
;^!^ Government of Western Australia
Department of Justice

All enquiries:
Phone:
Our Ref
Your Ref:

Hon Dr. Sally Talbot MLC
Chair, Standing Committee on Legislation
Legislative Council
Parliament House
PERTH WA 6000

Ms Pauline Bagdonavicius
9278 7300

0,988,2020
A812990

Email: IClc@parliament. wa. gov. au

Dear Hon Dr. Talbot MLC

INQUIRY INTO THE GUARDIANSHIP AND ADMINISTRATION AMENDMENT
(MEDICAL RESEARCH) BILL 2020

Thank you for the invitation to provide a written submission on matters relating to the
scope, purpose, and structure of the Guardianship and Administration Amendment
(Medical Research) Bill2020 (the Bill). I note that the Committee's terms of reference for
the inquiry include the Bill as it was agreed to by the Legislative Council and the Legislative
Assembly and the amendments made to the Guard^^nshj:i and Administration Act I990
(the Act) by the Guardiansh4? and Administration Amendment (Medical Research) Act
2020 (the Amending Act). The Amending Act came into effect from 7 April2020.

These amending provisions had been under development for some time. The Office of
the Public Advocate, in collaboration with the Department of Health, had advocated for
medical research amendments to be considered in the statutory review of the
Guardiansh4, and Administration Act I990, the report of which was tabled in Parliament
on 2 December 2015. The Department of Justice led the drafting of the Bill and consulted
with me during the process.

^in^I'll6iicAdvocate

^., I'll^^,^,

^
^,

The Office of the Public Advocate has welcomed the introduction of the Bill as it aimed to
enable the making of treatment decisions, on behalf of an adult who has lost capacity to
make these decisions, for the provision of therepies only available through a medical
research program. In addition, the hierarchies of substitute decision-makers for both
treatment and medical research decisions are consistent. This sensible approach will
assist both professionals and community members to understand and determine who
should be the substitute decision-maker for the research when the person does not have
capacity to make the research decision and has riot made an Advance Health Directive
which is consistent with the proposed medical research treatments.

As the Public Advocate, I may be appointed by the State Administrative Tribunal (SAT) as
plenary guardian with full decision-making authority for all personal, lifestyle and treatment
decisions for a person who has lost capacity to make such decisions, or as limited
guardian with specific authority to make certain decisions.



When appointed as plenary guardian or as limited guardian with treatment authority, which
encompasses decision-making about medical, surgical, or dental treatment or other health
care including life's ustaining measures or palliative care, I view the rights of a represented
person to be the same as any other member of the community, including access to the
same level of medical treatment and healthcare that is normally provided to individuals
with similar medical conditions. Prior to the medical research amendments to the Act the

process for ensuring that decisions to enable represented persons to access new and
emerging treatments through medical research were riot provided for by the Act.

I am of the view that the medical research amendments to the Act appropriate Iy defines
medical research and what it includes (Section 3AA of the Act). With the insertion of
Part 9E - Medical Research, a sound framework is provided for determining who is
authorised to make a medical research decision (research decision-maker) for a
represented person (research candidate) (sections I IOZP and I 10ZQ), and the process
for determining in what circumstances a research decision can be made and whether the
decision is in the research candidate's best interests, or not adverse to their interests, if
they participate in the research (section, 10ZR).

The Act ensures that there are provisions for the making of decisions for people who are
not capable of making reasoned decisions for themselves, This includes people being
able to make an Advance Health Directive while they have capacity, formally authorising
someone to act on their behalf through an enduring power of guardianship made while
they have capacity, Dr. if they have lost capacity, the State Administrative Tribunal may
appoint a plenary guardian or a limited guardian with specific authority to make medical
research decisions. When a person does not have capacity to make a reasonable
judgement about the proposed medical research and the fore-mentioned formal
mechanisms are not in place, or the formally appointed person is riot willing to make a
research decision, the Bill, through section, 10ZQ, establishes a procedure for determining
a substitute decision-maker for a research candidate.

Under section, toZQ the researchers are required to work their way through the specified
categories of potential decision-makers to find a substitute decision-maker who is capable,
willing and able to make the research decision. To be required to make such a decision
can be daunting and require careful consideration given that it can be about the provision
of new and emerging treatments. As the Public Advocate I have not delegated this
decision-making authority to guardians in the Office of the Public Advocate in recognition
of the complexity and sensitivity of the process of decision-making and the need to
manage the implementation of new legislated processes and procedures at this stage,

I am pleased to note that the Act (section I I OZR) provides a process for information
gathering and consultation to protect the interests of the proposed research candidate and
supports decision-makers in making their determination, The Act requires that before the
decision-maker can consent to a research candidate participating in medical research they
must establish that the research has been approved by a Human Research Ethics
Committee, determine the capacity of the research candidate to consent, consider the
risks and benefits to the research candidate, and if there is a valid Advance Health
Directive in place that it is consistent with the proposed research treatments. Further, the
Act provides a key safeguard in requiring that that the decision-maker must receive the
advice of independent medical practitioners that the research candidate is not likely to be
able to make reasonable judgements within the timeframe of the research, that the risks
of engaging in the research are proportionate to the research candidate's situation and
needs, and that participation is in their best interests or not adverse to their interests.



Section 110ZU of the Act provides further safeguards by specifying what the independent
medical practitioner must take into account in forming a determination that the medical
research is in the best interests of the research candidate and by requiring that the
determination be provided in writing to the research decision-maker.

Decisions about a represented person's participation in medical research can be material
to their immediate health and wellbeing. A represented person may require urgent
treatment only available through medical research to save their life, to prevent serious
damage to their health, or to prevent them suffering or continuing to suffer significant pain
or distress. The provisions in section I 10ZS Urgent medical research without consent,
provide the necessary framework and safeguards for decision-making when it is riot
practicable for the researcher to obtain a research decision in relation to the candidate
from their research decision-maker

In closing, I am of the view that the Bill and the amended Act provides clear authorisation
processes and safeguards for consent to be given for a person with a decision-making
disability to participate in approved medical research, enabling their access to new and
emerging treatments when it is in their best interests, or riot adverse to their interests, for
this to occur. I have attached a copy of the Office of the Public Advocate's Position
Statement: Decisions about medical research, for your information. This document was
released on 7 April2020 and is available on the Office of the Public Advocate's website
WWW. ublicadvocate. wa. ov. au/ files/ OSition statement 7. docx .

Yours sincerely

Paul' e Bagdonavicius
PUBLIC ADVOCATE

8 June 20202
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Decisions about medical research

.

The Guardianship and Administration Act 7990 (the Act) Part 9E provides the
authorisation and safeguards for consent to be given for a person with a decision-
making disability to participate in approved medical research. This research must
have been approved by a Human Research Ethics Committee that complies with the
National Statement on Ethical Conduct in Human Research issued under the National

Health and Medical Research Council Act I992 (Commonwealth).

.

The intent of the provision in the Act is to ensure that people with a decision-making
disability have access to emerging and novel treatments when it is assessed as in their best
interests, or is not adverse to their best interests.

Protecting the h inari rl hts of adults wl h decialon-making dleabllltles

.
.

The Act specifies those people authorised to make a research decision for a person with a
decision-making disability. It is riot always necessary to apply to the State Administrative
Tribunal to have a guardian appointed to make a research decision if someone else
specified in the Act meets the criteria to make the decision. However, a guardianship order
may be sought when there are disagreements or when ethical Iy contentious medical
research is proposed.

.

The Office of the Public Advocate has developed the following information to ensure health
professionals, service providers, family and friends are aware of the process to follow when
medical research is being considered for a person with a decision-making disability. There
are also general guidelines to use when considering whether or not an application for a
guardianship order is required.

Medical Research

In the Act the term medical research means research conducted with or about individuals, or
their data or tissue, in the field of medicine or health ; and includes an activity undertaken for
the purpose of that research. A person being considered for, or provided with, treatments in
approved medical research is called the research candidate.

Section 3AA of the Act defines activities that are considered to be medical research but other

activities may be prescribed by regulations. Medical research includes, but is not limited to:

the administration of pharmaceuticals or placebos
the use of equipment or a device
health care that has not yet gained the support of a substantial number of practitioners
in that field of health care
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carrying out a comparative assessment between established and novel health care
therepies
taking samples from an individual, including taking a blood sample; or a sample of tissue
or fluid from the body, including the mouth, throat, nasal cavity, eyes or ears
any nori-intrusive examination including a visual examination of the mouth, throat, nasal
cavity, eyes or ears; or the measuring of an individual's height, weight or vision
observing an individual
undertaking a survey, interview or focus group
collecting, using or disclosing information, including personal information
considering or evaluating samples or information taken under an activity listed above.

Medical research does riot include research about individuals, or their data or tissue that only
analyses such data and does not result in the disclosure or publication of personal
information.

Treatment

In the Act, for the purpose of;
. Part 9B - Advance health directives
. Part 9E - Medical research

the term 'treatment' is defined as any medical, surgical or dental treatment or other health
care, including a life-sustaining measure or palliative care, and medical research.

Medical research is not included in the definition of treatment when it is applied to
other parts of the Act.

Treatment decision
A treatment decision is a decision to consent or refuse consent to the commencement or

continuation of any treatment of the person. In Part 9B - advance health directives - the
definition of treatment decision is expanded to include participation in medical research.

Substitute decision-making
The Act ensures that there are provisions for treatment and research decisions to be made
for people who are riot capable of making reasoned decisions for themselves because of
conditions such as dementia, an intellectual disability, psychiatric illness or an acquired brain
Injury.

The Act provides options for people to choose how decisions about treatment and/or their
participation in medical research will be made, if they ever lose capacity to make decisions
for themselves, People can do this by making an advance health directive or by appointing
an enduring guardian.

The Act also allows for substitute decision-makers to be appointed by the State
Administrative Tribunal where a person has lost capacity. A person appointed by the State
Administrative Tribunal to make personal, lifestyle, treatment and medical research decisions
is known as a guardian.
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Persons for whom a guardian is appointed lose the right to make decisions about those
areas of their life for which the Tribunal gives the guardian authority. To protect a person's
decision-making rights wherever possible, a guardian will be appointed only if it is
considered necessary to safeguard the best interests of the person whose decision-making
capacity is impaired and if other less restrictive options are not available or appropriate.

Advance health directive

This is a legal document that a person 18 years of age or older, with full legal capacity can
complete. It allows the person to provide or withhold consent for specific health care,
medical, surgical or dental treatments or procedures, including life-sustaining measures and
palliative care, and participation in medical research.

This document is then used if the person is unable to make a treatment and/or medical
research decision at the time it is required due to loss of capacity.

Section 110ZR (4) requires that a research decision-maker must not consent to medical
research on a person if the research is inconsistent with any advance health directive in
respect to the person.

Similarly, section 110ZS (2) requires that a researcher must not conduct medical research
on a person if the researcher is aware, or ought reasonably to be aware, the research is
inconsistent with any advance health directive in respect to the person.

Enduring power of guardianship
This is a legal document that a person 18 years of age or older, with full legal capacity can
complete. It enables the person to appoint a person of their choice to make personal,
lifestyle, treatment, and medical research decisions on their behalf if they become unable to
make these decisions for themselves.

Guardianship
The State Administrative Tribunal may appoint a guardian for a person if it is satisfied that
the person :
. is I8 years of age or older
. is either:

o incapable of looking after their own health and safety;
o unable to make reasonable judgements about personal matters; or
o in need of oversight, care or control in the interests of their own health and safety or

for the protection of others; and
. is in need of a guardian.

Research decision-maker

A research decision-maker is a person who has the authority to consent on behalf of a
person with a decision-making disability to participate in medical research. Section 110ZP of
the Act specifies when a person can be a research decision-maker: see the section below
"Process for obtaining a research decision" for further details.
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The research decision-maker, on advice from a medical practitioner as outlined below,
provides consent or refuses consent to the research. Section I I OZR (4) requires that a
research decision-maker must not consent to medical research on a person if the research is
inconsistent with any advance health directive in respect to the person.

Section 110ZR of the Act specifies what must be considered before approval is given for a
person to be a research candidate. Preconditions are that:

o the research is approved by a Human Research Ethics Committee; and
. the research candidate is unable to make reasonable judgements about their

participation in the research; and
. an independent medical practitioner has determined that the research candidate is riot

likely to regain the ability to make reasonable judgements and consent to their
participation within the timeframe approved by the Human Research Ethics
Committee. Section I 10ZV of the Act specifies what the independent medical
practitioner must take into account in forming this determination.

Before consent can be provided by the research decision-maker, the research
decision-maker must receive the determination of an independent medical practitioner that:

. the medical research is in the best interests of the person or not adverse to their
interest: and

. the research candidate's participation will only involve observing that person or
carrying out another non-invasive examination, treatment or procedure; or

. if the point above does riot apply, and if there is an existing treatment available to the
candidate, the medical research does not involve any known substantial risks to the
person; or

. if the above points do riot apply, the medical research will riot involve substantial risks
to the research candidate greater than if that person did riot participate in the
research.

Section I IOZU of the Act specifies what the independent medical practitioner must take into
account in forming a determination that the medical research is in the best interests of the
research candidate.

The independent medical practitioner must inform the research decision-maker or researcher
of their determination and the reasons for it in writing before the research starts. If that is not
possible, the determination can be provided orally and then in writing after the research
candidate commences participation in the research.

Urgent medical research without consent
Section I IOZS of the Act enables a researcher, in certain limited circumstances, to conduct
medical research in relation to a research candidate who needs urgent treatment as defined
in Section I IOZH to save the person's life, prevent serious damage to the person's health or
to prevent the person from suffering significant pain or distress. This research must have
been approved by a Human Research Ethics Committee.

Certain criteria must be met in order for the medical research to be conducted in the

absence of a decision by a research decision-maker. A research candidate must:
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require urgent treatment
be unable to make reasonable judgements as to their participation in the research,
and

riot be subject to an existing research decision regarding the research.

It must also riot be practicable for the researcher to obtain a decision from a research
decision-maker, and unlikely that the researcher will be able to obtain a decision within the
time frame approved by the Human Research Ethics Committee.

Approved medical research can only be provided if an independent medical practitioner has
determined that:

. the research candidate is not likely to be able to make reasonable judgements about
participation in the research, and

. it is in the research candidate's best interests or riot adverse to their interests.

Section I 10ZU of the Act specifies what the independent medical practitioner must
take into account in forming this determination.

The researcher must also receive from the independent medical practitioner a determination
that:

. the research candidate's participation will only involve observing that person or
carrying out another nori-invasive examination, treatment or procedure; or

. if the above point does not apply, the medical research will not involve any known
substantial risks to the person; or

. if the above two points do riot apply and there is an existing treatment available to the
research candidate, the medical research will riot involve any known substantial risk
to that person greater than the risks associated with the treatment; or

. if all the above points do not apply, the medical research will not involve substantial
risk to the research candidate greater than if that person did not participate in the
research.

The independent medical practitioner must inform the research decision-maker or researcher
of their determination and the reasons for it in writing before the research starts. If that is riot
possible, the determination can be provided orally and then in writing after the research
candidate commences participation in the research.

Section 110ZS (2) requires that a researcher must riot conduct medical research on a
person if the researcher is aware, or ought reasonably to be aware, the research is
inconsistent with any advance health directive in respect to the person.

Section 110ZS (3) requires that when a researcher conducts medical research on a person
in accordance with an urgent research decision the lead researcher associated with the
medical research must take reasonable steps to obtain approval from the research
decision-maker for the candidate.

Process for obtaining a research decision
Sections 14 0ZP and I IOZQ of the Act specify the procedure to be followed by a researcher
to identify a research decision-maker when seeking to engage a research candidate with a
decision-making disability.
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If the proposed research candidate is unable to make reasonable judgements about their
participation in the medical research the researcher must determine who has authority as the
research decision-maker. The way in which the research decision-maker is identified is
outlined below under the heading "Hierarchy of medical research decision-makers".

Service providers such as allied health professionals and paid support workers have no
authority under the Act to make a research decision and are encouraged to provide the
treating health professional or researcher with the name and contact details of any legally
appointed substitute decision-maker.

Hierarchy of medical research decision-makers
Under the Act, if a person has completed an advance health directive which covers the
circumstances and treatment required, health professionals and researchers must follow the
treatment and/or research decision in the advance health directive.

A researcher must riot conduct medical research on a person if the researcher is aware, or
ought reasonably to be aware, the research is inconsistent with any advance health directive
in respect to the person.

In very limited circumstances the advance health directive may be considered invalid and the
health professional may not follow the directive but instead, must consult the first person
listed in the legislation who can make a treatment and/or a research decision,

Under Section 55A (1) (IA) of the Act the guardian of a person cannot make a research
decision unless the guardianship order gives them the authority to do so. Plenary guardians
have this authority but limited guardians require specific authority to make research
decisions.

Under Section 1101 (1) (, A) of the Act the enduring guardian of a person cannot make a
research decision unless the person has authorised all functions or provided specific
authority to make research decisions.

If the guardian or enduring guardian does riot have authority to make research decisions,
then the researcher must determine the research decision-maker by considering the
hierarchy of medical research decision makers.

Sections I 10ZP and I I OZQ of the Act lists the persons who may act as research decision-
makers for a research candidate and it can be summarised as a hierarchy. When obtaining a
research decision, the researcher must go to the first person in the hierarchy, who is 18
years of age or older, has full legal capacity, and is reasonably available and is willing to
make the decision.

If any of these conditions are not met, for example if the potential research decision-maker
does not have capacity or is not reasonably available, the health professional can go to the
next person in the hierarchy.
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Hierarchy of medical research decision-makers*
To be read in conjunction with Sections 110ZP and 110ZQ of the Guard^^nsh4? and
Administration Act I990, as noted earlier. Note, in the flowchart below, an advance health
directive may be in the prescribed form or a common law directive.

Advance Health Directive
Decisions must 17e made In accordance ..\'ith 1/1

uiiless circumstances nave changed or coulcl
118ve heeli foieseen by ille 111aker

Enduring Guardian
I a1! 11/11Clioiis '11/11/01iSO:! o1 SPCciiic allilioiii, ,,

to 111.1k* 111,111c01 1050aicli I_locisiciis

Plenary Guardian or guardian
'11/1 sirecitc 3111/10/11y to 111ako Inetlical lesearcli decisi

Adult son or daughter

+.
.

Parent

*Explanatory notes:
A health professional must consult the order above (spouse/de facto partner, adult child, parent, sibling) in
seeking a research decision

De facto partner: "It does not matter whether (a) the persons are different sexes or the same sex; or (b)
either of the persons is legally married to someone else or in another de facto relationship. " The Acts
Amendment (Lesbian and Gay Law Reform) Act 2002.

A researcher does riot have to seek a research decision from the eldest person within any category as
there is no distinction in relation to age, therefore all adult children of a person have equal priority.

A person is to be regarded as maintaining a 'close personal relationship' with the person needing the
research decision if the relationship is maintained through frequent personal contact and a personal
interest in the welfare of the person.

Sibling

Where an AHD does riot exist

or does nol cover the medical

research decision required,
the health professional must

obtain a decision for nori-urgenl
medical research from Ihe

^L^I Derson in Ihe hierarchy
who is 18 years of age or

older, has full legal capacily
and is willing and available to
make a decision. This means

Primary unpaid caregiver

Other person with close
personal relationship

that
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Capacity of a person to make a research decision
The responsibility for making sure that a person being provided with medical research
understands the nature and consequences of the research treatment proposed, and for
obtaining a research decision from the correct person, lies with the researcher.

If the researcher does not believe the patient has the capacity to make the research decision
then it is their responsibility to seek the research decision from the appropriate person.

Sterilisation and electroconvulsive therapy is prohibited
Section I IOZT of the Act prohibits a research decision-maker from consenting to a
procedure for the sterilisation of the research candidate or for electroconvulsive therapy to
be performed on the research candidate. Penalties apply for a breach of this provision. The
'procedure for sterilisation' takes the meaning given to it under Division 3 of Part 5 of the Act

Application for a guardianship order
It is the view of the Public Advocate that an application for a guardianship order should be
made to the State Administrative Tribunal when:

. there is conflict about the adult's capacity to make a decision in relation to the proposed
medical research, so the treating health professional requires clarification about capacity

. there is conflict between interested parties about who should be making a research
decision

. there is no enduring guardian appointed and there is no one within the description of
persons listed in sections I IOZP and I IOZQ to make a research decision

. the person authorised in the Act to make a research decision is unwilling or unable to
perform this role or cannot be contacted in a reasonable timeframe

. the person for whom the medical research is proposed objects to the medical research
o notwithstanding the priority list in the hierarchy of research decision-makers, there are

disagreements about what medical research will be in the best interests of the person.

For further information contac

Office of the Public Advocate
PO Box 6293, EAST PERTH WA 6892
Telephone: 1300 858455
Email: opa@justice. wa. gov. au
Web: WWW. oublicadvocate, wa. qov. au

The information presented in this position statement is provided voluntarily as a public service, The information and advice
provided is made available in good faith but is provided solely on the basis that readers will be responsible for making their
own assessment of the matters discussed herein and that they should verify all relevant representations. statements and
information. Neither the State of Western Australia ("Ihe Stale") nor any agency or instrumentality of the State nor any
employee or agent of the Slate or of any agency or instrumentality of the Slate shall be responsible for any loss or
damage howsoever caused and whether or riot due 10 negligence arising from the use or reliance on any information or
advice provided in the Guidelines.
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