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To all members: please find below a national media release and backgrounder issued today 11/02/2010

Herbal remedies scare report: let's get the facts s traight

Setting the record straight on the recent scare report on herbal medicines by a South Australian academic, the
Complementary HealthCare Council of Australia (CHC) said today that much of the report was ill-informed, misleading
and irresponsible — and most importantly, not relevant to complementary medicine products sold in Australia, which are
among the most tightly regulated in the world.

The organisation warns Australian consumers to be aware of the real dangers of buying herbal or other complementary
medicine (CM) products when overseas or via websites based in other countries, where safety and quality standards
often are considered to be inferior to those imposed in Australia.

But the CHC also says GPs have been burying their heads in the sand for far too long and should make it their business
to improve their knowledge of complementary medicines and potential drug-CM interactions — and to be more open with
their patients.

CHC Executive Director Dr Wendy Morrow said: ‘the report does not compare apples with apples. It has spread
unwarranted alarm around the country but looks mainly at the sale of herbal products in the United States, where the
standard of regulation is considerably lower. The report also states that access to such products is largely unrestricted,
ignoring the fact that Australia has one of the most highly regulated environments in the world for complementary
medicine products, and operates under strict safety and quality regulations set by the Australian Government’s
Therapeutic Goods Administration (TGA).’

Dr Morrow says GPs and other healthcare practitioners should make the effort to climb the tree of knowledge on
complementary medicines, recognising the fact that almost 75 per cent of Australians use some type of CM product: ‘I
know of GPs and naturopaths, for example, who run joint practices, working closely to ensure the best health outcomes
for their patients. GPs and other health professionals also have a responsibility to be more open with their patients and to
be across the appropriate information on CMs.’

However, the CHC stresses that care should always be exercised — as with any type of medicine — when there is
potential for interactions between pharmaceutical drugs, herbs or other medications.

Dr Morrow says: ‘Consumers have a personal responsibility for the medicines they take. We urge those taking
complementary medicines to seek advice from their healthcare practitioners before combining these with other medicines
— and to ensure they disclose their use to their healthcare professional. If concerned about the quality and safety of
products, they should look at the labels: if manufactured by a laboratory licensed by the TGA, they will be marked
Registered ‘Aust R’ or Listed ‘Aust L'’

Listed complementary medicines are considered low-risk and companies wishing to register such products for sale must
hold information on their safety and efficacy. Registered medicines are considered to be higher-risk due to the type of
ingredient(s) in the product or the claim being made about the product. These products undergo a full evaluation of
safety, efficacy and quality before going on the market.
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Preamble

Australia has one of the most highly regulated environments in the world for complementary medicine products.
Complementary medicine products are regulated as medicines compared with many other countries, where such
products are regulated as dietary or food supplements.

The report implies that Western culture is fairly new to herbal medicines vs say TCM practices. However, herbal
medicines have been used by many cultures over a substantial time and there is a record or reporting on both its safety
and any adverse reaction over hundreds of years.

‘Access to such products [herbal medicines] is largely unrestricted, without the need for pres criptions’
Complementary medicines in Australia are regulated by the Therapeutic Goods Administration (TGA) and are either
Registered (AUST R) or Listed (AUST L). Listed complementary medicines are considered to be low-risk and sponsors of
such products are required to hold information regarding the safety and efficacy of the product.

Registered medicines are considered to be higher-risk either due to the type of ingredient(s) in the product or the claim
being made about the product. These products undergo a full evaluation of safety, efficacy and quality prior to being
made available on the market.

All complementary medicines are made under Good Manufacturing Practice, which ensures the quality and safety of
such products.

Only ingredients which have been approved for use in complementary medicine products can be used, meaning there is
restriction around the content of products. No prescription is needed for complementary medicines in Australia as they
are low-risk and are used for the relief of symptoms of minor, self-limiting conditions.

‘Unfortunately, problems exist with some herbal rem edies on composition, effects, and interaction with

prescription medications’

There are some complementary medicines which may interact with other herbs or medications therefore the CHC would
encourage all consumers who take complementary medicines to seek advice from their healthcare practitioner and to
ensure to disclose any use of such products to all medical practitioners.

‘There may be no history of the specific use of the herbal substance’

There is a push for all prescription and non-prescription medicines to be communicated to healthcare practitioners. The
Australian report by the National Prescribing Service was released April 2009 and outlined the findings of the lack of
communication with GPs and the recommendations to help increase communication on this front.
http://www.nps.org.au/research_and_evaluation/current_research/complementary _medicines/cms_health _professionals
research/complementary _medicines_health _professionals_research

‘Despite the possibility of containing such pharmac ologically active substances, herbal products are n ot subject
to strict regulation or control, often because they are marketed as dietary supplements and not drugs’

As stated earlier, complementary medicines in Australia are controlled through strict regulations and are treated as
medicines.

‘An analysis of 251 Asian herbal products from stor es in California, USA, identified arsenic in 36, me  rcury in 35,
and lead in 24"

Due to the testing requirements under GMP, complementary medicines in Australia are tested and are required to fall
under the appropriate levels or not be present at all. Sponsors are required to hold this information proving the safety of
such products which can be reviewed by the TGA at any time.

A specific example: It has been well documented that fish oil contains mercury which is an ever growing concern for

consumers. To overcome this and be confident of the safe levels within fish oil products, the TGA have developed a
compositional guideline which specifically outlines the limits for safety purposes.
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The report goes on to list specific herbs which hav e associated adverse events documented i.e. Datura,
liquorice, Ginkgo biloba , Chan su, Aristolochia, kava, pennyroyal et ¢

Any substance considered to be a safety concern is fnormally evaluated by Committee prior to its use in complementary
medicine products. If it determined that the substance is only safe at certain levels, it may become scheduled and listed
in the Standard for the Uniform Scheduling of Drugs and Poisons (SUSDP).

This means that the substance is restricted and can only be used under certain conditions, i.e. below a certain cut-off.
Some of the listed substances are already restricted in Australia due to safety concerns.

‘Certain herbs may be replaced during the preparati  on of traditional medicines. This may be intentiona | because
of the scarcity or expense of the original ingredie nt resulting in the use of low quality herbs or sub stitutes’

The CHC has recognised the added pressure being put on industry to provide complementary medicine products at
competitive prices, particularly since the Global Financial Crisis. To overcome this, the CHC is currently reviewing its
Code of Practice for the Quality and Safety of Raw Material to ensure industry maintains a suitable standard of raw
material being supplied for use in complementary medicines.

The CHC will continue to promote the dangers of substituting or adulterating complementary medicines and encouraging
industry to use the Code to prevent this from continuing to occur.

‘Processing of fresh herbs is designed to clean and preserve the material and also to remove or reduce any
unwanted toxic components that may be otherwise fat al’.

GMP requirements mean that all complementary medicine products are tested for safety and quality. This means that
certain products are tested to ensure they comply with safety limits set for certain substances.

‘Herbal medicines may also have a variety of effect s on standard drugs’.

This is not a new concept. It is well documented that particular herbs or complementary medicine substances may have
an effect on orthodox medications — for example, St John’s Wort and the contraceptive pill. This emphasises again the
importance of advising both your healthcare practitioner, to ensure you are aware of all possible contra-indications.
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