
SUBMISSisoN To THE GUARDIANSHIP AND ADMINISTRATION AMENDMENTIMEDiCAL
RESEARCH) BILL 2020

The Amendment is well intended but difficult to execute

This Guardianship and Administration Amendment (Medical Research) Bill2020 (Bill No.
176-1B) of the Guardianship and Administration Act 1990, henceforth named "the
amendment, aims to provide a legal framework to allow access to research for patients that
do not have the capacity to consent. However, the amendment is difficult to apply in the
acute care setting and does not enhance the protection offered to the patient,

Independent medical practitioner riot involved in treatment
The amendment (,. 1.0ZO) defines an independent medical practitioner (IMP) as a medical
practitioner not involved in providing treatment to the research candidate. As a
consequence, this IMP will neither know the patient's current (or past) medical condition(s)
nor the patient's current wishes.

Treating doctor in a better position to make determination
The Amendment 11.10ZR) requires an IMP to determine that the patient is riot likely able to
make reasonable judgments within a relevant timeframe and that the research is in line
with or not opposed to the interests of the research candidate. However, in the acute care
setting (e. g. Intensive Care, Emergency Department), the treating doctor (not the IMP) best
knows the patients' acute medical condition that causes incapacity and the likely duration of
the incapacity. Furthermore, the treating doctors in the acute care setting generally know
the patient's wishes better than an IMP who had no current contact with the patient and
the next of kiri.

Independent medical practitioner reliance on treating doctor
The consequence of riot being involved in treating the patient is that the IMP will generally
rely on the treating doctor in an acute care setting to provide the information about the
medical condition and the likely duration of the acute medical condition that is causing
incapacity as well as the wishes of the patient. Therefore, involving an IMP does not add any
additional value to the patient beyond what is already provided by the treating doctor in an
acute care setting.

Information on the nature of research better provided by the Human Research Ethics
Committee

The Amendment (1.10ZR) also requires the IMP to make a statement on the nature of
research (e. g. observational, no substantial risk). However, all medical research can only be
performed if approved by the local Human Research Ethic Committee (HREC) which also
determines the nature of research and mandates this information to be part of the
'information and consent form" that is provided to relatives and 10r patients. In clinical
practice the IMP would largely rely on either common medical knowledge or the treating
doctor of the acute care setting or the HREC approved mandatory "information and consent
form" to inform him-/ herself about the nature of research. Again, the IMP dd any
additional value to the patient. ,^!* 3,
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Suggestion that would improve the Amendment
. We suggest that any research is evaluated by the State Administrative Tribunal to

determine whether the research it is to be considered research from a Guardianship
point of view. This would align with the current practice in some states like
Queensland and NSW.

. We suggest that any research is evaluated by the HREC and not by an IMP to
determine the class of potential risk of research to the patient as HREC is in a better
position to make such a judgment in line with current practice.

. We suggest that the next of kiri of the patient knows the wishes of the patient better
than an IMP.

. We suggest that in situations where, observational or comparative studies of usual
care are conducted (e. g. known medication in known doses and known duration
already applied to humans irrespective of indication), the treating doctors is
appropriate to provide determination (incapacity, duration of incapacity) and to
provide this to provide information about the research to the next of kin. We do not
think an IMP adds any additional value to the patient. This would also align with
research offered directly to the patient that does have capacity. Of note, where
research is offered directly to a patient that does have capacity the treating doctor is
considered sufficient to provide determination and there is no provision to obtain
determination of an IMP.

. We suggest that the treating doctor that provides determination is independent of
research and independent of research would mean not being in a position to gain
any benefits in any way by enrolling a research candidate into research including but
not limited to financial, academic (being site principal or associate investigator), or
reputation al.

. We suggest that in the case of medical urgency (,.,. OZS) and where the next of kin
cannot be contacted despite reasonable efforts that determination is performed by
a second treating doctor. At least one of the treating doctors has be to be
independent to research as outlined above.

Kind regards
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Intensive Care Consultant
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