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Background 
Sir Charles Gairdner Osborne Park Health Care Group (SCGOPHCG) has been invited to 
provide a submission to the Inquiry into the Guardianship and Administration Amendment 
(Medical Research) Bill 2020. The Medical Research Amendment was enacted in April 2020 
and introduced provisions to allow incapacitated adults to be included in research with the 
consent of a research decision-maker, or without consent in certain urgent situations. 

Prior to the Amendment WA was very limited in the research that could be conducted in 
Emergency Medicine, Intensive Care and prehospital care, due to many of their patients being 
incapacitated whilst on ventilators, critically ill or having impaired capacity i.e. dementia. As a 
result West Australians did not have the opportunity to access potentially life-saving research 
which was available in other Australian jurisdictions.  

Although researchers welcome the amended act and its intent to facilitate research participation 
consistent with the NHMRC National Statement, the current form of the act poses some 
challenges to implementation and may limit its application in some forms of research.  

The inquiry called for submissions which address the purpose, scope and structure of the 
Amendment. A call for responses was put out to over 400 people on the SCGOPHCG research 
mailing list. This submission has been developed from responses provided by those who 
conduct research at SCGOPHCG and those involved in research administration.  

Purpose 
Feedback specific to the Intensive Care Unit 

Our understanding is that the Act has been amended to provide an avenue for West 
Australian’s to participate in research, when they may not be able to consent.  It provides an 
opportunity for a person who knows the patient well (surrogate decision maker), to provide a 
voice for them, if they are unable to participate in the consent process. 

We believe that this underlying purpose should be kept in the forefront as the details are 
finalised in how to implement the Act. In talking to consumers, and consumer advocates with 
experience of critical care, they support having an option available for participation in research 
in Western Australia. The ability to do this depends very much on the interpretation of the Act 
and we do not want to result in a situation that creates significant delays, barriers to research 
and confusion. 

Feedback specific to the Medical Oncology Department  

There needs to be a clear understating on how the law views sponsors allowing patients who 
are not able to consent appropriately to partake in investigational drug trials. 



 

2 

Feedback specific to the Nursing Department 

The intention of this Act to allow “Next of Kin” consent is relevant and will bring Western 
Australia in line with other Australian states. It is appropriate to facilitate research designed to 
improve outcomes for the many vulnerable people requiring healthcare who have, to date, been 
excluded.  

Scope 
Feedback specific to the Intensive Care Unit 

1. The amendment outlines that an independent medical practitioner is required for assessment 
of appropriateness of enrolment of an incapacitated patient. This is defined as: 

The independent medical practitioner, in relation to medical research, means a medical 
practitioner who — 

(a) is not involved in providing treatment under this Part to the research candidate whose 
participation is sought in the research; and 

(b) is not involved in, nor connected to, the research, other than having a professional 
interest in the area of the research; 

And they must also assess the timeframe that the patient may be incapacitated for, as defined:  

An independent medical practitioner determines in accordance with section 110ZV that 
the candidate is not likely to be able to make reasonable judgments within the timeframe 
for the research approved by the HREC. 

We are concerned about how this would be achieved. On one hand, the IMP requires sufficient 
knowledge of the subject area to weigh up the risks, as well as be available at all times for 
enrolment of critically ill patients. It is likely to be difficult to find people who fulfil both of these 
criteria. For example, for the REMAP-CAP trial for COVID 19, two potential treatments include 
immunotherapy or convalescent serum. For subject knowledge of this area, this would require 
immunology expertise (for immunotherapy) or haematology (for convalescent serum), or 
specific critical care knowledge for this area. The number of clinicians available at one institution 
with this expertise is small, and due to rotating rosters, likely that they will end up treating this 
person at some time. The alternative is to have a designated clinician for the hospital, that 
“educates” themselves on trial.  

We recognise that the reason behind the IMP is to provide a safeguard for incapacitated 
patients, and to prevent enthusiastic researchers from promoting enrolment in their studies. 
However for patients with capacity, researchers approach the patient directly for their consent, 
and we are not sure why for incapacitated patients this extra step is required. In addition, we 
think that it is unlikely that for an ethically approved study, that the IMP would decide against 
enrolment of a patient. The decision regarding the patient values and willingness to participate 
in research would come from the surrogate decision maker, and not the IMP. With the best of 
intentions, the IMP safeguard then turns into a barrier preventing patients from participating in 
research that has been ethically approved, and occurring in other Australian jurisdictions. 



 

3 

2. Research is defined in the amendment as including:  

providing health care that has not yet gained the support of a substantial number of 
practitioners in that field of health care; 

(d) providing health care to which paragraph (c) does not apply to carry out a 
comparative assessment referred to in paragraph (e); 

(e) carrying out a comparative assessment of the health care provided under paragraphs 
(c) and (d); 

Comparative assessment of two accepted treatments is research, but our reading of the 
amendment is that the amendment then makes this type of research subject to involvement of 
the IMP. This should not occur, as both treatments are accepted as valid and not experimental. 
In critical care, understanding the intensity of treatments provided is an important area of 
research (for example varying the amount of oxygen provided (above a safe level), or fluids, or 
blood pressure support to patients), and does not vary the type of treatment, only the goal 
achieved.  

Furthermore, low risk treatments (such as currently being tested in intensive care populations – 
vitamin C or melatonin, which have extremely safe profiles) should not require involvement of 
the IMP.  

We certainly agree with the requirement for any experimental research and the HREC would be 
well placed to evaluate every study as they currently do.  In practice, this a very small part of 
critical care research just because we are strong advocates for our patients and would need to 
have strong reasons to want to support any experimental trials. 

Feedback specific to the Medical Oncology Department  

Clinical trial protocol eligibility will dictate patients are able to give informed consent and comply 
with study protocol procedures.  We believe that it is crucial to understand how the Act would 
affect this. 

Feedback specific to the Nursing Department 

A number of points in the Act indicate that it applies to research conducted by a broad range of 
health disciplines. For example: 

Part 1. Preliminary s3. (1): treatment is defined as “… any medical, surgical, dental or other 
health care …” 

Section 3AA: medical research is given a broad definition for the purpose of the Act.  

Point (1) (a) refers to “… the field of medicine or health….”  

Point (2) (a)-(l) includes research approaches and procedures commonly undertaken in 
research pertaining to many health care disciplines.  
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Given this apparently broad definition of ‘medical research’, we infer that Part 9E of the Act, 
specifically the Guardian consent to research decision pathway, applies to nursing research. 
We agree that it is appropriate to include nursing research in this “next of kin” amendment on 
the basis that:  

1. Nursing research produces evidence to inform care processes and innovative uses of 
technology and equipment to improve health outcomes for the most vulnerable patients – 
those who cannot speak for themselves. These include people who are ventilated in 
critical care environments and those with cognitive impairment and communication 
difficulties arising from conditions such as dementia, delirium, stroke, major trauma, 
motor neurone disease. It is entirely appropriate to enable inclusion of these vulnerable 
patients in research that informs their care via consent from a research decision maker 
who has their best interests at heart.  

2. This is the only way that nurses can truly understand the needs of these patients and the 
impact of care innovations. Without this insight, developments in nursing practice must 
be informed by perspectives of families, results from research into other patient cohorts, 
or the assumptions of health care staff.  

However, we make these important points: 
1. Suggest replacing ‘medical research’ with ‘health research’ in line with the implication 

that the Act applies to research conducted by health disciplines other than medicine. 
Within this broad definition, medicine could be specified as one of a number of health 
disciplines.  
 

2. The definition of lead researcher as provided under 110ZO (page 89) does not seem to 
fit with the intention of the Act to cover broad health care research. It specifies “the lead 
researcher, relation to medical research, means a medical practitioner who has sole or 
joint responsibility ….”  Specifically: 

a) Is a medical practitioner required to have, at least, joint responsibility for all health 
research studies?  

b) Is a study excluded from the Part 9E medical research section if it does not have a 
medical practitioner as lead researcher? 

c) Suggest broadening the definition of lead researcher to “health practitioner holding 
current registration with AHPRA (Australian Health Practitioner Regulation 
Agency).”  
 

3. We see it as problematic to require an independent medical practitioner determination as 
per Section S110ZR (1) (c) for research that is observational and does not involve 
invasive techniques as specified in Section S110ZR (2) (c).  

a) There are many activities defined at Section 3AA as constituting medical research 
which pertain to low risk research in many disciplines beyond medicine. As the 
Amendment currently is, there would be a necessity to have a medical practitioner 
make a determination for studies involving any of these. 

b) Would a written diagnosis (eg, of advanced dementia) by a doctor suffice? It is 
usual nursing research practice to consult with a doctor if there was some doubt 
regarding capacity to consent.  

c) How is the ‘independence’ of an independent medical practitioner determined? 
What are the definition and attributes of the independent medical practitioner.  
Could this include a peer medical practitioner from the same department? How 
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would the desire to maintain a positive professional relationship influence the 
‘independence’ of the ‘determination’?  
 

4. Given the observational nature of the research, we question why a doctor as per Section 
110ZR (3) should be required to determine whether the research candidate’s 
participation is the best interests of the candidate. Specifically:  

a) This could take a bit of time to ascertain and we question why a doctor would 
need to determine this, given the kind of research it is considering.  

b) The Act specifies that this independent medical practitioner must not be involved 
in the research, so it could mean bothering a busy clinician needlessly. An option 
could be to seek some kind of blanket directive (eg, from the treating consultants 
in the area) in advance. 
 

5. The proposed way to identify the research decision maker is clear and workable. 

It seems intended that the Urgent medical research decision pathway excludes nursing 
research studies. The definitions provided indicate that research in these circumstances is 
specific to the discipline of medicine. These specifications will curtail investigation into non-
invasive nursing measures designed to limit tissue damage in the early stages of an acute event 
(e.g. stroke) to evaluate safety and effectiveness. On this basis: 

1. Can the urgent treatment decision pathway include studies of low-risk, non-invasive 
nursing measures in limited circumstances where the lead researcher is a registered 
nurse? 

Structure 
Feedback specific to the Intensive Care Unit 

We appreciate the efforts of the various parties involved in attempting to make research for 
critically ill patients possible in Western Australia.   

There are two components to the structure of the Act, namely the independent medical 
practitioner, and the discussion around testing of comparative treatments that we believe need 
addressing. 

Feedback specific to the Medical Oncology Department  

It is important to understand how this Act would apply to medical oncology drug trials. 

Would its scope allow consent on behalf of a non-competent patient to participate? We believe 
this would likely apply to patients who lack competency due to learning difficulties or brain 
injuries that do not affect any of their other eligibility criteria.  

Feedback specific to the Nursing Department 

Overall the structure of the Act is clear. However, clarity is required regarding definitions of 
terms, as outlined below. 
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Fundamentally, we support the amendments to the Act which enable “next of kin” consent. 
However, it is unclear why the urgent care decision making pathway has a 4-year sunset 
clause, and we contend this is not appropriate. There are still considerable matters that need 
broad community and interdisciplinary consultation. The Act is 30 years old and needs a 
thorough review considering the significant social and professional changes that have occurred 
since its original passing. 
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