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Abstract
Objective: The Food Standards Code regulates health claims on Australian food
labels. General-level health claims highlight food–health relationships, e.g.
‘contains calcium for strong bones’. Food companies making claims must notify
Food Standards Australia New Zealand (FSANZ) and certify that a systematic
literature review (SLR) substantiating the food–health relationship has been
conducted. There is no pre- or post-notification assessment of the SLR, potentially
enabling the food industry to make claims based on poor-quality research. The
present study assessed the rigour of self-substantiation.
Design: Food–health relationships notified to FSANZ were monitored monthly
between 2013 and 2017. These relationships were assessed by scoping published
literature. Where evidence was equivocal/insufficient, the relevant government
food regulatory agency was asked to investigate. If not investigated, or the
response was unsatisfactory, the project team conducted an independent SLR
which was provided to the government agency.
Setting: Australia.
Participants: Self-substantiated food–health relationships.
Results: There were sixty-seven relationships notified by thirty-eight food
companies. Of these, thirty-three relationships (52%) from twenty companies
were deemed to have sufficient published evidence. Four were excluded as they
originated in New Zealand. Three relationships were removed before investiga-
tions were initiated. The project initiated twenty-seven food–health relationship
investigations. Another six relationships were withdrawn, and three relationships
were awaiting government assessment.
Conclusions: To ensure that SLR underpinning food–health relationships are
rigorous and reduce regulatory enforcement burden, pre-market approval of
food–health relationships should be introduced. This will increase consumer and
public health confidence in the regulatory process and prevent potentially
misleading general-level health claims on food labels.
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Dietary guidelines have been implemented or are being
developed by more than 100 countries(1). Consistent with
other countries(1), the Australian Dietary Guidelines
recommend consuming a wide variety of foods each day,
based on the five food groups (vegetables; fruit; grain
cereals (mostly wholegrain); lean meats and alternatives;
dairy foods and alternatives), limiting ‘discretionary’ foods
containing high levels of saturated fat, added salt or sugars
and limiting alcohol(2). However, few Australians meet
these recommendations, with less than 10% of adults
eating the recommended five servings of vegetables daily,

while discretionary foods contribute more than 35% of
adults’ daily energy intake(3). There are similar findings
around the world, with increasing levels of people con-
suming suboptimal diets inconsistent with their country’s
dietary guidelines(4–6).

Food labelling has been recognised as an important
area for policy action to improve dietary intakes at a
population level(7). Information provided on food labels
can facilitate comparisons of products and the selection of
healthier choices by consumers(8). One aspect of food
labelling that may be influential in food choice are claims.
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Food companies often use claims on food labels to
market the addition of nutrients to foods or to inform
consumers of certain health benefits or other nutritional
characteristics of products(9). Claims on food labels can be
influential, causing consumers to believe that products
with claims on their labels are healthier than those with-
out(10). Highly processed foods fortified with specific
positive nutrients, such as iron or calcium, are commonly
sold in Australia(11). These foods are usually less healthy
than whole food alternatives and may contribute to
poorer-quality diets(11).

Food labelling is regulated through the Australia New
Zealand Food Standards Code (the ‘Code’ hereafter). Food
Standard 1.2.7 (the ‘Standard’ hereafter) on nutrition,
health and related claims permits three types of claim on
food labels: (i) nutrition content claims highlighting the
presence or absence of a nutrient, e.g. ‘contains calcium’;
(ii) general-level health claims stating, suggesting or
implying that a food or property of that food has a health
effect, e.g. ‘contains calcium for strong bones’; and (iii)
high-level health claims referring to a serious disease or
biomarker of a serious disease, e.g. ‘contains calcium to
prevent osteoporosis’(12).

These claims are regulated in a stepwise manner
(Fig. 1). Nutrition content claims must meet defined qua-
lifying criteria for the nutrient being claimed, to ensure the
product actually does contain (or does not contain, in the
case of reduced/low nutrient claims) that nutrient(12). In
addition to this, general-level health claims must meet
Nutrient Profiling Scoring Criteria based on the energy,
saturated fat, sugars, sodium, fibre and fruit, vegetable, nut
and legume content of the food(13), and there must be
sufficient, good-quality evidence of the claimed food–
health relationship(12). High-level health claims must meet
the requirements for general-level health claims and must
be pre-approved by Food Standards Australia New Zeal-
and (FSANZ)(12). The present paper focuses specifically on
the self-substantiation process for food–health relation-
ships for general-level health claims.

In Australia, the development of food labelling policy
and regulatory standards are separated. Overarching food
policy is set by the Australia and New Zealand Ministerial

Forum on Food Regulation(14). The Forum develops food
regulatory policy and policy guidelines, while FSANZ is
tasked with setting food standards to support these poli-
cies(15). In addition, the enforcement of these standards is the
responsibility of state government enforcement agencies not
FSANZ(16). These agencies vary from state to state. For
example, the New South Wales Food Authority handles the
enforcement of the Code in that state, whereas in Western
Australia, it is local governments’ responsibilities(16). The
personnel enforcing the Code are diverse with a range of
professional backgrounds, who may not have the nutrition
expertise to adjudicate on the specifics of food labelling.

After a lengthy consultation period, and a three-year
implementation period, the health claim standard came
into effect in Australia in January 2016. Prior to this, only
high-level health claims and nutrition content claims
relating to fatty acids were regulated by the Code(17), with
other nutrition content claims self-regulated by an industry
code of practice(18).

While the new Standard provides greater regulation,
there are concerns about the level of protection for con-
sumers and support for public health principles. For
example, if there is no previous systematic literature
review (SLR) published on a food–health relationship,
food companies are able to self-substantiate the evidence
by conducting their own systematic review(12). The pro-
cess for conducting the SLR is set out by FSANZ and gui-
ded by the following principles: systematic, transparent,
comprehensive, based on evidence from human subjects
(as opposed to animal and in vitro studies alone) and
evidence showing causality(12,19).

To be able to make general-level health claims, the
food company must ‘notify’ FSANZ of the food–health
relationships on which the claims are based, certify that
they have conducted an SLR in accordance with the
requirements of the Code, and retain the dossier of evi-
dence(12). Any relationships that have been notified
appear on the FSANZ website(20). The notified existence
of an SLR is sufficient for claims to appear in the market
based on these food–health relationships and, unlike
high-level health claims, there is no pre-market approval
required.

Qualifying and disqualifying
criteria

Qualifying and disqualifying
criteria
Nutrient Profiling Scoring Criteria
Evidence of food–health
relationship

Qualifying and disqualifying criteria
Nutrient Profiling Scoring Criteria
Evidence of food–health
relationship
Pre-market assessment and
approval by FSANZ

High-level health claims

General-level health claims

Nutrition content claims

Fig. 1 Stepwise regulation of claims under the Australia New Zealand Food Standards Code(12) (FSANZ, Food Standards Australia
New Zealand)
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There is no requirement for FSANZ or an enforcement
agency to assess the industry-provided SLR unless a
complaint is made. Public health and consumer groups
voiced their concern about the self-substantiation
process prior to the implementation of the Stan-
dard(21–23). The current system relies on state and local
government enforcement agencies being adequately
resourced to assess the industry-provided dossiers of
evidence to decide whether there is sufficient, good-
quality evidence for the food company to make the
claim. However, enforcement agencies may not have
the time to enforce all food labelling issues, or the
necessary skills to assess the evidence, or they may
prioritise other food regulatory issues over health
claims(24). Therefore, the food industry can potentially
make claims based on poor-quality research if no
complaints are received.

Health policy and systems research is defined as
research aiming to improve how societies organise them-
selves to promote, restore or maintain health(25).
One aspect of health policy and systems research is
implementation research, which evaluates whether
implemented policies are having the intended impact(26).
However, this type of research is often criticised as lacking
rigour(27), and little has been published on the imple-
mentation of policies(28), including self-substantiation of
health claims regulations.

In response to the concerns about both self-
substantiation as a process and the lack of implementa-
tion research in this field, the current project was under-
taken by Cancer Council NSW, a community-based
organisation with public health and nutrition policy
expertise, with the aim of systematically monitoring the
implementation of the self-substantiation process in health
claims regulation in Australia. To the authors’ knowledge,
the project is the first of its kind and provides evidence of
the effectiveness of self-substantiation in food labelling.

Methods

The present project was designed to provide input into the
regulatory process, highlight areas of concern, and draws
on health systems research which looks at the formal
content and instruments of health policy, as well as the
forces influencing decision making(28). A governance
structure was implemented for the research project,
including an advisory panel of food policy practitioners
and academics with specialist expertise in nutrition, public
health and/or food policy, who provided strategic input
into project development and guidance on specific food–
health relationships. Although the project is ongoing,
herein we report the results obtained between July 2013
and September 2017.

A summary of the process can be found in Fig. 2 and
has been guided by the systems that regulate food

labelling in Australia. The FSANZ website was monitored
monthly by the project team for notifications of any new
food–health relationships. Once a notified food–health
relationship made by an Australian company appeared on
the FSANZ website, the level of evidence for the food–
health relationship was independently assessed by the
project team by scoping the published literature for
existing systematic reviews. If a previous SLR had been
conducted and a link between the nutrient and the health
effect established, then no further action was taken as the
relationship was deemed to be substantiated. Relation-
ships notified by food companies based in New Zealand
were excluded from this project as these foods may not be
for sale in Australia.

Where the evidence was equivocal or there was little
published evidence, the relevant state government agency
responsible for food regulation was contacted and asked
to investigate. If the state government agency failed to
investigate, or the response from the agency was unsa-
tisfactory, a systematic review of the peer-reviewed evi-
dence supporting the food–health relationship was
conducted by the project team and provided to the state
government agency. Any systematic reviews undertaken
were conducted using the same method specified by
FSANZ and outlined in Schedule 6 of the Code(29). These
requirements include quality assessment of included stu-
dies(29). As it was developed for systematic reviews used
for substantiating health claims, the quality appraisal tool
developed by Health Canada(30) was used to assess
included studies.

The project was established to test the self-
substantiation system, and not to target the food compa-
nies that notified food–health relationships. As such, the
investigations proceeded only through the state govern-
ment authority process.

Results

The first notified food–health relationship appeared on the
FSANZ website on 4 September 2013. During the study
period, there were sixty-seven food–health relationships
notified by thirty-eight different food companies. Four
relationships were excluded as they were notified by New
Zealand-based companies. Of the Australian-notified
food–health relationships, thirty-three relationships
(52%) from twenty companies were deemed to have
enough published evidence to substantiate the relation-
ship and were not investigated further. Three relationships
were removed from the FSANZ website before being
assessed by the project team. At the time of publication,
one relationship was being assessed by the project team.
The remaining twenty-six food-health relationships were
lodged with the state government agencies for investiga-
tion, including two whose determinations were still out-
standing at time of publication.
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Over the course of the project a total of nine food–
health relationships (13%) were removed from the FSANZ
website. Six of these were lodged with state agencies for
investigation but subsequently removed.

Investigations
The twenty-seven different food–health relationships that
were referred to the state government agencies for
assessment came from nine different companies, and
these were investigated by four different state government
agencies. A summary of the food–health relationships and
the outcomes can be found in Table 1. The health con-
ditions that were the subject of the claims were diverse
with three claims related to weight loss, two for immune
function, two for gut function and digestion, and two for
blood glucose control. Improving appetite, energy, sexual
performance, skin care and muscle/joint function also
appeared as claims.

The length of time for state governments to investigate
and adjudicate on the food health relationships ranged
from 2 months to 30 months.

The first food–health relationship that was investigated
by state enforcement agencies resulted in FSANZ devel-
oping a tool for the enforcement agency to assess the SLR
held by companies. The Getting Your Claims Right
guide(31) provided a checklist for enforcement agencies to
determine whether the SLR was conducted in accordance
with the requirements set out in the Code(12). This
checklist informed the subsequent investigations by state
enforcement agencies.

However, this checklist has limitations. When a food–
health relationship on green tea catechins, caffeine and
weight loss in overweight and obese adults was notified to
FSANZ, the enforcement agency initially stated that the
SLR demonstrating the relationship had met the criteria set
out in Standard 1.2.7(12). After assessing the quality of the
studies and the totality of their results, the authors were
not convinced that there was sufficient, good-quality evi-
dence to support the food–health relationship. Therefore,
we conducted an SLR and concluded that there was no
consistent evidence of the relationship. The state enfor-
cement agency requested permission to share our SLR
with the food company. After the food company was

Ask state
government agency

to investigate

Dossier deemed
insufficient

No response after a
month

State government
agency responds but

will not investigate

Dossier deemed
sufficient

Accept
decision

Reject
decision

Systematic
literature review

No response after 3
months

State government
agency investigates

Ask state
government agency

again

Send systematic
literature review to
state government

agency

Food company 'notifies' FSANZ of the intention to make claims based on the food–health relationship

Brief literature scan conducted

Evidence for relationship
equivocal or insufficient

Evidence for
relationship sufficient

Evidence for
relationship sufficient

END

END

END

State
government

agency takes
action (END)

Fig. 2 The process for monitoring food industry self-substantiation of health claims (FSANZ, Food Standards Australia New
Zealand)
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Table 1 Results of the investigations by state enforcement agencies on self-substantiated food–health relationships made by food companies in Australia, July 2013–September 2017

Dates lodged and resolved (number
of months to resolve)

Food–health relationship/s notified to Food
Standards Australia New Zealand (FSANZ)(52)

State government enforcement agency
response Result

1 Lodged:
19 March 2014

Resolved:
24 September 2014

(6 months)

‘Combination of ingredients in Aspire drink:
citric acid; sodium citrate; taurine; extract
mixture: green tea, guarana, ginger; vitamin
mixture: vitamin C, niacinamide,
panthothenic acid, vitamin B6, biotin, vitamin
B12; L-carnitine and thermogenic effect
(physiological process it triggers is of
thermogenic nature – calorie burning effect)’

The enforcement agency determined that there
was not sufficient evidence for claims based
on this food–health relationship. The food
company was ordered to remove the product
carrying this claim based on this food–health
relationship from sale

The food–health relationship has since been
removed from the FSANZ website. This case
triggered FSANZ and the state government
agencies to work together to develop the
Getting Your Claims Right guide(31)

2 Lodged:
19 March 2014

Resolved:
13 July 2015

(15 months)

‘Green Tea Catechins with caffeine contribute to
modest weight loss in overweight and obese
adults’

The enforcement agency reviewed the
company’s systematic review based on the
Getting Your Claims Right guide(31) and
concluded that there was sufficient evidence
to permit a claim based on this food–health
relationship. The project team conducted an
SLR using the guidance for industry(19) as a
basis for conducting the review. Contrary to
the company’s findings, our SLR did not find
sufficient evidence to support the food–
health relationship. Our de-identified SLR
was provided to the company

The company withdrew the food–health
relationship; however, it remained on the
FSANZ list of notified food–health
relationships as of 1 September 2017

3–8 Lodged:
2 March 2015

Claims no longer on the FSANZ
list:
September 2017

(30 months)

‘Daily intake of 15 ml of apple cider vinegar:
Can help reduce body weight and body fat in
overweight adults.
Can help adults reduce body fat/loose [sic]
weight.
Contributes to weight loss.’

‘Adding apple cider vinegar to a meal
Can help to improve satiety/reduce appetite.
Contributes to/helps carbohydrate digestion.’

‘Apple Cider Vinegar has a prebiotic effect.’

The enforcement agency replied that a
response could not be provided to the
complainant due to the state’s confidentiality
laws

At the time of the complaint, the product
featured health claims based on these food–
health relationships in its online marketing
materials. However, since the complaint was
received, the food–health relationships have
been removed from the FSANZ and company
websites

9–12 Lodged:
10 August 2015

Resolved:
6 October 2016

(14 months)

‘Bioavailable Chromium naturally present in
certain vegetables and fruits contributes to
the maintenance of blood glucose levels.’

‘Bio-actives & fibre inherently present in
Sugarcane:
and maintenance of intestinal health.
contributes to the maintenance of blood
glucose levels.’

The enforcement agency considered that the
SLR provided by the company was sufficient
for the substantiation of these food–health
relationships.

This relationship was not pursued further as the
European Food Safety Authority deemed that
a relationship between the dietary intake of
chromium and the maintenance of normal
blood glucose concentration has been
established(53)

13–15 Lodged:
2 September 2015

Resolved:
25 February 2016

(5 months)

‘Elderberry Fruit Extract (sambucus nigra)
contributes to:
Protection from certain virus strains including
influenza.
Immune modulation.
Normal immune system function.
Cell protection from free radical damage.’

The enforcement agency considered the food–
health relationship on influenza to be the
basis of a high-level health claim, and the
company’s SLR to be insufficient

The food–health relationship on influenza was
removed from FSANZ website. However, all
these claims still appeared on the company’s
website as of 1 September 2017

16 Lodged:
12 February 2016

(ongoing)

‘Dairy products containing approximately 50%
A1 type beta-casein (with histidine at position
67 (His67) of the peptide chain) at levels
within those recommended in the NHMRC
Australian Dietary Guidelines and Intestinal
bloating and digestive pain or discomfort’

The food company was involved in an unrelated
legal case, and the evidence relating to this
food–health relationship was being disputed
as part of this case. Therefore, the
investigation into this relationship was
deferred until the case is resolved

Complaint still in process
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Table 1 Continued

Dates lodged and resolved (number
of months to resolve)

Food–health relationship/s notified to Food
Standards Australia New Zealand (FSANZ)(52)

State government enforcement agency
response Result

17 Lodged:
12 February 2016

Resolved:
31 October 2017

(20 months)

‘Slowly Digestible Starch (SDS) from starch
inherently present in some specific biscuits.
High SDS biscuits provide slow release
carbohydrates over 4 hours after
consumption in the context of a breakfast’

There were claims based on this food–health
relationship in-market at the time it was
raised with the enforcement agency. In
addition to the validity of the food–health
relationship, some of the products carrying
this claim did not meet the requirements set
out in the Nutrient Profiling Scoring
Criteria(13) to allow them to carry health
claims

The packaging has since been modified and the
products no longer carry claims based on this
food–health relationship

18 Lodged:
12 February 2016

Resolved:
28 April 2016

(2 months)

‘Hydrolysed Whey Protein and faster rate of
gastric emptying’

Health claims based on this food–health
relationship were intended to be used in a
formulated supplementary food for young
children. The enforcement agency deemed
that the SLR for the food–health relationship
was sufficient

Claims based on this food–health relationship
are able to be made. No further action was
taken

19–21 Lodged:
30 January 2017

Resolved:
27 July 2017

(6 months)

‘Maca helps contribute to
Energy/Maca is a root plant also known as
Peruvian Ginseng/It is the ancient superfood
of the Inca’s, traditionally used as an energy
tonic by the Incan warriors to naturally
support energy, stamina and endurance.
Healthy mood/Support wellbeing, vitality and
healthy mood/Nature’s Way Super Maca
Tablets help the body cope with stress.
Natural libido support/known as the Andes
aphrodisiac, traditional documents show that
Maca has also been used for healthy libido.’

The enforcement agency concluded that the
SLR held by the company found a consistent
association existed between maca and the
relevant health effects, and that the SLR had
been adequately conducted

Claims based on these food–health
relationships are able to be made. No further
action was taken

22–25 Lodged:
2 May 2017

(ongoing)

‘Hydrolysed Collagen contributes to/helps
Reduce the appearance of wrinkles/support
the smoothing of wrinkles and fine lines.
Support skin firmness/skin elasticity/elastin
production/normal elastin formation.
Support collagen production/normal collagen
formation for the maintenance of normal skin.
Support joint function’

At the time of submission, the enforcement
agency was still waiting on the food company
to provide its SLR

Complaint still in process

26–27 Lodged:
20 September 2017

(ongoing)

‘Mobilee (rooster comb extract) contributes to:
Joint health
Muscle strength’

These food–health relationships were raised
with the enforcement agency, but no
determination has been reached

Complaint still in process

NHMRC, National Health and Medical Research Council; SLR, systematic literature review.
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provided with this independent SLR, it withdrew the
notified relationship and claims from the company’s own
website. However, the relationship remained on the
FSANZ website meaning the company had not formally
withdrawn it from FSANZ.

A series of relationships on apple cider vinegar were
investigated by an enforcement agency. However, on
follow-up with the agency, we were advised that the
confidentiality clauses in that state’s Food Act did not
permit the complainant to receive any updates on the
complaint. Despite this, the relationships in question were
removed from the FSANZ website.

Food–medicine interface
Several notified food–health relationships were for pro-
ducts that may sit on the medicine side of the food–
medicine interface. The food–medicine interface is the
regulatory overlap between certain foods and medi-
cines(32). One notified relationship specifically mentions
that the subject of the relationship is tablets (‘Nature’s Way
Super Maca Tablets help the body cope with stress’), yet
this was deemed to be a food product by the enforcement
agency. In all, there were fifteen different food–health
relationships (56% of the relationships investigated) that
were for products that may be considered on the medicine
side of the food–medicine interface, as determined by the
Food–Medicine Interface Guidance Tool(33).

Non-notified food–health relationships
During the course of investigating notified food–health
relationships, we found that often other food–health
relationships had not been notified. For example, one
company notified three food–health relationships. On
investigating the company’s website, there were other
health claims being made based on other unnotified food–
health relationships. This highlights another problem with
the self-substantiation process. When companies do not
notify FSANZ of all the food–health relationships and yet
make claims based on these unsubstantiated relationships,
these may go unnoticed by the state government enfor-
cement agencies.

Discussion

The present project to monitor the implementation of the
self-substantiation of food-health relationships in Australia
was successful in ensuring that more food–health rela-
tionships notified by the food industry were investigated
by relevant state government enforcement agencies. The
process, although slow, appears to be effective in gen-
erating a response and action from the enforcement
agencies.

The limitations of SLR are well recognised. Studies with
negative findings are often not published and duplicate

publication bias of papers from the same study can lead to
the importance of the results of an SLR being over-
emphasised(34). Similarly, the omission of citations can
also result in a biased SLR(34), as was the case found when
reviewing the evidence relating to green tea catechins and
caffeine and weight loss. While adopting a checklist
approach to reviewing the conclusions of an SLR provides
clarity and a framework for the enforcement agency staff,
the omissions from the company-led SLR were not evident
until a second SLR was presented, including additional
papers omitted from the first SLR.

The results of an SLR may also be biased by who
conducted and funded the review(34). Commercial interests
have been shown to influence SLR outcomes(34), and in
other fields industry-funded research is more likely to be
favourable to the products tested compared with non-
industry funded research(35). As health claims are market-
ing tools that can increase sales of products carrying
them(10), it can be argued that the food industry has a
significant conflict of interest by being allowed to self-
substantiate food–health relationships. Another point of
concern is the way that the individual enforcement agen-
cies deal with the complaints generated by the process.
While some state government agencies were transparent
with their investigations and provided timely and detailed
responses, others would not provide any information to the
complainant. If complaints that are generated by the public
are not responded to, this may cause the public to lose
confidence in the system. Enforcement agencies should
ensure that complainants are provided with feedback on
the progress and outcome of their complaint.

Although every company wanting to make claims needs
to notify FSANZ and hold a dossier of evidence to sub-
stantiate the claim(12), unless a food company requests the
notification to be removed from the FSANZ site, it will stay
on the list of notified food–health relationships, even
when state government agencies make a ruling that the
evidence provided was insufficient or that claims based on
the food–health relationships cannot be made. This may
be problematic if companies fail to notify based on other
companies having already done so. Further, this may also
create an impression that notified claims are approved by
FSANZ. Determining if either of these were happening
was beyond the scope of the current project, and this
should be an area for future investigation.

More than half of the ‘foods’ that had food–health
relationships notified to FSANZ were products that may sit
on the medicine side of the food–medicine interface(32).
Medicines in Australia are regulated under the Therapeutic
Goods Act, Regulations and Orders(36). The processes for
having a product added to the Australian Register of
Therapeutic Goods is more onerous than notifying
through the Code(37,38) and can have substantial fees
attached(39). It is possible that companies are trying to
avoid the more complex processes of therapeutic goods
regulation by applying through the Code instead.
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Given that enforcement of the Code is often reactive
rather than proactive(40), the system relies on complaints
from the public and other food companies to highlight
potential issues. Claims based on unsubstantiated food–
health relationships may remain in the marketplace if
complaints are not made and investigated. This is con-
cerning as it has long been established that health claims
on food labels drive purchases of those foods(10,41,42).
Further, the presence of claims may prevent consumers
from seeking more information on the nutritional value of
the product and therefore lead them to make poorer
dietary decisions based on these claims(43). Allowing
claims that are not underpinned by evidence is potentially
misleading to consumers, who may perceive foods with
claims as healthier than those without claims(44,45). It is
predicted that the demand for processed foods will con-
tinue to rise(46), and the consumption of minimally pro-
cessed core foods, such as fruit and vegetables, is falling(3).
This may contribute further to Australia’s increasing
overweight and obesity rates. Consumers may mistakenly
believe they will receive health benefits from eating foods
carrying claims on unsubstantiated food–health relation-
ships. It is important that unhealthy processed foods are
not permitted to carry unsubstantiated claims, as this may
further drive consumption.

The self-substantiation process has been raised as an
option for regulation of another aspect of the Code:
nutritive substances and novel foods(47). Some of the state
government enforcement agencies themselves have noted
their concern at the self-substantiation process(48). Given
the limitations of the self-substantiation process high-
lighted in the present paper, it is recommended that
FSANZ implement pre-market approvals of health claims,
including thorough investigation of the SLR underpinning
the food–health relationship. This will not only ensure that
the food–health relationships are substantiated by the
evidence, but also remove the reliance on consumer
complaints for the monitoring process, reducing the bur-
den on state government enforcement agencies. We
acknowledge that the recommendation for pre-market
approval shifts resourcing implications from monitoring to
earlier in the enforcement process; however, these
resource costs are justifiable to optimise nutritional intake
and therefore public health outcomes.

There is limited published evidence of the effectiveness
or otherwise of food policy interventions. The current
study presents an analysis of the issues of industry self-
substantiation in food labelling and provides the first
published evidence of the success of the Standard. Further
research should be conducted analysing the impact that
these claims have on consumer behaviour, as well as
ongoing monitoring of the Standard to ensure unsub-
stantiated claims are identified and raised with state gov-
ernment agencies. Research could also be undertaken on
whether self-substantiated health claims in overseas jur-
isdictions are appropriately evidence-based.

Health policy and systems research is often criticised for
not being generalisable to other settings or countries(25).
However, the present study is of significance inter-
nationally. Many countries, including the USA(49),
Canada(50) and countries of the European Union(51), rely
on evidence supplied by the food company wanting to
make claims based on the relationships they are sub-
stantiating. It is reasonable that the issues identified herein
will also apply in other countries. Therefore, there is the
potential that food manufacturers across the world are
making claims based on unsubstantiated evidence.

Conclusions

Supporting public health objectives to reduce chronic
disease related to unhealthy diets and associated
overweight and obesity should be a priority of the food
regulation system. To ensure that SLR underpinning food–
health relationships are scientifically rigorous, as well as
reducing regulatory burden on state food enforcement
agencies, pre-market approval of food–health relation-
ships should be introduced by FSANZ, with the appro-
priate resources made available. This will have the benefit
of increasing consumer confidence in the regulatory
process, as well as preventing potentially misleading
general-level health claims on food labels. In the mean-
time, continued monitoring of the implementation of the
health claims standard will ensure any future dubious
claims are investigated.
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