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About AAMRI 
The Association of Australian Medical Research Institutes (AAMRI) is the peak body 
representing medical research institutes (MRIs) across Australia1. Our 57 member 
organisations have nearly 20000 staff and research students, are internationally recognised 
and undertake half of government funded health and medical research. Our members 
include independent MRIs as well as university- and hospital-based institutes with a central 
focus on health and medical research. Their combined revenue exceeds $2 billion per 
annum and they received over $672 million in competitive grant funding in 2018. With over 
500 active clinical trials and over 100 new patents awarded each year, medical research 
institutes have a firm focus on improving health outcomes and delivering great commercial 
returns for Australia. Together, they aim to drive innovation in healthcare through research to 
improve the lives and livelihoods of people in Australia, and worldwide. 
 

 
  

 
1 For further information about AAMRI and its members, please visit https://aamri.org.au   

https://aamri.org.au/
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1 Summary 
In this submission, AAMRI has provided feedback from the medical research institute sector 
on proposed revisions to the National Statement on Ethical Conduct in Human Research, 
2007 (updated 2018) (the National Statement) in Chapters 4 and 5. 
Developed by the Australian Health Ethics Committee (AHEC), the revised sections provide 
advice for both researchers and Human Research Ethics Committees (HRECs) addressing 
ethical considerations related to potentially vulnerable participants in research (Chapter 4) 
and research governance and ethics review (Chapter 5)2. 
AAMRI’s responses to consultation questions were submitted through the NHMRC’s online 
survey3. 
 

2 Response to proposed revisions to Chapter 4  
2.1 Introduction & Revised Chapter 4.1: Ethical issues in recruitment and 

involvement of vulnerable participants in research 
 

1. Is the scope of Section 4 adequately defined and is the scope appropriate? If not, 
provide comment on the how the scope should be extended, reduced or re-
defined. 

AAMRI supports the revisions to the Section 4 introduction, particularly the shift in tone 
towards a more inclusive definition of vulnerable. The scope of the section has been well 
defined and is appropriate as an introduction to the guidelines.  

 
2. Do the enumerated chapters fully capture the issues that are within the scope of 

Section 4? 
Reorganisation of Section 4 into four sections captures the issues through a more holistic 
approach and aligns with the way researchers consider vulnerable participants in study 
design.   

 

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

Moving away from a focus on specific vulnerable groups and towards participant 
circumstances provides an opportunity for researchers to better consider and include 
vulnerable groups in research.  
However, a statement that requires age-appropriate language in all documentation 
provided to participants should be added.  

 

 
2 Please note that throughout consultation questions, “Section 4” and “Chapter 4” are used 
interchangeably. 
3 Documentation associated with this consultation, including the draft revised chapters and 
explanatory notes are available on the NHMRC consultation website: 
https://online.nhmrc.gov.au/public-consultation/national-statement-ethical-conduct-human-research-
sections-4-and-5 
 

https://online.nhmrc.gov.au/public-consultation/national-statement-ethical-conduct-human-research-sections-4-and-5
https://online.nhmrc.gov.au/public-consultation/national-statement-ethical-conduct-human-research-sections-4-and-5
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2.2 Introduction 
In the draft revised Section 4, a dedicated chapter addressing ethical issues associated with research 
with Aboriginal and Torres Strait Islander people and communities has not been included (the current 
chapter 4.7 has been removed). Instead, we are proposing to address these issues in a revised 
Preamble to the National Statement, along with references to the NHMRC Indigenous research ethics 
guidelines and the new Australian Institute of Aboriginal and Torres Strait Islander Studies (AIATSIS) 
guidelines/Code of Ethics (publication expected in 2020). This proposed approach has been taken in 
response to input from key stakeholders in this research sector and based on the rationale that this 
approach avoids reinforcing the association between (research with) Aboriginal and Torres Strait 
Islander peoples and the concept of vulnerability that underpins the draft revised Section 4. 

4. Do you agree with the proposed approach to locate information and/or guidance on 
research with Aboriginal and Torres Strait Islander people and communities outside of 
Section 4? Why or why not? 

AAMRI is supportive of the proposed approach to disassociate the concept of vulnerability 
from Aboriginal and Torres Strait Islander peoples in the revised Section 4 guidelines. 
Guidance must be respectful and approach Aboriginal and Torres Strait Islander concerns 
being mindful that community speaks from a position of strength and respect, not 
vulnerability. Feedback from First Nations people working with one of our member 
institutes supports this proposed approach. This is because the previous approach that 
broadly classifies a whole ethnic or racial group as “vulnerable” is viewed as patronising 
and paternalistic. Feedback from First Nations people working with another of our member 
institutes expressed some concerns about the shift as it homogenises Aboriginal and 
Torres Strait Islander participants with others which could ignore specific needs.  
The removal of section 4.7 covering Aboriginal and Torres Strait Islander participants in 
research will require updates elsewhere in the National Statement. This includes ensuring 
the rest of the guidelines highlights and represents the specific considerations needed in 
research involving Aboriginal and Torres Strait Islander peoples. The information provided 
in the preamble should align with both the NHMRC guidelines on Ethical conduct in 
research with Aboriginal and Torres Strait Islander Peoples and Communities (1) and the 
new Australian Institute of Aboriginal and Torres Strait Islander Studies (AIATSIS) Code of 
Ethics for Aboriginal and Torres Strait Islander Research (2). Both of these sources should 
be provided in Chapter 4 and referenced through the National Statement where relevant. 
This is particularly important given that that Section 4.7 has been removed.  
 
References 
1) NHMRC (2018) Ethical conduct in research with Aboriginal and Torres Strait Islander 
Peoples and communities: Guidelines for researchers and stakeholders. 
https://www.nhmrc.gov.au/about-us/resources/ethical-conduct-research-aboriginal-and-
torres-strait-islander-peoples-and-communities  
2) AIATSIS (2020) AIATSIS Code of Ethics for Aboriginal and Torres Strait Islander 
Research, to be released October 2020. Supersedes the 2012 Guidelines for Ethical 
Research in Australian Indigenous Studies. https://aiatsis.gov.au/research/ethical-
research/code-ethics  
 

 

2.2.1 Chapter 4.1, sub-section C 

The use of a risk matrix, in graphic format, has been proposed for sub-section C of Chapter 4.1. This 
matrix can be used for risk assessment. 

https://www.nhmrc.gov.au/about-us/resources/ethical-conduct-research-aboriginal-and-torres-strait-islander-peoples-and-communities
https://www.nhmrc.gov.au/about-us/resources/ethical-conduct-research-aboriginal-and-torres-strait-islander-peoples-and-communities
https://aiatsis.gov.au/research/ethical-research/code-ethics
https://aiatsis.gov.au/research/ethical-research/code-ethics
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5. Should a risk matrix be included in Chapter 4.1 of the National Statement? Why or 
why not? 

The concept of “Risk-Benefit” is fundamental to all interventional human research. As 
such, formal quantification of risk by use of a risk matrix should be included in this 
Chapter. 
AAMRI proposes that a standardised risk matrix should be included which will allow for a 
standardised approach to decision making. For example, a 5x5 grid with a five point scale 
of “Impact” or “Consequence” along the x axis and a five point scale of “Likelihood” on the 
y axis. 
An example of such a matrix is available here: 
https://www.researchgate.net/figure/A-standard-risk-matrix_fig7_323570642  

 

2.2.2 Introduction & Chapter 4.1 

6. Provide any additional comments on the draft Introduction or Chapter 4.1 here 
Chapter 4.1 outlines comprehensive considerations for recruitment and involvement of vulnerable 
participants. In addition to the groups discussed above, removing implications that pregnancy 
equates to vulnerability is appropriate as considerations for pregnant participants have been 
provided elsewhere in the guidelines. Feedback on consideration for pregnant participants is 
provided below in response to questions about Chapter 4.2. 
Regarding guideline 6 (p8): Please note that this could be interpreted to mean that every 
commercially-funded clinical trial (eg funded by pharma) could require that participants have 
access to an independent advocate or second opinion. This is not likely to be feasible or practical if 
this is the intent of this guideline.  

 

2.3 Revised Chapter 4.2: Participants in life stages that may give rise to 
vulnerability 

2.3.1 Chapter 4.2 

The chapter on life stages only includes guidance addressing research involving persons with 
reproductive potential, pregnant persons, the fetus, persons who have carried a fetus and children 
and young people. Issues related to adulthood more generally are incorporated into other chapters. 

 

7. Does the structure of Chapter 4.2 work as currently proposed? If not, why not and 
what modifications would be appropriate? 

The proposed structure of Chapter 4.2 discussing the various life stages is comprehensive and 
informative and an effective revision to Chapter 4. However, it could be improved by:  

• simplifying and providing a clearer explanation on the rationale regarding the 
inclusion/exclusion of pregnant women. 

• presenting the guidelines grouped together as a separate section (similar to Section 4.1) 
and the text providing context for guidelines could be presented at the start of the section 
with appropriate references to guideline numbers. As it is written, the section can be 
difficult to follow. 

 

 

https://www.researchgate.net/figure/A-standard-risk-matrix_fig7_323570642
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2.3.2 Chapter 4.2, sub-section C  

The sub-section of Chapter 4.2 on Children and Young People includes a statement that “the terms 
‘adolescent’ and ‘young adult’ are not used … due to the diversity of meanings and age-ranges that 
different communities and cultural groups associate with these terms.” 

 

8. Does the decision not to use these terms raise any concerns for you? If so, what 
are these concerns? 

 
Descriptors that have been included in the proposed revisions to Chapter 4.2 do not raise major 
concerns and have been well summarised in Figure 2.  

 
9. Can these concerns be alleviated by adding or modifying the content of Chapter 

4.2? If yes, what modifications are appropriate? 
The decision not to use these terms in the revised Chapter 4.2 recognises that there are several 
descriptors for “young people” or “adolescents” that better represent these groups, especially in 
relation to consent. Considerations supporting the decision not to use these terms include:  

• Consent of a child 16 or over must be obtained and is considered the same as an adult 
consenting 

• For children under 16 who have the ability to understand the nature, risks and 
consequences of the study: 

o Consent of the trial should be obtained AND 
o This would be the same as an adult consenting 

• For children under 16 without the necessary competence to fully understand: 
o Child’s parent/legal guardian must consent 
o The child must assent unless unable to communicate 
o Refusal of the child to assent should be respected unless the child would receive 

therapy for which there is no recognised alternative  
 

 

2.3.3 Chapter 4.2, sub-section C  

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

AAMRI supports the use of “assent” by young participants and recommend that a definition should 
be included in the Glossary. Use of assent, that is the cooperation of the children and young 
people, greatly improves the quality of research. 

 

2.3.4 Chapter 4.2, sub-section C 

11. Is Figure 2 in sub-section C of Chapter 4.2 helpful? If not, why not? 
Figure 2 is helpful for clearly demonstrating how authorisation should be sought for different 
participant types. However, Figure 2 lacks advice on how the risks to participants are taken into 
account in the decision making process to authorise consent. Understanding and communicating 
participant risks should be included in guidance for authorisation of consent from the young 
person or their parent/guardian and include an action plan to demonstrate these risks and 
associated protections. It is also unclear who is classified as a “mature young person”. Descriptive 
wording used in Figure 2 should be aligned with the main text of the document as there were 
several inconsistencies in the draft.  
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12. Do you have any suggestions for how this table could be improved? 
AAMRI recommends that Figure 2 should include an action plan to assist with assessing risks for 
each category of children and young people participants.  
This table could also be further improved if it was presented as a flow chart or decision tree. 

 

2.3.5 Chapter 4.2 

13. Provide any additional comments on Chapter 4.2 here. 
Clarification of the link between consent and developing maturity, and the concept of “assent”, is 
an important advance in the area of children and adolescent research. It helps to formalise the 
concept that they must be “engaged” in the research and research process where they are able.  
It would greatly increase clarity around the use of assent by including a schematic diagram to 
demonstrate the use of assent and consent at different life stages. This should include 
relationship between developing maturity and assent, transitioning to consent and then use of 
assent in older vulnerable people where assent would also be applicable. 

 
 

2.4 Revised Chapter 4.3: Life circumstances that may give rise to vulnerability 

2.4.1 Chapter 4.3, sub-section A  

The sub-section on physical or mental ill-health includes reference to advance planning and advance 
directives. This inclusion is accompanied by a linkage to the ‘scope of consent’ categories in Chapter 
2.2 (see 2.2.14) and advises that “advance directives may be project-specific, applicable to related 
future research (‘extended’) or broadly applicable to future research activities (‘unspecified’).” An 
alternative model might be to include reference to the use of advance directives, but limit their use to 
either the ‘index project only’ or to ‘the index project and related future research only’, i.e. excluding 
the use of advance directives for unspecified future research activities. 

 

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

 
AAMRI supports the inclusion of advance directives in the National Statement, however, 
there should be several modifications to this section to improve clarity. 
The advice provided regarding use of advance directives in the National Statement is not 
clear and requires modifications. To improve clarity and understanding of appropriate use 
of advance directives for research, AAMRI recommends that advice provided in the 
guidelines on advance directives should be: 

• supported by references that will assist researchers in understanding the legal 
responsibilities associated with using an advance directive for research purposes in 
each jurisdiction. The guidelines should be modified to include the statement “Any 
use of advance directives in research must be consistent with relevant jurisdictional 
(State/Territory) legislation, accompanied by relevant references to the legislation. 

• accompanied by additional explanation and examples of appropriate use. This 
should include clarification of the intent of this advice and how it would work in 
practice. For example, this may include dementia or Alzheimer’s disease, or 
progressive cancer or another type of terminal illness. An advance care directive 
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can indicate that a person is pro or against participation in research.  However, it 
would not suffice to act as their consent to participate in a specific research 
project.   

 
15. If yes, do you support the framework proposed in sub-section A of Chapter 4.3? 
 
Please see the response provided to question 14 

 
 
16. If yes to 14, but no to 15, do you support one of the alternatives proposed above in 

the introduction to these questions? If yes, which alternative do you support and 
why? 

 

Please see the response provided to question 14 

 

2.4.2 Chapter 4.3, sub-section A  

In the sub-section on people who are seriously ill or unconscious, researchers and reviewers are 
advised to ‘consider whether an independent person should make the initial approach and/or seek 
consent from a potential participant or from their guardian or authorised representative’. In addition to 
this category of participants (i.e. people who are seriously ill or unconscious), this guidance has also 
been provided in the Introduction to Chapter 4.3. 

 

17. Is this guidance appropriate for research involving circumstances covered by 
Chapter 4.3, generally, and in the specific context described in the Introduction to 
this question, above? If not, why not? 

The guidance is comprehensive and appropriate but should include references to jurisdictional 
authorities such as Guardianship authorities or adult Guardian. Including a role for an 
“independent person” in the guidelines would benefit from further definition and clarity given how 
important this role is for participants. Introduction of the topic by an independent person may 
provide more uncertainty for the ill person and the information from the regular practitioner may be 
more appropriate. 

 

2.4.3 Chapter 4.3, sub-section A  

The sub-section on emergency care research, intensive care research and research involving 
terminally ill participants includes a hierarchy of consent, waiver of the requirement for consent and 
approval of research without consent. This guidance replaces the guidance in current Chapter 4.4 of 
the National Statement, parts of which have been misunderstood and/or applied incorrectly: 
specifically, to support the practice of obtaining so-called delayed or deferred consent, which is not 
permitted under the National Statement. 

 

18. Do you support the approach taken to the guidance in this sub-section? If not, 
why not and what alternative model would you suggest instead? 

The language used in this section could be more direct and would be clearer if it was presented 
as a flowchart or decision tree with examples. 
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2.4.4 Chapter 4.3 

19. Provide any additional comments on Chapter 4.3 here. 
It is essential that all guidance in this chapter with respect to people in dependent or unequal 
relationships be explicit given the significant potential consequences that could arise from 
confusion or misinterpretation. All roles for participants, guardians, independent persons and 
researchers should be clear and well defined, without ambiguity and with regard to applicable 
legal considerations.  
 

 

2.5 Revised Chapter 4.4: Research contexts that require additional consideration 
 

2.5.1 Chapter 4.4, sub-section B  

Research conducted during natural disasters, armed conflict, public health crises or other 
emergencies is a new topic in this revision of the National Statement. It is also the subject of an array 
of guidelines and advice developed by international bodies, such as WHO4, national governments, 
humanitarian organisations and the Nuffield Council on Bioethics5 (UK). This guidance cannot all be 
replicated in the National Statement. 

 
20. Do you think that the guidance provided in this sub-section is adequate and, if not, 

do you support the development of a separate guidance document to address this 
type of research? 

AAMRI supports the development of a separate guidance document for these circumstances. 
The section is particularly pertinent with respect to COVID-19 and emphasises the need to not 
allow research or urgency to be used as justification for violating ethical conduct. 

 
 
21. If you support a separate guidance document, do you think that this document 

should replace the guidance proposed in sub-section B or extend that guidance? 
A separate guidance document should extend the guidance and a reference to that document 
should be provided in Chapter 4.4, sub-section B. 

 
22. Provide any additional comments on Chapter 4.4 here 
No additional comments 

 

2.5.2 Other considerations 

23. Is there an area of research that is within the scope of Section 4 for which it does 
not provide adequate guidance? If so, what area and what guidance would you 
propose including? 

Section 4 could be improved by including guidance or a cross-reference to other parts of the 
National Statement for: 

• genetic research (discussed in Chapter 3.3) 

 
4 WHO guidance: https://www.who.int/ethics/publications/epidemics-emergencies-research/en/. 
5 Nuffield guidance: https://www.nuffieldbioethics.org/publications/research-in-global-health-
emergencies/. 

https://www.who.int/ethics/publications/epidemics-emergencies-research/en/
https://www.nuffieldbioethics.org/publications/research-in-global-health-emergencies/
https://www.nuffieldbioethics.org/publications/research-in-global-health-emergencies/
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• Pregnancy, foetal/embryonic research (including reference to specific NHMRC guidelines 
for this research) 

 
24. If you have any other input that you would like to provide, please do so here. 

No additional comments. 
 

 

3 Response to proposed revisions to Chapter 5  
3.1 Revised Chapter 5.1: Governance responsibilities of institutions 

3.1.1 Chapter 5.1, guidelines 7-9 

NHMRC is proposing that for research 

(a) that is to be conducted in Australia or with the participation of Australian residents, and 

(b) where an ethics review has been conducted in another country with an equivalent standard to 
the National Statement an ethics review in Australia may not be required. 

If this principle is accepted, then a corollary issue is what criteria would be applied to ensure that the 
standard that is relied upon is equivalent to the National Statement. 

 

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? 

Note: Stakeholders should be aware that the acceptance of one national ethics guideline or standard 
by another country is common practice internationally. For example, for those institutions conducting 
research using funds from the US government, the National Statement is accepted as an equivalent 
standard (to the Common Rule) by the United States under the Federal Wide Assurance (FWA) 
scheme operated by the U.S. Department of Health & Human Services Office for Human Research 
Protections. See www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/fwas/fwa-protection-of-human-
subjecct/index.html. Another example is the acceptance by some European countries of a review 
conducted in another EU member country, which, implicitly, is based on the acceptance of the 
adequacy of the standard used by the reviewing country. 

 

In principle it is appropriate to accept international ethics reviews of an equivalent 
standard, however, the advice provided in the National Statement Chapter 5.1 should be 
more clearly defined. This section also lacks advice about processes that could be used 
by institutions and/or HRECs for assessing whether further review is required. 
 
AAMRI recommends that Chapter 5.1 “Ethics review policy and process” should be 
updated to: 

• provide a list of countries whose guidelines are considered an equivalent standard 
to the National Statement in Australia. Advice can be sought from Australian 
experts who sit on international ethics committees. 

• provide a checklist that clearly outlines the requirements of an international ethics 
review to be accepted in Australia, including responsibilities for determining the 
coverage by institutional insurance and that participant information will need to 
refer to local legislation when appropriate. 

http://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/fwas/fwa-protection-of-human-subjecct/index.html
http://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/fwas/fwa-protection-of-human-subjecct/index.html
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• Include a flow chart or decision tree to assist readers to determine when review is 
needed or when external review is sufficient (also recommended below for risk 
level and choice of review processes).  

• Provide a worked example that demonstrates why a certain case would be 
appropriate to accept an international HREC approval. 

 
Resources that may assist in revisions to this section: 

• One AAMRI member recommended that Prof. Angus Dawson, Professor of 
Bioethics at Sydney University would be able to provide expert advice in refining 
this guidance as he has first-hand experience sitting on international ethics 
committees.  

• An article that explains circumstances where the US Common Rule can be mis-
used is provided - https://www.ga4gh.org/news/can-genomic-data-be-
anonymised/#:~:text=Anonymisation%20is%20the%20irreversible%20alteration,su
bjects%20are%20no%20longer%20identifiable. 

 

3.1.2 Chapter 5.1, guidelines 10-16 

The existing National Statement risk categories (‘greater than low risk’, ‘low risk’, ‘negligible risk’ and 
‘eligible for exemption from review’) have been modified. The proposed risk categories are ‘moderate 
to high risk’, ‘minimal risk’ and ‘eligible for exemption from review’.  
 
2. Do you agree with this change of risk categories? If not, why not? 
Note: If implemented, there will be consequential changes to the risk category definitions and 
guidelines in Chapter 2.1 

The changes to the risk categories are an improvement on those in the previous version of 
the National Statement. However, greater clarity and examples should be included in 
Chapter 5.1, guidelines 10-16. 
 
AAMRI recommends the following modifications: 

• Definitions for each risk category should be included in the guidelines. Specifically, 
this should include the risk category suitable for exemption should be clearly 
different from those requiring ethical review. 

• A decision tree to assist in determining review pathways that is supported with 
examples, particularly for projects that are eligible for exemption from review. This 
should represent guidance for the different review pathways appropriate for 
research in different risk categories and represent the scope and breadth of 
research including genetic research, participants with double vulnerabilities (eg 
young people with mental health concerns) 

• Point e in Guideline 12 (page 3) should be moved from Guideline 12 to a separate 
guideline. If kept as part of guideline 12 it misleadingly indicates that acceptance of 
a review process external to the institution is a pathway only for minimal risk 
research. 

• An additional guideline should be included that outlines the requirement for 
institutions to provide a rationale for the review pathway selected for each 
application and this should be documented by the institution. This written rationale 
can outline what condition was used to direct an ethics application through an 
internal process rather than an HREC. 

• Additional guidance should be provided to ensure ethical handling of routine record 
linkage. There can be issues with some data which are not de-identified for the 
linkage process and then IDs may subsequently be removed.  
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3.1.3 Chapter 5.1, guidelines 15-17 

The risk category ‘eligible for exemption from review’ has been expanded to include additional types 
of research. The expanded eligibility criteria are drawn from the recently revised US Common Rule 
criteria, with significant modifications.  
 

3. Are the types of research proposed for revised guideline 16 appropriate and 
sufficient? If not, how should they be modified? 

The revised guideline 16 is not sufficient as written and requires further clarification and 
definitions. New guidelines 17 and 18 also require modification to improve clarity and 
practicality of application, which is described below. 
 
AAMRI recommends the following modifications to guideline 16: 

• The terms “minimal or no risk” requires a clear definition that should be 
included.  

• For 16b part I and ii, inclusion of biospecimens as research eligible for 
exemption is problematic. It should not be exempt from review as this creates 
significant privacy risks for participants who have contributed samples to 
biobanks and specimens/data can identify the donor if particular research 
methods are used (e.g. genetic methods). Research using these specimens 
and techniques that can identify or potentially identify the participant must not 
be in this exempt category. 

 
AAMRI recommends the following for guideline 17: 

• This guideline should be reworded to “Any research that is exempted from review 
must be listed on the [websites of the entity conducting the research and the 
entity sponsoring the research] before the research commences.” (altered text 
in square brackets) 

• Further clarity should be provided about the goal of publishing this information 
online, as well as for the level of detail required to be published. Guidance should 
be provided for wording to accompany this list of research to provide context and 
prevent causing alarm to members of the public that research is being conducted 
without ethics approval.  

• An alternative to publishing online is that a list of exempt research is kept at the 
governance office of each institution.   

 
AAMRI recommends that guideline 18 should be accompanied by a clear definition of 
what research qualifies as “not human research”. This should be restricted to anonymised 
human specimens where a) techniques that can potentially identify participants are not 
used and b) clinical information of the biospecimen does not make the participant’s 
identity known or c) anonymised data that is not identifiable. 
 
As mentioned above, guidelines 10 through to 18 should be accompanied by a figure such 
as a decision tree, schematic diagram or flow chart to assist with determining the 
appropriate pathway for ethics review (or exemption).  
 

 

3.1.4 Chapter 5.1, guideline 31 and Chapter 5.2, guideline 48 

5.1.27 of the National Statement specifies that the Human Research Ethics Committee (HREC) terms 
of reference (ToRs) should be publicised. Revised guideline 31 states that an institution ‘must set 
out and publicise’ its ToRs. 
 

https://www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-q-and-a/index.html#exemptions
https://www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-q-and-a/index.html#exemptions
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
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Additionally, revised guideline 48 in Chapter 5.2 states that standard operating procedures (SOPs) 
must be ‘documented, implemented and publicised’. 

The benefit of publicising ToRs and SOPs is that publication can assist users of an HREC, including 
non-affiliated researchers and institutions who are considering accepting an external HREC’s ethics 
review, in obtaining access to information about institutional requirements and HREC operations. 

There are also some proposed changes to requirements for HREC ToRs and SOPs. 

 

4. Are there any reasons why an institution would not be able to publish the revised 
HREC ToRs and/or SOPs on its website? If so, what are those reasons?  

Note: please distinguish between the publication of ToRs and SOPs within your response, if relevant. 

In the case of research organisations in receipt of public funds (such as hospitals, 
universities, research institutes) there seems little argument against public disclosure and 
accountability. This is fundamental to Freedom of Information and the establishment of 
public trust. There are no significant reasons why the functionality of HRECs generally 
(both Terms of Reference and Standard Operating Procedures) should not be in the public 
domain. 

 

3.1.5 Chapter 5.1, guidelines 32-40 

Some guidelines on minimum membership, additional members, pools of members and the 
requirements for diversity and expertise have either been added or modified. There are no new 
minimum membership categories proposed for HRECs; however,  

• the criteria that apply to some of the categories have been broadened 

• several ambiguities about attendance at HREC meetings and sources of expertise have been 
addressed, and 

• the requirement for gender balance is now for gender diversity, without reference to binary 
gender categories (i.e. ‘male’ and ‘female’). 

 

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. 

There are no significant concerns with the revisions to guidelines 32 to 40 referring to 
the minimum membership of an HREC. They are appropriate and clearly described but 
where appropriate it would be helpful to include a statement on the HREC members 
qualifications relevant to ethics review. 
AAMRI recommends including the following modification which will greatly assist in 
reducing variability among HRECs: 

• An opportunity for HRECs to meet and exchange knowledge such as a forum 
or annual meeting. This would assist in standardising HREC review standards. 

• Providing guidance on best practice for appointment periods for the chair and 
other members of the HREC. For example, this could include 
recommendations for a rotating chair and preferred terms for committee 
members.  

 
 

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 
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for appointment in this category? If yes, indicate what those parameters should be 
for these members. 

If parameters are too narrow this could be too limiting and make it difficult to attract 
candidates to the HREC. There is also a risk that too many specifications for these 
candidates may no longer be “representative” of the community.  

 
 

3.1.6 Chapter 5.1 

7. Provide any additional comments on revised Chapter 5.1 here. 
The definition of non-human tissue needs to be very clear. There is potential for 
misinterpretation if use of “non-human tissue” is aligned with the Common Rule. All tissue 
that is re-identifiable could be considered non-human tissue by some researchers. There 
is a risk that the analysis conducted on this tissue could make the data identifiable 
especially when there are rare cancers or samples that have been used for many projects. 

 

3.2 Revised Chapter 5.2: Responsibilities of HRECs and other ethics review bodies 

8. Provide any comments on revised Chapter 5.2 here 
AAMRI recommends the following modifications for Chapter 5.2: 

• This section should include a stronger commitment to timely approval and 
appropriate timelines for review and revision of ethics applications (guideline 48, 
part f). This should include clarification as to when revisions will be required to be 
returned to a full HREC meeting and when simple executive approval is 
permissible. The guideline should state that this information be included in the 
HREC Terms of Reference (ToR). 

• Modifications to guideline 48f should be extended to timely approval of governance 
reviews as this is often the rate-limiting step of the review process.  

• Guidelines for where time frames for ethics approval are appropriate should be 
included in this section, including when no time limit may be applied. Currently 
projects are approved for different time intervals and can be reviewed when 
progress reports are provided (e.g. 12 months, 3 years, 5 years, with annual 
review).  

• Guidelines that provide clarity on when studies/projects are considered closed. 
This should include defining responsibilities for who determining the end of the 
study (researchers, institutions), and how this should be determined with regards 
to active ethics approval (eg this could be when dissemination of the study 
outcome occurs, such as publication). 

• Modify guideline 61 so that individual, specific case report forms are not required 
to be reviewed by the review body. This guideline should not be prescriptive and 
instead be high level, refer to the broad category of these documents and allow 
flexibility. If a form is reviewed and modified, this trigger amendments to the ethics 
approval and cause significant delays. These are also not routinely requested for 
clinical trials.   

As mentioned in the responses to Section 5.1 above (Question 3), a figure such as a 
decision tree or flowchart with examples of research that could use different review 
pathways would greatly assist application of the National Statement and avoid 
misinterpretation. 
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3.3 Revised Chapter 5.3: Responsibilities of researchers 
The responsibilities of researchers described in the current Chapter 5.2 have been expanded and 
separated into a new chapter. 

9. Do you have any concerns about the changes in revised Chapter 5.3? If so, what 
are they? 

There are no major concerns with the revisions in Chapter 5.3.  

10.  Provide any additional comments on the revised Chapter 5.3 here. 
No additional comments. 

 

3.4 Revised Chapter 5.4: Monitoring 

11. Provide any comments on the revised Chapter 5.4 here. 
In Chapter 5.4, there should be greater emphasis on: 

• Requirements for monitoring of particular research 

• Different approaches to monitoring  

• Different monitoring approaches required for remote/tele-health/e-health studies 
References, for example web links, to accompany the statement “For more information on 
monitoring of research and its place in the governance of research, there are additional resources 
available from NHMRC and the Commonwealth of Australia Department of Health” should be 
included to assist users of the National Statement.  

 

3.5 Revised Chapter 5.5: Minimising duplication of ethics review 

3.5.1 Chapter 5.5, Introduction and guidelines 96-99 

The introduction and guidelines in revised Chapter 5.5 provide extensive clarification on the 
duplication of ethics review, including the imperative to minimise unnecessary duplication of ethics 
review (and project authorisation processes). 

 

12. Do you have any concerns about the guidance in revised Chapter 5.5? If so, what 
are they? 

AAMRI supports inclusion of guidelines that compel HRECs and institutions to reduce 
unnecessary duplication of ethics review. This should include a requirement for sharing of 
information and resources and for HRECs to include these provisions in the terms of reference 
and SOPs. 

 

3.5.2 Chapter 5.5, guideline 97 

Although not prohibited previously, the revised guidelines now explicitly extend the principle of single 
ethics review to minimal risk research (i.e. research that does not require review by an HREC). 

 

13. While application of revised guideline 97 will depend on the way that institutions 
manage the review of this research, do you have any concerns about this 
guidance? 
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There are no major concerns about guideline 97. However, it should include a statement that such 
approvals are normally used for similar institutions or institutions involved in, or familiar with, 
similar research projects.  

 

3.5.3 Chapter 5.5 

14. Provide any additional comments on revised Chapter 5.5 here. 
No additional comments. 

 

4 Revised Chapter 5.6: Disclosure of interests and 
management of conflicts of interest 

15. Provide any comments on revised Chapter 5.6 here. 

AAMRI recommends that Chapter 5.6 should: 

• Be expanded and aligned with the Australian Code for the Responsible Conduct of 
Research, 2018 associated guide “Disclosure of interests and management of conflicts of 
interest”. The Code and Guide require disclosure of three types of interests – actual, 
potential and perceived – however, Guidelines in draft Chapter 5.6 omit mention of 
perceived interests (e.g. Guideline 100). It would be helpful to include specific references 
to the guide and Code throughout. 

• include clarification of the term “established conflict of interest” (Guideline 101).  

• Include examples of circumstances where conflicts of interest would not be disclosed to 
accompany guideline 105. 

• Include a modification to guideline 104a as follows “financial or other interest or affiliation 
[or relationship]” (added words are in square paratheses) 

 
 

4.1 Revised Chapter 5.7: Complaints 
The revised Chapter 5.7 directs those with complaints related to the conduct of research (as opposed 
to the review of research) to guidance provided in the Australian Code for the Responsible Conduct of 
Research and the Guide to Managing and Investigating Potential Breaches of the Australian Code for 
the Responsible Conduct of Research. Also, the term ‘research misconduct’ used in the current 
National Statement has been replaced with ‘breaches of the Code’, as per the 2018 Code.  

 

16. Do you have any concerns about this approach used in revised Chapter 5.7? If so, 
what alternatives would you suggest? 

No specific concerns with Chapter 5.7. 

 
17. Provide any additional comments on revised Chapter 5.7 here. 
No additional comments. 
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4.2 Revised Chapter 5.8: Accountability 

4.2.1 Chapter 5.8 

18. Provide any comments on revised Chapter 5.8 here. 
No additional comments. 

 

4.3 Revised Section 2 / Glossary 

4.3.1 Chapter 2.1 and Glossary 

If the changes to the categories for risk, as described at Question 3, above, are made, the definitions 
for these categories currently included in Chapter 2.1 and the Glossary will also need to change. 

19. If you support these changes, do you have any suggestions for how ‘moderate to 
high risk’ and ‘minimal risk’ should be defined? 

AAMRI proposes the following definitions for: 

• ‘moderate to high risk’ – risk greater than that associated with daily function, up to 
and including the risk of fatality or permanent disruption to normal functionality. 

• ‘minimal risk’ - less than the risk required to undertake normal daily functions. 
 

This section should reference the discussion of risk in Chapter 2.1 of the current National 
Statement.  

 

4.3.2 Glossary (and footnote in Chapter 5.1) 

The definition of ‘institution’ has been modified and expanded in the draft revised Section 5. 

20. Do you have any concerns about this definition? If so, do you have any alternative 
language to propose? 

No concerns about this definition. 

 

4.4 General 

21. Is there anything else that you would like to add to your comments on the content, 
format or useability of Section 5? 

Overall, the proposed changes have streamlined the guidance and presented it in a more logical 
order compared to the previous version, making it easier to follow and implement.  
AAMRI would like to provide the following additional feedback for Chapter 5: 

• Inclusion of the new sub-section describing guidance and requirements for HREC terms of 
reference and SOPs is very useful and clear. 

• Framing of ethics review processes happening within an overall governance framework is 
clearer and provides necessary context. As it is currently written, Chapter 5 is excellent for 
institutions but could provide additional information for researchers to better differentiate 
ethics and governance which can be perceived as the same thing. A schematic diagram 
could be included here to provide clear context and to demonstrate where an ethics review 
fits within the overall governance framework.  

• Guideline #77 has a grammatical error – please change “is” to “are”.  
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