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ANZENMA Position Statement on Draft Proposal P242 25 March 2003

1. EXECUTIVE SUMMARY

ANZENMA believes Food Standards Australia and New Zealand (FSANZ) in
their attempt to apply foods standards regulations to Foods For Special Medical
Purposes (FSMP) have grossly underestimated the adverse impact that draft
proposal P242 with have on consumers, healthcare professionals and industry.

Industry believes that the food standards code may be generically more suitable to
fast moving consumer foods in an otherwise healthy population. In contrast,
FSMP products are relatively low volume products targeted to population groups
of consumers that have conditions, diseases, or inborn errors of metabolism that
are acute or chronic. These products generally are recommended and their use
supervised by healthcare professionals. By implication, these products propose
less of a risk to public health and safety than any other food group that is under
FSANZ regulatory standards.

Industry rejects the implication by FSANZ 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"

FSMP products have been sold and distributed in Australia and New Zealand for
over 25 years without any reported issues or problems with regards to public risks
to health and safety. These products are almost exclusively imported from
manufacturing facilities producing for the two major FSMP markets in the world,
the United States of America and the European Union, with populations of 250
million and 570 million respectively. These facilities are fully compliant to the
codes of Good Manufacturing Practice.

The implication of the FSANZ statement is that regulated products from these
markets are unsafe and are likely to compromise the health of Australian and
New Zealand consumers if they are not further regulated. Industry does not
accept this implication. Further regulations proposed by FSANZ would not
result in any significant improvement in the safety of the products currently
procured from these sources. The assumption that these products are unsafe is
a concept which industry opposes.

The Australian and New Zealand affiliates of the manufacturers of FSMP without
exception take formulations from these markets. Thus any deviation from
accepted product guidelines from these markets threatens the continued access to
FSMP products for consumers and healthcare professionals and the viability of
FSMP market for the region.

Endorsing FSMP within the food standards code under option two of the initial
assessment report of October 200 I would sanction these products and remove
concerns for AQIS (Australian Quarantine and Inspection Service), and provide
Australia and New Zealand a continuing supply of high quality, specialised

product ranges.
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It would also contribute to the on-going investment in local research and
development as part of global product development plans. The continued access
to the latest products available from research and product development would
also benefit consumers and healthcare professionals.

Adopting the proposed standard in its current format would result in up to 95% of
all products being non-compliant in a number of areas and given the relatively
small market size, the majority of products would never comply even after the
FSANZ proposed transitional timetable.

Industry members key concerns are:

The compositional requirements

Maximum nutrient levels0

Nutritive substances listings0

Food additives and processing aids listings0

Labelling Requirements Unique to Australia and New Zealand

Contraindications0

Application of Generic Labelling Requirements

Nutritional panel requirements0

Date marking requirements0

Proposed address requirements0

Warning and advisory statement inclusions0

Proposed restrictions to advertising

.
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2. ANZENMA

The Australian and New Zealand Enteral Nutrition Manufacturers Association represent the
following companies.

Abbott Australasia Pty Ltd

Abbott Laboratories (New Zealand) Limited

Nestle Australia Ltd

Nestle New Zealand Limited

Novartis Consumer Health Australasia Pty Ltd

Nutricia Australia and New Zealand

Membership is open to any manufacturer of enteral nutrition feeding products.
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3. DEFINITION OF FSMP

Codex definition has been proposed by FSANZ. Industry would suggest only minor
changes in the proposed definition and proposes the following:

Foods for special medical purposes: means a category of special-purpose foods
specifically processed or formulated and or presented for the dietary management of
persons and should be used under medical supervision. Foods for special medical
purposes are those intended for:

.

The exclusive or partial feeding of persons with limited or impaired capacity to
take, digest, absorb, metabolise or excrete ordinary food or certain nutrients in
the food; or

Persons who have other special medically determined nutrient requirements
whose dietary management may not be achieved solely by modification of the
normal diet or by using other special-purpose foods whether or not combined
with the normal diet.
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ANZENMA Position Statement on Draft Proposal P242 25 March 2003

4. CURRENT MARKET AND DISTRIBUTION

The current distribution channels for FSMP allow consumers access to these products
at globally competitive prices. FSANZ has agreed there is not any evidence of market
failure or concerns for public health and safety with the current methods of distribution.
By restricting distribution FSANZ may unwittingly reduce competition and see prices
nse.

4.1 Australia

'The majority of FSMP (90%) are provided through health care settings (e.g. public and
private hospitals, nursing homes), under the supervision of health professionals such as
dietitians, nurses or medical staff. '

FSANZ has stated that the use of these products is being supervised by health
professionals and has not demonstrated that this has resulted in any safety concerns.
Should the prescriptive regulatory measures proposed be put into place, FSMP while
now relatively expensive to the consumer will become more expensive and less
accessible, as they will cease to be cost effective.

4.2 New Zealand

'It is estimated that 95% to 99% of the FSMP market is distributed via a prescription
(authorised by a medical practitioner)'

In New Zealand, a Doctor or Dietitian must write a prescription for a reimbursed
medical nutritional product. The vast majority of medical nutritional products are
supplied via this distribution channel in New Zealand.
FSANZ has not demonstrated a risk of safety in an unregulated environment, only that
the majority of cases will receive close medical supervision. This far exceeds the
supervision given with other 'food' items.
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ANZENMA Position Statement on Draft Proposal P242 25 March 2003

5 COMPOSITION OF FSMP

Industry concludes the implementation of the maximum levels stated in table would
result in most products in the market place today being non compliant with little
prospect of becoming compliant given these products are sourced from the EU or USA
or Canada with formulas compliant to those markets regulations.

Compositionally, industry recommends that FSANZ set no maximums for
micronutrients. Industry again wishes to highlight that these products are
designed for nutritionally compromised consumers, not healthy individuals. These
individuals can have micronutrients needs far higher that a normal well individual eg: A
burns patient.

Industry generally accepts the micronutrient minimums in the draft assessment report
on P242 as a standard for FSMP. These minimums industry notes are largely based on
EU minimums, industry notes that EU compositional regulations are under review.
However, there are some micronutrient levels that industry would like further
consultation with FSANZ on. These will be addressed in a subsequent submission to
FSANZ.

Industry notes that the EU allows for products to be marketed that have micronutrient
Levels outside the compositional standards with scientifically justified formulations and
would recommend FSANZ have a similar mechanism.

If compositional guidelines are introduced, industry strongly endorses the need for
further consultation as any restrictions on composition may reduce existing market
competition, reduce the number and types of products available, increase product costs
and restrict consumer access to new and scientifically advanced products.

VLEDs

Formulas for very low energy diets may contain vitamins and minerals only in the
corresponding daily amount range specified in Schedule 3 to this Standard.

With respect to VLEDs, it is agreed that such products must be nutritionally adequate.
Similar comments apply as above with respect to medical supervision and the
appropriateness of imposed upper limits. For many people, it is unlikely that obesity is
the sole condition being treated. According to the NH&MRC Draft Clinical Guidelines
for Weight Control and Obesity Management in Adults (Sept 2002 NH&MRC) "very
low energy diets, or VLEDs, usually provide around 1.7 to 3.3 megajoules (/kg) a day.
In addition, they must contain 0.8 to 1.5 grams (/kg) a day of high-quality protein and
the recommended daily allowances of minerals, vitamins, trace elements and essential
fatty acids. They are used as the only source of nutrition for 8 to 16 weeks and are often
a last resort for patients who have been unsuccessful on other programs and/or who
have life-threatening co-morbidities. "

We appreciate that in the Draft Assessment Report, for many nutrients no maximum
has been set.
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Vitamin E is eligible for listing in complimentary medicines and there is no maximum
set. Vitamin E does not have an entry in the SUSDP.

Even modest levels of nicotinic acid may cause flushing in the early days of
administration. This does not apply to nicotinamide and we therefore question the
upper limit for niacin equivalents, given that nicotinic acid is rarely used in
formulating. Nicotinamide is not restricted in Australia/NZ for complementary
medicine nor dietary supplement use. Nor is magnesium. Our comment re nutritionally
complete food, and the inappropriateness of taking additional dietary sources into
account in that circumstance, applies to the upper limit described for magnesium for
VLED. There is no justification for a 350mg limit on magnesium.

Some of the nutrients allowable in medical foods are missing eg vitamin K, Chromium,
Fluoride. We request their inclusion for VLED. We refer to our comments regarding
permitted forms, and nutrient levels in Schedule 2 as they are applicable to Schedule 3
also.

L-amino acids listed in Schedule 1 may be added to formulas for very low energy diets
only in an amount necessary to improve protein quality.

As stated by NH&MRC very low energy diets are often a last resort for patients who
have been unsuccessful on other programs and/or who have life-threatening co-
morbidities so we cannot exclude the possibility that a complete 'medical food' may be
indicated where the energy level may be within the 'very low' interpretation.
Alternatively, a VLED may be indicated with modification to address the co-
morbidities. With P235 on the horizon we would like to flag this matter for further
discussion.

Additional compositional requirements for VLED.

(1) Formulas for very low energy diets must contain no less than 1880k.!
and no more than 335 Ok.! in a recommended daily quantity of the food.
(1) Formulasfor very low energy diets must contain, in a recommended
daily quantity of the food, no less than
(a) 3 g linoleic acid and 0.5 g alpha-linolenic acid, and have a ratio of
linoleic acid to alpha-linolenic acid of between 5 and 15,' and
(b) (b) 50g carbohydrate,' and

(c) (c) 50g protein.

4(2)(a)(b)(c) is not current practice but we expect it to be achievable by enactment.
However we would appreciate the opportunity for further dialogue on formulation
aspects ofVLED.

We have mentioned elsewhere that sometimes VLED servings are continued in a non-
complete program. In that context 3350kJ may be exceeded which hypothetically
may take the product outside of the jurisdiction of this Standard. We believe there
would be more clarity if the interpretation of VLED in item 1 was amended.
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Eg Interpretation

Fomlulas for very low energy diets (VLED) means nutritionally complete fomlulas
presented for use in energy restricted diets of not more than 3350kJ per day for the
dietary management of obesity.

With 4(1) amended to

Formulas for very low energy diets must contain no less than 1880kJ in a recommended
daily quantity of the food.
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6 LABELLING OF FSMP

6.1 General Comment

As a general statement, any specific requirements of FSANZ, which are not in line with
international labelling requirements, will have broader implications for both industry
and the consumer. All Australian affiliates of multi-national companies account for a
comparatively small percentage of the global market and the costs involved in unique
labelling runs or over-labelling stock designated for such small affiliates cannot be
justified to the parent company or to the local affiliate. With the increase in the cost to
the consumer and reduction of patient accessibility, patient health may be
compromised. The objective of FSANZ to protect public health and safety may not be
achieved, as these types of products, formulated to inherently enhance public health by
providing appropriate nutrition, may become unavailable. By enforcing regulation
aimed at protecting public health and safety, FSANZ may unwittingly damage the
market, resulting in the decline of patient health.

Industry has many concerns with the draft assessment report's recommendations in
respect to labelling and notes that if the application of the generic labelling statements
is imposed, a large percentage of the products currently available on the market will fail
to comply.

Tables with a number ofANZENMA members' products will be forwarded to FSANZ
highlighting non-conformance to the draft assessment reports compositional table in a
follow up supporting paper. Examples from standard tubefeeds, supplements and
specialised disease specific products will be included.

VLEDs

Likewise, VLED products are intended to be used under medical supervision and to be
labelled as such. It may be that that the adolescent or elderly person is significantly
obese. In that circumstance it is unhelpful, if not frightening (for the consumer), if the
product is recommended by a healthcare professional and then found to be labelled as
unsuitable. Compliance is a significant issue for weight reduction products. Users
must be confident that the product is suitable and will be successful.

Item 10(2) requires VLED products to be labelled with a statement regarding the
recommended daily consumption amount. As we discussed typically a VLED diet may
be recommended for a month at the 600- 800KCal level and then reviewed.
Thereafter, the frequency of consumption may be varied by the supervising healthcare
professional, for example a reduction to 2 serves per day, with normal food replacing
the third serve. Literally this would mean the product would become a meal
replacement rather than a VLED product. Obviously this interpretation would cause
regulatory confusion. So we propose that the statement regarding the recommended
daily consumption amount be related to 'when the product is intended as a sole source
of nutrition', but that it be recognized that this may not always be the case.
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6.2 Specific Labelling Requirements for all FSMP.

'Inclusion of a mandatory advisory statement that FSMP are to be used only under
medical supervision, preceded by words to the effect of "Important Notice ".

FSMP products already have a statement pertaining to their use only under medical
supervision. The inclusion of the term 'Important Notice' suggests the product is
associated with a more substantial risk to patient health than actually exists and may
serve only to discourage patient use. In addition, the inclusion of this statement is not a
requirement in the USA or Canada

There is no evidence to date that FSMP have been responsible for adverse effects on the
health of consumers.

'Permission for the labeling of a statement on the condition, disease, or disorder

Industry supports FSANZ in allowing permission to state the disease state and or
condition for which the FSMP has been specifically formulated.

'For nutrition information requirements: nutritional information table

Industry strong recommends FSANZ accept global practice in respect to nutritional
information statements.

the number of servings per package and serving size.

Industry contends that it is not always possible to detemline the serving size of an FSMP as
it is dependent on a number of factors:

Serving size is determined by the dietary prescription.

If the FSMP is a tube feed, the appropriate RDI volume for the individual
patient is calculated and administered as either a slow infusion or a series of
bolus doses. A serving size in this instance is not valid.

.

Whether the patient is being given the FSMP as a supplement and if so, how
much solid food he/she is consuming on any given day. The serving size will be
modified accordingly. Some supplements are used as both the sole source of
nutrition and also as a supplementary source of nutrition, thus making the
proposed serving size irrelevant .F or example a two calorie per ml feed may be
used in volumes of around 900-1000ml as a tube feed for patients with
increased protein and energy requirements or volume restrictions and also used
in smaller volumes of 60ml given four times during the day as a supplementary
source of nutrition for patients who are able to tolerate an oral intake, however
have increased protein and calorie requirements to assist with healing of
pressure ulcers and regaining lost weight. The serving size is determined by the
treatment regimen prescribed by the health care practitioner. Both of these
examples are appropriate serving sizes to meet the specific needs of the patient.
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.

Whether the patient is being given the FSMP as the sole source of nutrition and
if so, the serving size is dependent on the patient's age, height, weight, activity
level and any concurrent medical conditions. For example, if a patient has had
part or all of the stomach removed but still enjoys consuming nutrition orally,
he/she will only be able to tolerate small amounts & will feed more regularly.
The individually determined RDI volume will be consumed at a rate or 'serving
size' that is tolerable by the patient.

In the case of a consumer with a metabolic disorder, the dose or 'serving size'
of the specialised FSMP will change, sometimes daily, dependent on the level
of activity of the metabolic process in question. This dose will also differ from
patient to patient depending, on genotype of the disorder, blood levels of the
offending amino acid and whether there is another food source.

6.3 Application of generic labelling requirements

The vast majority of products with the proposed FSMP category are for very small
consumer / patient populations. Any requirement to further restrict access of product
will potentially put some patient's health at risk, as well as reduce competition and
supply of product.

Industry cannot meet the requirements set out in the draft assessment report with
current and projected future product volumes, given the diverse and fragmented nature
of FSMP and the wide variation within the patient / consumer population. There is
again little evidence of market failure in terms of public health and safety with the
current sale and distribution of FSMP products.

Industry would consider the primary package as the "case or carton" quantity,
which could display the local sponsors address details. Very few products are
sold as individual units

.

Expiry or Date Marking: industry strongly recommends that FSANZ accept
Australian, EU, USA or Canadian methods of date marking. We request that
permission be given in this Standard to alternatively use the EXP, or 'best
before' prefix, or 'use by' or words of a similar meaning.

Nutritional Panel Requirements: industry strongly recommend that FSANZ
accept nutrient panels of current global practise, with the proviso that all
nutrient panels presented to Health Care Professionals in the form of sales
literature are listed as average values.

.

Use under medical supervision: Industry strongly recommends adoption of
approved formats that represent current global practise.

Industry would strongly recommend that FSANZ accept current global practise
for warnings and mandatory statements
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6.4 Additional Labelling Specific to FSMP other than VLED

The labels of FSMP other than VLED to contain a statement:
that the product poses a health hazard when consumed by individuals who do not have
the disease(s), disorder(s) or medical condition(s) for which the product is intended

In general most FSMP products are composed 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.'

The advisory statement that the product poses a health hazard when consumed by
persons who do not have the condition intended could be misleading for most of the
products. Industry proposes that FSANZ accepts global practice in this respect and
industry labels where appropriate advisory statements i.e.: products for inherited inborn
errors of metabolism.

The statements 'not for parental use' and 'intended / not intended as the sole source of
nutrition' are not mandatory statements in EU but are ' where appropriate'. Therefore

products such as European low protein pasta and other solid forms of nutrition do not
have this statement. Industry strongly recommends the adoption of the wording where

appropriate.

Industry would strongly recommend that FSANZ accepts the labeling practices of EU,
USA, Canada and Australia in respect to age specific labeling. These products form a
part of a dietary prescription. Thus it is specific to a particular condition, disease and or
nutritional status of the consumer under the care of a health professional.

6.5 Concerning the adequate precautions, known side effects, contraindications, and
product-drug interactions

Although FSMP are formulated for the dietary management of particular disease states,
they are ultimately still nutritional products composed of the same macro and
micronutrients found within a normal diet. They may differ in composition but normal
foodstuffs also exert any physiological effects FSMP may have.

Consider the effect of diet on a patient on warfarin therapy. Certain foods containing
high levels of Vitamin K eg dark leafy vegetables, brussell sprouts, and broccoli, when
added to the diet of this patient may adversely affect prothrombin time. This may result
in adverse effects requiring modification of the warfarin dose.1
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Conversely, some food items are recommended by physicians to be included in the diet
to counteract the effect of drug treatment. Eg frusemide, a diuretic used to treat
hypertension or fluid retention results in a loss of potassium from the body. If this loss
is not acute enough to require a high dose potassium supplement in tablet form, the
physician will recommend the patient eat a food such as a banana or an avocado, both
concentrated sources of potassium, each day.2,3,4.

Furthemlore a patient with impaired renal function, who has not yet commenced
dialysis, would be advised by their health care practitioner to avoid potassium rich
sources (eg bananas) to reduce their renal load. Taking this into consideration, the
proposal to include the above infomlation on the label of FSMP should also apply to
foodstuffs containing high concentrations of vitamins/minerals as well, in the interests
of public health and safety.

Industry does not believe FSANZ would want to set such a precedent on mandatory
warning statements on FSMP which would have implications for certain fresh foods by
setting such a prescriptive standard on contraindications, drug-nutrient interactions and
side effects.

It would be impossible to include all drug nutrient interactions and or contraindications
on the labels of FSMP. Industry believes it is the drug manufacturer responsibility to
notify the contraindications not the food manufacturer

What is proposed is far in excess of what is internationally accepted. FSANZ has taken
the codex standard (180-1991) completely out of context. Industry strongly advises
FSANZ to accept global practise.

1. Ovesen L. Lyduch S, Idorn ML. The effect of a diet rich in brussel sprouts on warfarin pharmacokinetics. Eur J

ClinPhann.34(5):521-3, 1988.
2. Anonymous. Low potassium levels may increase stroke riskfor elderly taking diuretics. Phannaceutical Journal.
Vol 269(7211) (pp 206),2002. Date of Publication: 17 AUG 2002.
3. http://www .niddk.nih. gov /health/kidney /pubslkidney -failure/eat-right! eat-right.htm#potassium
4. http://www.americanheart.org/presenter.jhtml?identifier=570
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7 ADVERTISING

FSANZ states there is no evidence to suggest that the FSMP industry is unethically
advertising products to the general public. Yet FSANZ also states that there are significant
public health and safety risks associated with unsupervised and inappropriate use of FSMP
by consumers. This contradicts an earlier statement by FSANZ that "there appears little
evidence to suggest that there is an increased risk to public health and safety from the current
unrestricted access to FSMP ."

The vast majority of FSMP advertising is directed to healthcare professionals via journals,
direct mail, seminars, trade exhibitions and printed sales literature.

Given that consumer access to healthcare professionals is not generally improving, industry
would suggest that FSANZ could actually reduce public health by restricting consumer
access to information on new or current products that can improve health and the quality of
life of certain consumers, who are currently under medical supervision, with diseases such as
cancer, diabetes or rare inherited disorders.

FSANZ must also recognize the growing use of new technologies such as the internet within
Australia and New Zealand and the inability of governments to regulate its content. The
Medical Departments of industry members often receive enquiries from consumers who have
identified a medical nutritional via the internet and ask for further information.

Industry would also recommend that FSANZ allow advertising to consumers via patient
support groups or disease specific consumer groups. A self-regulated industry advertising
code could be implemented to maintain the high ethical standards that already exist.

The ability to advertise in mainstream media is regulated by in fact its costs and return
on investment. Given the relatively low target group populations and the high costs of
mainstream industry perceive the risks to public health and safety to be minimal by
allowing unrestrictive advertising.

Industry would strongly recommend that no restrictions be placed on advertising
including VLEDs.
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8 TRANSITIONAL TIMETABLE

Industry cannot commit to a transition until we have a more certain understanding of
the labelling and compositional requirements placed on it. At the very minimum a
transition period of 4 years should apply to allow for the not insignificant task of
reviewing and modifying all our product lines, with a minimum 2 years following
expiration of the transition period to deplete the remainder of stock held in trade.
Bearing in mind that up to 95% of the current products are non compliant under the
proposed draft standard P242

Page 17 of 18



10

CONCLUSIONS & RECOMMENDATIONS

ANZENMA considers that FSANZ has underestimated the negative effect that
restrictions imposed in Option 2. We also note that FSANZ has made a quantum leap
from the original proposal to industry and the discussion paper released for public
comment. We particularly believe FSANZ has underestimated the application of
generic labelling standards, particularly those associated with labelling and maximum
limits, would have on both industry and the consumer and that the benefits stated have
not shown to be an improvement in the status of the current environment.

Industry would challenge FSANZ on the emphasis placed on the 'assessed level of risk'
in Australia and New Zealand where products are routinely used under medical
supervision. For toxicity to occur with the inappropriate use of an FSMP, a very large
quantity must be consumed over a long period of time, the barriers to which would be
the cost involved as well as the desire to consume such large volumes. This would
assume that professional health intervention is absent which is rarely the case. Any
inappropriate use of an FSMP is identified and corrected under this care. The exception
here would be the consumption of a complete, balanced nutritional supplement by a
patient with a particular metabolic disorder. These patients, however, are under very
close medical supervision and the risk of this occurring is very minimal.

Industry concedes that medical supervision cannot be solely responsible for
compensating risks associated with the nutritional integrity of these products but we
would again challenge both the emphasis placed on the level of risk anticipated and the
suggested uncertainty of the nutritional integrity of the product manufactured to comply
with legislation already in place overseas.

Industry will provide FSANZ the following documents in the future;

1 A detailed commentary on draft proposal P242 with supporting attachments
Date: April!! th 2003

2. Industry responses to FSANZ specific questions as outlined in draft proposal
P242. Date: April 11th 2003

3. A detailed listing of further nutritive substances and processing aids required
industry. Date June 16th 2003.
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