INFANT NUTRITION

COUNCIL

AUSTRALIA & NEW ZEALAND

Executive Summary

The Modernising the Food Standards Australia New Zealand Act 1991: Impact Analysis
(the “IA”) represents a missed opportunity to identify and implement reforms to ensure
that the people of Australia and New Zealand have access to a safe, affordable and
innovative variety of foods, underpinned by a sustainable, profitable, and secure food
industry in both countries. The IA fails to properly recognise the contribution the food
industry makes to the food system and the development of food standards, and Food
Ministers have been too quick to exclude from further consideration key priorities of
industry raised in previous consultation, including that the objectives of Food Standards
Australia New Zealand (“FSANZ”) should be expanded to include the promotion of trade
as a core goal to be supported. The reforms being pursued by the IA risk deviating
FSANZ resources away from its core purpose of protecting the public from foodborne
illnesses and acute disease, and providing consumers with evidence-based material to
make informed choices, while undermining attempts by industry to drive innovation,
underpinned by research and development, in food industries in both countries.

The Infant Nutrition Council (“the INC”) provides qualified support for Option 2:

Modernising Regulatory Settings, on condition of a number of changes in the proposed
actions under this option. In order of priority, these include:

1. The expedited approvals pathway must be retained. Industry needs certainty
around approval timelines in order to commit to funding research and
development. The expedited approvals pathway rewards innovation and is
necessary for business planning, without which, R&D funding is likely to be

re-allocated to other markets where free-riders cannot capitalise on the work of
others. We note that this pathway is subject to a fee from the applicant, and a
source of revenue for FSANZ that is specifically targeted at the business(es) that
would benefit from approval.

2. Industry-wide levies are a blunt instrument for cost recovery, and the proposal
for a levy on “select food businesses” is vague, and would add to the existing
levies already being paid to governments on both sides of the Tasman by food
businesses, resulting in cost pressures that will increase food prices.



3. There should not be an expansion of “public health and safety” to a definition

that equally prioritises the prevention of acute, foodborne illnesses with long
term population health objectives. The status quo is operating well: FSANZ
concentrates its attention on preventing foodborne illness or injury, primarily in
the acute, post-consumption period; while providing support to long-term
population health goals, through food labelling and health claims to foster
informed choice, and fortification of foods with vitamins and minerals where
appropriate. The INC notes that there are multiple agencies in every jurisdiction
already tasked with addressing population health objectives, whereas no other
agency handles acute illness from food or food preparation.

The INC strongly supports recommendations contained in the 1A which would lead to a
more effective, agile and efficient regulatory system. In order of priority, we agree with
the following proposals:

1.

FSANZ to accept risk assessments from overseas jurisdictions, including
international bodies such as Codex. It is possible that risk assessments
conducted by other reputable research centres covering specific aspects of
FSANZ’s work could also be included.

In principle, the INC would support the prospect of recognition of overseas
standards, subject to oversight. This could be through a “minimal check”
pathway.

Some level of delegation for decision-making around low-risk changes to food
standards would be welcomed, subject to agreed parameters in place for
transparency and appropriateness, and the ability for Ministers to remain the
ultimate authority to make decisions.

The INC recognises that a substantial amount of time and work has been undertaken to

get to this point in the consultation around reforms of the FSANZ Act and the operations

of the agency. However, we believe it is important to get this work done properly, rather

than rush to a suboptimal outcome. We believe further refinements of the proposals in

the IA are warranted, and further consultation with stakeholders is necessary to

improve the final result.



About the Infant Nutrition Council

The Infant Nutrition Council (“the INC”) represents the interests of the infant formula
and toddler milk drink industry in Australia and New Zealand, which advocates optimal
nutrition for all infants. Its membership is made up of global companies; well
established local companies; formula manufacturers; and ingredient manufacturers
and suppliers. All members have signed up to the INC Code of Conduct which requires
that they accept and abide by the local industry marketing codes which are the official
interpretations of the International Code of Marketing of Breast-milk Substitutes (WHO
Code) in Australia and New Zealand.

Introduction

The INC welcomes the opportunity for consultation about the proposals in the
Modernising the Food Standards Australia New Zealand Act 1991: Impact Analysis (the
“lA”). The INC believes the Food Standards Australia New Zealand (“FSANZ”) agency
and its foundational instrument, the FSANZ Act, as well as the Agreement between the
Government of Australia and the Government of New Zealand Concerning a Joint Food
Standards System (“the Food Treaty”) are overall operating well. The joint food
standards system has a strong reputation for delivering food safety, and consumers and
other stakeholders in both countries have high levels of confidence in the system.

However, there is an opportunity to implement reforms to improve the efficacy and
productivity of the system; to ensure it is appropriately resourced and managed; and to
recognise that for Australians and New Zealanders to have confidence in continued
access to adequate, safe foods, the food industry needs to be sustainable, profitable
and secure. Itis unfortunate that the current IA, partly as a result of previous direction
from Food Ministers, has undervalued the role of industry in both producing adequate
and safe supplies of food, but also in ensuring that food is well-regulated, with
addressing appropriate risk assessments through ongoing research and development.

A thriving Australian and New Zealand food industry needs to ensure free and fair trade
remains a priority objective for any food regulatory system, to remain competitive
globally as an exporter, and to ensure adequate and cost-effective access to ingredients
and other imports that may be required for final products. The Food Treaty which
underpins the joint regulatory approach to a food standards system lists as its first
objective at Article 2, to “reduce unnecessary barriers to trade”, recognising the
importance of a strong food and beverage industry to both economies, their exports and
manufacturing employment. This failure to recognise trade as an essential objective of
the FSANZ Act and agency’s business is unfortunate, and the INC urges
decision-makers to reconsider this oversight.



Overall, the INC provides qualified support for Option 2: Modernising Regulatory
Settings, on condition of a number of changes in the proposed actions under this
option, as detailed in this submission.

Options for Reform
The purpose and objectives of FSANZ

The IA identifies a current problem as Unclear definitions have created confusion about
how FSANZ should consider short and long-term risks to health when developing food
regulatory measures. The INC does not agree with this characterisation. We believe the
current activities of FSANZ work well in focusing its attention on preventing foodborne
illness orinjury, primarily in the acute, post-consumption period; while providing
support to long-term population health goals, through food labelling and health claims
to foster informed choice, and fortification of foods with vitamins and minerals where
appropriate. The INC believes the actual problem is that some stakeholders believe that
FSANZ should play an increased interventionist role in the promotion of healthy foods
and actively restrict unhealthy foods, rather than provide consumers with information
symmetry that enables them to make informed choices.

FSANZ was not established to prevent obesity-related chronic disease. An expansion of
FSANZ’s remit into chronic disease prevention will divert resources away from its
primary function —to ensure Australians and New Zealanders have confidence in
accessing a safe and reliable food supply.

In our view, the Overarching Strategic Statement for the Food Regulatory System, read in
conjunction with the Ministerial Policy Statement: The Interpretation of Public Health
and Safety in Developing, Reviewing and Varying Food Regulatory Measures addresses
the nexus of public health and safety very clearly without setting a legally binding
requirement. Making changes to the definition of “protection of public health and
safety” within the FSANZ Act may give primacy to population health over food safety and
may duplicate the activities of other agencies already tasked with delivering population
health outcomes. No further amendment is necessary.

Should there be a decision to provide greater clarity around how ministerial policy
guidance is reflected in the development of food standards, such a communications
strategy should emphasise that this guidance is not binding on FSANZ, but merely one
element FSANZ must appraise when considering whether to revise a food standard.

Reform standard-setting

The INC is supportive of a range of opportunities for creating a more agile, effective and
efficient regulatory system conditional on not losing oversight and opportunity for
consultation, however truncated. For example, we strongly support drawing on risk



assessments from overseas jurisdictions but also risk assessments conducted by other
reputable research centres covering specific aspects of FSANZ’s work. For example,
the work of the New Zealand Food Safety and Science Research Centre and the
Commonwealth Scientific and Industrial Research Organisation.

In principle, the INC would support the prospect of recognition of overseas standards,
subject to oversight. New Codex standards should take priority, although we agree that
no standards should be adopted automatically. This could be through a “minimal
check” pathway. We do not believe the Food Ministers’ Meeting need have arole in
approving standards adopted via this pathway. A risk framework would support FSANZ
to be flexible and proportionate in handling changes to the Food Standards Code. This
would align well with some other food related legislation and regulatory developments
especially as developed in New Zealand. The INC considers an increase in the
timeliness of standards development and the reallocation of FSANZ resources to higher
priority work to be major positive impacts of introducing a risk-based framework.
Should a risk framework approach be agreed, separate work to determine the overall
risk profiles would need to be undertaken with industry consultation.

The indicative risk framework in Table 10 in the IA provides a good starting point but
should be reordered to give priority to extent of risk and scope of impact as these align
with international understanding of risk assessment. Subject matter/expertise should
not be a criterion as this is where other sources of expertise could be drawn upon. The
strategic priority inclusion is cautioned and should be prioritised accordingly, while
there should be added consideration for the risks to trade, export and industry or
national reputation.

The INC supports a pathway to make minor wording changes that would otherwise not
justify an application. Currently only two categories of change can be made —via an
omnibus proposal for technical amendments (grammar, format etc) or via an
application (or proposal) for substantive amendments. A third category of minor
wording amendments to enhance clarity would be a significant advance on current
arrangements.

The INC considers that increasing opportunities for decision making arrangements to
be delegated would support FSANZ to be more flexible and efficient by removing
regulatory burdens. There would, however, need to be specific and agreed parameters
in place to address several elements: the level of delegation, any reduced opportunities
for broader input and oversight, risk of bias, reduced collaboration and compliance
concern. INC does not support delegation of decision-making to jurisdictional
bureaucrats due to their existing role as advisors to Ministers, lack of transparency and
not being collectively subject to the Freedom of Information Act/Official Information
Act. The independence of FSANZ is crucial for maintaining public trust in the safety and
integrity of the food supply. Losing or compromising independence could undermine



the ability of FSANZ to fulfil its objective of protecting public health and safety through
the development of robust and evidence-based food standards.

The INC does not consider that regular reviews of standards necessarily aids relevance
or provides for a more systematic approach to reviewing them. This can be achieved
through consequential amendments if needed. Monitoring standards for performance
and developing criteria for triggering a review could go some way to addressing these
concerns.

Efficient and effective operations

The INC supports the current arrangement relating to the composition of the FSANZ
Board, and does not believe recommended changes from the 2014 review are
necessary. The requirement for nominations being sought from organisations that are
prescribed in the regulations recognises that key stakeholders are properly consulted.
The organisations are proxy for shareholders in a commercial board. Skill preferences
from the Chair are currently informally communicated and this could continue without
legislative amendment.

The INC strongly opposes removal of the expedited approvals pathway, and believes
this would be a disastrous development for the food industry.

This mechanism for applications provides a level of confidence for industry in relation
to bringing products to market and recognises that industry innovation and investment
warrants certainty (at a price) as a means of rewarding that investment and innovation.
Since industry has already accepted the additional payments for this facility, not only
would removal be a strong disincentive for food businesses to invest, undertake
research and development, or operate in Australia and New Zealand but would remove
a source of income for FSANZ when other sources are being explored. In the absence of
any certainty as to time to bring products to market (for a cost), both countries would
lose research and development expertise and product innovation. Consumers would
also lose as a more limited range of products would enter the market. The region would
be by-passed as a destination for products. It is difficult enough to get approved
products into the market without creating further barriers to the market.

Industry levies are recognised as blunt instruments for cost recovery. The INC considers
the proposals are flawed in relation to ‘select food businesses’, target activities and
replacement of current, highly targeted cost recovery mechanisms. We wonder why the
prospect of a non-specific, difficult to measure proposal with high risks of free-rider
effects would replace highly-targeted, measurable cost recovery mechanisms. Specific
questions about the eligibility criteria and calculation of an “acceptable levy” are
premature and ill-advised. Such a proposal warrants a separate consultation process in
order to provide the opportunity for a meaningful, considered dialogue on the costs and
benefits of a broad-based industry levy across international borders applied to selected



businesses (and potentially industries) without duplication and free-rider impacts,
particularly noting that only part of the Food Standards Code applies in New Zealand.
The INC considers that asking stakeholders to identify new entrepreneurial activities for
FSANZ to develop simply to find additional sources for revenue is not an
entrepreneurial approach.

Since New Zealand joined with Australia in the development of food standards for
labelling and composition there have been three funders of FSANZ: the Australian
Government, the New Zealand Government, and industry on both sides of the Tasman
(when seeking expedited applications). New Zealand is in a unique position as it also
undertakes enforcement obligations so is arguably the highest contributor to the
development, implementation and success of the system, proportionally. The INC
believes there is a role for financial contribution by State and Territory governments,
particularly given they have decision-making capabilities in the Food Ministers’ Meeting,
but do not necessarily have financial incentives to ensure efficient and effective
performance of FSANZ. We support jurisdictions being charged levies when
jurisdictions or their Ministers seek proposals or project work, or explore matters that
would warrant a proposal, or request a review of a FSANZ proposal. This could
potentially limit politically driven requests.

Improving system agility

The INC considers the most significant omission in this section is not recognising the
expertise that resides within industry in terms of collaboration and information sharing.
Alljurisdictions that share the Food Standards System have a strong interest in
promoting the economic returns that accrue to governments and their communities
from success in industry. To exclude industry in strategic prioritisation means that vital
information about technical feasibility, cost, consumer intelligence, the innovation
pipeline and more is nhot captured in the analysis, which makes it a largely theoretical
exercise. The system should leverage all the expertise available to it and not provide one
stakeholder group with multiple opportunities to the exclusion of others. FSANZ’s
independence is not jeopardised by having industry contribute views around agenda
and priority setting.

The INC does not support joint priority setting between the Food Ministers and FSANZ.
Ministers are advised by their departments within jurisdictions and joint prioritisation
risks carrying forward departmentalideologies and biases from individual jurisdictions.
It would be better for Ministers to support FSANZ to develop its own agenda with input
from industry and other stakeholders.

The INC supports the proposal that FSANZ could take guardianship over key food safety
databases but on the basis that additional funding is provided for this public purpose



from Australian jurisdictions. It should be noted that the population of the databases is
from data currently supplied by industry at no cost to the system.

The INC has some reservations about Statements of Intent because they would be
legally binding. The same level of consultation as is required of standards would need to
be replicated for Statements of Intent. Prior to the Food Standards Code revisionin
2015, an Introduction for each standard was included which often assisted in
understanding the intent. Recent primary legislation in New Zealand contains purpose
statements which are legally binding. This feature could provide a model.

Other Comments

The INC notes the Terms of Reference called for a focus on inconsistencies with “best
practice.” We agree with the best practice elements described in the IA but make the
following comments:

e under Best Practice Element 3: Operations of the regulator or standard setter are
efficient and effective, resourcing comparisons are made with other
international bodies. FSANZ’s substantive funding equivalent is calculated at
$0.40 per person for New Zealand. This fails to include the separate standard
setting undertaken in New Zealand for the equivalent provisions to those in Parts
3 and 4 of the Food Standards Code that are in part funded by industry and set
separately by New Zealand regulators. We expect the cost of these would likely
exceed the calculation for Australia of $0.70 person per year and to be closer to
the funding delivered in other developed countries;

e under Best Practice Element 4: Regulatory approaches and partnerships drive
system agility, there is no recognition of working with industry, the contribution
industry makes to the system such as populating some of the databases in
Australia or the provision of information and evidence that is provided to FSANZ.

The INC notes the Net Benefits calculations. Under Component 3, the qualified costs
for industry must include investment in research, not just product development. The
INC considers that there is a significant cost in lost investment in research and
innovation and lost product development overseas since no guarantees about timing of
return on development investment could be made. Additionally, the impact could “also
deter potential international food companies from operating” in Australia AND New
Zealand. For some reason, New Zealand has been omitted from this consideration.

The INC considers there is a qualified cost for consumers of a reduced range of
products with some aspects of Option 2 under Component 3, as per the previous
paragraph. We consider that the definition of low-risk pathways would not preclude the



potential for safety to decrease in the food regulatory system and this should be omitted
from the cost-benefit analysis.

The INC disagrees with the weighted assessments provided by the IA in Chapter 8 with
respect to Option 1, which is significantly undervalued, and Option 2, which is
significantly overvalued. The assessment ratings are highly subjective and appear
self-serving. These assessments do not represent the full range of stakeholder views,
and previous concerns raised by industry have been significantly downgraded.



