredient is intended to provide a health benefit.  
Option 3: All ingredients that are proposed to be used in infant formula require a pre-
market assessment (assessing safety, equivalence to breast milk and equivalence of 
physiological outcomes, not including health benefit, to breast fed infants) by FSANZ. 
Option 4: Specified categories of ingredients proposed to be used in infant formula 
products require a pre-market assessment (assessing safety, equivalence to breast milk 
and equivalence of physiological outcomes, not including health benefit, to breast fed 
infants) by FSANZ for the use in infant formula products. Specified categories of 
ingredients may include food additives, processing aids, novel foods and nutritive 
substances. 
Option 5: Any ingredients that can be used in the general food supply may be used in 
infant formula products without the requirement for a pre-market assessment by FSANZ 
specific to the use of that ingredient in infant formula products. A standard produced with 
regard to guidelines developed under this option may require manufacturers to meet the 
policy objectives as set out in the policy guideline. 

 Government, public health and consumer submitters expressed strong preferences for 
policy options at the prescriptive end of the range (options 1 and 2). The reasons given 
for this preference are that these options would be the most appropriate for protecting the 
health and safety of infants, and protecting the primacy of breastfeeding.  

 Industry submitters also emphasised the importance of protecting the safety of infants. 
The majority of industry submitters indicated a preference for options closer to the status 
quo in which specific categories of ingredients are subject to pre-market assessment 
(option 4). However, most industry submitters also expressed support for more stringent 
requirements for demonstration of ‘health benefit’ if an ability to communicate that benefit 
to consumers was also provided. 

 Most submitters suggested changes to the proposed options. As many individual 
submitters suggested different options, it is not possible to identify a specific preferred 
option. The answer to question 20 is therefore a better indication of submitter preferences 
in relation to potential policy options. 
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Annex 1 - Changes to Key Definitions suggested by submitters 
‘Effectiveness’ and ‘efficacy’ – Many submitters, of all types, considered that the 
definitions of ‘effectiveness’ and ‘efficacy’ needed clarification.  In particular, the definitions 
should clearly demonstrate which type of evidence is superior. One industry submitter noted 
that these terms are not commonly used in relation to foods, but are derived from 
pharmaceuticals regulation.  
‘Health Benefit’ – Many submitters, of all types, commented on the use of the term ‘health 
benefit’. A public health submitter suggested that single ingredients do not, by themselves, 
confer an advantage in terms of growth and development. Another public health submitter 
considered that the term is confusing as the definition does not include a timeframe in which 
the effect will manifest. Other public health and consumer submitters recommended that the 
term ‘health benefit’ be replaced with terms such as ‘improved outcome’ or ‘product 
improvement’. 
Consumer submitters were particularly concerned that the use of the term ‘health benefit’ in 
relation to infant formula products implies that these products can have health benefits over 
human milk. It was argued that such an implication is contrary to the spirit of the WHO Code. 
Instead, two consumer submitters suggested the term (or similar) ‘reduced [health] deficit [or 
risk]’ be used to describe the role of infant formula products in relation to breastfeeding.  
There was also concern expressed by government and public health submitters that the use 
of the term ‘health benefit’ may be confused with ‘health claims’, and could encourage 
misleading marketing.  
One public health submitter suggested that if this term is used, it should be qualified as 
‘health benefit relative to a cohort of breastfed infants’. In addition it should be made clear 
that a health benefit beyond that provided by breast milk is not permissible.  
‘Health outcome’ – As with ‘health benefit’ above, a significant number of submitters 
expressed concern that the definition for this term in the paper was not accurate. Industry 
submitters suggested that the definition should be changed to reflect that health outcome 
relates to the impact resulting from the addition, deletion or change of an ingredient in infant 
formula products. Others refined this further, suggesting that ‘health outcome’ should mean 
‘the impact on growth and development or health condition’, although ‘health outcome’ 
should not refer to growth and development per se. Another industry submitter suggested the 
word ‘health’ be replaced by ‘physiological’, as the word ‘health’ is associated with disease 
and may be confused with ‘health claims’.  
One government submitter suggested that the term ‘health outcome’ should be replaced by 
‘health development and physiological outcome’ as this would help avoid confusion between 
‘health outcome’ and ‘health benefit’. 
A public health submitter noted that the inclusion of ‘other health condition’ in the definition 
should be clarified.  
Consumer submitters expressed concern at the use of the word ‘equivalent’ in connection 
with health outcome and asked that ‘equivalence’ be clearly explained, so as not to imply that 
infant formula products are ‘equivalent’ to breast milk.  
‘Breast milk’ – One government submitter suggested that the definition of breast milk be 
altered to reflect the increasing use of pasteurised donor milk, and that the definition should 
therefore note that breast milk is from ‘…a mother’s breast….’ 
Several submitters suggested that each of the terms ‘breast milk’, ‘breast feeding’ and 
‘breast fed’ used throughout the Consultation Paper should be spelled as single words (i.e. 
‘breast milk’, ‘breastfeeding’, ‘breastfed’). 
One consumer submitter suggested that the term ‘human milk’ should be used in place of 
‘breast milk’ as this would be more accurate.  
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‘Follow-on formula’ – Many industry submitters suggested that the Codex definition of 
‘follow up formula’ be aligned with the definition of ‘follow-on formula’ in the draft Policy 
Guideline. As such industry submitters proposed the following definition: follow-on formula is 
‘a product, intended for use as a liquid part of the weaning diet and which constitutes the 
principal source of nourishment in a progressively diversified diet for infants aged from six 
months’. 
A government submitter noted that ‘follow-on formula’ is different to infant formula because it 
contains different levels of key nutrients. However, another government submitter suggested 
that any differentiation between follow-on formula and infant formula is for marketing 
purposes only, that infant formula could quite adequately be used beyond 12 months and 
that follow-on is unnecessary. Follow-on formula is not essential to the diet of an infant over 
six months of age.  
‘Infants’ – Consumer and public health submitters agreed with the definition in the 
Consultation Paper and emphasised that ‘infants’ be defined as children aged up to 12 
months.  
‘Infant formula (product)’ – One consumer submitter argued that the use of the word 
‘formula’ is problematic, and suggested that the term ‘artificial baby milk’ is more appropriate.  
Many industry submitters asked that the definition of ‘infant formula product’ be reworded 
and that the reference to ‘formulated supplementary foods for young children’ should be 
deleted. One industry submitter asked that the definition be redrafted as per the definition in 
the Codex standard.  
‘Ingredient’ – A number of industry submitters were concerned that the words ‘ingredient’ 
and ‘nutrient’ are used interchangeably in the Consultation Paper and suggested that the 
definition and usage of the term ‘ingredient’ needed to be clarified.  
One government submitter noted that where the term ‘ingredient’ is used in the policy options 
relative to pre-market assessment, it should be read as referring to ‘new ingredients’. 
‘Novel Food’ – one industry submitter noted that the definition of ‘novel food’ in the 
Consultation Paper is incomplete, and should also refer to ‘patterns and levels of 
consumption of the food’.  
‘Nutritive substance’ – Most submitters noted that the definition of ‘nutritive substance’ is 
problematic, but that work is underway to refine that definition.  
A number of industry submitters noted that it is necessary to develop a definition of ‘nutritive 
substance’ that is specific to infant formula. It was noted that currently the definition applies 
across the Food Standards Code. On this point, an industry submitter was of the view that 
the use of any definition must be consistent with use in the general food supply.  
‘Toddler formula’ – although this term is not given a separate definition in the Consultation 
Paper, its use in relation to the definition of ‘infant formula product’ was the subject of much 
submitter interest.  
Industry submitters asked that this type of product be referred to as ‘toddler milk drinks’ or 
‘toddler nutritional supplements’. These submitters suggested that the use of the term 
‘formula’ creates confusion.  
However, a number of consumer submitters suggested that not only was ‘toddler formula’ the 
correct term to use, but that it should fall under the same regulatory requirements as infant 
formula products. The reason given for this is that ‘toddler formulas’ are packaged and sold 
in similar forms to infant formula products and they are part of the same ‘product lines’.  
One public health submitter noted that the NHRMC recommends that children should be 
breastfed until their third year. In light of this advice, ‘toddler formula’ is a breast milk 
substitute. As such it is appropriate that the labelling and marketing restrictions for infant 
formula products should apply to ‘toddler formula’. However, as these products are intended 
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for older children as part of a mixed diet, a lower level of regulation in relation to composition 
is appropriate.  

Suggested Additional definitions 
Some submitters suggested that the following additional definitions should have been 
included in the Consultation Paper: 

 ‘Infant growth’ – the biological norm is the growth standards for exclusively breastfed 
infants in the first six months as per the WHO Growth Standards; 

 ‘physiological outcome’ – Although this term is used a lot in the Consultation Paper, it 
was not defined in the interpretation section; 

 ‘normal growth and development’ should be defined as per WHO Growth Charts; and 

 ‘young children’ – being persons of the age of more than 12 months but less than 36 
months.  

 ‘health claim’ – As there is lack of clarity in relation to the definition of health claim as it is 
applied through Standard 2.9.1 a broad definition of ‘health claim’ should have been 
included.  

 Formulated supplementary foods for young children or ‘toddler formula’.  
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Annex 2 - Relevant documents, reports, guidelines, and standards suggested 
by submitters 

Industry 
Many industry submitters were concerned that the Codex Standard for Follow-up Formula 
(Codex Stan 156) was not referenced in the Consultation Paper. Submitters considered that 
this standard is important as it is used as a reference by many countries. It was suggested 
that New Zealand and Australia may be exposed to trade disadvantage if regulation strays 
too far from the provisions of the Codex standard.  
One submitter suggested it is important to include reference to the Codex advisory lists of 
nutrient compounds for use in foods for special dietary uses intended for infants and young 
children (CAC/GL 10-1979; revised 2008), especially the section on the criteria for the 
inclusion and deletion of nutrient compounds from the advisory lists.  
One industry submitter provided information on a range of national and international 
standards. In summary included references to: 

 United States’ Food, Drugs and Cosmetics Act, sections 409 and 412 

 Relevant Canadian Food and Drug Regulations 

 European Commission Directive on Infant Formula (Directive 2006/141/EC) 

 Regulation in Malaysia, Singapore, Thailand, which is similar to current Australian and 
New Zealand requirements for pre-market assessment of new ingredients. Malaysia 
allows ‘nutrition function claims’ with supporting evidence to a prescribed standard. 

 Regulation in China where pre-market assessment is required but some allowance is 
made for functional claims, providing they are ‘fair and not misleading’.  

A number of submitters suggested that only countries with comparable regulatory and socio-
economic environments be considered as points of reference. 

Consumers 
Consumer submitters emphasised the importance of the World Health Organization’s 
International Code of Marketing of Breast-milk Substitutes (the WHO Code), and noted that it 
was necessary to include subsequent World Health Assembly resolutions associated with the 
Code. Those resolutions are: 33.32, 34.22, 35.26, 37.30, 39.28, 41.11, 43.3, 45.34, 46.7, 
49.15, 54.2, and 54.25. 
Many consumer submitters asked the Working Group to consider the Global Strategy for 
Infant and Young Child Feeding (2003) developed by WHO and UNICEF as a point of 
reference (WHO/NMH/NHD/09.01), as well as the WHO Child Growth Standards (WHO 
Multicenter Growth Reference Study Group and de Onis 2006 ). 
In addition, the following WHO documents were recommended to the Working Group for 
consideration: 

 WHO (2009) Acceptable medical reasons for use of breast-milk substitutes. 

 (WHO) Safe preparation, storage and handling of powdered infant formula products 

 WHO (2001) Infant Formula and Related Trade Issues in The Context of the International 
Code of Marketing of Breast-milk substitutes 

Two submitters asked that the 2005 Innocenti Declaration Infant and Young Child Feeding 
be included for consideration: 
Submitters also noted that Article 24 of the United Nations Declaration on the Rights of the 
Child (UNROC) states that ‘Parties recognize the right of the child to the highest attainable 

http://www.who.int/%20childgrowth/en/
http://www.who.int/%20childgrowth/en/
http://www.who.int/nutrition/publications/infantfeeding/WHO_NMH_NHD_09.01/en/index.html
http://www.who.int/foodsafety/publications/micro/pif_guidelines.pdf
http://www.health.gov.au/internet/main/Publishing.nsf/Content/4DCF744789D1AF64CA257BF0001C9622/$File/%E2%80%A2%09http:/www.who.int/entity/nutrition/publications/infantfeeding/infant_formula_trade_issues_eng.pdf
http://www.health.gov.au/internet/main/Publishing.nsf/Content/4DCF744789D1AF64CA257BF0001C9622/$File/%E2%80%A2%09http:/www.who.int/entity/nutrition/publications/infantfeeding/infant_formula_trade_issues_eng.pdf
http://www.unicef.org/nutrition/files/innocenti2005m_FINAL_ARTWORK_3_MAR.pdf
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standards of health’. It was argued that this Article has implications in relation to the negative 
impact of the commercial marketing of breast milk substitutes.  

Public Health 
Public health submitters also noted the importance of referencing World Health Assembly 
resolutions subsequent to the agreement of the WHO Code, and the importance of the Code 
to the regulation of infant formula generally.  
One submitter noted interest in their jurisdiction for more information on regulatory 
requirements for infant formula products in China, India, South America and South Africa. 

Government 
A number of government submitters noted the importance of the WHO Code and referencing 
subsequent World Health Assembly resolutions. In addition three government submitters 
encouraged the adoption of the WHO growth standards, as they have been determined 
based on global data and are therefore more appropriate for diverse Australian and New 
Zealand populations than the CDC growth standard currently used in some jurisdictions.  
One government submitter noted that the issue of infant growth charts will be considered by 
the current NHMRC review of the Dietary Guidelines for Children and Adolescents in 
Australia incorporating the Infant Feeding Guidelines for Health Workers (2003). 
One government submitter provided a list of additional reference material that may be useful 
in considering policy for the regulation of infant formula products, including: 

 “Marketing in Australia of Infant Formula (APMAIF)”, Annual Report 2003-2004, 
Department of Health and Ageing, Canberra, 2004, p53  

 The Best Start 2007, House of Representatives Standing Committee on Health and 
Ageing report into the health benefits of breastfeeding, Canberra, 2007, Chapter 8, p139   

 Breastfeeding - Some Strategies Used to Market Infant Formula May Discourage 
Breastfeeding; State Contracts Should Better Protect against Misuse of WIC Name. 
United States Government Accountability Office (GAO) Report to Congress GAO-06-282, 
Washington, Feb 2006  

 Dietary Guidelines for children and adolescents in Australia, incorporating the infant 
feeding guidelines for health workers, National Health and Medical Research Council, 
Canberra, 2006  

 Report of Scientific Committee on Food on the Revision of Essential Requirements of 
Infant Formulae and Follow-on Formulae, European Commission, 2003  
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Food Regulation Policy Options Paper for the Regulation of Infant Formula Products 
Food Industry and Business No 15 

 New Zealand Food and Grocery Council 

 International Formula Council, Atlanta, United States of America 

 Australian Food and Grocery Council 

 Fonterra Co-operative Group Limited 

 Beneo Orafti, Belgium 

 Heinz Watties 

 Bayer Australia Limited 

 Infant Nutrition Council 

 Nestle 

 Dairy Goat Co-operative (New Zealand) Limited 

 Wyeth Nutrition, New South Wales 

 Asia Pacific Infant and Young Child Nutrition Association, Singapore 

 Nutricia Australia 

 International Association of Infant Food Manufacturers 

 Food Technology Association - Australia 
Consumers No 12 

 Zestos, New Zealand 

 Women’s Health Action, New Zealand 

 La Leche League, New Zealand 

 Tasmanian Breastfeeding Coalition 

 Rosalind Byass, retired maternal and child nurse (individual) 

 National Council of Women of New Zealand 

 The New Zealand Breastfeeding Association 

 Infant feeding Association of New Zealand 

 Auckland Breastfeeding Network 

 Carol Bartle (individual) 

 CHOICE 

 Australian Breastfeeding Association 
Public Health No 11 

 Nina Berry, Centre for Health Initiatives, University of Wollongong, New South Wales 

 New Zealand Lactation Consultants Association 

 New Zealand College of Midwives Incorporated 

 Hawkes Bay Breastfeeding Group 
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 New Zealand Dietetic Association 

 Dr John Sinn, New South Wales Government, Department of Health 

 Public Health Association, Australia 

 Erika Harman (Paediatric Dietitian) 

 Australian Medical Association 

 Dr Karleen D Gribble, University of Western Sydney 

 Dietitians Association of Australia  
Government No 11 

 ACT Health, Health Protection Service 

 Department of Health and Human Services, Tasmania 

 Australian Competition and Consumer Commission  

 Queensland Health, Queensland Government 

 Department of Health Services, Victoria  

 South Australia Health 

 Advisory Panel on the Marketing in Australia of Infant Formula 

 Government of Western Australia, Department of Health 

 New Zealand Food Safety Authority 

 Ministry of Health, New Zealand 

 New South Wales Food Authority 
TOTAL = 49 submissions received 
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