
In Australia, complementary medicines include
medicinal products containing herbs, vitamins,
minerals, and nutritional supplements, homoeopathic
medicines and certain aromatherapy products. Most 
are available without prescription in supermarkets,
pharmacies and health food stores or directly from
health care practitioners such as naturopaths and
Chinese medical practitioners. 

Complementary medicines are regulated under the
Therapeutic Goods Act 1989 as a therapeutic good
consisting wholly or principally of one or more
designated active ingredients with a claimed therapeutic
benefit to maintain health and well-being. The claims
allowed are about maintaining health and well-being,
so they cannot be advertised as treatment for illnesses.

Unlike prescription medicines, there is often little
scientific evidence to support their efficacy and few
have been tested in large-scale clinical trials. Often the
efficacy of a complementary medicine is based on well-
documented traditional use of the designated active
ingredient according to the accumulated experience of
traditional health care practitioners over an extended
period of time, according to well-established
procedures of preparation, application and dosage. 
At least this long history of use gives some confidence
that the complementary medicines are of low risk.

Consumer use of complementary medicines
Consumers do not necessarily think of the products as
medicines; they are not prescribed and are perceived as
‘natural’ in that many come from plants. There can be
the perception that if it is ‘natural’, it must be ‘good’
and better than pharmaceutically produced medicines!
Many people appear to use them, not because they are
dissatisfied with conventional medicine, but because
they find them to be more in touch with their own
values, beliefs and philosophical orientations toward
health and life
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. Others hope they will cure illnesses or

side effects that prescribed medicines are failing to do
and spend considerable sums, which many cannot
afford. Sales of ‘natural remedies’ annually exceed $2
billion in Australia. 

Can consumers confidently use 
complementary medicines? 
In April 2003, the Therapeutic Goods Administration (TGA)
recalled 1600 complementary medicines from the
Australian marketplace following the failure of one
manufacturer to maintain appropriate manufacturing and
quality standards. As a result, consumer groups, researchers
and practitioners raised concerns about the level of trust
that could be placed in complementary medicines. 
The Government established an Expert Committee on
Complementary Medicines in the Health Care System to
address these concerns. One of its key findings was that
consumers needed better information about the regulatory
processes for complementary medicines.2

The Government accepted 48 of the Expert Committee’s 49
recommendations3 and the TGA was nominated to
coordinate the implementation of the Government
response. A ‘reference group’ provides advice on and
oversees these changes. It includes two consumer
representatives and research, education and industry
representatives from the complementary medicine field.
Implementation of the recommendations is proceeding and
will make complementary medicines safer to use, but it will
be some years before all will be implemented.4

How reliable are the controls?
The TGA applies a ‘risk management’ approach to
regulating medicines supplied in Australia. Higher risk
medicines are evaluated for their safety, quality and
efficacy and are called registered medicines and labelled
AUST R. Lower risk medicines are evaluated for their safety
and quality, but not their efficacy. They are called listed
medicines and labelled AUST L. 

There are about 16,000 complementary medicines in the
TGA’s Australian Register of Therapeutic Goods (ARTG)
database. Most are listed medicines. The Guidelines for
Levels and Kinds of Evidence to Support Indications and
Claims are deemed sufficient to assure their efficacy. 
But are they?  
When submitting an application to the TGA to list a
medicine in the ARTG, the sponsor certifies that the
information in the application is complete, true and correct
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and that they hold evidence to support their claims.
Sponsors should give a summary of this evidence, but are
not required to. Sponsors may base their certifications on
whatever evidence they believe appropriate. There is only
random sampling and targeted auditing (currently about
20%) for compliance with the legislation, and it is after the
product is on the market. 
The Expert Committee expressed concern in their report
that ‘many sponsors of medicines, including complementary
medicines, may not be equipped to substantiate claims for
efficacy through a critical assessment of the available
evidence’. Who will do the research into their safety and
efficacy and undertake costly clinical trials? The $5 million
awarded to NHMRC last year for complementary medicines
research should start to provide some valuable information
towards this.

What risks are there?
All medicines alter the way the body works. We take them
for a desired change; for example, to kill pathogens or
maintain chemical balance, but all medicines can have
unwanted side effects—risks. When prescribing medicines,
medical practitioners should assess these risks, including
the cumulative risk of taking a medicine and its
interactions with other medicines, but it can be hard to
find the risks associated with complementary medicines.
For example, many people now use complementary
medicines in conjunction with pharmaceuticals that were
not a part of traditional use, so the information about
interactions is limited. 
Furthermore, many users of complementary medicines 
do not consider them to be medicines so do not tell their
doctors about them, even when asked. Others know they
are using them as medicines but feel embarrassed to tell
their doctor. As a consequence, the normal checks for
incompatibility with their prescribed medicines are missed
and adverse reactions and side effects can result.

Gaps in our knowledge 
As consumers, we need to know:
• the most commonly used/prescribed/recommended/

self-initiated complementary medicines.
• where consumers can get information on

complementary medicines and how they would like to
receive that information.

• what information consumers and health professionals
want regarding complementary medicines. 

• consumer and health professional attitudes to
complementary medicines; for example, do they value
them? Do they think they are effective? Do they
consider side effects, drug interactions and
contraindications in their decision making? 

• if there are any gaps in consumer and health
professional skills in assessing information on
complementary medicines.

• if consumers and health professionals are
communicating adequately with each other about 
the use of complementary medicines. 

The National Prescribing Service (NPS) is currently
undertaking a series of projects to ‘determine the
complementary medicines information and skill needs
of both healthcare professionals and consumers’.  

In conclusion, consumers need to be responsible for
using complementary medicines wisely and safely, 
to make informed choices and spend their money
effectively. But they need to have the skills and
knowledge to do this. Strategies to inform consumers,
and money to improve information about
complementary medicines, must be found.

Geraldine Robertson is a consumer representative 
on the Complementary Medicines Implementation
Reference Group
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The Breast Cancer Network of Australia position statement
on complementary therapies can be applied to any medical
condition and provides some useful guidelines for
consumers. It says:

‘While many complementary therapies are safe and have
been found by consumers to be of benefit to their wellbeing,
some natural medicines that are recommended by
complementary therapists have the potential to interact 
with prescription medicines and other pharmaceuticals 
or to cause potentially negative side-effects in women with
breast cancer. 

• Quality information about complementary medicines
should be available to all women with breast cancer.

• BCNA recommends that all women ask their
complementary therapist about the potential side effects
and interactions with other medicines of any medicines
recommended to them by their therapists. In addition,
BCNA emphasises the importance of a woman
communicating with her medical team about any
complementary therapies she is using.

• BCNA does not support the use of alternative medicines
being used in the management of breast cancer in place
of the evidence-based, best-practice treatments that are
recommended in the clinical practice guidelines for the
management of breast cancer.’

For more information, go to
http://www.bcna.org.au/cms/details


