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To Whom It May Concern at the NHMRC, 
 
 
RE: SUBMISSIONS – REVIEW OF NATIONAL STATEMENT 
 
 
Thank you for the opportunity to make submissions in relation to the proposed changes to the 
National Statement on Ethical Conduct in Human Research (‘NS’) Sections 4 and 5. We 
respond on the basis of our past and present experience as 
 

 Legal members of Human Research Ethics Committees (‘HRECs’); 

 Legal academics who teach and research in the areas of health law and ethics; and 

 Researchers who engage in research involving humans. 
 

We have responded to selected consultation questions below. 
 

 
SUBMISSIONS ON PROPOSED CHANGES TO NATIONAL STATEMENT SECTION 4 

 
Question 3: Is the concept of vulnerability appropriately framed and described in the 
Introduction and in Chapter 4.1? 
 

1. The reference to ‘harms, burdens and wrongs’, albeit a more general issue for the NS, 
is not consistently referred to in section 4. For example, in the guidelines attending 4.1 
(pp 7-8) there is reference only to ‘harms’. We suggest that there is an opportunity 
here to clarify the relationship between these three concepts. The notion of harm 
encompasses a disproportionate burden on a person – a burden in and of itself is not 
necessarily something to be singled out. A ‘wrong’ suggests a legal breach and is best 
avoided in a normative ethics framework. 
 

2. We support the recognition that vulnerability is contextual. We question whether it 
should be viewed on a ‘spectrum’ which suggests a horizontal approach – ie, 
measured by the degree to which it is experienced. We would reject this one-
dimensional approach and suggest that it has a depth which reflects the combination 
of both certain characteristics and circumstances. This may be able to be 
diagrammatically explained. 
 

3. We would like to see a recognition of the complexity of the sources of vulnerability 
(initially referred to in the Introduction). This is particularly important for older persons.1 

                                                      
1 See Lise Barry, ‘Capacity and Vulnerability: How Lawyers Assess the Legal Capacity of Older Clients’ (2017) 25 Journal of Law 
and Medicine 267. 
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The literature indicates that there is a tripartite lens of vulnerability – inherent 
(dependent on age, gender, health status etc), situational (context-specific, eg, social, 
personal, economic etc situations which a person is experiencing), and pathogenic 
(institutional responses to inherent and situational vulnerability such that the 
professional dealing with vulnerable people can be a source of vulnerability 
themselves). To this extent we would suggest that 4.1B of the draft be expanded to 
explain this complexity. In relation to 4.1C, the aspect of pathogenic vulnerability could 
be included – that is, recognising that the institutional risk assessment process may 
itself create or exacerbate vulnerability. In particular this latter form of vulnerability is 
particularly relevant where there are considerations of cultural diversity.  
 

4. We welcome the recognition in 4.1 that an assessment of vulnerability should not 
evoke a purely protective response. We would agree that an over-emphasis on 
protection has had the effect of excluding participants from research and that this may 
result in injustice, in that it results in a lack of advancement of knowledge which could 
benefit groups of participants regarded as particularly vulnerable. We are aware of 
instances in WA and NSW where the guardianship legislation has been referenced as 
the authoritative source on the ability of adults lacking decisional capacity to participate 
in research, and potential participants have been excluded on this basis. The problems 
of reconciling the NS with the provisions in the guardianship legislation may lead to an 
over-protective response which may be inappropriate and indeed discriminatory.   
 

5. In relation to 4.1D it is further suggested that where researchers are seeking to 
conduct research in relation to vulnerable persons, that a person experiencing that 
type of vulnerability be part of the research group so that the research parameters are 
informed by an experiential approach. This is to some extent captured in guideline 
1(d), but we further suggest that the vulnerable person be involved in the design of the 
project. For example, if the research participants are persons experiencing dementia 
then a person currently experiencing dementia should be considered as a member of 
the investigative team. This approach was taken in relation to several activities 
commissioned by the Cognitive Decline Partnership Centre (an NHMRC funded 
project, now concluded). In particular the project on developing supported decision-
making resources for people living with dementia and their carers was very positively 
impacted by the involvement of persons living with dementia in the initial design and 
the activities of the project. To this extent it is suggested that the duty of researchers 
goes beyond consultation but instead moves to active and equal inclusion. This will 
promote the notion of partnership espoused in this section. 
 

6. We note that in relation to guideline 1(c), there is reference to the need to provide 
‘adequate justification’ for the exclusion of vulnerable individuals, but that this may 
raise problematic issues in relation to consistency between the NS and the relevant 
statutory provisions governing, for example, treatment decision-making around adults 
lacking capacity. This is a point is also relevant to 4.3. 
 

7. We suggest that in the guidelines that it is appropriate at guideline 2 to recognise that 
the influences on the voluntariness of decision-making may be more insidious than 
exploitation or coercion. Connected to this point is guideline 4 where we suggest there 
be a clarification between the need to ensure that the person has the capacity to 
consent to participation and the equally important need to address the concerns of 
voluntariness, again recognising that the influences may be very subtle. 
 

8. We suggest in relation to guideline 4(c) that there be express reference to the concept 
of proportionality in addressing the balancing between the particular factors. Indeed, 
more frequent reference to this important concept could be helpful in ensuring that 
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researchers and reviewers transparently balance the different interests and concerns 
which vulnerable participants raise. 
 

Question 10: Do you support the use of the concept/term ‘assent’ for research 
involving children and young people? If not, why not? 
 

9. We generally support the use of the term assent as a way of negotiating the ‘bright 
line’ between capacity and lack of capacity determinations. However, we would urge 
caution around researchers and reviewers favouring reliance on assent over consent, 
the latter entailing fully autonomous expression of wishes and preferences of young 
persons without the involvement of parental consent. 

 
Question 13: Provide any additional comments on Chapter 4.2 here. 
 

10. Guideline 36(c) refers to the need for researchers to put in place processes to ensure 
a ‘proper assessment’ of the young person’s maturity and capacity in situations in 
which it is not anticipated that a parent/guardian’s consent will be obtained. We are 
aware of online studies conducted with young teenagers, including those examining 
issues around gender and sexual identity, and question how an assessment of 
maturity and capacity can occur in such an online setting. While it is possible to 
achieve (f) through the inclusion of informational resources and through the ability to 
de-identify data, we do not believe that it is a reasonable expectation for researchers to 
‘ensure’ the relevant maturity and capacity of the young person in online settings. 
 

11. The operation of guideline 37(a) may be impacted by legal intervention – we suggest 
that it is appropriate to include a rider ‘to the extent that this is compatible with the legal 
frameworks and processes.’ 

 
Question 14: Do you support the inclusion of the use of advance directives in the 
National Statement? If not, why not? 
 

12. While we support the use of advance planning in relation to participation in research, 
we note that guideline 6 acknowledges that the use of advance directives needs to be 
‘permitted by relevant jurisdictional law’. Both statutory and common law advance care 
directives are limited to ‘treatment decisions’ which would seem to exclude research 
which has no therapeutic element. In this sense advance care directives are more 
limited in scope than the enduring power of guardianship which enable decision-
making in relation to lifestyle matters which could include participation in research 
(depending upon the terms of the relevant statutory provisions). 

 
Question 15: If yes, do you support the framework proposed in sub-section A of 
Chapter 4.3? 
 

13. We would suggest that that the revisions include a presumption rather than an 
assumption that adults are able to provide consent and that this presumption should 
apply unless there are grounds which rebut this – we suggest that this replace the 
wording in the current document that refers to circumstances which mitigate against 
capacity. 
 

14. Guideline 2 - Again we would make the point that researchers should be embedding 
people with physical or mental ill-health into the research team where that is possible. 
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15. Guideline 3 – (a) and (b) appear to be referring to the same thing. If (a) is referring to 
capacity in a general sense, then this would seem to violate the requirement that 
capacity is decision-specific. 

 
16. Guideline 5 – we suggest that an example be given as to what might constitute 

‘changed circumstances’. For example, the availability of new medication. 
 

17. Guideline 6 – the reference to advance directives in research needs to be aligned with 
the law in several jurisdictions which limits advance directives to ‘treatment decisions’, 
and which therefore may not be compatible with research. It is relevant to note here 
that the scope of decisional powers associated with an Enduring Power of 
Guardianship (‘EPG’) are generally wider than those in advance directives, as the 
EPGs are associated with a range of lifestyle decisions which could potentially include 
participation in research. We therefore suggest that there be consideration of 
extension of the powers under an EPG to include participation in research where that 
is appropriate, and in association with robust safeguards.  

 
18. Guideline 7 – we recommend deleting the words ‘and unequivocal’. We believe that 

‘sustained unwillingness’ from a person does itself indicate a clear preference not to 
participate. Respecting such a clear preference is consistent with the Convention on 
the Rights of Persons with Disabilities.2 We fear that the term ‘unequivocal’ would in 
fact set an undesirable and unjustifiably high threshold for withdrawal from 
participation, and may result in continued participation against a preference which is 
clearly expressed by sustained unwillingness.      
 

19. Guideline 11(c) – we recommend including a requirement that ‘there is no reason to 
think that they would decline participation’ in relation to any waiver of consent. This is 
consistent with existing provisions 2.3.9 – 2.3.10. 

 
20. Guideline 21 – this should refer to ‘consent’ as the person has regained capacity. 

‘Agreement’ is more aligned with assent. 
 

21. Guideline 24 – we suggest adding in ‘(d) the dignity and interests of the participant are 
attended to’. 

 
Question 19: Provide any additional comments on Chapter 4.3 here. 
 

22. Guideline 30 – again we would suggest replacing ‘should seek agreement’ with ‘should 
seek consent’. 
 

23. Guideline 31 – we suggest adding ‘(e) the provision of support in line with relevant 
supported decision-making principles’. 

 
24. Guideline 32 – once again we would reword this to encourage researchers to embed a 

person living with the relevant disability into the research team. 
 
Question 22: Provide any additional comments on Chapter 4.4 here. 
 

25. Guideline 16 – we suggest making this guideline less restrictive for researchers. The 
draft guideline presently sets out that researchers should demonstrate that their 

                                                      

 2 See generally Terry Carney et al, 'Realising ‘Will, Preferences and Rights’: Reconciling Differences on Best Practice 
Support for Decision-Making?' (2020) Griffith Law Review (forthcoming: https://doi-
org.ezproxy.library.uwa.edu.au/10.1080/10383441.2019.1690741). 
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research can only be conducted in the context of ‘the crisis that it is studying or to 
which it is responding’. In the context of some crises, this may be difficult or impossible 
for researchers to show. For example, it would be difficult to show that important 
research proposed to be conducted in the context of a crisis in ‘Country A’ could only 
be conducted in the context of ‘the crisis that it is studying’ if there is a separate crisis 
of the same nature and of equal magnitude and seriousness in ‘Country B’. We 
therefore suggest rewording guideline 16 as follows: 

 
“Researchers should demonstrate that their research can only be conducted in the 
context of a crisis such as that which it is studying or to which it is responding.”     

 
 

 
SUBMISSIONS ON PROPOSED CHANGES TO NATIONAL STATEMENT SECTION 5 

 
Question 1: Is it appropriate for an institution to accept an external ethics review from a 
review body in another country when it is based on an international standard that is 
equivalent to the National Statement? If not, why not? 
 

26. It will not always be appropriate for an institution to accept an external ethics review 
from a review body in another country, even where it is based on an international 
standard that is equivalent to the NS.  
 

27. There is risk inherent in accepting decisions made according to ‘equivalent’ standards, 
in part because judgments about equivalence can be difficult to make and might later 
be shown to be unsound. This room for error is particularly present in the context of 
comparing a regulatory framework as detailed and comprehensive as the NS with its 
similarly comprehensive counterparts in other jurisdictions. Problems with acceptance 
based on ‘equivalence’ have arisen in the context of therapeutic goods approvals in 
Europe and the United States – eg, in relation to transvaginal mesh products. These 
incidents demonstrate the danger in using assessments of equivalence in regulatory 
approval processes.    
 

28. There is further risk in accepting the outcome of processes to which local regulatory 
and ethics bodies are not privy. This is in part because local regulatory and ethics 
bodies will not have oversight powers in relation to the processes of external ethics 
review bodies.  
 

29. The lack of direct accountability and transparency, and the problems with judgments 
about equivalency, necessitate an extremely cautious approach to accepting approvals 
from international bodies.  
 

30. It should not be left to individual institutions to decide which international standards are 
equivalent. It would not be practical for institutions to individually determine this in a 
reliable manner. These decisions should only be made by the Australian Health Ethics 
Committee/the NHMRC through a considered, detailed, and transparent process. In 
doing so, it would be important to ensure that the international standard is not only 
equivalent in terms of its frameworks and guidelines, but also in terms of the actual 
rigour and accountability of decision-making processes which occur pursuant to that 
standard. That is, it is not just the standard itself which must be assessed as 
equivalent, but also the equivalence of processes and procedures by the relevant 
international ethics review bodies. The international standards and processes would 
also have to be monitored regularly to ensure that they remain equivalent with the NS. 
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31. Even where an international standard has been deemed equivalent to the NS, 
acceptance of review outcomes from international ethics review bodies should occur 
only on a case-by-case basis. It should always be incumbent upon the local institution 
to be satisfied that the particular international outcome was reached pursuant to 
rigorous and thorough processes which are equivalent to local processes. That is, the 
local institution must be satisfied that the international approval was not just a ‘rubber 
stamp’ process.         

 
Question 5: Do you have any concerns about the content of revised guidelines 32-40 or 
the way that they are expressed? If yes, describe your concerns and propose any 
alternatives or additional factors that may be appropriate to include. 
 

32. Guidelines 38 and 39  – the shift away from binary notions of sex and gender is 
appropriate. A person’s sex can be intersex or indeterminate, and a person’s gender 
identity might not align with either one of the two binary genders (eg, a person might 
identify as non-binary, genderfluid, or agender). For this reason, the existing 
requirement for ‘gender balance’ between men and women is non-inclusive and 
counter to the pursuit of genuine diversity. For this reason, we agree that the proposed 
term ‘gender diversity’ is appropriate. While we support the term ‘gender diversity’, we 
suggest that broader diversity (beyond gender) would also be beneficial. We therefore 
suggest that guideline 38(a) should be reworded as follows: 

 
“the HREC membership has diversity, including gender diversity” 
 

And we suggest that guideline 39 should be reworded as follows: 
 

“As far as is practicable, any other ethics review body established by an institution 
should also have diversity, including gender diversity, among its members.” 

 
Question 6: Do you think that further guidance should be provided at guideline 32(b) 
about the appropriate parameters for the type of experience that is optimal for 
candidates for appointment in this category? If yes, indicate what those parameters 
should be for these members. 
 

33. We do not think that any further guidance in relation to ‘experience’ is required for 
candidates for appointment in this category. However, the concept of ‘broader 
community perspective’ might be defined to include reference to achieving ‘diversity of 
knowledge, qualities, and experience.’ This definition would be consistent with 
guideline 42.   
 

Question 7: Provide any additional comments on revised Chapter 5.1 here.   
 

34. Guideline 12 – while we agree that it can be appropriate for research that carries only 
minimal risk to be reviewed by a body other than an HREC, we are concerned about 
the express inclusion of 12(c), which sets out that ‘in a university setting, review or 
assessment [may occur] at departmental level by the head of department’. We do not 
think it is appropriate for departmental heads to be tasked with reviewing any research 
applications from within their own department. Departmental heads have an inherent 
vested interest in promoting research activity within their department – an interest 
which might influence their review with a pro-approval bias. This bias might be either 
conscious or unconscious. We therefore suggest that 12(c) be omitted.  
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Thank you for the opportunity to make suggestions as part of this public consultation. 
 
Kind regards,   
 

 
Associate Professor Meredith Blake 
UWA Law School, The University of Western Australia 
 

 
Mr Aidan Ricciardo  
Lecturer – UWA Law School, The University of Western Australia 
Legal member – South Metropolitan Health Service HREC 
 


