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REGULATION OF INFANT 

FORMULA  

– AN OVERVIEW 



• About FSANZ  

• Overview of food regulatory system & 

processes in Australia and New Zealand 

• Review of regulation of infant formula 

products  

• Codex Review of Follow-up Formula 

 

OVERVIEW  
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INTRODUCING FSANZ 
 

Bi-national statutory authority 

 

 
 

 Canberra office   

~100 people 

 

Wellington office 

~11 people  

 

Our vision: A safe food supply which promotes and 

supports the health of people in Australia and New 

Zealand 

 
Our mission: To develop effective food standards 
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Policy  

  

 Forum on Food 

Regulation   

(Ministers)  

   

FOOD REGULATORY FRAMEWORK 

Enforcement 

 

Aust States &  

Territories, 

Department of 

Agriculture, NZ 

MPI 
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Standard setting  

FSANZ 



FOOD REGULATION AGREEMENTS   

Food 

Standards 

Australia 

New Zealand 

Act (1991) 

Food 

Regulation 

Agreement 

(Federal 

Government, 

States)  

Food Standards 

Australia New 

Zealand 

Food Treaty 

(1996) 

(Australia & 

New 

Zealand) 

National approach to 

food regulation 

Joint standards for 

Australia and New 

Zealand 
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AU/NZ FOOD REGULATORY SYSTEM 

                             

AU  

Department 

 of Health/ 

Agriculture 

 
(AHMC) 

(AHMAC) 

Legislative & Governance  

Forum on  

 Food Regulation  

Food Regulation 

Standing Committee  

(FRSC) 

Implementation Subcommittee for Food Regulation (ISFR) 

NZ & AU  

State/ 

Territory  

 
Food  

Standards  

Australia  

New Zealand  

(FSANZ) 

 

FSANZ Board  

FRSC  

working group 

Stakeholder consultation 

POLICY SETTING STANDARD SETTING 
IMPLEMENTATION 

  /ENFORCEMENT 
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THE FORUM ON FOOD REGULATION 

Oversees the food regulation system 
• Develops food regulation policy 

• Develops policy guidelines 

• Can adopt, amend or reject standards 

The Forum on Food Regulation 

Food Regulation Standing 

Committee 

Implementation Sub-

Committee for Food 

Regulation 

7 



STANDARDS DEVELOPMENT 

PROCESS 

Food Standards Australia 

New Zealand Act 1991 

Protection of public 
health and safety 

Provision of adequate 
information to enable 
consumers to make 

informed choices 

Prevention of 
misleading or deceptive 

conduct 

Our objectives in 

developing or reviewing  

food regulatory 

measures are the: 
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AND WE MUST ALSO HAVE 

REGARD TO... 
Risk analysis based on best available 
science 

Consistency between domestic and 
international standards 

Efficient and internationally competitive 
food industry 

Fair trade in food 

Policy guidance – COAG Legislative and 
Governance Forum on Food Regulation 

Regulation Impact Statement (BCA) 
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THE FOOD STANDARDS CODE  

 

• Labelling 

requirements 

• Food additives 

& processing 

aids 

• Substances 

added to foods 

• Maximum 

residue limits 

• GM foods 

• Compositional 

requirements 

for specific 

foods 

• Special 

purpose foods 

(infant formula, 

formulated 

supplementary 

foods for young 

children)  

• Food safety 

requirements 

for food 

handlers 

• Australia only 

• Standards for 

agricultural 

commodities 

• Australia only 
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AMENDING THE CODE 

2 ways:  

 

 

 

 

 

The process is open and transparent (except 

for high level health claims where the applicant 

has requested confidential treatment) 

 

 

 

Any individual or 
organisation can 
make an 
‘Application’ to 
change the 
Code 

Application  

FSANZ may 
also seek to 
change the 
Code by 
preparing a 
‘Proposal’ 

Proposal  
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Standard 2.9.1 regulates the following infant formula products: 

• infant formula (0-<12 months)  

• follow-on formula (6-<12 months)  

• infant formula products for special dietary use (e.g. metabolic 

and immunological conditions). 

Other standards also contain provisions for infant formula 

products: 

1.3.1 – Food Additives  

1.4.1 – Contaminants and Natural Toxicants  

1.6.1 – Microbiological Limits for Food 

1.2 & 1.5 – Various labelling standards (including GM, 

irradiated foods) 

 

 

 

REGULATION OF INFANT FORMULA 

PRODUCTS 
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• 2012 – Preliminary consultation paper 

• Stakeholder feedback supported: 

− Aligning compositional requirements with Codex 

− Streamlining structure of Std 2.9.1 

− Clarifying definitions 

− Harmonising with Codex food safety provisions 

− Clear and consistent labelling for consumers 

REVIEW OF THE REGULATION 

OF INFANT FORMULA PRODUCTS 
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• 2013 - Proposal P1028: to revise and clarify the relevant 

standards in the Code. 

 

REVIEW OF THE REGULATION OF 

INFANT FORMULA PRODUCTS 

• To  

− ensure infant formula products 

remain safe and suitable, 

− take account of market 

developments and international 

regulatory context 

− have regard to Ministerial Policy 

Guideline on the Regulation of 

Infant Formula Products 
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Scope of current Proposal is infant formula (0-<12 months)  

Other product categories to follow in one or more proposal(s) 

• follow-on formula (6-<12 months)  

• infant formula products for special dietary use (e.g. 

metabolic and immunological conditions). 

Out of scope:  

Formulated supplementary foods for young children 

regulated under Standard 2.9.3 (also known as GUMs or 

toddler milk).  

Permissions for new optional ingredients (application only).  

 

REVIEW OF THE REGULATION OF 

INFANT FORMULA PRODUCTS 
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Currently considering:  

• harmonising mandatory compositional requirements for 

infant formula (0-<12 months) with the Codex Infant 

formula standard (0-12 months, where suitable).  

• permitted forms of nutrients 

• food additive permissions 

• labelling issues such as declaration of nutrition 

information, directions for use, preparation and storage 

instructions.  

• Premarket assessment requirements for the  addition of 

substances  

Timing: Consultation paper in late 2014/early 2015 

Aim to be completed within next 3 years 

PROPOSAL P1028 
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CODEX FORMULA STANDARDS 

Infant Formula and Formulas for Special Medical 

Purposes Intended for Infants 

• revised, 2007; amended, 2011 

Follow-up Formula (6-36 months) 

• Codex Commission approved review of 

 25-year old Follow-up Formula standard, 2013  

• Electronic Working Group (eWG) 

− chaired by New Zealand; co-chaired by France & 

Indonesia 

− Australia a member  

− 2 consultation rounds each in 2013 and 2014. 

17 



CURRENT ISSUES IN eWG 

 
• Review nutritional requirements of older 

infants and young children 

• Consider data on inadequate nutritional 

status 

• Compare Codex infant formula and follow-up 

formula standards with those requirements 

• Consider dietary intakes and role of follow-up 

formula 
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FUTURE CHALLENGES 

• Project plan aims for completion by 2017 

• Preliminary stage, yet to agree role(s) of 
product, or include labelling? 

• Yet to draft revised standard: 

− Age categories eg 6-36 months; or 6-12 months 
and 12-36 months 

− Composition  

− ?Labelling  

− Relation to Codex infant formula standard 

• Some aspects likely to be contentious 
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Copyright 

© Food Standards Australia New Zealand 2014  

This work is copyright. You may download, display, print and reproduce this material in unaltered form only  

(retaining this notice) for your personal, non-commercial use or use within your organisation. Apart from any 

other use as permitted under the Copyright Act 1968, all other rights are reserved. Requests for further 

authorisation should be directed to information@foodstandards.gov.au 

 

  

  www.facebook.com/Food.Standards 

 

 @FSANZNews   

 

 www.foodstandards.gov.au  
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Thanks 

 

To Gillian Duffy – preparing the slides 

mailto:information@foodstandards.gov.au

