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Australian Food and Grocery Council
Submission to FSANZ: Food for Special Medical Purposes February 2003

1 EXECUTIVE SUMMARY

The Austtalian Food and Grocety Council (AFGC) makes this submission to Food Standards
Australia New Zealand (FSANZ) in response to the Draft Assessment Report on Proposal
P242 — Foods for Special Medical Purposes.

AFGC has one key objection to this draft assessment report.

FSANZ has failed to demonstrate a market failure argument that would require
regulatory intervention for foods for special medical purposes (FSMP).

By theit own admission there is no evidence of market failure in the production of FSMP and
sales of FSMP are controlled by health professionals and through hospital tenders which
based on any risk analysis would “provide adequate information. ...to enable consumers to make an
informed choice” while “protecting public health and safety”.

The AFGC considets that:
e as there is no evidence of increased risk to public health and safety; and

¢ 1o need to invoke the power of the FSANZ Act to change the current access
arrangements for FSMP

there is no putpose in changing the regulatory requirements for FSMP in Australia
and New Zealand.

AFGC recommends maintaining the status quo as the least cost option for all parties
in line with established COAG policy and the principle underpinning the Revision of
the food standard code “less prescriptive, where appropriate”.

Notwithstanding this objection, should FSANZ pursue Option 2 and proceed to regulate
FSMP, then AFGC recommends that an industty consultative group be established to
ensure the minimum effective regulation is developed at least cost to all parties.

The AFGC suppotts FSANZ in broadening the definition of special purpose foods as per the
Codex definition of foods for special dietary uses

The AFGC recommends that advice be sought from the Australia New Zealand Food
Regulation Ministerial Council (ANZFRMC) through the Food Policy Unit for the
approptiate policy principles that should be considered in developing standards for
special purpose foods and, in particular, FSMP.

The AFGC contends that if efficacy (a patticulatr medical term) is an impottant principle for
special purpose foods then the determination of this policy should be made by ANZFRMC
before any standard for FSMP is determined.

The AFGC notes that no evidence is presented by FSANZ to suppott the statement
concerning significant public health and safety risks or any evidence to suppott the statement
of high rates of self-treatment for morbid obesity.

The AFGC considers that the evidence used by FSANZ to support restricting advertising of
FSMP to the general public 1s inadequate.

The AFGC recommends that advertising of FSMP should be permitted in both health
professional publications and in lay organisations’ self-help group publications.
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The AFGC recommends that sound science be used for risk assessment in detetmin-
ing tolerable upper intake limits (TUIL) for vitamins and minerals contained in
FSMP.

The AFGC recommends that no upper limits for micronuttients be prescribed, given
o the close medical/ bealth professional supervision available for persons requiring FSMP,

®  the labelling requirement for ‘medical supervision”, and

o the lack of appropriate risk assessed TUIL for micronutrients for persons requiring FSMP

The AFGC recommends however that, should sound science indicate a risk to health
for a particular micronuttient in persons requiring FSMP, this be expressed as a
maximum daily amount, rather than as a prescribed qty/100k], to allow for variation in
daily enetgy requirements, especially in the elderly. This would be consistent with the
approach to VLED.

The AFGC accepts the FSANZ recommendation that VLED have a minimum daily amount
set for the micronutrients

The AFGC does not support regulation for generic labelling information on the label
of FSMP.
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2 THE AUSTRALIAN FOOD AND GROCERY COUNCIL

The AFGC is the peak national organisation representing Australia’s packaged food, drink and
grocery products industry.

The membership of the AFGC comptises more than 185 companies, subsidiaries and
associates which constitutes in the order of 80 per cent of the gross dollar value of the highly
processed food, beverage and grocety products sectors (A list of members is included at
Appendix 1.) The AFGC tepresents the nation’s largest manufacturing sector. By any measure
Australia’s food, drink and grocery products industry is a substantial contributor to the
economic and social welfare of all Australians. Effectively, the products of AFGC’s member
companies teach every Australian household.

The industty has an annual turnover in excess of $54 billion and employs 165,000 people —
almost one in five of the nation’s manufacturing workforce. Of all Australians wotking in the
industry, half are based in rural and regional Australia. And the processed food sector sources
more than 90 per cent of its ingredients from Australian agticulture.

The AFGC’s agenda for business growth centres on public and industry policy for a socio-
economic environment conducive to international competitiveness, investment, innovation,
employment growth and profitability.

The AFGC’s mandate in representing member companies is to ensure a cohesive and credible
voice for the industty, to advance policies and manage issues relevant to the industry and to
promote the sector and the virtues of its products, enabling member companies to grow their
businesses.

The Council advocates business mattets, public policy and consumer-related issues on behalf
of a dynamic and rapidly changing industry operating in an increasing globalised economy. As
global economic and trade developments continue to test the competitiveness of Australian
industry, trans-national businesses are under increasing pressure to justify Australia as a
strategic location for corporate production, irrespective of whether they are Australian or
foreign owned. In an increasingly globalised economy, companies’ ability to internationalise
theit operations is as significant as their ability to trade globally.

Increased trade, rationalisation and consolidation of businesses, incteased concentration of
ownetship among both manufacturers and retailers, intensified competition and a dynamic,
increasingly complex and demanding consumer are features of the industry across the globe.
Moreover, the growing global middle-class of consumers is more sophisticated and discerning,
driving innovation and differentiation of products and services.

The AFGC is working with governments in taking a proactive, even tactical approach to
public policy to enable businesses to tackle the threats and grasp the dual opportunities of
globalisation and changing consumer demands.
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3  GENERAL COMMENTS ON THE PROPOSAL

To meet government policy objectives, the Council of Australian Governments’ (COAG)
policy principles require regulatory measures to:

o impose the minimum regulatory burden on the community — consumer, industry and government;
o be derived from transparent and accountable consultative processes;

o be founded on sound science when addressing technical concerns — for example, public health,
environmental protection, elc.; and

o be justified following rigorous, and preferably quantitative, cost-bengfit, or cost-gffectiveness analyses,
detailed comprebensively in a regulatory impact statement.

Government policy therefore is for minimum effective regulation, a policy that is fully
endorsed by the AFGC. Regulation should be imposed only to ensure that minimum
necessary regulatidns-ére maintained and detailed standards imposed only where necessary to
correct market failure.

In its draft concept paper, “Revised Structute of the Food Standards Code”, the, then,
National Food Authotity stated, “the Code should be structured so that it is:

o casy to use;

o casy to understand;

easy to interpret;

Jree of inconsistencies; and

less prescriptive where appropriate”.

The Authority also stated:

The Aunthority will use standards which are prescriptive enongh to meet the objectives set out in Section 10
of the ANZFEA Act but flexible enough to allow innovation in the food industry.

The Section 10 objectives are:
o the protection of public health and safety;
o the provision of adequate information relating to food to enable consumers to make informed choices; and

o the prevention of misleading or deceptive conduct.

In addition to these objectives, in developing food regulatory measures ANZFA must also

have regard to:
o the need for standards to be based on risk analysis using the best available scientific evidence;

o the promotion of consistency between domestic and international food standards;
o the desirability of an efficient and internationally competitive food industry; and
o the promotion of fair trading in food.

The AFGC endotses the objectives of FSANZ in the protection of public health and
safety and endorses the use of adequate labelling information to permit informed
choice by consumers and their carers.

3.1  Policy objectives of FSANZ

The AFGC considets that FSANZ has not demonstrated any market failure in cutrent
methods by which FSMP are offered for sale in Australia and New Zealand and that the sole
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purpose of the regulatory option proposed is to harmonise food regulations in Australia and
New Zealand.

The AFGC notes that in developing and vatying standards FSANZ must also have regard to
(among other things):
o the promotion of consistency between domestic and international food standards; and

o the need for standard to be based on risk analysis using the best available scientific evidence.

The AFGC considers that FSANZ has not given appropriate consideration to either of
these principles.

FSANZ also states that one of the specific objectives for proposal P242 is to:
protect public heilth and safety particularly by ensuring the safe and appropriate nse of FSMP.

The AFGC notes that FSMP are “principally formulated food products used under the supervision of
medical or other bealth professionals for the dietary management of individuals (including children) with either
ongoing chronic medical or disability conditions or during acute phases of illness, injury or disease states”.

The AFGC considers that FSANZ has not demonstrated that current usage is either
unsafe or inappropriate in the supply of FSMP within Australia and New Zealand.

FSANZ also proposes another specific objective for P242 is to:

provide health professionals and consumers with sufficient information to make choices about the safe and

effective use of FSMP.

The AFGC considers that current information on labels and in other forms for FSMP,
which ate supplied on recommendation from medical or other health professionals,
currently enables the safe and effective use of FSMP without further regulation.

The AFGC further considers that in determining its specific objectives FSANZ has not taken
sufficient notice of supply issues within Australia and New Zealand. Many of these products
are needed in small quantities on an infrequent basis and any excessive regulation with respect
to labelling provisions is likely to lead to their removal from supply within Australia and New
Zealand.

Indeed, FSANZ indicates (p. 5), “There is minimal local manufacturer of FSMP as it is estimated that
99% of products are imported mainly from the European Union and the United States of America. On a
world scale the Australian and New Zealand markets are comparatively small’.

The AFGC recommends that a further specific objective is required for proposal P242,
that it:

e not jeopardise supply of FSMP needed in small quantities on an infrequent basis.
3.2  Special purpose foods — policy principles

The AFGC agrees that FSMP fall within the category of special purpose foods in that they are
not intended for consumption by the general population and in most instances are designed
for specific diseases or disorders and designated as such.

As one of its teasons for pursuing regulation of FSMP in section of 5.1 (p. 13) FSANZ
comments, ‘the regulation of special purpose foods allows for formulations that ensure an appropriate and
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adequate nutrient content and in general the greater the food to overall intake the greater the need to provide
appropriate regulatory measures to mitigate the risk to the target group from inappropriate consumption”.

The AFGC considers that while this may be true for currently defined special putpose
foods, FSMP are:

+ intended for consumption only after medical or other health professional advice;
and

o the need for appropriate regulatoty measures to mitigate tisk for tatget groups -
should relate to inappropriate composition rather than consumption.

The AFGC supports FSANZ in broadening the definition of special purpose foods as per the
Codex definition of foods for special dietary uses.

In proposing this definition, FSANZ states (p. 14 para. 2), “The purpose of this commentary is o
excplicitly acknowledge the underpinning regulatory principles for special purpose foods that consider not
only the primary objective of safety but also effectiveness. Effficacy is an important principle for special purpose
Joods as they (are) relied upon in meeting the particular nutritional requirements of the intended at risk target
groups’.

The AFGC considers that regulatory principles are, in effect, policy ptinciples and as
such are no longer the responsibility of FSANZ under the new institutional arrange-
ments.

The AFGC recommends that advice be sought from the Australia New Zealand Food
Regulation Ministerial Council (ANZFRMC) through the Food Policy Unit for the
appropriate policy principles that should be considered in developing standards for
special putpose foods and, in particular, FSMP.

The AFGC contends that if efficacy (a particular medical term) is an important
principle for special purpose foods then the determination of this policy should be
made by ANZFRMC before any standard for FSMP is determined.
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4 SPECIFIC COMMENTS ON THE PROPOSAL

Section 5.3 - Distribution and access

FSANZ notes (p. 15) that in both Australia and New Zealand individuals requiring access to
FSMP genetally obtain this “%hrough health care institutions or either from pharmacies or directly from
suppliers” and notes that in Australia consumers can “obzain most FSMP without prescription
although generally this occurs under some level of health professional supervision”.

FSANZ acknowledges that, “there appears little evidence to suggest that there are problems and an
increased risk to public health and safety from the current unrestricted access to FSMP”.

The AFGC contends that in the absence of evidence to suggest there are problems
under the cutrent untestricted access to FSMP, there is no market failure requiting a
regulatory solution. -

FSANZ further acknowledges this in stating that, “given the apparently successful operation of the

current system there is no need to invoke the power of the FSANZ Act and change the current access
arrangements for FSMP”.

The AFGC considers that:
o as there is no evidence of increased risk to public health and safety; and

e no need to invoke the power of the FSANZ Act to change the current access
arrangements for FSMP

there is no purpose in changing the regulatory requirements for FSMP in Australia
and New Zealand.

FSANZ assetts that, “as a means of deterring inappropriate use of FSMP the mandatory advisory labelling
of products as for “use under medical supervision” is considered an appropriate risk management strategy”.

Products currently on the market as FSMP all contain a statement to the effect “use under
medical supervision”, rendering unnecessary the need for this particular risk management
strategy to be regulated.

Section 5.3.2 — Advertising of FSMP

FSANZ states that it is “@ware of regulations that restrict the advertising of FSMP including VI.ED
to the general public.”

The AFGC notes that the reference is to a single countty’s tegulation and not to regulations
(Canadian Food and Drug Regulations 1954).

FSANZ further (p. 15) states that, “FS.ANZ is unaware that the FSMP industry is unethically
advertising products to the general public’.

The AFGC agrees with this statement and further asserts that it confitms the lack of
market failure in FSMP that would lead to the requirement for regulation.

FSANZ continues (p. 16), “There are however significant public health and safety risks
associated with the unsupervised and inappropriate use of FSMP by consumers particularly for VIED given
the increasing rates of morbid obesity and high rates of self treatment”.
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The AFGC notes that no evidence is presented by FSANZ to support the statement
concerning significant public health and safety risks ot any evidence to support the
statement of high rates of self-treatment for motbid obesity.

'The AFGC notes that the statement (p. 14) contradicts that in Section 5.3 (p. 15): %o date there
appears little evidence to suggest that there are problems and an increase risk to public health and safety from
the current unrestricted access to FSMP”,

The AFGC considets that what evidence thete is suggests the motbidly obese are likely to
seek treatment under medical supetvision rather than through self-treatment. The NHMRC
Draft Clinical Guidelines for Weight Control and Management of Obesity in Adults, states in its
evidence-based recommendation relating to morbid obesity, that “Surgery is the most effective
treatment for morbid obesity...”"

The AFGC considers that the evidence used by FSANZ to suppott restricting
advertising of FSMP to the general public is inadequate.

Notwithstanding this, the AFGC considers that testriction to health professional publications
alone would not meet the needs of usets of FSMP for many of the rare disorders for which
these FSMP are intended. Self-help groups and their newslettets are an appropriate means of
communication to both sufferers and carets of those with these conditions.

While not suppotting the restriction on advertising to the general public on the basis of the
lack of evidence put forwatd to indicate market failure, the AFGC recommends that
advertising of FSMP should be permitted in both health professional publications and
in lay organisations’ self-help group publications.

Section 5.4 — Composition of FSMP

The AFGC suppotts and endotses the Codex general principle for FSMP which requires that,
“Sormulation be based on sound medial and nutritional principles and that their use be demonstrated by
scientific evidence to be safe and effective in meeting the nutritional requirements of the person for whom they are
intended’.

The AFGC rejects the FSANZ view that maximum levels are necessary for all FSMP because
“the highly formulated nature of FSMP presents a risk of excessive vitamin and mineral additions”.

The AFGC recommends that sound science be used for risk assessment in determin-
ing tolerable upper intake limits (TUIL) for vitamins and minerals contained in
FSMP.

Whete a product is nuttitionally complete and constitutes the sole source of nutrition, then the
AFGC agtees that minimum quantities of micronutrients are required per daily quantity to
meet recommended intakes. Maxima, however, should be set only where there is evidence of
tisk to health of the daily levels of intake. In determining these levels, several countries (USA,
EU and UK) have in recent years updated their risk assessments for TUIL of vitamins and
minerals.

The AFGC recommends FSANZ considers the evidence supporting these limits as in some
cases they are based on “guidance” and not sound science, while in others, the evidence for
toxicity is drawn from intake other than from the food matrix of the micronutrient (supple-
ment use). While the latter may represent a best guess for potential risk, the effect from food
based intake may well differ and this should be considered in the risk assessment.
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However, since medical foods are intended for exclusive or partial feeding of persons with
limited or impaired capacity to take, digest, metabolise or absorb ordinary food or certain
nutrients, it may be that their special requitement might exceed “normality”, requiring
micronuttients in excess of the proposed ranges. Equally, the proposed maxima are based on
TUIL determined from a “healthy population”. rendering the risk assessment process suspect
when applied to persons requiring medical foods.

The AFGC recommends that no upper limits for micronutrients be prescribed, given

o the close medical/health professional supervision available for persons requiring
FSMP;

o  the labelling requirement for “medical supervision”; and

o the lack of appropriate risk assessed TUIL for micronutrients for persons
requiring FSMP.

In determining daily quantity, FSANZ has currently assumed an adult intake of 8700k] to
determine the nutrient/100k] (Table 2, Attachment 2). Thete ate many situations in the eldetly
populations where daily intakes for enteral feeds fall below 8700k]. In some cases where the
person is bedridden the requirement may be as low as 6000k].

The AFGC recommends that, should sound science indicate a risk to health for a
patticular micronutrient, this be expressed as a maximum daily amount, rather than as
a prescribed qty/100k], to allow for variation in daily enetgy requirements, especially
in the elderly. This would be consistent with the approach to VLED.

In determining the maximum values for micronutrients FSANZ incotrectly states (p. 47) that
EU maxima should not be used as these are based on “minimum values X 3”. Reference to the
actual EU data used shows this to be incortect. In any event, recent revisions provide further
information on the detivation of the maxima. FSANZ has used a mixture of EU derived and
IOM detived data to fill Table 2 maxima values.

The AFGC considers this ad hoc approach to risk assessment is incotrect. FSANZ’s
statutory requirement is to ensure regulatory measures be based on risk analysis using
the best available scientific evidence.

For example, no maxima are set for Thiamin, Riboflavin, B12, Biotin, Pantothenic acid by the
EU, based on no clearly defined adverse effects, with the USA adopting a similar approach
based on the available science. In some cases where daily maxima are set, these are based on
evidence derived from supplement use.

For example, niacin has separate values (EU) for nicotinic acid and nicotinamide, and the side
effect (flushing) is based on bolus supplement consumption. Similarly, magnesium intake is
based on supplement use (USA) and the side effect of diarrhoea.

The AFGC accepts the FSANZ recommendation that VLED have a minimum daily
amount set for the micronutrients..

Section 5.5 - Labelling of FSMP

FSANZ states that, “Due to the current methods of distribution the use of supporting product literature as a
means of providing information required by generic labelling standards is not considered a suitable alternative to
labelling”.
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The AFGC considets the cutrent methods of distribution, which ate either through health
care setvices of pharmacies on the advice of pharmacists or other health care professionals,

- demonstrate that supporting product literature is an appropriate means of providing
information for the ultimate consumer of these products.

The AFGC does not support regulation for generic labelling information on the label
of FSMP.

In some instances FSMP are required for extremely limited numbers of individuals within
Australia and the costs required for a special label run or over-stickering by manufacturers of
these products in Europe ot the USA could result in the unavailability of these products for
use in Australia.

Section 5.5.3 additional labelling : specific FSMP other than VLED

FSANZ proposes that, “the label contain a statement that the product poses a health hazard when
consumed by individuals who do not have the disease disorder or medical condition for which the product is
intended”. "

The AFGC considers that in general most FSMP, composed as they are of normal
nutritional ingredients such as vitamins and minerals, macronutrients, amino acids,
etc., would not of themselves pose a health hazard when consumed by individuals who
do not have the disease.

In any event, inclusion of the mandatory advisory statement that these products should be
“used only under medical supervision” (or words to that effect) would provide adequate risk
management when combined with their availability through pharmacies or other health
agencies where health professional advice is available.

FSANZ futther proposes that the label “Contain information about known side effects contraindications
and product drug interactions’.

The AFGC considers this is an impractical requirement since the list of potential drug
interactions for ingredients found in FSMP is likely to be exttemely long.

Medicines, whether supplied over the counter or on presctiption, are not required on their
label to provide information about nutrient interactions with particular medicines but, rather,
make available consumer medicine information leaflets summarising this information. For the
majotity of medicines this document can be 1,000-2,000 words long.

For risk management purposes regarding product drug interactions the AFGC considers that
information supplied with the medicine and the labelling provision for FSMP “to be
used only under medical supervision” (or words to that effect) adequately covers the
issue.

Section 5.5.2 — Specific labelling requirements for all FSMP

FSANZ proposes a “declaration of a nutrition information statement including number of servings per
package and serving size”.

The AFGC contends that for FSMP used for tube feeding, serving size is a
meaningless designation since the product is delivered continuously over time.
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Section 7 — Impact analysis 7.2.1: Option 1, maintain status quo

The AFGC agrees with FSANZ that under this option “%he regulatory requirements of the exporting
market overseas ie Enropean Union or the United States of America where the vast majority of products are
imported from will continue to provide adequate health and safety protection for the Australian and New
Zealand population”.

The AFGC disagtees with the assertion that “Some consumers may perceive the lack of specific
domestic regulations as poor assurance of the protection of health and safety for consumers who are mostly
vulnerable population groups”’

The AFGC questions how consumets would know there was a lack of specific domestic
regulations and disagrees with the implication that the protection afforded by the regulatory
requirements in the Eiiropean Union or the United States of Ametica are likely to contribute
to poor assurance of the protection of public health and safety in Australia.

Section 7.2.2 — Option 2, Regulation by discrete standard in the Code

FSANYZ assetts that this option provides consumers with “continned access to and greater assurance
of safe guality products’.

The AFGC contends that FSANZ has not shown that the cutrent system provides lesser
assurances of safe quality products for sale within Australia and New Zealand, or that
evidence of market failure has been demonstrated.

The AFGC agrees with FSANZ that the labelling provisions contained within Option 2 will
inhibit trade and prevent consumers with medical conditions from accessing products that
benefit their dietary management.

The likely effect on the supply of FSMP to consumers with rare diseases is that they will
become unavailable for sale within Australia and available only to consumers by
petsonal import.

The AFGC considets that this alone provides for considerable cost to consumers of
these types of products.

The AFGC agrees with FSANZ in that the tequired labelling changes and/or reformulation
necessaty due to changes to vitamins and minerals content of FSMP will lead to increased cost
to industty, especially for brands produced in low volumes.

FSANYZ states that, “in some cases this may mean that products may be withdrawn from the local market as
reformulation and relabelling would be seen by industry as unprofitable”.

The AFGC disagrees with the term unprofitable as a reason for withdrawing supply. For
many FSMP required for rare diseases, the margin is small. In any event, industry would see
reformulation and relabelling specifically for the Australian market as uneconomic rather than
unprofitable in that the necessary costs required to achieve this could not be passed on to the
consumer ot the health care system.

The AFGC welcomes the opportunity to further consult with FSANZ on the issue of
anticipated costs associated with Option 2.

02/176, G:\Food Industry Regulations\FSANZ Food Standards\Submissions\11910MBurns-P242FSMP submission.doc 12



Australian Food and Grocery Council
Submission to FSANZ: Food for Special Medical Purposes February 2003

Section 10 — Conclusion and recommendation

The AFGC considers that FSANYZ ovetstates the benefits and understates the restrictions
on industty likely to occur should Option 2 be developed further.

The AFGC further considers that the sole benefit of Option 2 is to allow for the harmon-
isation of regulations for FSMP between Australia and New Zealand and that the other
benefits listed are not relevant given the lack of evidence presented by FSANZ for
market failure requiring regulatory action.

Section 11 — Implementation and review

Notwithstanding AFGC opposition to regulatory Option 2, should such a regulation for
FSMP occur then, given the nature of the products, the AFGC recommends that a transition
petiod of four yeats should apply with a minimum of two years stock in trade following
expiration of the transition petiod.

Attachment 2 Propoéal P242 - FSMP Compositional Assessment

The AFGC agtees with the use of the Codex standard for FSMP that relates to composition
— that is, “formulation of foods for special medical purposes should be based on sound medical and nutritional
principles. Their use shonld have been demonstrated by scientific evidence to be safe and beneficial in meeting
the nutritional requirements of the persons for whom they are intended’.

The AFGC agrees that for nuttitionally complete FSMP, including VLED, there is a need to
establish minimum levels of essential nutrients to manage the risks for these types of FSMP.

The AFGC agrees that maximum limits may be required for some FSMP, “where this is
based on sound science and appropriate risk assessment”.

Howevet, since medical foods are intended for exclusive or partial feeding of persons with
limited ot impaited capacity to take, digest, metabolise or absorb ordinary food or certain
nutrients, it may be that their special requirement might exceed “normality”, requiring
micronuttients in excess of the proposed ranges. Equally, the proposed maxima are based on
TUIL determined from a “healthy population”. rendering the risk assessment process suspect
when applied to persons requiring medical foods.

The AFGC recommends that no upper limits be prescribed, given

« the close medical/health professional supervision available for persons requiring
FSMP;

o the labelling requirement for “medical supetvision”; and

o the lack of appropriate risk assessed TUIL for micronutrients for petsons
requiring FSMP.

Attachment 3 Proposal P242 — FSMP Labelling Assessment

The AFGC considers that current labelling requirements provide adequate information to
consumers for informed choice in that:

o they have an advisoty statement on medical/health professional supervision; and

o they are available through pharmacy or after health service tender and assessment where
supporting product information is available.
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The AFGC does not consider that there is a need for additional words “Important Notice”
to draw attention to the advisory statement. General labelling provisions require that all
information be legible and the relevant information will be in the advisory statement.

The AFGC further considers this to be impractical, given the vast majority of FSMP are
impotted, already contain an advisory statement related to medical supervision, and this
further requitement would, for no particular gain in consumer information, require over-
stickering.

The AFGC considers that the provision of domestic supplier details is adequately met
by the supporting product literature.

In the event of a safety risk to the consumer, the AFGC considers the likely response from a
consumer would be to contact their relevant health professional for advice (given that the
product is supplied under medical supetvision), who would be well awate of the local supplier
of such products.

The AFGC suppotts reference to disease states being permitted on these foods as they are
designated as FSMP and this designates their purpose for use. Any claims related to such
disease states must be capable of support through reference to sound science based sub-
stantiation.

The AFGC supportts the provision of nutrition information on FSMP which is consistent
with Codex requitements, even if it is in non-domestic format.
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5 CONCLUSION
AFGC has one key objection to this draft assessment repott.

FSANZ has failed to demonstrate a matket failure argument that would requite
regulatory intetrvention for FSMP.

By their own admission there is no evidence of market failure in the production of foods for
special medical putposes (FSMP) and sales of FSMP are controlled by health professionals
and through hospital tenders which based on any risk analysis would “provide adequate
information. . .to enable consumers to make an informed choice” while “protecting public health and safety”.

The AFGC considers that:
« as thete is no evidence of increased risk to public health and safety; and

« no need to invoke the power of the FSANZ Act to change the cutrent access
atrangements for FSMP

there is no purpose in changing the regulatory requirements for FSMP in Australia
and New Zealand.

AFGC recommends maintaining the status quo as the least cost option for all parties
in line with established COAG policy and the principle underpinning the Revision of
the food standard code “less prescriptive, where appropriate”.
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