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Background

A fundamental principle in healthcare is to deliver tests and treatments to patients that are
evidence-based. This evidence is produced by clinical research. Research includes studies to
determine the causes, course or outcomes of illness, evaluate new diagnostic tests, or compare
the outcomes for groups of patients who are assigned to different treatments in a clinical trial,
where there is uncertainty about which of these is better. A clinical trial may investigate two or
more accepted standard treatments or compare a novel treatment against a standard treatment.
This may or may not require the use of a placebo, however a patient in research is never denied
the current agreed standard treatment.

Traditionally, clinical research has been considered a separate activity to the delivery of medical
treatment, with distinct regulatory and legal frameworks governing research. All research
involving human subjects must be approved by a human research ethics committee (HREC).
Overarching internationally agreed consensus principles guide HREC decisions. In Australia, these
principles are set out in the National Health and Medical Research Council's National Statement
on Ethical Conduct in Human Research 2007, updated 201.8 (the Nationalstatement), In addition,
in Australia, clinical research must comply with the relevant legislation within the state or
territory in which a research participant is enrolled.

An important ethical principle in the delivery of medical care is consent. This applies to both
treatment and to research participation. Some patients however do not have capacity to provide
informed consent. This is of relevance in emergency care settings where illness or injury is
typically acute and unforeseen, A patient can have impaired consciousness, be in pain and
distress, or require immediate intervention such that an informed discussion about treatment or
research participation is impossible.

In Western Australia, the Guardianship and Administration Act (1990) (the Act) provides for a
substitute decision maker (typically a close family member or 'next-of-kiri') to provide consent
on behalf of a patient for treatment and medical care. While silent on the matter of research
participation, the treatment provisions have been interpreted so as to provide for the enrolment
of patients who lack capacity to consent into clinical research. This is in line with the approach in
all other Australianjurisdictions and in compareble countries overseas, and to our knowledge has
not resulted in any adverse consequences in almost three decades,

In 2018, a new legal interpretation of the Act determined that clinical research was riot permitted
under the provisions for substitute decision making. All ongoing research involving incapacitated
patients in WA ceased, and no new research studies involving incapacitated patients have been
approved. As a consequence, many critical Iy ill and injured patients in WA have been denied
access to HREC approved clinical research into better treatments which are available to their
counterparts in all other states and territories.



The amendments to the Act which were recently passed by Parliament and received Royal assent
on 6 April2020, and which are the subject of this inquiry, are the culmination of a substantial
amount of work over the past two years' The aim is to resolve the legal uncertainty surrounding
the involvement in clinical research of people who lack capacity to consent. The objectives are to
provide protection for research participants and researchers who are engaged in ethical clinical
research studies designed to eventually benefit individual patients and the broader community.
The emergence of the CoVID-19 pandemic in early 2020 provided an additional imperative for
Parliament to consider these amendments. This is important given the lack of any known
effective treatment for this new disease, and recommendations by the World Health
Organisation and other peak clinical guideline bodies that treatments such as antiviral medication
should only be administered to patients in the context of a clinical trial in order that questions of
efficacy and harm can be properly assessed.

AUStralasian College for Emergency Medicine

The AUStralasian College for Emergency Medicine (ACEM, the College) is the not-for-profit
organisation in Australia and New Zealand responsible for training and educating specialist
emergency physicians and advancing professional standards in emergency medicine, including
the study, research and development of the science and practice of emergency medicine. The
practice of emergency medicineis concerned with the prevention, diagnosis and management of
acute and urgent aspects of illness and injury among patients of all ages who present to
emergency departments with a spectrum of undifferentiated physical and behavioural disorders.
As the peak professional organisation for emergency medicine, the College has a vital interest in
ensuring the highest standards of emergency medical care are maintained for all patients.

The WA Faculty of the College represents some approximately 200 Fellows working as emergency
physicians in the state.

The College recognises the primacy of a HREC (which contains clinical, consumer and legal
representatives) to assess the ethics, risks and benefits of research proposals, including for time-
critical research in emergency settings. A HREC will always carefully assess the importance of the
research question, and the rationale and scientific rigour of the research proposal. This may
include in some circumstances an intervention al study involving control groups, with or without
a placebo, but patients will never be denied agreed standard treatment.

Response to amendments to the Act

The WA Faculty of the College broadly supports the amendments to the Act as a positive step
towards resolving the legal uncertainty, and therefore enabling acutely illand injured patients in
WA the opportunity to participate again in research studies designed to improve clinical
outcomes and which are available to their counterparts in other Australian jurisdictions.



From the perspective of emergency medicine, there are several aspects of the amendments
which still pose barriers to the effective operationalisat ion of the legislation. This is evidenced by
the fact that in the two months since the amendments were passed into law no clinical research
study has yet been authorised to commence recruiting patients under these provisions. This is
important because, in order to produce valid results, research in emergency and critical care
needs to be offered to all eligible participants. Excluding those who are unable to provide consent
due to the severity or the time-critical nature of their illness will lead to skewed and unreliable
results.

The WA Faculty of the College therefore welcomes the opportunity to provide input into this
inquiry with the objective of clarifying these issues for the benefit of Fellows who may be involved
in the care and treatment of patients who are research candidates, for the administrators and
research governance officers who are responsible for the authorisation of HREC approved
research within our health system, and ultimately for our patients and the wider community.

The matters of concern are as follows:

,.. Definition of a lead researcher In. OZO)

The definition of a lead researcher specifies a medical practitioner. A significant amount
of research in emergency and acute care is led by non-medical personnel such as
paramedics, nurses and allied health professionals, who all have their own professional
standards regulated by the Australian Health Practitioners Authority. A lead researcher
should be defined as a registered health professional.

2. Definition of Independent Medical Practitioner

There is a requirement for an Independent Medical Practitioner (IMP) to provide approval
for a research decision made by a substitute decision-maker (110ZR) or for urgent medical
research without consent (110ZS).

The principle of involving a second practitioner is supported as providing a safeguard,
however there is concern that the legislation as it stands will not achieve this.

The definition of an IMP in 110ZO requires that he or she be at not involved in providing
treatment to the potential research candidate and by not involved or connected to the
research.

In practice this means a researcher will be required to explain not only the details of the
patient's condition but also the research project to another doctor, This will take
substantial time away from patient care and introduces greater risk by removing the
decision from the immediate clinical scenario and potentially delaying the
commencement of treatment.



There is also concern that this will disadvantage patients presenting to smaller hospitals
in outer metropolitan and regional areas where an IMP meeting these criteria may be
difficult to find,

Conversely, the objective of this requirement is most likely to be realised when the
research decision is reached by agreement between the treating clinician and a member
of the research team.

3, Assessment by independent medical practitioner of research candidate's best interests
triozuj

It is worth considering that medical practitioners operate under a professional code which
requires them to act in good faith in the best interests of their patient. This professional
obligation is riot altered in any way when it comes to involving patients in research.

Furthermore, all clinical research studies have explicit enrolment criteria which a
potential research candidate must fulfil to be considered eligible. A practitioner cannot
simply enrol a patient into research who does not fulfil these. A research study is only
approved in circumstances where there is treatment uncertainty and the HREC has
determined that the benefits of participation in the research outweigh any potential risks.

There is a substantial body of evidence that patients who are enrolled in research have
better clinical outcomes as a result of the close monitoring and scrutiny associated with
being a research participant. This includes those who are enrolled into the standard
treatment or control arm of a clinical trial.

We agree that consideration of the wishes of the research candidate as stated in
110ZU(INa), in so far as they can be ascertained, is the paremount consideration.

Where the research candidate's wishes cannot be ascertained, and there is no reason to
believe that he or she would decline participation in the research, the considerations
outlined above will ensure that 1.10ZU(I)(b-e) are satisfied if the research candidate fulfils
the eligibility criteria for a study.

We contend that the prime consideration for the IMP should therefore be to satisfy
themselves about the suitability of the patient for the research study, and to determine
to the best of their knowledge that the research candidate would not otherwise decline
to participate.

The requirement for the IMP to provide written reasoning to satisfy 110(I)(b-e) is
unnecessary as it confers no additional protection to the research candidate. It also poses
an unreasonable administrative and clerical burden which diverts time and attention from



patient care and is likely to lead to delay in initiating treatment, exposing the research
candidate to potential harm.

4. Urgent medical research without consent 11.10ZS)

This section is of particular importance in emergency medicine where patients often have
a sudden loss of capacity due to their acute illness or injury. By definition, such episodes
are unanticipated, for example major trauma or sudden cardiac arrest. Moreover,
treatment is often time-critical with intervention required often within seconds to
minutes.

Obtaining a research decision from a substitute decision-maker in such circumstances is
impractical. In addition, it can compound distress among family members,

For many conditions in critical illness the evidence base for commonly administered
treatments is poor. Developing alternative pathways to provide access to clinical
research in such circumstances is therefore important.

The alternative is that the sickest and most vulnerable patients continue to receive
unproven, possibly ineffective or even harmful treatments. The provision in the
amendments to the Act for such a pathway is therefore strongly supported.

However, there are some aspects in the legislation as it stands which are problematic.

110ZS(I)(f) stipulates that this provision applies where it is impractical to obtain a
research decision 'within the timeframe for the research approved by the HREC'. It is
unclear exactly what this means. Does this mean that the HREC is required to stipulate a
specific time frame during which a research-decision should be sought by a substitute
decision maker before proceeding? In circumstances where delays to initiation of
treatment can have serious adverse consequences there is concern that this requirement
could actually be detrimental. Moreover, the precise timeframe in which treatment must
be initiated may vary from individual to individual depending upon the severity of their
condition and presentation.

We feel a better approach is simply to allow the HREC to provide authorisation for
enrolment in the research using these provisions in circumstances where it is impractical
to obtain a research decision from a substitute decision-maker without having to stipulate
a timeframe. The National Statement provides clear guidance on the circumstances in
which this would be considered ethical research practice.

For similar reasons, the requirements in 110(11(g-i) for an IMP determination before
proceeding with the research risks adding complexity and delay and does riot confer any
protection in many circumstances.



For example, a research study may simply be observational, involving the collection of
data or perhaps an additional blood sample at the same time as routine blood collection.
Alternatively, a research study may compare two existing accepted treatments (for
example high flow oxygen versus normal oxygen administration following cardiac arrest)
where both are utilised in routine practice and there is uncertainty about which is better
for the patient.

In both these situations the research participant will receive a treatment which is within
the bounds of current standard accepted practice and is at no greater clinical risk by being
recruited into research than if they were being treated outside a research study.

5. Assessment by independent medical practitioner of risks 111.0ZW)

As previously described, a HREC will only approve a research study on the basis that for
an eligible participant there is uncertainty about the most effective test or treatment.

Many research studies in acute and critical care are observational in nature (where the
participant receives standard treatment) and are designed either to better understand
mechanisms of illness or to study a new diagnostic test. In diagnostic test studies, a
patient receives usual care and a putative new diagnostic test (which is thought to be
either more accurate, or safer, less invasive or more cost-effective) and is compared to a
gold standard test or standard testing plus extensive follow up.

Clinical trials in emergency care are often concerned with evaluating the effectiveness of
existing standard treatments to determine which is better. These are known as
comparative effectiveness trials.

In both these situations the research participant receives an accepted treatment and their
participation in the research confers no additional clinical risk.

In a minority of clinical trials in acute and critical care a novel treatment is tested against
a standard therapy. Such trials are approved by an HREC on the basis of rigorous
assessment of the likely benefits and harms and is predicated upon postulated benefit
from other conditions, data from pilot studies, and safety studies among healthy
volunteers.

There is therefore a hierarchy of clinical risk associated with research studies. The College
believes it is important that this is reflected in the regulatory framework which governs
research activity. This is important to ensure that access to low and negligible risk studies
(as defined by the National Statement) is riot unnecessarily restricted for people in WA
compared to their counterparts in the rest of Australia. We therefore believe that there
should riot be a need for re-assessment of risk by an IMP when this risk assessment is an
essential part of the initial HREC review and approval for these studies.



6. Valid Decision-making 1110ZO)

If a researcher doesn't commence or ceases research, mm the decision is taken to be valid
even though the patient's condition or prognosis deteriorates. There is no clause to the
opposite effect: If a researcher commences research, will the decision be taken to be
valid if the patient deteriorates? The potential is that the researcher will be regarded in
a negative light if a patient deteriorates as a result of their condition whilst in a research
study.

Summary and suggestions

The WA Faculty of the College supports the amendments to the Act as a positive step towards
restoring access for acutely ill and injured Western Australians who, due to the seriousness
and/or time-critical nature of their condition are unable to participate in a decision about
research participation.

The practical applicability of these changes is however proving challenging. There is concern that
some requirements in the amended Act will riot achieve the desired aim of providing protection
to patients but instead impede the recruitment of patients with time critical serious illnesses into
research which is designed to improve outcomes. This places sick and vulnerable Western
Australians at a disadvantage compared to their peers in other jurisdictions.

The College is strongly of the view that when a HREC approves an observational or comparative
effectiveness clinical research study that the IMP requirement to authorise a research decision
for those patients unable to provide consent is impractical and offers no additional protection,
due to the unique circumstances of the time-critical urgent nature of practice in this setting.
Indeed, it may serve as an impediment to enrolment to the detriment of all those patients eligible
for the research, whether or riot they are able to consent, by rendering the results unreliable.
This requirement is riot in the interests of emergency patients or the community.

Emergency Physicians are strong advocates for the interests of their patients. This is riot altered
when it comes to consideration of enrolling patients into research. Indeed, the delivery of high-
quality evidence-based clinical care depends upon the ability to undertake clinical research and
is entirely consistent with our patient advocacy role. There is abundant evidence that enrolment
into research is beneficial for patients, improves enrolled patients' care and improves outcomes
for the wider community.

The ethical principles which underpin medical care are beneficence, nori-maleficence, equity and
justice. Individual autonomy allows for personal choice when it comes to the receipt of medical
care. Acutely ill or injured patients who have impaired capacity are unable to exercise this
autonomy. There is ethical and legal provision which allows for the delivery of clinical care in such
circumstances. Access to ethical Iy approved clinical research which aims to improve outcomes is
a fundamental right. Denial of access to such research on the basis of lack of capacity to provide



consent violates the principle of equity. In addition, the principle of justice requires that the
burdens of research participation should be borne equally by those eligible for that research.
Excluding patients based on their ability to provide consent is contrary to this principle.

It is worth considering that the ultimate aim of research is to optimise the likelihood of recovery
for the participant, thus restoring their autonomy and hence their ability to partake in a
discussion about ongoing participation in the research. This includes providing the right to
withdraw from the research if he or she so chooses.

The WA Faculty makes the following recommendations in order to improve the applicability of
the amendments to the Act to achieve the optimal outcomes for patients presenting to
emergency departments in Western Australia.

The definition of a lead researcher be broadened to include registered nori-medical health
practitioners
If an independent practitioner is required to authorise research participation this should
not be restricted to medical professionals but include relevant nursing and allied health
professionals, at the discretion of the HREC, depending upon the nature of the research
study
The requirement for the IMP to not be involved in the either the care of the patient or
the research should be removed. Instead the consensus of two practitioners, one who is
the treating clinician and one who is involved in the research is most likely to achieve the
desired objectives
The requirement for the IMP to provide written justification for their research decision
be removed on the basis that it adds nothing to patient protection and is likely to delay
care and distract health professionals from essential patient care
The requirement for an IMP decision for research participation for observational and
comparative effectiveness studies be removed on the basis that these confer no
additional clinical risk to the patient over riot being enrolled in the research, This
requirement is likely to pose a barrier to patients accessing research, and detracts time
and attention from essential clinical care,

The requirement for an HREC to specify a timeframe before the provisions of 11.0ZS can
be implemented be removed as this is likely to be a source of confusion and it is
impossible to define a single timeframe for a range of clinical scenarios.

The WA faculty of the College are grateful for the opportunity to provide a submission to this
inquiry. It looks forward to an outcome which achieves the best possible clinical outcomes for
patients presenting to emergency departments in WA by providing access to essential clinical
research in accordance with the ethical principles enshrined in the National Statement, and
brings WA once again into alignment with the other states and territories in Australia.

For further information or clarification please feel free to contact me directly.
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