A fundamental public health nutrition principle is that it
is the total diet, not individual food products that
determine health. Conventional wisdom acknowledges
that there is no such thing as a good or bad food, only
good or bad diets. Terms such as balance, variety and
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Abstract

Objective: To propose a policy framework for the regulation of functional foods and
health claims within a public health context.

Design: This article reviews the empirical evidence and public health principles
associated with functional foods and health claims to analyse the issues, challenge the
assumptions that have emerged and explore options for moving forward.

Setting: Functional foods and health claims are among the more controversial and
complex issues being debated by food regulators internationally. Proponents of
functional foods and health claims state that functional foods may reduce health care
expenditure and health claims are a legitimate nutrition education tool that will help
them inform consumers of the health benefits of certain food products. Conversely,
opponents of these developments respond that it is the total diet that is important for
health, not so-called ‘magic bullets’. Moreover, they argue that health claims will
enable manufacturers to indulge in marketing hyperbole and essentially blur the
distinction between food and drugs. This topic provides a valuable case study of
public policy in relation to food and health.

Conclusion: The need to maintain a general prohibition on health claims while
accommodating specific exemptions supported by scientific substantiation is
recommended. Nutrition education and monitoring and evaluation are integral to
the proposed regulatory framework. The intention of this policy position is to
encourage research and development of innovative food products while avoiding an
inappropriate medicalization of the general food supply.
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bad food, they suggest there may now be good foods. It
is suggested that the health benefits of functional foods
may be conferred by a variety of production and
processing techniques, including fortifying certain food

moderation have become the common parlance of

nutrition education.

Functional foods are a concept that some claim will
represent a departure from the conventional relation-
ship between food and health. Although the term
functional food is commonly used and there is now a
scientific journal dedicated to the subject’, there
remains a lack of consensus on a definition for the
term and it is not recognized from a regulatory
perspective. Functional foods are generally described
as food products that may deliver a health benefit
beyond providing nutrients'?. Certain stakeholders are
now suggesting that conventional wisdom should be
amended, while there still may be no such thing as a
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products with specific nutrients, phytochemicals or
active microorganisms. It is also being suggested that
with increased knowledge of the genetic basis of
certain diseases and the genetic profile of individuals, it
may be possible to construct functional foods tailored
to individuals health needs>.

Certain food manufacturers, and to a lesser extent,
some medical research scientists, are calling on food
regulators to permit the use of health claims on food
products. For the purpose of this paper we define a
health claim as: ‘Health claims means any representa-
tion that states, suggests or implies that a relationship
exists between a food or a nutrient or other substances
contained in a food and a disease or health-related
condition.’ This is the definition drawn up by the Codex
Alimentarius Commission (Codex)*. The existence and
promulgation of functional foods is contingent upon
regulatory approval for the use of health claims. Food
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manufacturers state candidly that if they do not have
the ability to promote the potential health benefits of
their products to consumers, that research and
development into functional foods is unlikely to
proceed. In this context the push for functional foods
and health claims may be regarded as a strategic
‘agenda’ to enable a specific form of development of
the food supply by certain manufacturers.

Functional foods and health claims are among the
most complex and controversial issues facing food
regulators both nationally and internationally. The
conceptual nature of functional foods and the
prohibition on explicit health claims in most countries
has resulted in a lack of information with which to
make decisions. Stakeholders have tended to initiate
and frame this public policy debate around opinions
and speculation, rather than empirical evidence. The
purpose of this article is to review the current
developments, analyse the issues from both a
theoretical and empirical perspective, challenge the
assumptions that have emerged from the often
adversarial debate between different stakeholders
involved in these topics and explore options for
moving forward.

The state of play

Food regulation policy in relation to health claims is
now being reviewed in many countries. At its 24th
session the Food Labelling Committee of the Codex
Alimentarius Commission, the international food
standards agency, agreed that further discussion
about health claims would be deferred so as not to
compromise the progression of the Draft Guidelines for
Use of Nutrition Claims®. With the adoption of these
guidelines, Codex has now agreed to circulate
proposed draft recommendations on health claims for
comment®, While most countries do not permit the use
of health claims (as defined above), in recent years
several countries including the USA, South Africa and
Japan have developed regulatory frameworks permit-
ting certain claims to be made, albeit within strict
guidelines.

The challenge confronting food regulators charged
with formulating policy on this topic is the lack of
available empirical evidence. Debate and decision-
making associated with the functional foods/health
claims agenda is frequently based on assumptions. This
was the situation confronting the American Food and
Drug Administration (FDA) in the preparation of its
pioneering work associated with the American Nutri-
tion Labeling and Education Act (NLEA). The FDA
issued the final regulations implementing the NLEA in
1993 and this has resulted in extensive changes to food
labelling in the USA, including permission for
manufacturers to use model health claims for those
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food products which satisfy specified qualifying
criteria’. An example of one such model health claim
is, ‘Low-fat diets rich in fiber-containing grain products,
fruits, and vegetables may reduce the risk of some types
of cancer, a disease associated with many factors.’

A critical component of the decision-making process
associated with the passage of the NLEA was the
publishing of a regulatory impact analysis in the form of
an economic cost-benefit study. The FDA estimated
that allowing manufacturers to make food label
changes in response to the NLEA, particularly to place
new nutrient content claims and health claims on
product labels, would over a 20-year period result in at
least 12,600 lives saved and up to $21 billion saved®.
This analysis was based upon a number of questionable
assumptions, including that:

e consumers would read and understand nutrient
content claims and health claims;

e consumers will then be motivated to change
behaviour, and

e consumers will change behaviour.

This exercise represents a simplistic and unrealistically
positive analysis of a complex public policy matter. The
likelihood that there would be a significant impact on
reducing mortality in the population would require all
these assumptions to be met. However, preliminary
research using focus group testing indicates that
consumers are sceptical of health claims and feel
‘bombarded’ by diet and health information’. Different
wordings and different presentation styles for improv-
ing the communication effectiveness of FDA-approved
health claims has since been trial tested in consumer
research by the FDA'®. The results of this testing do not
support the use of health claims as being an effective
public health intervention to change people’s food
choices to achieve healthier diets.

In the absence of additional empirical evidence for
planning the regulation of potential functional foods
and health claims we explore possible policy options
for their regulation by analysing the topic from a
theoretical perspective. Firstly, we examine the
‘performance’ of the current food supply and the
system within which it is regulated to assess the need
for change. Secondly, we analyse the rationale to the
functional foods/health claims agenda in accordance
with objectives for the setting of food standards.

Does the food supply and its public policy
regulation need to be changed?

Is tbere a need to fix’ the food supply?

An implicit assumption of the functional foods/health
claims agenda is that worldwide the food supply needs
to be ‘fixed’ on public health grounds. It is a paradox
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that those countries most actively engaged in the
functional foods/health claims debate have a histori-
cally unprecedented quantity and quality of food
currently available to promote public health. In most
developed countries there are few inherent nutrient
deficiencies in the food supply. While national dietary
surveys often do reveal that there may be inadequacies
or dietary imbalances among individuals or subgroups
within the population, generally, these dietary pro-
blems are associated with underlying socioeconomic
circumstances. In this context, functional foods
represent a form of technological intervention that
may ‘treat’ the immediate symptom without addressing
the underlying cause. This form of solution is non-
sustainable as the cause remains and a reliance may be
created on ongoing treatment rather than prevention.

In developing countries, while there may be
problems with the food supply, the limitations of
functional foods as a potential solution are more stark
than in developed countries. The food and nutrition
challenges are embedded in chronic shortages of safe,
sufficient and suitable food principally resulting from
economic and environmental problems. These funda-
mental deficiencies are unlikely to be ameliorated
simply by the existence of sophisticated value added
food products.

Is tbe conventional food regulatory policy
‘broken’?

The conventional food regulatory policy in relation to
health claims has been criticized by some stakeholders
as being both ‘old and outdated’ and discouraging
research and development opportunities and not being
able to prevent abuse. However, the conventional
policy adopted in most countries is based on the
fundamental scientific principle that it is the total diet,
not individual foods, that determine health outcomes.
This principle is as relevant today as when the policy
was first developed.

While the majority of food manufacturers abide by
regulations associated with health claims, research in
Australia'! and the UK'? has identified a significant
level of contravention. It may be that there is not an
inherent problem with the policy position as such,
rather there is a need to strengthen enforcement
capabilities and tighten loopholes that are fostering
misinterpretation of the intent of the policy position.

Food manufacturers are able to take advantage of
many opportunities to incorporate nutrition informa-
tion on their food labels and in advertising. For
example, Codex and most countries have regulations
permitting the use of nutrient content claims on food
labels to describe the level of a nutrient contained in a
food, e.g. low fat’, or ‘source’ of a vitamin®. In addition,
food manufacturers are normally allowed to use
nutrient  function claims which describe the
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physiological role of the nutrient in growth, develop-
ment and normal functions of the body, e.g. ‘Contains
folic acid: folic acid contributes to the normal growth of
the fetus’. Difficulty arises when it is not clear whether
a claim may be an illegal health claim or a legal nutrient
function claim. This is more an issue of interpretation of
the regulation, rather than a flaw in the logic to the
regulations and there is a need for food regulators to
clarify permissible nutrient function claims.

Public health and consumer associations are asking
why the converse of the current agenda to permit
health claims on food products cannot be explored
with equal tenacity>', Specifically, whereas the
manufacturers of certain food products may be
permitted to make dietary guideline-type claims, as
represented by the model NLEA claims, then it is
suggested that there should be a requirement for
manufacturers to include ‘health warnings’ on product
labels where there is evidence that a product may be
inconsistent with dietary guideline recommendations.
An example of a health warning being proposed is: ‘this
is a high sugar food, high sugar foods eaten frequently
cause tooth decay’.

The functional foods/health claims agenda and
food standards objectives

Will functional foods/bealth claims promote/
compromise public bealth?

Public health is characterized by a focus on popula-
tions. Generally, interventions designed to promote
public health may be categorized into two health
paradigms: those that aim to address the underlying
determinants of health in populations as a whole, and
those that aim to modify dietary behaviour and reduce
the level of risk factors in individuals.

The most powerful determinants of the health of
populations are the social, economic and cultural
circumstances in which people live'>. Populations
with lower socioeconomic status suffer a dispropor-
tionate burden of ill-health and disease. Interventions
directed at promoting the health of populations need to
address the underlying social, economic and cultural
circumstances in which health is created. Interventions
also need to preserve the integrity of environmental
resources, including the food supply, that are essential
for health'®.

Interventions directed at preventing life-style-related
disease in individuals generally aim to address the risk
factors associated with disease, by changing relevant
behaviours, including dietary behaviour. In this context
in particular, food is regarded as a commodity that is
modified to assist the dietary reform process.

The rationale to and the purpose of interventions
within each of these two paradigms are quite distinct
and it is important to keep expectations of their impact
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on public health in perspective. Moreover, the
appropriateness of interpreting and applying the
findings of clinical research to generate public health
policy is unclear because clinical research is generally
designed to investigate the effectiveness of interven-
tions aimed at individuals not populations. This
provides a salutary lesson for expectations associated
with the functional foods/health claims agenda.

The scientific evidence to substantiate the claimed
physiological action(s) of potential functional foods
will generally be derived from clinical research trials.
However, the results of such trials cannot be expected
necessarily to translate to the ‘real world’ where free-
living people, may have different age, sex, cultural and
life-style behaviour patterns which may interfere with
the variables investigated. Essentially, sophisticated
food technologies are used to produce functional
food products in accordance with findings from
medical research. In this context, functional foods are
a form of ‘technological intervention''”. It is unreason-
able to expect technological interventions to ‘solve’
complex social problems. Instead, it may be more
appropriate to place expectations regarding functional
foods and health claims within the context from which
they were developed, i.e. potential impacts in certain
individuals.

For example, psyllium is a very rich source of soluble
fibre and has been included as an ingredient in a
breakfast cereal. Feeding trials have indicated that a
psyllium-based breakfast cereal reduced cholesterol
levels by approximately 9% when consumed as part of
a low-fat diet’®'®. The manufacturer of the breakfast
cereal urged the FDA to consider the following health
claim for psyllium and coronary heart disease®’: ‘Low-
fat diets that include foods high in soluble fiber from
psyllium may help lower blood cholesterol levels,
which are among the risk factors for heart disease.’

There are two questions relevant to translating the
scientific data into a health claim:

¢ How relevant are the findings to the majority of the
population? The feeding trials involved middle-aged
men who were hypercholesterolaemic. Is it appropriate
to extrapolate these findings to men who are not
hypercholesterolaemic, to women, to children?

¢ Are there special considerations that need to be
taken into account? The studies reported that between
3 and S servings per day of the breakfast cereal were
required to achieve the 9% reduction in cholesterol
levels.

The nature and scope of a potential health claim must
be consistent with the scientific data and the paradigm
within which research was conducted. In the case of
psyllium, as one study concluded, ‘a psyllium enriched
breakfast cereal is a useful adjunct to the dietary
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management of hypercholesterolaemia'®'. In this
context a health claim targeted to specific individuals
may be warranted, however, it is not clear how a health
claim relevant to the population as a whole could be
justified.

There are many aspects of the relationship between
food and health that remain unknown. The relationship
is complex and it is often premature to assume that full
account can be taken of the public health impact of
novel changes in the composition of foods. The
reduction of nutritional analysis to single foods, or
nutrients, and single health outcomes is problematic as
the introduction of one intervention can create broader
and more profound impacts particularly in distorting
nutrient metabolism. For example, the interaction
between nutrients may affect their bioavailability, as
occurs with the interference between excessive calcium
intake and iron absorption®?.

Moving forward: a potential regulatory
framework

A nutrition information food standard

It is suggested that the regulation of potential functional
foods and health claims be addressed within a
framework that comprehensively encompasses the
scope of nutrition information on the food label.
Specifically, a separate food standard could be
established to facilitate the use of the food label as a
vehicle to inform the consumer of both the ingredient
and nutrient content of a food and the relationship
between food and health.

A conceptual framework of the continuum of
potential nutrition information on food labels has
been adapted from a previous concept paper on this
topic'” and is outlined in Table 1. The intention of this
framework is to illustrate the relationship between the
different types of potential nutrition information that
may appear on food labels and to suggest where claims
for functional foods may fit within the health claims
context.

The different claims are categorized in Table 1 on the
basis of the relationship between nutrients or foods and
health that they are describing. The health orientation
of the claims shifts incrementally from the left to the
right of the continuum from describing health relation-
ships for the general population to disease prevention
and treatment relationships for population subgroups
and individuals. In parallel with this shift the degree of
regulatory control over the potential claim increases.
Therapeutic, or medicinal, claims are included within
this framework to place the extreme of the continuum
in perspective.

It is suggested that health claims be considered in
two distinct contexts in accordance with the health
outcome that they describe:
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Table 1 Conceptual framework for nutrition information on food labels (22 food—drug interface)

79

Nutrient Nutrient Therapeutic
content function (medicinal)
claims claims Health claims claims
Definition A nutrition A claim that Any representation that 2 Based on the
claim that describes the states, suggests or v~ relationship
describes the physiological implies that a Z between a drug
level of a role of the relationship exists % and the
nutrient nutrient in between a food or a % prevention/
contained in a growth, nutrient or other % treatment of a
fi development substances contained in / disease
and normal a food and a disease or %
functions of the health-related %
body® condition* é
Target General General General Subgroups / Individuals with
group population population population and % a disease or an
(dietary indviduals ZZ abnormal
guideline (functional é physiological
claims) claims) 4‘ condition
Healthe— »Di

¢ ‘Dietary guideline’ claims. These health claims are
intended to reinforce dietary guideline messages. They
relate a food, or nutrient in a food, to a dietary guideline
recommendation. These claims are targeted at the
general population. An example of this application is
the NLEA approach permitting model health claims.

¢ ‘Functional’ claims. These health claims are
intended to describe the influence of a food, or
biologically active substance in a food, on a specific
physiological process related to a disease or on a health
outcome. These claims are targeted at population
subgroups or individuals.

Elements of a suggested public policy for
bealth claims

From a public health perspective it is recommended
that the current policy of a general prohibition on
health claims in most countries be maintained to reflect
the fundamental nature of the relationship between
food and health. However, the policy should permit
certain exemptions to this prohibition. Specifically,
food regulators could permit dietary guideline claims
and in certain cases functional claims. The former
exemptions may support the promulgation of the
dietary guideline recommendations among the popula-
tion and the latter may offer benefits for certain
individuals, particularly those with adequate resources
and skills to incorporate potential functional food
products appropriately into their diets.

With this policy principle in place, the main need for
food regulators is to clarify provisions permitting
certain health claim exemptions to the general
prohibition. The following provisions are suggested.

Scientific substantiation
Scientific substantiation will be central to the approval
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of specific exemptions to the general prohibition on
health claims. It has been described? as essential to
demonstrate:

¢ that the food (or components) in question will cause
a significant physiological benefit when consumed by a
person as part of a normal diet,

¢ that a beneficial effect can be achieved by consum-
ing a reasonable amount of the food on a regular basis,
e the minimum or maximum amount and the fre-
quency of consumption required to achieve an effect,
¢ that the beneficial effect is maintained over a
reasonable period of time, and is not a short-term
response to which the body adjusts,

o who may benefit from the effect, e.g. whether this is
the entire population, at risk groups or individuals with
a disease, and

o how the effect is brought about, although the exact
biological mechanism(s) may not be fully understood.

The substantiation for dietary guideline claims has
effectively been established in the process of develop-
ing dietary guideline recommendations. It is antici-
pated that the evidence for substantiating functional
claims generally will be driven by medical research
findings and would need to be assessed on a case-by-
case basis. It may be desirable to approve a licence of
exclusivity over specific claims to protect the invest-
ment of certain manufacturers in researching and
developing innovative products. Alternatively, there
may be circumstances where the need for such claims is
initiated by special government policy. For example, to
encourage folate fortification of staple foods as an
intervention to prevent neural tube defects®*.
Governments have effectively sanctioned the devel-
opment of functional foods when they are promoting
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folate fortification as an intervention to increase the
folate intake of target individuals and thereby prevent a
specific disease outcome. The necessary substantiation
required for a functional claim to be made has been
implicitly condoned within the policy development
process. The use of a health claim to complement this
intervention could have the benefit of informing the
target individuals of the benefit of consuming fortified
products and informing other individuals who may

wish to avoid such products®.

It has been suggested that systematic review of the
scientific data should be used to assess the validity of
health claims®. While systematic review has become an
established method for assessing the evidence for the
effectiveness of medical interventions, it has not hitherto
been used in assessing the validity of potential health
claims. A systematic review aims to ensure that all the
scientific evidence is considered and that studies included
meet defined standards of methodological quality.

In its major review of the NLEA, the Keystone
report®’ identified that the scientific evidence may be

drawn from three general types of data:

e epidemiological data (derived from studies of
population or groups assessing associations between

food substances and disease),

e data on biological mechanisms (derived from
chemical, cellular or animal models investigating

plausible mechanisms of action), and

¢ data from intervention trials (derived from con-

trolled intervention trials of human subjects).

A hierarchy of evidence amongst experimental studies
ranging from randomized controlled trials to descrip-
tive studies has been suggested to identify the most
reliable and valid studies?. It is suggested that data
from chemical, cellular or animal experiments should
only be used to provide supporting evidence. Good
quality intervention trials need to be of sufficient
duration, size and as ecologically valid as possible,
i.e. generalizable to free-living populations eating
reasonable amounts of food at reasonable frequency?’.

Criteria for evaluating the validity of data and the
quality of studies as part of a systematic review of
studies for drawing conclusions about cause and effect
have been suggested by Susser®’, Bradford Hill** and
Ink and Shinnick?®. The following criteria are distilled

from these sources:

¢ Consistency. The observed association should have
been observed more than once by different persons, in
different places, under different circumstances and at

different times.

e Strength and quality. The study design needs to be
appropriate for exploring the asserted relationship and

the results must be statistically significant.
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e Biological plausibility. The relationship should be
supported by a mechanistic theory which fits in with
wider physiological and biochemical dogma.

e Demonstrate an effective dose (a dose-response
relationship has been recommended for drug trials but
this criteria may be unrealistic in a food context).

e Show a temporal relationship. Interventions should
be followed by health outcomes not vice versa.

e Specific. A variable should predict the occurrence of
another with precision.

Once the systematic review has been completed there
will be a need to make judgements, based on the
deliberative evaluation of all existing data, on whether
to authorize a health claim. The NLEA has provided a
model for this process which specifies seeking
significant scientific agreement among independent
and expert scientists’’. This procedure could be
subjected to the Yjudicial principle’ which provides a
practical approach to decision making where absolute
proof may not be available but there is sufficient
evidence to commit a jury to take action®’. The nature
and extent of the scientific evidence required must be
determined on a case-by-case basis.

The food product

The rationale to health claims is that they will promote
the selection of certain food products to benefit
nutritional health outcomes. As such it is important
that the food products on which potential health claims
may appear reflect the public health intent of this
intervention and do not compromise broader public
health outcomes. Certain safety and compositional
criteria need to be met for a food product to qualify for
a health claim. Specifically, the food must:

* make a significant contribution to the nutritional
composition of the diet,

e not contain certain excess (disqualifying) levels of
nutrients that may be inconsistent with the dietary
guidelines,

e not be toxic or cause allergic reactions at high
consumption levels or adversely displace other foods in
the diet, and

e contain the active biological substance in a viable
form, especially in relation to microorganisms, and
there should be a sufficient amount in a reasonable
quantity of the food.

The claim

A potential health claim on a food product must
accurately convey the science resulting from the
substantiation process. As such, it needs to:

e convey the relationship of the food to the total diet,
® be consistent with the nature and scope of the
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research, if the data are collected from a representative
cross-section of the population, then the claimed
benefit can extend to the whole population. Alterna-
tively, if the data are collected from a specific target
group, then the claim should only refer to a benefit for
this target group,

e be complete and understandable to consumers,

e be qualified with a warning statement where
appropriate, e.g. about potential allergens or intoler-
ance factors, and

® be qualified with a statement of intended use where
appropriate, e.g. level and frequency of consumption
required for a health effect.

Complementary initiatives

Integral to the development of a comprehensive
nutrition information standard is the need to ensure
that adequate and timely resources are made available
for initiatives to complement the implementation of
the standard and to protect public health and safety.

Health claims are not a panacea to promote
consumer understanding of the relationship between
food and health. The food label is essentially one tool
that can complement broader nutrition education
initiatives. It would be simplistic to assume that
providing more information will necessarily help.
While some consumers may assiduously read food
labels, others are clearly overwhelmed when con-
fronted with the bewildering array of messages, often
couched in technical language. The NLEA has
addressed the issue of health claims as just one
component of an integrated and comprehensive
nutrition education strategy>~. It is within this broader
context that health claims may have a role.

One purpose of nutrition education is to place
nutrition information in a meaningful context. Armed
with sound nutrition principles, consumers will be
better placed to navigate their way through the myriad
of messages and cacophony of claims that already exist
in the marketplace?. Consumers need to be given the
opportunity to make informed decisions regarding
potential health claims associated with individual food
products and educated about how these products
might best be accommodated within their overall diets.

From a public policy perspective, there is a clear
need for a monitoring and evaluation mechanism that
can collect and analyse data in a timely and compre-
hensive way to inform future decision making. Conven-
tional risk assessment procedures for novel ingredients
and products are generally limited to short time frames
and to considering the ingredient or product in isola-
tion. Information on both consumer awareness and
understanding of potential health claims and functional
food products, and of their broader public health
impact alone and in combination with other foods and
over both short and extended time periods, is required.
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Conclusion

The functional foods/health claims agenda forces food
regulators to establish a regulatory regime that will
provide food manufacturers with a secure framework
for their product research, development and market-
ing, while upholding the protection of public health
and safety. How the relationship between food and
public health is defined and who is best placed to
inform consumers have become the moral grounds
over which the functional foods/health claims agenda
has been framed. Currently there is a lack of both
empirical and theoretical evidence to sustain an
argument that functional foods and health claims will
either promote or harm public health.

At a technical level the debate concerns the
appropriateness of extrapolating the limited available
data, derived predominantly from clinical studies on
individuals, to change public health policy intended for
the population as a whole. It may be unreasonable to
expect that interventions targeted at an individual's
dietary intake can affect population-wide health
objectives. Here the need is to ensure that if food is
constructed as a form of technological intervention,
expectations about its potential impact on public health
must be kept in perspective. This in turn raises
questions about the nature of scientific data to generate
or change public health policy, the quantity and quality
of scientific evidence necessary for evidence-based
decision making, and the context within which
potential claims should be based. As such, the
functional foods/health claims agenda provides a
valuable case study of the public policy process in
relation to food and health.

Our analysis accepts that there may be potential for
certain medical benefits in which food products may
approach the action of drugs for specific individuals.
Regulatory change could be set in a context of offering
individuals more choice to construct a diet consistent
with medical advice and to assist at-risk individuals to
reduce risk factors and help prevent disease. From a
public health perspective it is recommended that the
policy of a general prohibition on health claims be
maintained to reflect the fundamental nature of the
relationship between food and health. However, the
policy should permit certain exemptions to this
prohibition to accommodate the potential for food
manufacturers to formulate products that are taking
advantage of the data emerging from scientific studies.
There may be potential benefits for certain individuals,
particularly those with adequate resources and skills to
incorporate potential functional food products appro-
priately into their diets. In this context the main need is
for food regulators to clarify provisions permitting
certain health claim exemptions to the general
prohibition.
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It is intended that this policy position will prevent
a general ‘medicalization’ of the food supply, i.e.
preventing the marketing and promotion of food as a
form of drug, while enabling innovative food product
research and development to be pursued.
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