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Acronyms
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1 Background, Purpose and Guiding Documents

1.1  Background

The AH&MRC Human Research Ethics Committee (Ethics Committee) was established in 1996 in response to
the conduct of research on Aboriginal people which had largely been negative and without consultation with
Aboriginal people and communities.

Our Committee’s review is a necessary step to assist researchers to design meaningful, ethical, and culturally
appropriate research projects to minimise harm and mitigate risks for Aboriginal Communities participating in
research.

1.2 Purpose

The purpose of this document is to ensure that research that affects Aboriginal people and communities is
done in a culturally appropriate way, involves and considers the people that it affects. This guideline may be
useful for the following:

1.21 Researchers that are planning to submit a research application for review by the AH&MRC Ethics Committee.

1.2.2 AH&MRC Ethics Committee members who are reviewing ethics applications against all relevant guidelines.

1.3 Guiding Documents

All applications are assessed against the following documents, which may be found on the AH&MRC Ethics
webpage.

131 National Statement on Ethical Conduct in Human Research (2007, updated 2018): The purpose of this
document is to promote ethically good human research. Click Here

1.3.2 Ethical conduct in research with Aboriginal and Torres Strait Islander Peoples and communities: Guidelines
for researchers and stakeholders (2018):The purpose of this document is to ensure research is safe,
respectful, responsible, high quality and of benefit to Aboriginal and Torres Strait Islander people and
communities. Click Here

1.3.3 Keeping research on track Il (2018): The purpose of this guideline is to act as a companion document to
the abovementioned guideline (refer to 1.3.2). It is intended for use by Aboriginal and Torres Strait Islander
research participants and communities but may also be useful for building researcher’s knowledge about
such research. Click Here

1.3.4 Ethical Guidelines: Key Principles (2020): The purpose of this document is to ensure that research that affects
Aboriginal people and communities is done in aculturally appropriate way and has considered the people
that it affects. This document should be used to guide the development of research proposals and ethics
submissions for Aboriginal Health research.

1.3.5 AH&MRC HREC Secretariat Standard Operating Procedures (SOPs): The purpose of this document is to outline
the AH&MRC HREC Terms of Reference and Operating Procedures. Click Here
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2 Five Key Principles

All key principles must be imbedded throughout the application in the form of
established processes and mechanisms, this will ensure that Aboriginal needs and
perspectives have been meaningfully considered. The following are intended to
provide guidance and should be considered when developing an application.

2.1 Net Benefits for Aboriginal people and communities

The benefits of the research may be for Aboriginal health in general or specifically for the health of Aboriginal
people and communities participating in the project.

211 Co-designing a research project with Aboriginal people and communities will help ensure that it is
determined as a priority, a need and is of benefit to the Aboriginal people and communities affected.

—) (Links to the National Statement: 1.1, 1.3, 1.4, 1.6, 1.7, 1.8, 21.2, 2.2.2, 2.2.9, 4.7.7 - 4.7.9)

2.2 Aboriginal Community Control of Research

Aboriginal Community Control must be a key focus of all projects affecting Aboriginal people. This means that
at all stages of the research project, Aboriginal people and communities participating in or affected by the
research will be fully informed about and agree with the purposes and conduct of the project.

2.21 Itis acknowledged that Aboriginal people have a right to make decisions about research affecting them.

2.2.6 Provide communities with all the relevant information and explanations on the intent, process and
methodology, evaluation, and potential value of any research proposal.

2.2.7 Comply with requests for further information from relevant community-controlled organisations associated
with the research proposal.

Aboriginal Health & Medical Research Council of NSW



2.3 Cultural Sensitivity

Cultural protocols and community decision making processes will vary between Aboriginal communities,
researchers should consider this when designing a project.

2.3.3 Members of the community affected by the research have been properly consulted with and are informed of
the purposes and conduct of the research.

2.3.5 Questionnaires, surveys, and other documents must be determined culturally appropriate by the Aboriginal
people and communities affected.

o 4 (Links to the National Statement: 1.10, 1.1(d), 1.5, 1.11, 2.2.19, 2.2.20, 4.71 - 4.7.3)

2.4 Reimbursement of costs

There must not be any imposition upon Aboriginal people and communities to be involved in the research
project.

2.41 Reimbursements may be financial or non-financial; but should be considerate of costs, time and travel
incurred by Aboriginal people involved in the project. Knowledge and experience sharing must also be
considered as a valuable resource.

—> (Links to the National Statement: 2.2.9, 2.210, 2.2.11, 4.7.9, 4.711)

2.5 Enhancing Aboriginal skills and knowledge

Build the capacity of Aboriginal people to participate in and lead research projects. Individuals may be from
an Aboriginal Community Organisation, Aboriginal Reference Group, participants or researchers on the project
team.

2.51 Ensure that there is a process in place to disseminate information back to the Aboriginal people or
communities affected by the research.

2.5.2 Aboriginal people should be employed on research projects, wherever possible there should be training and
development opportunities. There should be an emphasis on employing local Aboriginal people in line with
cultural protocols.

2.5.3 Aboriginal people should be listed investigators on research projects that affect Aboriginal communities.
Aboriginal people in the project team should be offered authorship opportunities where possible.
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3 Aboriginal Governance

There should be structures developed to ensure that appropriate Aboriginal
Community engagement is undertaken throughout the entire project from
design to final report, not just at the consultation stage. This may be achieved
through the oversight of ACCHSs (or appropriate Aboriginal Community
Controlled Organisation) or an Aboriginal Reference Group.

3.1 Direct - ACCHS involvement

3.1.5 The services have been given all research tools and determine these culturally safe.

3.1.6 The services have been given the opportunity to review publications prior to dissemination.

3..7 There has been adequate timeframes for the ACCHS to respond appropriately.

31.8 |If the project is state-wide, engage with the AH&MRC for a letter of support.

4 (Links to the National Statement: 11, 111, 2.219, 2.2.20, 4.7.2, 4.7.3, 4.7.8 - 4.710)

3.2 No ACCHS involvement — Aboriginal Reference Group




3.2.3 Develop terms of reference which should include:
+ Purpose of the group
+ Membership
+ Which members identify as Aboriginal
+ Frequency of meeting
+ Who will chair the meeting
+ Who will provide secretariat support
+ How the group will be reported back to

+ How will the group be reimbursed for their time

- (Links to the National Statement: 1.1, 111, 2.2.19, 2.2.20, 4.7.2, 4.7.3, 4.7.8 - 4.7.10)

3.3 Aboriginal Researchers:

3.31 Ensure that the research team is adequately staffed with Aboriginal people to assist the cultural navigation of
the project.




4 AH&MRC Review

This section will assist applicants and other HRECs to determine whether an application
must be submitted.

Further information regarding this section may be found within the HREC Secretariat Standard Operating
Procedures manual.

There are five criteria that are endorsed by the NSW Ministry of Health — Office of Health and Medical
Research under policy directive (PD2010_055) under which an application MUST be submitted to the
AH&MRC HREC.

Approval from the AH&MRC HREC is required (PD2010_055) where the research project involves research in,
or concerning, NSW and any of the following applies:

NSW Ministry of Health Policy Directive (PD2010_055):

1 The experience of Aboriginal people is an explicit focus of all or part of the research
2 Data collection is explicitly directed at Aboriginal peoples

3 Aboriginal peoples, as a group, are to be examined in the results

4 The information has an impact on one or more Aboriginal communities

5 Aboriginal health funds are a source of funding

Desirable and Additional Criteria:

1 Any of the five factors listed above are present; or

2 The Aboriginal experience of the medical condition being studied is known, or is likely, to be different from
the overall population; or

3 There are Aboriginal people who use the services being studied in distinctive ways, or who have distinctive
barriers that limit their access to the services; or

4 Aboriginal people are known, or likely, to be significantly over-represented in the group being studied
(compared to the 3.4% of total NSW population) and/or it is proposed to separately identify data relating to
Aboriginal people at any stage in the project.

8  Aboriginal Health & Medical Research Council of NSW



4.1 The Submission Process

411 Thoroughly read all guiding documents listed in section 1.3.

412 Utilise all necessary templates on the AH&MRC Ethics webpage.

413  Prepare all necessary documents as outlined in the checklist in section 6.1.

41.4  Submit your application to the AH&MRC Ethics online platform, Submittable (see section 7.).

415 The application will be delegated to reviewers on the closing date.

41.6 Initial reviews will be discussed at the HREC meeting.

417  Approvals and requests for further information will be sent from Submittable.

41.8 Once the HREC is satisfied with the quality of the application, it will be approved (subject to annual
reporting).

4.2 Other HRECs

421 The AH&MRC HREC will review an application before, after or at the same time as another HREC.

4.2.2 National Projects may require review and approval from other Aboriginal Community Controlled HRECs

4221 South Australian Aboriginal Health Research and Ethics Committee (AHREC SA)

4.2.2.2 Western Australian Aboriginal Health Ethics Committee (WAAHEC)

4.2.3 Other HRECs with an Aboriginal sub-committee

4.2.31 (Northern Territory) Top End Human Research Ethics Committee

4.2.3.2 (Northern Territory) Central Australian Human Research Ethics Committee
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5 Checklist

5.1 Preparing an application

The AH&MRC HREC requires that applicants take the time to develop their application and ensure that it is
consistent with all necessary guidelines. Ensuring that there is engagement with Aboriginal people from an
early stage in the project design will assist with the cultural aspects of an application.

AH&MRC HREC Checklist

A copy of the Human Research Ethics Application

A copy of any requests from other HRECs for further information about your appllcatlon together with your
response to the request

A copy of the Participant Information Statement(s) and Consent Forms and make sure to include AH&MRC
Ethics details in the complaints section:

The Chairperson

AH&MRC Ethics Committee 35 Harvey Street
Little Bay, NSW, 2036

Email: ethlcs@ahmrc org.au

If you have an Aborlglnal reference group as a part of your community control, have you included Terms of
Reference?

Research Tools: Surveys, questionnaires, interview questions, focus groups and other data collection
methods/ tools

If your project is a national project, have you checked whether review is requwed by
+ South Australian Aboriginal Health Research and Ethics Committee

+ Western Australian Aboriginal Health Ethics Committee

+ (Northern Territory) Top End Human Research Ethics Committee

+ (Northern Terrltory) Central Australian Human Research Ethics Committee

10 Aboriginal Health & Medical Research Council of NSW
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The AH&MRC Secretariat has developed resources to assist with the application
process, however, the Chief Investigator has overall responsibility to ensure that
the application is of the highest standard at the time of submission.

Please ensure that you have taken the time to read all guiding documents and that you use all
existing resources on the AH&MRC Ethics Webpage: https://www.ahmrc.org.au/ethics/
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7 Further information

7.1 What is ‘Community Control’?

The term ‘Community Control’ essentially means that at all stages of the research, Aboriginal people and
communities participating in, or directly affected by the research will be fully informed about, and agree
with, the purposes and conduct of the project. It goes beyond either involvement or consultation and
requires an acknowledgment that Aboriginal people have the right to make decisions about research
affecting them.

711 The specific processes and mechanisms by which control is achieved will vary with each project following
negotiation and formal agreement by the local communities.

712  Where research is being conducted in a community where no ACCHS operates or the ACCHS is unable
to participate in the research, the required support may be obtained from an alternative appropriate
Aboriginal organisation or from an Aboriginal Reference Group.

713 The involvement of an organisation as an alternative to the local ACCHS(s) will require the agreement of the
Ethics Committee in order to obtain ethical approval.

71.4  The approval of Aboriginal people employed by government departments is not a substitute for consultation
and negotiation with community agencies.

—) (Links to the National Statement: 111, 31.18, 3.1.44, 3.1.57, 4.7.2, 4.710 - 4.712)

7.2 AH&MRC Ethics and NSW Aboriginal Communities

The work of the Ethics Committee is carried out in conjunction with Aboriginal communities and is not a
substitute for the Aboriginal community decision-making process. The role of the AH&MRC Ethics Committee
is essentially advisory to Aboriginal communities. The existence of a statewide ethical body reflects the fact
that ACCHSs and local communities need assistance with assessing research projects given the workload
involved and the complex and specialist nature of health and medical research.

721  The Ethics Committee may provide advice, but ultimately each Aboriginal community can itself decide if it
wishes to participate in a research project.

722 Where a project is state-wide and does not relate to any specific community (e.g. epidemiological research
analysing state-wide data), the AH&MRC should be engaged for support.




7.3 Consent

731  Formal written consent and agreement to a research project needs to be obtained from:
+ Individuals who are participants in the project; and

+ The ACCHSs and/or other Aboriginal community organisations responsible for exercising Aboriginal
community control over the project.

73.2 The consent obtained from individuals and organisations must be free, prior, informed, and in writing.

733 A consent agreement with an ACCHS or other Aboriginal community organisation should include:
+ astatement as to the objectives of the research
+ an explanation of why the information is being collected and how it will be used

+ provisions for additional consent for any future changes to the agreed use of the information or the
agreed research design

+ identification of who will, or is likely to, have access to the information
+ provision for withdrawal of consent

+ arequirement of future consent for use of information or biological materials for ‘piggyback’ or other
research not explicitly covered by initial arrangements

7.3.4 The consent agreement may also include the right of a community to seek independent advice on the
research proposal.

+ Individual Participants Consent Form

+ Aboriginal Community Organisation Consent Form

—>  (Links to the National Statement: 2.2.19, 2.2.20, 3.1.44, 31.55-31.57, 4.7.3 - 4.7.4, 4.7.10)




Aboriginal Ownership of Data and Publication findings

7.41  The Aboriginal community, an ACCHS or appropriate alternative Aboriginal organisation are recognised as
having:

+ Ownership of the data provided to researchers.

+ Ownership of the data resulting from the research (eg. arising from the collation and analysis of original
data);

+ Rights over the reporting and publication of the results and findings from the research; and

+ An on-going role in monitoring the implementation of research.

7.4.2  In relation to these matters, researchers should develop and subsequently implement formal agreements
which are in accordance with Aboriginal cultural principles. For any project, there needs to be a formal
mechanism or process both for:

+ Vesting these rights in the community; and

+ The community to transfer the rights or grant a license for the use of data or results.

7.4.3  Researchers should ensure that there is a clear and formal agreement prior to the start of research about
the rights that communities have in relation to data and publication. This should cover maters such as:

+ Storage and archiving of data

+ Access to data and security

+ Publication procedures and protocol

+ Changes in the proposed use of the data

+ Community ownership of blood or tissues samples gathered during the project
+ Negotiation over the disposal or storage of raw data

+ Publication and appropriate acknowledgement

+ The terms on which a community may exercise a right to veto or edit the publication of sensitive
information.

14  Aboriginal Health & Medical Research Council of NSW




74.4

Acknowledgement of the contributors to the research should include recognition of the participation and
assistance of Aboriginal individuals, communities and organisations.

(Links to the National Statement: 3.1.55- 3.1.57, 4.71, 4.7.3, 4.711 - 4.712)

Confidentiality and Privacy

A key principle contained within the Commonwealth Privacy Act (1988), the NSW Health Records Information
Privacy Act (2002) and the National Statement on Ethical Conduct in Research Involving Humans (NHMRC,
2007 updated 2018) is that personal information which has been collected by researchers or within a health
data system cannot be used for any purpose other than that for which explicit informed consent has been
obtained from the person to whom the information refers. While there are public interest provisions that
enable some exemptions from this requirement, it is expected that the requirement will generally apply to
research in Aboriginal health.

In order to obtain ethics approval from the AH&MRC Ethics Committee, it is essential that researchers and
bodies responsible for obtaining, collating, researching, analysing and reporting data on Aboriginal health
information clearly state their specific purpose and identify appropriate personnel who are responsible for
ensuring that consent agreements are complied with.

In addition to concerns about the use of personal information about individuals provided for research and
data systems there is also the need for provisions to protect Aboriginal communities where anonymity is
considered necessary and to ensure correct use of cultural information provided to researchers or data
repository bodies.
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AH&MRC Ethics Unit
T 029212 4777
E ethics@ahmrc.org.au

All information was correct at time of printing.
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