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1. The principal objects of this submission are: 

(a) To support the existing provisions of the Guardianship and 
Administration Amendment (Medical Research) Act 2020 
(G&AMRA) and to recommend its approval and continuation 
in its present form. 

(b) To explain the unsatisfactory circumstances which existed 
prior to the enactment of this law and the serious adverse 
effects which they caused. 

(c) To identify and emphasise the widely accepted and crucially 
important ethics applying to any form of medical research 
involving humans. 

(d) To explain why undue limitations upon the participation in 
clinical trials or medical research for persons with temporary 
or permanent incapacity may constitute harmful 
discrimination of those persons and also limit the advantages 
which such research may accomplish not only for those 
individuals but for others who suffer or may suffer from like 
conditions now or in the future. 

(e) To make some brief observations about certain sections in the 
G&AMRA and their practical implementation. 

 

 

The Background 

 

2. In or about the first half of 2018 the Health Department of Western 
Australia (HDWA) issued directions that no clinical trials or medical 
research could be conducted or continued involving patients who, 
either temporarily or permanently, were unable to provide personal 
informed consent to participation in that study.  This prohibition 
extended to patients who were sentient at the commencement of the 
trial or study but who had become, either progressively or suddenly, 
incapacitated during the course of the continuing study.  Obvious 
examples are long-term studies of elderly patients, some of whom 
succumb to progressive dementia or like conditions.  As a 
consequence of these directives, any such participant, upon losing 
capacity, had to be withdrawn from such trial or study. 
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3. These prohibitions applied not only to clinical trials or studies which 
involved the application of drugs, clinical procedures, other stimuli 
or active measures which, for convenience, can be grouped under 
the general heading of 'intrusive treatment' but also to studies which 
did not involve any form of active intervention with a patient - such 
as:  retrospective studies of clinical results from medical records; 
analysis or review of bio-specimens, x-ray or other radiological 
records; or reviews of lists of surgical outcomes or complication 
rates in individual hospitals or institutions.  The prohibition also 
applied to observational studies such as surveys of patient outcomes 
and the establishment of central registries to collate and compare the 
different modes of treatment generally accepted in different places 
for particular diseases such as leukaemia, gastroenterology and 
gynaecological outcomes. 

 

4. In issuing these directives the HDWA was, no doubt, concerned to 
uphold and enforce the cardinal principle that every individual is 
autonomous and free to decide whether or not, and if so to what 
extent and for how long, he or she would agree to participate in any 
form of research involving his or her health.  This stems from the 
unimpeachable proposition that no person should ordinarily be 
submitted to any form of medical procedure or intervention or 
disclosure of his or her personal details without their personal 
consent, which must be freely given after a proper opportunity for 
full appreciation of all the relevant circumstances and risks, if any, 
and which may at any time be withheld or withdrawn regardless of 
whether the personal reasons for doing so are arbitrary, sufficient, or 
in the personal interest of the individual or the community.  In other 
words, every individual must be free to decide, when properly 
informed, whether or not to participate in medical research, and that 
decision cannot be taken away from the individual or made by 
another - except in special circumstances which must be very 
specially scrutinised, limited and protected. 

 

5. No-one could fault or quibble with that general proposition and it is 
the foundation of world-wide medical practice and ethics and of this 
legislation. 
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6. However, as with all general propositions, there are inescapably 
certain exceptions.  Obviously, if a person is seriously injured and 
in urgent need of care, life-saving measures should be taken to treat 
that person despite temporary inability to consent.  Similarly, there 
are many occasions when, despite the absence of any such condition, 
a decision about undergoing treatment needs to be taken by someone 
else.  So, unquestionably, parents make decisions about small 
children undergoing treatment, receiving vaccinations, undergoing 
surgical procedures in the case of serious injury, receiving dental 
treatment and taking prescribed medications because of the obvious 
necessity to do so in the interests of the child.  So, also, do spouses, 
close family members and guardians make decisions for elderly 
patients who suffer accidental injury, some major adverse health 
episode such as a stroke or cardiac event or trauma such as a fall, 
etc.  In these cases, an important ingredient of the decision to be 
made by the spouse, relative or guardian is to take into account what 
the elderly patient is known to have wanted or can be expected to 
have wanted in the circumstances which have arisen.  Hence, for 
such patients, the terms of any Advance Health Directive (AHD) 
must be ascertained if possible and respected, even if not in 
conformity with the wishes of some close members of the family. 

 

7. The examples which have just been given concern forms of 
treatment for the welfare of the individual patient and are amply 
justified by the need to assist or improve the condition of the patient 
or, in extreme cases, to alleviate the progress of some otherwise 
inevitable disease.  In that way, they can be directly associated with 
the personal benefit and welfare of the individual patient. 

 

8. In some quarters, and in the past, medical research was seen to be, 
or possibly to be, of no actual benefit to the individual participant, 
or to some unidentifiable participants in the particular study. This 
has given rise to the justifiable view that individuals should not be 
subject to 'experimentation', at least without their full knowledge and 
consent, and even then only in properly supervised, accredited and 
authorised trials.  Again there can be no argument about the 
desirability and importance of that principle.  The difficulty comes 
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in identifying, and then distinguishing, the difference between 
'treatment' on the one hand and 'research' on the other.  As will be 
seen, and as the G&AMRA recognises, there is in reality a broad 
continuum or spectrum of activities involving medical treatment and 
medical research which, to a large degree, merge into one another 
and significantly, but not entirely, overlap.  Examples of these are 
given later in this submission. 

 

9. For many years before the HDWA directives of 2018 medical 
researchers, institutes, hospitals and other doctors had worked on the 
assumption that patients who were temporarily or permanently 
incapacitated from giving personal informed consent to participation 
in a clinical trial or other medical research could be enrolled in such 
a trial or research if a close relative, spouse, guardian or trusted 
friend responsible for the patient's care was prepared to make an 
informed decision to consent on the patient's behalf to participate in 
the trial or research.  This was done much in the same way as doctors 
and hospitals accepted the consent of such a person on a patient's 
behalf to undergo surgery or other forms of treatment, especially 
urgent treatment, when the patient was unconscious or unable to 
consent himself or herself.  There are obvious comparisons here with 
the well accepted practice of parental consent on behalf of children 
too young to consent to participate in surgical, medical or dental 
treatment. 

 

10. Consequently, the directives from the HDWA in early 2018 were 
seen by many doctors, hospitals and research institutions as very 
surprising, unheralded and disturbing.  Many important trials then 
running were disrupted or had to be halted because they involved, to 
a greater or lesser extent, participation by patients unable, or who 
had become unable, to give personal informed consent. 

 

11. Quite what was the basis for the HDWA's directives to prohibit and 
cease any trials or research involving participation by patients 
unable personally to give informed consent is not generally known.  
It is known that it was the result of an Opinion given by the State 
Solicitor of Western Australia (SSO), presumably in response to a 
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request for such advice from HDWA.  That advice has not been 
publicly disclosed.  

 

12. While this has not been ascertained, it is open to infer that this 
conclusion was an unintended consequence of the provisions of the 
Acts Amendment (Consent to Medical Treatment) Act 2008 which 
introduced Parts 9C and 9D of the Guardianship and Administration 
Act.  Shortly stated, the effect of those provisions was to identify the 
hierarchy and range of persons who were authorised to make 
decisions about the treatment of a patient under a legal incapacity 
and unable to make any such decision himself or herself and to 
provide suitable protections for the patient.  Persons who could make 
such decisions were identified in what became section 110ZJ of the 
G&A Act (2008).  That reform included provisions authorising 
medical practitioners to undertake urgent treatment generally if it 
was not practicable to obtain consent from the patient or another on 
his or her behalf.  Ordinarily, treatment decisions could be made by 
persons identified under section 110ZD.  Presumably, that 
legislation was required to provide certainty about who could make 
decisions, and in what circumstances, for incapacitated patients in 
need of medical or surgical treatment either at all, or in urgent 
circumstances, so as to provide clarity for families, treating doctors 
and for the community. 

 

13. Unfortunately, it would appear that by defining those who were 
authorised to make decisions on behalf of an incapacitated patient 
for medical treatment the advisors at the SSO and the HDWA 
discerned a negative implication in the legislation that this 
authorised such persons to make decisions only about treatment and, 
by that implication, excluded them from making decisions about 
medical research.   

 

14. This line of reasoning also led to what many have regarded is 
another unintended consequence. Namely, that a clinical or medical 
trial which did involve treatment of a certain potentially 
advantageous kind but which also involved, as most such trials do, 
a double blinded component in which certain participants in the trial, 
unknown to themselves or the doctors, were administered a placebo 
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instead of the agent being investigated, in order to allow more valid 
statistical comparisons of the results of the trial, did not involve 
treatment for all participants.  As this reasoning went, if an 
unidentifiable patient was not receiving the trial agent but a placebo, 
then he or she was not receiving 'treatment' and, because it would be 
impossible to determine who was receiving a placebo, without 
destroying or severely impairing the validity of the trial, it could not 
be authorised because it involved a component of research and not 
treatment.  This view prevailed notwithstanding that even in such 
trials the patients receiving the placebo would also be receiving 
standard or orthodox treatment for their particular disease or 
condition but without the additional agent under trial.   

 

15. As is obvious, this reasoning saw a rigid and mutually exclusive 
distinction being established between 'treatment' and 'research' 
which, if it ever existed, is no longer accepted in modern medicine.  
Again, as will be seen, this outdated distinction has been removed 
by the G&AMRA and the large overlap and continuum between 
those two concepts has properly been recognised. 

 

16. As a result, a series of submissions was made to the Attorney 
General about the unsatisfactory consequences of this new approach 
and the great need for a solution to be found, preferably by amending 
legislation or by any other acceptable means.  As a consequence, the 
Hon J Quigley LL.B JP MLA, Attorney General, and the Hon Roger 
Cook MLA, Minister for Health, received a deputation from several 
interested parties and advisors in April 2019.  Present at that meeting 
were the Ministers, the State Solicitor, the State Chief Medical 
Officer, representatives of the Australian Medical Association (WA 
Branch) (AMA), the Harry Perkins Research Institute, and of St 
John of God Health Care Inc.  Both Ministers recognised the need 
for reform and attention turned to the best and most efficient way of 
achieving this.  Assurances were given that amending legislation 
would be introduced as soon as practicable to permit, under suitable 
protective rules, medical research involving participation by patients 
temporarily or permanently unable to give personal informed 
consent.  This was the genesis of this current G&AMRA which 
followed an extensive period of consultation between the interested 
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parties, HDWA, SSO and the Ministers.  Extensive consideration of 
solutions adopted in other States and Territories was undertaken and 
in January 2020 a preliminary discussion draft of a Bill was 
distributed, in confidence, to the interested parties for consideration 
and comment.  This led to renewed rounds of submissions in the first 
quarter of this year.  It is a reflection of the considerable attention 
given by the government to the submissions of the interested parties 
that many of those further submissions were also accepted before 
the Bill was introduced to the Parliament.  This is only to emphasise 
that long and careful consideration was given to the drafting of the 
legislation. 

 

Universally accepted Medical Ethics 

 

17. There is a widespread consensus about the ethical principles 
governing medical research at the highest level of the medical 
profession and among Australian national authorities.  These 
principles are of great importance because, in practical terms, they 
are often very powerful influencing factors for those conducting 
research and as prominent in their minds as proscriptive legislative 
rules. 

 

18. The Helsinki declaration of the World Medical Association contains 
in its 9 July 2018 revision the following points: 

 

 Point 5.  Medical progress is based on research.  It ultimately 
 must include studies involving human subjects. 

 Point 6.  The primary purpose of medical research involving 
 human subjects is to understand the causes, development and 
 effect of diseases and improve preventative, diagnostic and 
 therapeutic interventions (methods, procedures and 
 treatments).   Even the best proven interventions must 
 be evaluated continually through research for their safety, 
 effectiveness, efficiency, accessibility and quality. 
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 Point 8.  While the primary purpose of medical research is to 
 generate new knowledge, this goal can never take precedence 
 over the rights and interests of individual research subjects. 

 Point 16.  While most interventions involve risk and burdens, 
 medical research involving human subjects may only be 
 conducted if the importance of the objective outweighs the 
 risks and burdens to the research subjects. 
 

19. Another very helpful expression of the ethical and legal principles 
applying to medical research involving adults who cannot consent is 
the British Medical Research Council (BMRC) ethics guide 
(Medical Research Involving Adults Who Cannot Consent 2007 - 
web page . http://www.legislation.gov.uk/uksi/ ) which is 
respectfully commended to the attention of this Committee.  This 
summarises the principles for the consideration of research 
involving these patients as follows: 

• The interests of the individual must always outweigh those of 
  science and society. 

 
• The research must relate to the condition or impairment that 
  affect the individual or the treatment of this condition. 

 
• It must not be possible to conduct an equally effective          
  research with adults who have the capacity to consent. 
 
• Potential benefits of the project should outweigh the risks:  the 
  level of acceptable risk depends partly on the possible benefit 
  to the individual. 
 
• Views of those close to the participant should always be 

sought unless this is not possible due to particular 
circumstances. 

 
• A participant who lacks capacity should only be included (or 

continued) in a study when there are no indications that he or 
she objects to this. 
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20. In addition see, generally, the publication by the Australian 
Government National Health and Medical Research Council 
(NHMRC) 'National Statement on Ethical Conduct in Human 
Research (2007) - updated 2018' which has important sections 
dealing with research governance; what constitutes human research; 
general requirements for consent; and, significantly, at paragraph 
2.2.12, a discussion about where others need to be involved in 
participation decisions where the potential participant lacks the 
capacity for consent. 

 

21.   In the introduction to the BMRC Ethics Guide there is the following 
 passage: 

 'Medical research involving adults who lack mental capacity 
to consent can lead to innovations in health care that can 
substantially improve their health and quality of life and that 
of others with similar conditions.  It is therefore important that 
these adults are given the opportunity to participate in such 
research.  To exclude them from any research would be 
discriminatory and would diminish their ability to participate 
as fully as possible in society.  It would also prevent 
researchers making progress in the understanding of many 
disorders that can affect the brain, and in the care and 
treatment of those who have such disorders.  However, such 
research requires special safeguards to ensure that this 
vulnerable group are protected when they do participate in 
medical research.' 

 

Research governance 

 

22. As the NHMRC national statement states, its provisions should be 
seen in a broader context of overall governance and research.  
Guidance is provided for researchers by Human Research Ethics 
Committees (HRECs) and others, but the statement also emphasises 
institutions' responsibilities for the quality, safety and ethical 
acceptability of research which they sponsor or permit to be carried 
out under their auspices.  Again quoting the NHMRC statement, 
responsibility for the ethical design, review and conduct of human 
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research is in fact exercised at many levels, by:  researchers (and 
where relevant their supervisors); HRECs and others conducting 
ethical review of research; institutions that set up the processes of 
ethical review, and whose employees, resources and facilities are 
involved in research; funding organisations; agencies that set 
standards; and governance.  While processes of ethical review are 
important in this field, individual researchers and the institutions 
within which they work hold primary responsibility to see that their 
research is ethically acceptable. 

 

23. It is important to appreciate the authority, membership and 
continuing scrutiny of HRECs.  No clinical trial or medical research 
may be conducted in a hospital or institution unless the trial or study 
is first approved in detail by that institution's HREC which, in many 
cases, will involve prior scrutiny by the HREC's scientific sub-
committee for evaluation of the potential justification of the study.  
The HREC itself will consist of a membership of leading clinicians, 
nurses, psychologists, hospital administrators, ethicists and a legal 
representative.  A proposed study may be authorised with or without 
conditions and for a finite duration during which the researchers 
conducting the study must make regular (usually annual) reports to 
the HREC upon the progress of the study and, importantly, 
immediately report any adverse incidents or any departures from the 
authorised protocol.  Many of the research projects being undertaken 
will ultimately have their findings published in a leading medical or 
scientific peer reviewed publication.  No respected peer reviewed 
journal will accept for publication a report of research unless the 
research results from a study which has had HREC initial approval 
and supervision. 

 

24. When it comes to the evaluation of any particular proposed clinical 
trial or research study which may involve participation by 
incapacitated patients, it is important to appreciate that the reservoir 
of specialised knowledge and experience assembled in the 
membership of an HREC is very considerable.  In some other 
Australian jurisdictions the legislation dealing with the authorisation 
of medical research involving participation by incapacitated persons 
requires that trials should be approved initially by the equivalent in 
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that jurisdiction of our State Administrative Tribunal (SAT).  While 
one respects the decisions and choices which have been made in 
those jurisdictions, it is fair to ask the question whether, objectively, 
the knowledge and experience of one or several persons sitting in 
the SAT or its equivalent could generally be regarded as being as 
comprehensive or specific as the knowledge of a typical HREC.  
This does not in any way cast any reflection upon the membership 
of a SAT either individually or collectively but, rather, is intended 
to point to the advantages of a multi-member HREC chosen 
especially because of its knowledge of medical, legal, scientific, 
hospital and research experience. 

 

Treatment v Research - A false dichotomy - The wide range of 
clinical trials and research projects 

 

25. While there are many forms of treatment not involving research and 
much research not involving treatment, those are at the opposite ends 
of a spectrum with much treatment involving research lying between 
them.  It is very common, when approaching this subject, to focus 
on the stereotypical medical trial involving the use of a novel 
procedure or drug on a patient directly under the care of a researcher 
who is present or proximate to the test.  However, that is a narrow 
focus and tends to obscure the great range of research projects of 
broader scope.  This perhaps can best be illustrated by examples of 
various forms of medical research in the wide spectrum.  These 
examples are not comprehensive but merely illustrative: 

 

(i) Typical clinical trials involving the use of a drug or procedure 
on a series of patients, that is, involving actual intervention by 
the researcher. 
 

(ii) Multi-centre studies (other versions of the above) with the 
principal researcher located at one participating site but not at 
the various other participating sites. 
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(iii) Retrospective studies of patients' records to compare their 
diagnosis, disease, treatment methods and results, especially 
any complications.  Here the researcher has no contact with 
patients.  No treatment of any kind is involved.  The 
researcher may be located at one participating site or may be 
elsewhere conducting a multi-centre study.  This often 
requires (subject to exceptions) approved waiver of consent 
by HRECs in advance for this use of records. 
 

(iv) As in (iii) above, involving studies of tissues, bio-specimens 
and other samples taken from patients during normal care and 
then stored for possible future investigation.  The researcher 
may be on site or elsewhere if a multi-centre study. 
 

(v) Studies including a survey, questionnaire or sometimes 
interview with patients about their -  

             •    past treatment 

             •    present condition 

             •    reaction to certain procedures, etc 

but not involving any intrusive intervention.  These may also 
involve multi-centre studies with no direct contact between 
researchers and patients. 
 

(vi) Observational research, for example, on patients with 
Alzheimer's Disease to test their levels of depression and 
dementia by observing their responses to computer based 
programmes requiring responses - eg, pressing a button or 
ticking one of several items, in comparison to a random 
controlled group not given the computer based choice.  Again, 
no physical intrusion, or treatment, but simply observation of 
responses to innocuous stimuli. 
 

(vii) Another example is an observational study of dementia 
patients or of those cognitively impaired to assess their self-
feeding capacity (these patients are at risk of malnutrition 
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when living alone at home through self neglect) by checking 
their reactions to use finger food (no preparations needed) and 
to measure their consumption.  No treatment or intrusion 
involved. 
 

(viii) Multi-centre prospective audit study to compare daily clinical 
data and after care of 10,000 patients over 10 years 
undergoing laparotomies in Australia with a view to 
identifying the best performing methods of treatment among 
many current modalities of care.  This collected (de-
identified/coded) data can also be used for future individual 
sub-studies to improve patient outcomes.  No direct treatment 
or care of patients is involved, but this type of survey may 
lead to improved national guidelines being developed for 
emergency laparotomies. 
 

(ix) Studies involving the comparative results of different forms 
of standard care in surgical or medical treatment where these 
are accepted options of choice for any such situation and 
where the study seeks to identify whether any of the accepted 
options or combinations of them is preferable.  It involves 
active treatment, often intrusive, but this is not novel, 
controversial or non-standard. 

 

26. These considerations have led to the G&AMRA adopting and 
applying an overdue recognition that the concept of 'treatment' 
should include all forms of research involving interventions with the 
patient, including surveys, interviews, evaluation of therapies, 
medication, nursing regimens, nutrition, psychological assessment, 
observations and personal contact, radiography, sampling of blood, 
skin, other tissues and bodily products.  This has avoided the old 
distinction between 'treatment' and 'research' and includes all the 
above forms of treatment and other non-intrusive activities such as 
data retrieval, evaluation and comparison, establishment of 
Registries for comparable assessments of various forms of treatment 
(as widely defined) and of the performances of various centres, 
clinics, hospitals, specialties, etc.  The hallmark test for any research 
activity is that it: 
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  •   is approved by an authorised HREC 

•    is conducted in accordance with the NHMRC National Statement. 
 

27. Another important and overdue innovation in this legislation is that 
the definition of 'placebo' has been made clear.  The definition 
adopted is from the National Statement and the Act properly 
recognises that use of placebos within a trial, even where 
unidentifiable to the researchers or patients, is not an impediment in 
trials involving incapacitated patients.  This is because those patients 
will still receive all established treatments and interventions 
normally indicated for their condition. 

 

28. Importantly, the legislation excludes from its requirements for more 
rigorous supervision of clinical trials or studies (in particular the 
necessity for an independent medical practitioner) those studies 
involving forms of low risk, non-intrusive medical research such as 
retrospective data studies, tissue sample reviews, establishment of 
registries, etc.  These are generally research activities involving 
gathering and investigating data from past clinical records, rates of 
complications, diagnoses, forms of treatment and results, all of 
historical origin, although certain data studies and analyses may also 
involve very recent or even contemporary records.  The distinctive 
point is that this research will not involve any intrusion or 
intervention of the patient or cause a variation or modification of 
their present treatment. 

 

  Consent and occasions for waiver of consent in non-intrusive studies 

 

29. It is widely accepted that for the conduct of low risk, non-intrusive 
medical research involving capable patients or participants it is 
permissible for consent to be waived - but only if so approved at the 
point of initial approval of the research project by an 
HREC - according to defined criteria set out in: 

- NHMRC Statement chapter 2.3 (especially paragraphs 2.3.9 
to 2.3.11) 

- Privacy Act 2008 (Cwlth) (sections 16D(2)(d) and 16D(3)(c). 
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 Indeed, guidelines, published under sections 95 and 95A of the 
Privacy Act authorising the waiver of consent in defined instances 
have legal effect. 

 

30. These same considerations which justify an HREC authorising 
waiver of consent in a research project involving capable patients 
should also permit authorising waiver of consent for incapacitated 
persons for non-intrusive research projects (principally data 
collection, analysis and review) if observance of the ethical 
principles already mentioned is ensured and the project is HREC 
authorised with a waiver of consent.  The principal concern in these 
studies is the protection of the privacy of the patients and their data 
and this can be achieved by de-identification and compliance with 
NHMRC guidelines. 

 

The provision of consent for incapacitated research participants and 
occasions when enrolment without consent may be permitted 

 

31. Perhaps the most sensitive provision in this new legislation, which 
attracted considerable attention during debate in the Parliament and, 
particularly, in the Legislative Council, is section 110ZS.  This deals 
with the enrolment of an incapacitated participant in a clinical trial 
or research project without consent at all - Urgent Medical Research 
Without Consent. Clearly, the prospect that a person unable to give 
consent to participate in a clinical trial where there is no-one else 
available or authorised to give that consent at the time when an 
urgent decision is necessary, then being enrolled in such a trial, calls 
for very close consideration and concern.  This can only happen in 
an urgent or emergency situation and where time is critical.   

 

32. Under this legislation this can arise in many different circumstances 
but most commonly after some major injury or health event such as 
serious trauma, attempted suicide, cardiac arrest or stroke, sudden 
collapse and loss of consciousness.  In such circumstances, there is 
no doubt that doctors responsible for the care of the patient may 
undertake orthodox treatment urgently without consent if there is no-
one available to give consent.  But this question goes further.  Can 
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such a person be enrolled in a clinical trial or research involving 
forms of treatment which are new, or not yet fully vindicated, or 
which involve accepted treatments which are a variation on other 
standard forms of treatment?  The answer is in part provided by one 
of the WHO Helsinki Statement principles, namely, that 'even the 
best proven interventions must be evaluated continually through 
research for their safety, effectiveness, efficiency, accessibility and 
quality'.   

 

33. In modern medicine the procedures adopted in intensive care units 
(ICUs) and emergency departments (EDs) are under constant 
evaluation and review.  Trials are conducted into matters such as the 
most effective concentration of oxygen to be given to cardiac 
patients; the degree of anaesthesia or sedation most appropriate for 
various procedures; and, even before that, the best treatments to be 
given by paramedics on arrival at the trauma scene and in an 
ambulance on the way to the ED.  Many of these are no more than 
variations on well established and accepted procedures and methods.  
Others involve the choice of one or other of a variety of well 
established procedures in an endeavour to determine which is more 
effective in certain circumstances.  Sometimes such a trial will have 
been running for a sufficient time for the researcher to be able to 
make an informed judgment as to the advantages which can be 
expected to be derived from that trial.  These are not situations in 
which novel or untried procedures are adopted.  Accordingly, it is 
desirable that if, in an emergency situation, a patient needs treatment 
and there is a current trial underway which the clinician believes will 
be of advantage to the patient, or at least be no less effective than 
standard procedures or methods, it should be possible to have that 
patient participate in that trial and to do that even when there is no 
one authorised or available to make the decision which the patient is 
unable to make himself or herself. 

 

34. Clearly, in this and in other situations in which an incapacitated 
person is enrolled in a trial or research, there is a need for special 
protection.  This is where the independent medical practitioner 
(IMP) comes in.  The decision to enrol the patient in a trial in the 
urgent situation, as in any other case, requires the prior assent of an 
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IMP who is a person defined by s 110ZO of the Act and whose role 
is prescribed by s 110ZR(3), s 110ZU, s 110ZS(1) (g), (h) and (i); 
s 110ZV, s 110ZW. 

 

35. The requirement for an IMP to review the patient and approve him 
or her for participation in a proposed trial or study exists only for 
research projects involving actual intervention in the treatment of 
the patient.  It does not apply to non-intrusive forms of research such 
as data studies, retrospective studies results or tissue samples, etc, 
stored from past treatments - see further paragraphs 28 above and 37 
below. 

 

Reporting 

 

36. There is the added protection that any researcher must report on 
medical research conducted in accordance with this legislation to the 
Minister for Health under s 110ZZC in a form to be prescribed by 
regulations and the Minister must report to Parliament on such 
research annually under s 110ZZD.  It is rather too soon to express 
any view upon whether or not that reporting procedure in every 
instance will be essential or unduly cumbersome or whether some 
variation of that may prove to be more practicable.  This is a matter 
which may need to be considered in the light of clinical experience 
after the legislation has been in operation for a sufficient time to 
draw conclusions with confidence.  In the meantime, there seems to 
be every reason to endorse the cautious approach which has been 
adopted in the Act. 

 

Practical Implementation 

 

37. The first and vital decision being made when considering any 
medical trial involving persons who may be unable to consent is to 
determine whether the trial is one to which Part 9E of the G&AMRA 
applies in the sense that the procedures and protections required by 
that Part, particularly the involvement of an IMP, are required.  This 
will entail a decision as to whether the particular trial or research is 
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'medical research' within the meaning of section 3AA of the Act, 
having regard to subsection 3AA(3) which provides: 

'Despite subsections (1) and (2), medical research does not 
include - 

(a) research conducted about individuals, or that data or 
tissue, in the field of medicine or health that - 

(i) only involves analysing data about the 
individual; and 

(ii) does not result in the disclosure or publication of 
personal information; and 

(b) any other activity prescribed by the regulations not to 
be medical research.' 

 Or, in other words, if the clinical trial or research project does not 
involve any intrusive activity concerning the patient or anything 
which may alter, affect or impinge on the actual treatment or 
decisions about treatment which a patient is to receive, but is in 
effect an historical or data survey or analysis, then studies of that 
nature will be excluded from the obligations to follow all of the 
procedures of Part 9E.  This is entirely appropriate because a trial or 
study of this nature will have no impact, actual or potential, upon the 
welfare or treatment of that patient. 

 

38. The next consideration of importance to be addressed in any 
situation where there is a clinical trial or research which comes 
within the scope of Part 9E, that is which does or may have an effect 
on the actual treatment or decisions about treatment of a particular 
patient, will be to determine whether the patient has an Advance 
Health Directive (AHD) because if the patient does, or there are 
grounds to believe that the patient does have an AHD, then the terms 
of that directive need to be ascertained and respected because no 
trial, treatment or course of management may be followed which is, 
if the circumstances apply, inconsistent with that directive.  This is 
likely to pose some significant practical problems because the 
people concerned, including the medical staff, may not know 
whether or not the patient has an AHD or may not have any practical 
means of ascertaining whether or not one exists.  This is a potential 
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difficulty both for the medical personnel, the patient and the family 
because there is not as yet any public register for the existence of 
AHDs which may be consulted despite the desirability of such a 
register being acknowledged at the time when legislation concerning 
AHDs was implemented.  See - Acts Amendment (Consent to 
Medical Treatment) Act (2008) s 11 (which proposes sections 110 
RA; 110 ZAA; 110 ZAB; and 110ZAC relating to such a register - 
as yet not proclaimed). 

 

39. The reporting obligations under section 110ZZC, while specific, are 
not as yet fully known.  This is because the researcher must give the 
Minister for Health a written notice in a form to be approved stating 
the particulars required by that section.  At the time of writing this 
submission the details of the form for the written notice approved by 
the Health Minister are not known so this needs to be clarified with 
some urgency. 

 

40. In section 3AA, which defines the important and significant concept 
'medical research’, subsection (2)(l) prescribes that the concept may 
include any other activity prescribed by the regulations to be medical 
research.  There may well be some scope for debate as to whether a 
concept which is so integral to this legislation and all that it 
authorises should be capable of enlargement by a Regulation rather 
than by an Act of Parliament itself amending this legislation.  This 
observation is made notwithstanding that Parliament has the power, 
should it choose to exercise it, to disallow any Regulation made 
under such a provision.  It is to be expected that there may be 
concern in some quarters that the scope of the legislation may be 
considerably extended by Regulations made under this power giving 
rise to the question of whether or not such an enlargement should be 
permitted by that means.  On the other hand, modern medicine and 
fields of medical, scientific and clinical research are developing so 
rapidly that the future scope of research activities is difficult to 
predict and the sophistication of modern scientific inter-disciplinary 
measures is such that there may become important fields of medical 
and scientific research which, as yet unimagined, may not fit 
comfortably within definitions presently devised.  One only has to 
have regard to the enormous variety of studies which are currently 
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being undertaken throughout the world in the fields of virology and 
epidemiology as a result of the COVID-19 virus to see how these 
fields of study and investigation are progressing.  Consequently, 
there would appear to be good grounds to permit scope for flexibility 
and expansion of the definition of 'medical research' to take account 
of future developments which may be implemented by regulation 
rapidly should the occasion demand.  There is always opportunity 
for parliamentary review by disallowance of a questionable 
regulation. Also the obligatory review of this legislation after four 
years and at regular intervals thereafter is a safeguard.  On balance, 
therefore, the preservation of a power to expand the concept of 
'medical research' so defined seems a salutary precaution. 

 

41. It is significant to note that s 110ZS of the Act (Urgent Medical 
Research Without Consent) will lapse at the expiration of four years 
unless Parliament expressly renews it.  Hence the need for timely 
further legislation to review or modify that section. 

 

42. Should this Committee so desire, the author of this submission 
would respectfully be willing and pleased to appear before the 
Committee to address in more detail any matter or question arising 
from this submission or the legislation. 

 

 

Eric Michael Heenan QC 

 
                  

5 June 2020 




