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FOREWARD

The Australian Medical Association (WAj IAMA IWAj) represents the professional interests of medical

professionals in Western Australia. The Association works to promote and advocate for funding and
support for medical and public health research in order to continue to improve health outcomes and
the wellbeing of the community.

The AMA IWA) is invested in advancing the provision of medical research in Western Australia in

recognition of the positive impact this will have on the delivery of clinical care, patient outcomes and
the economic sustainability of WA's health system.

GUARDIANSHIP AND ADMINISTRATION ACT 1990 (WA)

In early 2018, the AMA (WA) highlighted concerns with the limitations of WA's legislative landscape
in relation to medical research, and in particular the shortcomings associated with the Guordronshjp
ondAdministrotion Act 1990 (WA). Western Australia had no law that explicitly supported waiver of
consent for patients without capacity to participate in medical research (including clinical trials),
coupled with an emerging legal interpretation of the Guordionshi^ gridAdministrotion Act 1990 IWAj
which was preventing such research occurring.

In the absence of a legislative mandate in WA and in light of the emerging legal view, patient care in
WA was being negatively affected. Critical Iy ill patients, and particularly those who had a time critical

illness, were being denied the opportunity to participate in clinical trials, even when robust review

and ethics approval processes (which applied elsewhere, throughout Australia), would have ensured
the likelihood of clinical benefit outweighing the risk of potential harm. These limitations represented
a stark contrast to accepted standards applied throughout Australia.

The National Health and Medical Research Council is Australia's leading expert body in health and
medical research and is responsible for developing research, up holding high ethical standards,
integrity and scientific rigour. The NHMRC has developed a National Statement on Ethical Conduct in

Human Research, ' the purpose of which is to is to promote ethicalIy good human research requiring
participants be accorded the respect and protection that is due to them and the fostering of research
that is of benefit to the community. The National Statement specifically provides guidelines for the
ethical conduct of research, including where informed consent cannot be obtained ' where it can be

provided by a surrogate decision-maker or where it can be waived altogether.

As a result of legislative interpretation applied in WA from 201.8 onwards, patients highly dependent
on medical care who were unable to give consent to research participation were unable to benefit

' htt s: WWW. nhmrc. ov. au about-us ublications national-statement-ethical-conduct-human-research-
2007-u dated-201.8#block-views-block-file attachments-contentblock-,.

2 chapter 23 and 4.4
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from medical research, despite the fact that their involvement in such research would have met

NHMRC's standards and would have been permitted in otherstates and territories.

This has damaged the research capabilities of WAS critical care clinicians, resulted in loss of

investment of research grant funding in WA and detracted from the goal of developing WA's medical
research capabilities.

GUARDIANSHIP AN D ADMINISTRATION AM EN DM ENT (M EDICAL RESEARCH ) ACT 2020

Since 201.8, the AMA (WA) has called on both the WA Minister for Health and Attorney General to
expedite the urgently required reform of the Guordionship GridAdmim^trotion Act 1990 (WA), with a
view to facilitating medical research in WA, in line with highest ethical standards espoused by the
NHMRC.

Consequently, the AMA (WA) welcomed the introduction of the Guordionshj!i und Administrotion
Amendment IMedicol Reseorch) Bill2020 and allowing patients in WA to benefit from new and

emerging treatments, In particular, giving all patients the opportunity to participate in Human

Research Ethics Committee approved medical research is vital to improving the care available to
critical Iyill patients, including those who are unconscious or experiencing cardiac arrest, stroke, major
trauma or requiring intensive care treatment.

The AMA (WA) acknowledges the complexity involved in ensuring legislation, processes and practice
reflect the required considerations and protest ion of individuals involved in medical research,
particularly those where the individual lacks decision-making capacity.

There are a number of issues relating to the Guordionship ond Administrotion Amendment (Medicol
Reseorch) Act 2020, that we hope can be addressed in order to further benefit the effectiveness and
impact of medical research in WA.

The NHMRC National Statement on Ethical Conduct in Human Research is an internationally
recognised benchmark which identifies the minimum standard currently applied interstate.
The Guard^^nship grid Administrotibn Amendment (Medicol Reseorch! Act 2020 (WA) should
reflect and facilitate the standards outlined in the National Statement.

The AMA IWA) understands that the onerous requirements for an assessment by the
Independent Medical Practitioner (IMP) and the need to define specific timeframes appear to
have delayed researchers being able to enrol ICU patients in CoVID-19 trials. This highlights
the negative impact of the strict requirements regarding an IMP, outlined in the Guordionshj!)
and Admim^trotion Amendment IMedicol Reseorch) Act 2020 (WA), has on time critical
studies.

Requiring the review of an Independent Medical Practitioner for HREC approved medical
research, when there is consent of a research decision-maker will delay access to treatment
for patients who are in an emergency situation or requiring critical care. The AMA (WA) notes
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that this requirement is particularly prohibitive when decisions regarding clinical interventions
may have to be made in a matter of seconds. This is riot required in other Australian
jurisdictions.

In relation to urgent medical research without consent, the AMA (WA) notes that this can only
apply to HREC approved medical research, which meets the rigorous standards outlined by
NHMRC. Such research occurred in WA to the benefit of critical care patients prior to the
aforementioned reinterpretation of the Guordronshi^ und Administrotion Act 1990 (WA) in
2018, and has continued to occur throughout Australia since then. Low risk, time critical

medical research, such as observational studies that include research blood samples or
comparative effectiveness clinical trials, should riot require IMP review -this requirement will
delay or prevent time critical research, The AMA (WA) suggests that for all other time critical

research, the agreement of two clinicians will ensure appropriate patient involvement in such
research is not affected, noting that attempts to obtain consent from a research decision-
maker should continue to be pursued,

Administrative requirements to be undertaken by the IMP mandated by the Guardionship rind
Admim^trotibn Amendment (Medicol Research) Act 2020 IWA! are unnecessarily
administrativeIy burdensome and do not stand to further protect patients or improve the
quality of decision making in relation to medical research. They are prohibitive in the context
of emergency and time-critical situations.

The AMA (WA) understands that the requirement that an IMP must consider the nature of,
and the timeframe approved by the HREC for, the medical research in which the research

candidate is to participate (,.,. OZV), has in practice been interpreted as meaning that the HREC
process must identify the time in hours and minutes in which an IMP has to provide their
assessment within. This acts a barrier to governance approval of certain research projects
where individual patient circumstances cannot be rationalised into concise timeframes at

HREC approval level.

The AMA (WA) seeks consideration of the fact that the specific prohibition of electro-

convulsive therapy (Err) stands to perpetuate stigma and stereotypes associated with this
clinical Iy proven therapeutic treatment. Where ECr is required as a life-saving treatment or
otherwise essential treatment for a person who does riot have legal capacity, there is an
extensive system of oversight via the Mental Health Tribunal and for voluntary patients who
can be treated under the Guardianship Administration Act. Its exclusion precludes potentially
clinicalIy important research that can affect the use of ECT. Engagement with psychiatrists
and the Royal Australian and New Zealand College of Psychiatrists will develop a greater
understanding of the impact the legislation will have on medical research involving ECr.

The AMA (WA) hopes that the introduction of the Guard^^nshfy, grid Administrotibn Amendment
IMedicol Reseorch) 8/1/2020 has developed a broader political understanding of the complexities
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surrounding and importance of, the role that medical research plays in the advancement of clinical

care, health system development and the WA economy.

We encourage the WA Parliamentary Legislation Committee to engage with and consider the views of
clinicians who conduct medical research under this legislation and have first-hand experience of its

impact on patient care and medical research in WA. The AMA (WA) is able to facilitate such

engagement if required.

The AMA (WA) anticipates that further consultation and engagement with appropriate stakeholders,

such as the medical profession, consumer groups, medical colleges and medical researchers, will

provide an opportunity to more-effective Iy capitalise on WA's current drive to promote and develop
medical research and progress patient care in WA.
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