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1. Introduction

1.1.

This document outlines the AMA position on timely access to affordable medicines
and the safe, efficient, and quality use of medicines in Australia.

1.2.

The term ‘medicine’ includes prescription, over-the-counter and complementary
medicines. Further policy specific to complementary medicines is provided in the AMA
position statement Complementary Medicine – 2012.

2. Medicines policy development
2.1.

The AMA supports the National Medicines Policy1.

2.2.

The AMA supports the maintenance of an independent national medicines advisory
body, with membership from groups who have an interest in the safe, efficient and
quality use of medicines and medicines policy in Australia. This forum is important to
discuss and debate changes in the medicines environment and to promote,
influence and assist in the implementation of the National Medicines Policy in
Australia.

3.

Quality use of medicines

3.1.

The AMA supports the National Strategy for the Quality Use of Medicines2.

3.2.

Medical practitioners have a responsibility to:
(a) select management options wisely by considering all treatment options to best
manage a patient’s health care needs
(b) choose the most suitable medicines when medicines are considered appropriate,
taking into account the potential for self-harm, and the ability of the patient to
adhere to the dosage regimen
(c) ensure medicines are used safely and effectively, and that patients are fully
informed of the relevant side effects of medicines as well as the relevant
interactions between medicines
(d) report any adverse reactions to the TGA.

3.3.

Patients have a responsibility to:

1

Commonwealth of Australia National Medicines Policy 2000
https://www.health.gov.au/internet/main/publishing.nsf/Content/nmp-objectives-policy.htm
2
Commonwealth of Australia National Strategy for Quality Use of Medicines 2002
https://www.health.gov.au/internet/main/publishing.nsf/Content/nmp-pdf-natstrateng-cnt.htm
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(a) advise their prescriber about any other medicine they are taking, including overthe-counter and/or complementary medicines
(b) take their medicines as directed
(c) report any adverse event associated with medicines to their prescriber.
3.4.

The AMA supports the activities of NPS MedicineWise to provide independent,
accurate, balanced, evidence based information on the quality use of medicines.

4. Access to medicines
4.1.

The AMA supports the development of policy and infrastructure that improves access
to medicines, improves population and individual health outcomes, and reduces the
disparity in health outcomes for vulnerable groups.

4.2.

The AMA supports the principles of the Pharmaceutical Benefits Scheme (PBS) to
provide universal access to appropriate medicines through registered medical
practitioners in an effective, efficient and equitable manner, and encourages the
development of PBS policy that contributes to optimal patient care.

4.3.

The PBS safety net plays a vital role in improving access to medicines by limiting the
out of pocket expenses for people who use a large number of prescribed medicines
within a calendar year. The Government has an obligation to ensure any policy
changes to the PBS safety net do not impact on timely access to affordable medicines
for all Australians.

4.4.

The AMA supports the independence and transparency of PBS listing and pricing
functions through the Pharmaceutical Benefits Advisory Committee (PBAC). The
PBAC plays a fundamental role in ensuring that the PBS subsidises safe, effective
and affordable medicines and must be allowed to make decisions independently and
free from political interference and sectional interests. The PBAC process is an
evidence-based and equitable system for providing affordable, sustainable access to
cost-effective medicines for all Australians.

4.5.

The AMA upholds that medical practitioners must maintain clinical independence in
order to make the best treatment recommendations for patients, based on current
evidence. It is vital that the medical profession remains independent to make their
own clinical judgments regarding treatment recommendations.

4.6.

The AMA encourages medical practitioners to offer generic medicine choices when it
is safe and appropriate to do so, and to discuss these options with patients. The AMA
opposes any compulsion on medical practitioners to prescribe a generic medicine.

4.7.

‘Off-label prescribing’ is the prescription of a registered medicine for a use that is not
included in the product information approved by the TGA, including when the medicine
is prescribed or administered for another indication, at a different dose, via an
alternate route of administration, or for a patient of an age or gender outside the
registered use.

4.8.

Off-label prescribing may be clinically appropriate, but there are clinical, safety,
ethical, medico-legal and financial issues related to off-label use. The AMA supports
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the guiding principles for the quality use of off-label medicines developed by the
Council of Australian Therapeutic Advisory Groups for public hospitals3. These
principles should also guide private practice where relevant, in particular:
(a) off-label use of a medicine should only be considered when other options are
unavailable, exhausted, not tolerated or unsuitable
(b) the patient/carer must be involved in decision-making
(c) outcomes, effectiveness and adverse events should be monitored and reported
to facilitate evidence-based decisions.
4.9.

There are certain situations where a face-to-face consultation in order to prescribe
medicines may be impractical e.g. rural and remote areas. In these situations, the
AMA supports the prescription of medicines related to clinical care by telephone or
electronic means where the medical practitioner has determined it is clinically safe to
do so, a face-to-face consultation is not immediately required, and where systems are
in place to record this communication in the patient record. Further policy specific to
these kinds of consultations is provided in the AMA position statement Technologybased patient consultations - 2013.

5. Prescribing regulation
5.1.

In the interests of patient safety, the AMA supports measures to control access to
certain medicines that are prone to addiction and misuse.

5.2.

The AMA supports the introduction and funding by governments of electronic systems
to collect and report real-time dispensing data relating to these medicines as an
effective means of addressing problems of forgery, dependency, misuse, abuse and
prescription shopping.

5.3.

The AMA also accepts the need for measures to ensure high cost pharmaceuticals
are used appropriately in the interests of effective PBS expenditure.

5.4.

However prescribing regulations and measures, such as the PBS Authority policy,
should not pose a barrier to medical practitioners treating their patients or impose an
administrative burden without evidence that they are effective and necessary.

5.5.

Alternative approaches such as audit mechanisms, should be explored before
additional regulation is imposed.

6. Prescribing rights
6.1.

Only medical practitioners are trained to make a complete diagnosis, monitor the
ongoing use of medicines and to understand the risks and benefits inherent in
prescribing. Only medical practitioners currently meet the high standards required by

3

Council of Australian Therapeutic Advisory Groups Rethinking Medicines Decision-making in Australian
Hospitals: guiding principles for the quality use of off-label medicines November 2013
http://www.catag.org.au/wp-content/uploads/2012/08/OKA9963-CATAG-Rethinking-Medicines-DecisionMaking-final.pdf
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the NPS MedicineWise Prescribing Competency Framework in order to safely
prescribe independently4.
6.2.

The AMA therefore does not support independent prescribing by non-medical health
practitioners outside a collaborative arrangement with a medical practitioner.
Prescribing by non-medical practitioners should only occur within a medically led and
delegated team environment in the interests of patient safety and quality of care.
Further, the AMA recommends a system of mandatory referral to a registered medical
practitioner where appropriate clinical criteria and outcomes are not achieved within
a specific time frame.

6.3.

When Commonwealth, State and Territory authorities allow limited prescribing
(including access to PBS medicines), non-medical practitioners must have core skills
and appropriate competencies for safe prescribing attained by completing nationally
consistent and high quality accredited education and training courses that meet the
high standards of the NPS MedicineWise Prescribing Competencies Framework. The
AMA supports the Health Practitioners Prescribing Pathway5 endorsed by the
Standing Council on Health in November 2013 which sets out the five steps that a
non-medical health practitioner must undertake to safely prescribe medicines and
recommends a national framework under which expansion of non-medical prescribing
should occur.

6.4.

The AMA supports independent prescribing by dentists. Dentists are trained to
prescribe medicines for dental conditions and prescribe within their scope of
practice.

7. Medicines regulation
7.1.

The AMA supports the role of the Therapeutic Goods Administration (TGA), as the
regulator of medicines in Australia, to ensure that medicines meet appropriate
standards for quality, safety and efficacy.

7.2.

Activities that allow the TGA to better pursue the quality use of medicines should be
publicly funded. Cost recovery should only apply to the regulatory processes
associated with supplying a medicine or device in Australia.

7.3.

The AMA recommends medicines should only be up or down scheduled where there
is strong evidence it is safe to do so, where there is demonstrated patient benefit and
safety in dispensing the medication by this method, and where it would not adversely
affect appropriate access to medicine.

7.4.

The AMA supports a comprehensive product vigilance system in line with international
best practice, and the development of proactive product vigilance strategies that
improve data linkage and enhance the robustness of post market surveillance
processes.

4

NPS MedicineWise Prescribing Competencies Framework 2012 http://www.nps.org.au/healthprofessionals/professional-development/prescribing-competencies-framework
5
Health Workforce Australia Health Professionals Prescribing Pathway 2013
http://www.hwa.gov.au/sites/uploads/HPPP-Final-Report-November-2013.pdf
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7.5.

Adverse medicine events are in themselves a significant public health problem. The
AMA supports improvements to adverse medicine event reporting systems. To reduce
the risk of adverse events associated with prescription medicines, post-market
monitoring must occur from the time a medicine first comes to market, complemented
by the TGA’s early warning system.

7.6.

Where evidence supports a change in clinical practice, medicine product information
must be updated in a timely manner in consultation with relevant medical craft
groups and pharmaceutical manufacturers.

7.7.

Government systems should ensure that medicine product information and
consumer medicines information is in line with best practice in the interests of
patient safety. These documents should not be allowed to become out-of-date
because the patent period for a medicine has expired and generics have come on
market.

7.8.

The Australian approved name of the active ingredient should be the primary
identifier for all medicines and be given pre-eminence on the medicines label in the
interests of safeguarding public health and safety.

7.9.

The AMA supports a national framework for identifying and managing potential and
actual medicine shortages in Australia that clearly articulates the roles and
responsibilities of the TGA and the pharmaceutical industry. The TGA should have
primary responsibility for assessing the clinical risk of potential shortages in
consultation with medical, pharmaceutical and other experts and working with the
industry to mitigate risks.

7.10. All health practitioners should have access to evidence-based, up-to-date medicines
information that is easily accessed from all health care settings.

8. Community pharmacy
8.1.

Community Pharmacy plays an important role in providing medicines information to
consumers and ensuring that all Australians have access to medicines in a timely and
safe manner.

8.2.

The AMA supports cost-effective models of Community Pharmacy that maintain
professional, quality and safety standards. The AMA also supports government
funded pharmacy programs which contribute to a sustainable PBS and a viable retail
pharmacy industry irrespective of where a pharmacy is located.

8.3.

It is important for patient safety and continuity of care that there is timely, clear and
consistent communication between the medical practitioner and the pharmacist.
Pharmacists should dispense medicines in accordance with the patient’s prescription
unless the pharmacist has discussed and agreed changes with the patient’s medical
practitioner.
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9. Pharmaceutical industry
9.1.

The AMA believes that an efficient, financially viable, responsible and innovative
pharmaceutical industry producing safe products of high quality will ensure Australia
has access to new medicines at a price the patient, tax payer and industry can
afford.

9.2.

The AMA supports an appropriate balance between patent periods that reward
originators for innovation and the entry of generic pharmaceuticals into the market to
increase affordability and access.

9.3.

The AMA supports international harmonisation of the medicines industry, where
access to a safe supply of medicines, and Australian standards for medicines
regulation and therapeutic practice, are maintained.

9.4.

The AMA supports pharmaceutical industry self-regulation through codes of
conduct, of industry activities to promote prescription medicines. Codes of conduct
should set out standards of ethical behaviour that must be adhered to by
pharmaceutical companies and their representatives in relationships with health
practitioners and patients. Codes of conduct should be regularly reviewed and
updated in collaboration with relevant stakeholders including the medical profession.

See also:
AMA Position Statement on Complementary Medicines – 2012
AMA Position Statement on Medical Practitioners' Relationships with Industry - 2012

Reproduction and distribution of AMA position statements is permitted provided the AMA is acknowledged and that the
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