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DSTO HUMAN RESEARCH ETHICS APPROVAL PROCESS

INTRODUCTION
1.
As an organisation within the Australian Department of Defence, DSTO must
ensure that all research involving humans or their data is subjected to appropriate ethical
review and approval. This instruction describes DSTO’s ethics review process established
in compliance with the requirements of the Department of Defence and the National Health
and Medical Research Council (NHMRC) under the NHMRC Act (1992). Details of the
DSTO ethics review process are available on the Human Science Hub webpage:
http://community.dsto.defence.gov.au/hubs/hs/Ethics/default.aspx.
SCOPE
2.
This instruction applies to all DSTO staff involved in the planning, approval and
conduct of research involving humans or their data. The nature of the research will dictate
whether it requires prior approval by the Chief of Division, by the DSTO Ethics Review
Panel or by the Australian Defence Human Research Ethics Committee (ADHREC). This
instruction describes the responsibilities of Chiefs and their delegates to ensure appropriate
ethical review and approval has been achieved and guides research staff in identifying the
appropriate level of review. It also details the form, function and processes of the DSTO
Ethics Review Panel.
BACKGROUND
3.
Within the Australian Department of Defence, the authority to undertake research
on humans and its ethical review is outlined in DI(G) ADMIN 24-3 The Conduct of
Human Research in Defence and Health Manual Volume 23, Human Research in Defence Instructions for Researchers (2007). These documents refer to the National Statement on
Ethical Conduct in Human Research (hereafter termed the National Statement) in the
determination of the requirement for ethical review. DSTO has an institutional
responsibility to ensure that its research involving humans or their data is carried out in
accordance with the National Statement.
POLICY STATEMENT
4.
All DSTO researchers proposing to engage in research involving humans or their
data must follow the process described in this instruction to ensure that their research
proposal is ethically acceptable.
5.
Chiefs of Division must ensure that this instruction is followed to ensure an
appropriate level of ethical review and endorsement has been conducted prior to granting
approval to proceed with research involving human participants or data.
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DEFINITIONS
6.

The following definitions apply in this instruction1:
a.

Human Research. The National Statement (page 7) defines research ‘to
include at least investigation undertaken to gain knowledge or to train
researchers’. The National Statement (page 8) defines human research as
that ‘conducted with or about people, on their data or tissue. Human
participation in research is therefore to be understood broadly, to include the
involvement of human beings through:
•
•
•
•
•

•

taking part in surveys, interviews or focus groups;
undergoing psychological, physiological or medical testing or
treatment;
being observed by researchers;
researchers having access to their personal documents or other
materials;
the collection and use of their body organs, tissues or fluids (eg skin,
blood, urine, saliva, hair, bones, tumour and other biopsy specimens)
or their exhaled breath;
access to their information (in individually identifiable, reidentifiable or non-identifiable form) as part of an existing published
or unpublished source or database.’

A defining attribute of human research is that it is conducted for the purpose
of research. Participation in work practices (eg, meetings, regular training)
does not fall within the scope of human research unless the practice is not
standard (eg, new techniques are being trialled). Conversely, observation of
standard work practice for the purpose of research does fall within the scope
of human research and requires ethical review. Materials research involving
human participants also requires ethical review.
Ethical review is required in all cases where there is potential for
infringement of basic ethical principles (respect, research merit and
integrity, justice, and beneficence). For more information refer to sections 1
and 2 of the National Statement (reproduced in Annex G).
b.

Low Risk. The National Statement (paragraph 2.1.6) defines low-risk
human research as that ‘where the only foreseeable risk is one of
discomfort. Where the risk, even if unlikely, is more serious than
discomfort, the research is not low risk.’

c.

Discomfort. The National Statement (page 16) gives the following
examples of discomfort: ‘Less serious than harm is discomfort, which can
involve body and/or mind. Discomforts include, for example, minor sideeffects of medication, the discomforts relating to measuring blood pressure,

1

Decisions about whether a research proposal is to be considered ‘human research’ and whether it is ‘low
risk’ are not always clear cut. Where the potential exists for proposals to be considered to be ‘human
research’, it is important that they are reviewed for ethics in accordance with the National Statement. The
Chair of the DSTO Ethics Review Panel is available to assist in determining whether a particular proposal
constitutes ‘human research’ and whether proposed ‘human research’ is above ‘low-risk’.
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and anxiety induced by an interview’. The National Statement (page 16)
also gives examples of potential harms, which exceed discomfort.
IMPLEMENTATION
7.
DSTO Ethics Review Process. Figure 1 illustrates the three decision points that
determine whether research may be approved within the Division, or whether it requires
review and approval from the DSTO Ethics Review Panel or by ADHREC, following
Divisional endorsement.

Figure 1. Ethics review process for DSTO research involving humans or their data.
* as defined in sections 1 and 2 of the National Statement (reproduced in Annex G)
# as defined in the National Statement (reproduced in paragraph 6c)
† a standing protocol may be agreed to cover commonly conducted low-risk human research

8.
Researcher. Researchers should be familiar with the National Statement.
Researchers must first assess their proposed activity against the National Statement’s
definition of human research (see paragraph 6a of this CDSI)2. An important consideration
is whether there exists potential for the ethical principles outlined in the National
Statement to be infringed. Activities judged not to constitute human research or not to
infringe ethical principles may be reviewed and approved by the Chief of Division3.
2

The Chair of the DSTO Ethics Review Panel may be able to assist in this judgement.
The Chief of Division, or their delegate, must ensure that human research is appropriately reviewed. Use of
the proforma in Annex D is encouraged to facilitate record keeping and consideration of ethical issues.
3
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However, it is important to ensure that the ethical principles outlined in the National
Statement are adhered to.
Activities which may potentially infringe ethical principles must be reviewed by either the
DSTO Ethics Review Panel or by ADHREC. Proposals that meet the criterion for low risk
as defined in the National Statement (see paragraph 6b of this CDSI) may be submitted to
the DSTO Ethics Review Panel using the proforma in Annex D. All other research
involving humans or their data must be submitted to ADHREC4.
9.
Chief of Division. DI(G) ADMIN 24-3 (paragraph 11) states that ‘Before human
research is conducted in Defence, it is to be assessed by a properly constituted responsible
Defence organisation to ensure that Defence research priorities are met, Defence resources
are properly applied and the research is to be carried out using sound methodology’.
10.
In cases where the Chief, or their delegate, judges that the proposed human
research does not present the potential for infringement of ethical principles, the research
may be approved without submission to the DSTO Ethics Review Panel. However, in
approving this research the Chief takes full responsibility for ensuring that the research
conforms to the ethical principles set out in the National Statement. General ethical
considerations are reproduced in Annex G, but the National Statement should be consulted
for specific guidance. The Chief, or delegate, must formally certify that there is no
foreseeable potential for infringement of the ethical principles defined in the National
Statement, that an auditable record of approved proposals will be kept and a copy
forwarded to the DSTO Ethics Review Panel for information, and that they will monitor
the research to ensure that these ethical principles are adhered to. It is recommended that
Divisions use the proforma in Annex D to record and communicate this decision.
11.
Where potential exists for infringement of ethical principles, proposals for
conducting research involving humans or their data require formal endorsement by the
relevant Chief, or delegate, and subsequent ethics approval by DSTO’s Ethics Review
Panel for low-risk research or by ADHREC for human research deemed to be above low
risk. See Annex B for more detailed guidance to the Chief, or delegate.
12.

Authorities and delegations follow the Divisional line management structure.

13.
DSTO’s Ethics Review Panel. The DSTO Ethics Review Panel is a non-HREC
(Human Research Ethics Committee) panel whose principal role is to conduct ethical
review of low-risk research. The DSTO Ethics Review Panel has been established to
reduce the time and resource burdens of ethical review to a level commensurate with the
assessed lower level of risk, whilst ensuring that NHMRC principles for ethical research
are upheld. The DSTO Ethics Review Panel will consider research protocols submitted by
DSTO staff for human research on three aspects:
•
•
•

whether the research meets the criteria for low risk;
whether safety and ethical issues have been addressed fully; and
the soundness of the methodology.

See Annex C for the DSTO Ethics Review Panel’s Terms of Reference.

4

Submissions to ADHREC must use their proforma, available at
http://www.defence.gov.au/health/research/adhrec/i-adhrec.htm.
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Where Divisions commonly conduct low-risk human research following a common
methodology, the researcher may submit a protocol for consideration as a standing
protocol. Details regarding the establishment, use, and review of standing protocols are set
out in Annex A.
14.
Australian Defence Human Research Ethics Committee (ADHREC). ADHREC
is a formally constituted Human Research Ethics Committee (HREC) that is authorised to
review and approve protocols proposing human research, including those deemed to be
higher than low-risk. Protocols submitted to ADHREC must use the ADHREC proforma
[ http://www.defence.gov.au/health/research/adhrec/i-adhrec.htm ]. Protocols reviewed by
the DSTO Ethics Review Panel are reported annually to ADHREC.

REFERENCES
Defence Instruction (General) Admin 24-3 The Conduct of Human Research in Defence.
http://defweb.cbr.defence.gov.au/home/documents/DATA/ADFPUBS/DIG/GA24_03.PDF
Department of Defence (2007) Health Manual Volume 23, Human Research in Defence Instructions for Researchers.
http://defweb.cbr.defence.gov.au/home/documents/adfdocs/hlthman/hlthmanv23.htm
NHMRC (2007) National Statement on Ethical Conduct in Human Research.
http://www.nhmrc.gov.au/publications/synopses/_files/e72.pdf

ANNEXES
A.
B.
C.
D.
E.
F.
G.

Guidance for Researchers
Guidance for Chiefs
DSTO Ethics Review Panel Terms of Reference
Application to DSTO Ethics Review Panel Proforma
Information Sheet and Consent Form
DSTO Guidelines for Volunteers
National Statement on Ethical Conduct in Human Research, Section 1: Values and
principles of ethical conduct (pp11-13), and Section 2: Themes in research ethics:
risk and benefit, consent (pp 15-21 & 23-24)
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ANNEX A

Guidance for Researchers
1. The following four documents contain information relevant to the conduct of human research in Defence.
You should be familiar with them.
• NHMRC (2007) National Statement on Ethical Conduct in Human Research
• Department of Defence (2007) Health Manual Volume 23 Human Research in Defence – Instructions for
Researchers.
• Defence Instruction (General) ADMIN 24-3 Conduct of Human Research in Defence
• NHMRC (2007) Australian Code for the Responsible Conduct of Research
2. For research where there is no potential for infringing the ethical principles outlined in the National
Statement (reproduced in Annex G), ethical review and approval may be sought from the Chief of Division.
However, the ethical principles in the National Statement must be adhered to. It is recommended that
Divisions use the proforma in Annex D to record and communicate this decision.
3. For other human research where the anticipated risk to participants is low (see paragraph 6b of the CDSI),
prepare the proforma provided in Annex D of this CDSI with reference to the National Statement. A
standing protocol may be developed for low-risk research in which the activities are to be repeated many
times. Any variations to methods must be detailed in the protocol. Completed applications should be
submitted by email to the Chair of the DSTO Ethics Review Panel
(HumanSciencesEthics@dsto.defence.gov.au) at least 2 weeks before a scheduled meeting of the panel.
4. For research involving more than low risk to participants, prepare the protocol in accordance with the
ADHREC proforma (http://www.defence.gov.au/health/research/adhrec/i-adhrec.htm). It is important for
researchers to pay attention to detail when preparing the protocol for ADHREC because poorly written
submissions may cause undue delay in the approval process. While ADHREC is open to informal
consultation should there be any issues in protocol preparation, advice may also be sought from the Chair
of the DSTO Ethics Review Panel.
5. Submit the protocol to the relevant Chief of Division to obtain their endorsement. He/She will assess the
proposal on the appropriateness of the research to Defence and its scientific merit and methodology.
6. When the Chief’s endorsement has been obtained, the proposal should be submitted to the relevant ethics
review body (DSTO Ethics Review Panel or ADHREC). It will assess the protocol in accordance with the
National Statement on:
(i)
whether the research meets the criteria for low-risk research (DSTO Ethics Review Panel
only);
(ii)
whether the ethical issues have been addressed; and
(iii)
the soundness of the methodology.
Following review, the research team may be required to revise the protocol and resubmit.
7. Work may not proceed until approved by the appropriate ethics review body.
8. Researchers are required to seek approval for any changes to approved procedures.
9. If adverse events occur, researchers are required to immediately suspend the research and to inform the
Chair of the approving ethics review body.
10. An annual report on the progress of the research is to be submitted to the approving ethics review body.
11. Complaints about the DSTO Ethics Review Panel’s decisions or its conduct in reviewing research protocols
should be directed to the Chair of the DSTO Ethics Review Panel in the first instance. The Panel is
required to handle and resolve such complaints. If no resolution is achieved, the complainant will be
advised to direct the complaint to the Chair of Human Sciences Hub.
12. A list of protocols reviewed by the DSTO Ethics Review Panel will be posted on the DSTO Human
Sciences Hub website. This list will include the protocol title, the name of the lead researcher, the date of
submission and the date of approval.
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Important matters
When submitting the protocol ensure that the following issues are addressed:
1. Safety issues
• The risks must be described and quantified, and measures to minimise the risks must be provided. See
paragraph 4.12.g of Chapter 4 of Health Manual Volume 23.
2. Information and consent
• It is important to ensure that the participants who are involved in the study have a good understanding of
the investigation and their part in it. Prior to the study they should be provided with an information and
consent sheet that contains details about the study in plain English including its benefits to Defence, their
part in the study, the quantified risk of participating, the name of the investigators, etc. If they agree to
participate, they should then sign the consent sheet. The template for the ‘Information Sheet and
Consent Form’, copied and slightly modified from Health Manual Volume 23, is provided in Annex E.
Please follow the instructions set out in Health Manual Volume 23, paragraph 4.12.
• In the ‘Information Sheet and Consent Form’ the participant is advised that his or her ‘participation in the
study is entirely voluntary; there is no obligation to take part in the study and if the person chooses not to
participate there will be no detriment to their career or future health care’. It should be stated that the
participant may withdraw at any time without any adverse consequences. Researchers should be mindful
of this statement and its intent, particularly when military personnel are used as participants. The military
command structure should not be used as a means to pressure military personnel into volunteering. In
addition there should be a statement indicating that participants are considered to be ‘on duty’.
• With regard to withdrawal from the activity, it should be explained whether the data that has been
collected up to the point of withdrawal will or will not be used.
• A statement of how the research will be monitored and the method of dissemination of research results
should also be included in the ‘Information Sheet and Consent Form’.
• If applicable, the ‘Information Sheet and Consent Form’ should also include details about participant
payment, funding sources and financial interests.
• The ‘Information Sheet and Consent Form’ should also advise what services are provided if the
participants are adversely affected by the activities.
• If video clips and still images are to be used in reports and presentations, the participant’s consent needs
to be sought.
• If interviews or group discussions are to be audio-taped, the participant’s consent needs to be sought.
•

Describe the means by which the data will be made non-identifiable and kept secure.
• In addition to the ‘Information Sheet and Consent Sheet’, the participants should also be provided with
the ‘Guidelines for Volunteers’. These are provided in Annex F. The guidelines explain the participants’
rights as volunteers.

3. DSTO conducts a significant amount of human research using qualitative methods (eg, interviews, focus
groups etc.). This class of methods has particular ethical issues which are described in chapter 3.1 of the
National Statement. If qualitative methods are proposed, it is important to fully address each of these
issues in the proforma.
4. Ensure that the following documents are included in the application
• Information Sheet and Consent Form (see Annex E)
• Guidelines for volunteers (see Annex F)
• Copies of questionnaires, survey questions and interview questions to be used
• Copies of measuring instruments (scales)
• Signed endorsement by Chief or delegate
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ANNEX B

Guidance for Chiefs
1. Paragraph 11 of DI(G) ADMIN 24-3 Conduct of Human Research in Defence states that ‘Before human
research is conducted in Defence, it is to be assessed by a properly constituted responsible Defence
organisation to ensure that Defence research priorities are met, Defence resources are properly applied
and the research is to be carried out using sound methodology’.
2. To comply with this requirement, the proposal for conducting human research at DSTO requires a formal
endorsement by the relevant Chief of Division or their delegate.
3. Please assess the submitted protocol in terms of whether the research:
a. meets Defence requirement(s);
b. is relevant to Defence;
c. is appropriately resourced;
d. has scientific merit; and
e. employs sound methodology.
4. If the proposal is endorsed, sign the proforma and return it to the researchers for submission to the DSTO
Ethics Review Panel, or ADHREC as appropriate.
5. In cases where the Chief, or delegate, judge that the proposed human research does not present the
potential for infringement of ethical principles, the research may be approved without submission to the
DSTO Ethics Review Panel. However, in approving this research the Chief takes full responsibility for
ensuring that the research conforms to the National Statement. General ethical principles and
considerations are reproduced in Annex G, but the National Statement should be consulted for specific
guidance. The Chief, or delegate, must formally certify that there is no foreseeable potential for
infringement of the ethical principles defined in the National Statement, that an auditable record of
approved proposals will be kept and a copy forwarded to the DSTO Ethics Review Panel for information,
and that they will monitor the research to ensure that these ethical principles are adhered to. It is
recommended that Divisions use the proforma in Annex D to record and communicate this decision.
6. Where there exists the potential to infringe ethical principles, research proposals must first be endorsed by
the Chief, or delegate, and subsequently approved by either the DSTO Ethics Review Panel (for low-risk
research) or by ADHREC (for all other research).
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ANNEX C

DSTO Ethics Review Panel
Terms of Reference
1. Introduction
As an organisation that conducts research involving humans and their data, DSTO needs to meet the following
requirements specified by the National Statement (chapter 5.1)
•
•

Institutions are required to ensure that human research is subjected to appropriate ethical review in
accordance with the National Statement.
Institutions may establish their own processes for ethical review of low-risk research in accordance with the
National Statement, but these processes must be clearly documented and auditable.

DSTO has developed a process to ensure that human research is subjected to appropriate ethical review. The
DSTO Ethics Review Panel plays a central role in this process.
2. Role
The DSTO Ethics Review Panel is a non-HREC (Human Research Ethics Committee) panel, whose principal
role is to conduct ethical review of low-risk research. For research that involves more than low risk, ethical
review is conducted by the Australian Defence Human Research Ethics Committee (ADHREC).
The DSTO Ethics Review Panel is to consider research protocols for human research on the following:
(i)
whether the research meets the criteria for low risk;
(ii)
whether safety and ethical issues have been addressed fully; and
(iii)
the soundness of the methodology.

To minimise duplication of ethical review, where DSTO proposes to conduct research in collaboration with
another institution, the panel will normally accept the ethical review by other panels if conducted in accordance
with the National Statement. The exception is where the proposal involves research involving military
personnel.
3. Assessment Criteria
The assessment of whether the research meets the low-risk criteria is based on the definition of low-risk
research provided by the National Statement (paragraph 2.1.6).
‘Research is ‘low risk’ where the only foreseeable risk is one of discomfort. Where the risk, even if
unlikely, is more serious than discomfort, the research is not low risk.’
Both physical and psychological discomfort must be included in the risk assessment. The risk associated with
any procedure may depend on risk management strategies employed. When the participants are undertaking
routine activities as part of their employment or training, it is important to consider whether there is any
increased risk brought about by the research activities.
If the research is deemed to involve more than low risk, the researchers should be notified and directed to seek
ethical approval through ADHREC.
For low-risk research, the DSTO Ethics Review Panel is required to assess whether safety and ethical issues
have been addressed fully. Particular attention should be paid to
(i)
informed consent;
(ii)
quantification of risk;
(iii)
confidentiality; and
(iv)
voluntary participation.
The consideration of methodology issues include, but are not limited to the following:
(i)
Is the method appropriate for achieving the study aims?
(ii)
Is the design of the experiment or study sound?
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(iii)
(iv)
(v)
(vi)

Is the analysis method appropriate?
Is the method realistic in terms of resources and time frame?
Has the issue of recruitment of participants been addressed?
Has the researcher supplied questionnaires, survey questions and interview questions?

DSTO conducts a significant amount of human research using qualitative methods (eg, interviews and focus
groups). It is important to assess proposals using qualitative methods in accordance with chapter 3.1 of the
National Statement.

4. Membership
The DSTO Ethics Review Panel consists of six members. The panel members are drawn from human
researchers in different Divisions. The DSTO Ethics Review Panel will have additional members that may be
called on when the need arises. Where a substantial proportion of the proposed research involves ADF
personnel, the panel may consult an ADF representative as their advocate. The DSTO Ethics Review Panel
may also invite a person or persons with specific expertise to assist with its deliberations.
It is expected that the Chair of the DSTO Ethics Review Panel will represent DSTO at the ADHREC meetings.
5. Competency
The DSTO Ethics Review Panel members must receive ethics training at least triennially. They must be familiar
with the following documents:
• NHMRC (2007) National Statement on Ethical Conduct in Human Research
• Department of Defence (2007) Health Manual Volume 23 Human Research in Defence – Instructions for
Researchers.
• Defence Instruction (General) ADMIN 24-3 Conduct of Human Research in Defence
• NHMRC (2007) Australian Code for the Responsible Conduct of Research
6. Procedure
(i)

The DSTO Ethics Review Panel, using face-to-face, video and telephone conference methods
as appropriate, meets on a monthly basis between February and November. When panel
members cannot attend a meeting, the Chair should either ensure that those members have
the opportunity to provide their opinion for consideration, and/or draw upon the additional
members. The Chair of the panel will distribute proposed research protocols to the panel two
weeks before each meeting. The Chair may call additional meetings if the need arises.

(ii)

The Chair of the Panel will inform the researcher and Chief of the final decision. Any interim
discussion requiring revisions of the protocol should not require involvement of the Chief.

(iii)

The proposals, summary of discussion, and decisions made will be recorded and a copy kept
in an electronic as well as hard-copy file. A list of protocols reviewed by the DSTO Ethics
Review Panel will be posted on the DSTO Human Sciences Hub website. This list will include
the protocol title, the name of the lead researcher, the date of submission and the date of
approval.

(iv)

The DSTO Ethics Review Panel will monitor the progress of approved research every 12
months through the submission of research progress reports. Although researchers have been
informed of this requirement, the DSTO Ethics Review Panel may need to take steps to ensure
that reports are received.

(v)

The Chair of the DSTO Ethics Review Panel will provide a summary report of the proposals
received and decisions made to the Human Sciences Hub Executive and to ADHREC.

7. Conflicts of interest
Members of the DSTO Ethics Review Panel should disclose any conflicts of interest with respect to
proposed research. Conflicts of interest may be personal, professional or financial. Conflicts of interest will
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be managed according to chapter 5.4 of the National Statement. For example, when a conflict of interest is
declared, decisions may be made by the remainder of the panel.
8. Institutional responsibilities
• DSTO will ensure that the DSTO Ethics Review Panel is adequately resourced.
• DSTO will provide legal protection to the members of the DSTO Ethics Review Panel.
• The Human Sciences Hub Executive will monitor and report on progress of the DSTO low-risk ethical
review process and will modify the process as necessary to maintain compliance with the National
Statement. This assessment may involve documented experience of research participants.
9. Adverse effects and complaints
• The researchers are to be advised to immediately suspend the research if adverse effects occur, and
report them to the Chair of the DSTO Ethics Review Panel. These events should be investigated by the
DSTO Ethics Review Panel, the findings recorded and reported to the Chair of the Human Sciences Hub
and ADHREC.
• Complaints by participants about researchers or the conduct of research should be directed to the Chair
of the DSTO Ethics Review Panel in the first instance. The Panel is required to handle and resolve such
complaints. If necessary, expert opinions may be sought to help resolve the issues.
• Complaints by researchers about the DSTO Ethics Review Panel’s decisions or its conduct in reviewing
research protocols should be directed to the Chair of the DSTO Ethics Review Panel in the first instance.
The Panel is required to handle and resolve such complaints. If no resolution is achieved, the
complainant will be advised to direct the complaint to the Chair of Human Sciences Hub.
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DSTO Ethics Application to Conduct Low-Risk Human Research
Project Title
Division
Date of Submission

Task number:
Duration of approval sought (up to 3 years)

Investigators
Full Name

Division

Phone

Email

Lead (POC)
(add rows if necessary)

Description of project (background, aims, method, analysis: maximum 1000 words)
Participants (refer to National Statement section 4)
From where do you intend to source participants?
Y
Y
Y
Y

N
N
N
N

Are you selecting participants from a particular group (eg, male, ADF)?
Will participants be paid or otherwise induced to participate?
Will participants have any relationship (eg, subordinate) with the researchers?
Does the research specifically target any of the following participant groups: pregnant women, children, people
in unequal relationships, people with cognitive impairment, people who are not able to give consent, people
involved in illegal activities, Aboriginal or Torres Strait islanders, or people from another country?
If YES to any of the above, describe the requirement and management of associated ethical issues.

Informed consent (refer to National Statement chapters 2.2, 2.3)
Y

N

Will you seek informed consent from participants?

[If NO, describe the reasons why.]

Y
Y

N
N

Is there a need to deceive participants?
Will the research require covert observation?
If YES to either of the above, describe the reasons and debriefing process.

Risks and benefits (refer to National Statement chapter 2.1)
Y
Y
Y

N
N
N

Y

N

Is there potential for physical or psychological discomfort of participants?
Is there potential for physical or psychological harm to participants?
Does the research address any topics that the participants might consider sensitive (eg, grief, illegal activity,
gender identity)
Are there any risks to researchers? [If YES please attach the DSTO safety case]
How will the research be monitored for adverse affects?
What services will be provided to any participants who are adversely affected by the research?
Who will benefit from the research and how will the benefits occur? (Specifically address benefits to Defence)
Describe all risks, their likelihood and mitigation.

Research methods (refer to National Statement section 3)
Y
Y
Y
Y

N
N
N
N

Will the research use qualitative methods (interviews, focus groups etc.)?
Will the research collect information for or from databanks?
Will the research trial new clinical or non-clinical interventions or therapies?
Will the research use tissue samples, genetics, or stem cells?
If YES to any of the above, describe the requirement and management of associated ethical issues

DSTO ERP Proforma, Version 1.0 - Last Modified 21 August 2008 [Ref: CDSI S&T 002 – DSTO Human Research Ethics Approval Process]
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Privacy and confidentiality
Y
Y

N
N

Y

N

Will researchers have access to identifiable or potentially identifiable records not normally available to them?
Is it possible that participants may be identified or that their data may be divulged without their consent during
or after the research?
Will it be necessary to make audio or video recordings of participants?
If YES to any of the above, describe how privacy will be ensured.
How will data be stored?

Conflicts of interest (refer to National Statement chapter 5.4)
Y
Y
Y

N
N
N

Is the research being funded outside of DSTO?
Is the research being funded outside of Defence?
Are there potential conflicts of interest (personal, professional, financial)?
If YES to any of the above, describe and include any relevant documentation.

Other approvals
Y
Y

N
N

Are other organisations involved in the research?
Has this research previously been submitted to or approved by another Human Research Ethics review body?
If YES to either of the above, please provide details.

Checklist (materials to be included with this form)
Attached
Attached
Attached
Attached

Participant Information Sheet (in plain language)
Participant Consent Form
Guidelines for Volunteers
Questionnaire and other materials (if applicable)

Resource Requirements (estimate)
DSTO
ADF
Other (specify)
Participants

Declaration of investigator(s)
If approved, I/we will conduct this research in accordance with this application, the National Statement on Ethical Conduct of
Human Research, Defence Health Manual 23, and relevant privacy legislation. I/we will immediately advise the approving
panel of any adverse outcomes from the research and will submit an annual report of progress to the approving panel.
Full Name
Signature
Date

(add rows if necessary)

Endorsement/Approval (circle one) of Chief of Division or their delegate
This research meets a Defence requirement, employs sound scientific methodology and estimated resources are appropriate.
In the case of approval: I confirm that the research proposal does not have foreseeable potential for infringement of the
ethical principles defined in the National Statement. I will keep a record of approved proposals and will forward a copy to the
DSTO Ethics Review Panel for information. I will monitor the research to ensure that these ethical principles are adhered to.
Full Name

Signature

Date

DSTO Ethics Review Panel use only
Approval of DSTO low-risk human research ethics panel
Full Name

Signature

Date

Summary of discussion
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INFORMATION SHEET AND CONSENT FORM

INSERT NAME OF STUDY

Brief description of the Study. Cover why it is being done. It may be appropriate to paraphrase the aims of the
study. Do not use jargon, and explain in a manner that a lay person can understand. If the research is being
undertaken as part of a requirement to obtain qualifications, this must be indicated.
Your part in the Study. This section should include the following points:
•

Participation in the study is entirely voluntary; there is no obligation to take part in the study, and if the
person chooses not to participate there will be no detriment to their career or future health care;

•

The participant has a right to withdraw at any time with no detriment to their career or to their future health
care;

•

The procedures to be followed and what is expected of the participant, including how much time will be
required.

Risks of participating. Each of these must be laid out separately, described in full and quantified, no matter how
trivial or remote they may seem. Risks are to be sufficiently emphasised and quantified, and the expression of the
quantification should be positive not negative.
On duty. Where appropriate, include a statement that Australian Defence Force members will be considered ‘on
duty’ during participation.
Statement of Privacy. Discuss how personal or attributed data is to be stored and handled; eg, stored under lock
and key, investigators only have access, treated confidentially, anonymity preserved in reports or published
articles. There is also to be a written assurance that any personal data collected will be used for the purpose of this
study and no other, without the express permission of the participant.
Participant records. Where the study is a clinical trial, as per the NHMRC definition, a nominal roll of study
participants will be provided to ADHREC for the sole purpose of facilitating the tracing of participants should
anything untoward develop in the future that may be related to this study. This information will be stored in the
protocol file, will only be accessible to the ADHREC Executive Secretary and may assist the future health care of
individual study participants.
Other relevant human research ethics considerations. A statement addressing any ethical considerations
should form part of the informed consent process. In addition to the considerations included in the application
proforma, the National Statement requires the following information to be included: how the research will be
monitored and the method of dissemination of research results, whether it will be possible to withdraw data if a
participant withdraws before the activity is completed, funding sources, financial interests, payment to participants,
and services provided should participants be adversely affected by the research.
Audio recording.
The following wording should be included here:
Audio recordings of interviews or group discussions may be made to enable the transcription of dialog. Please
select and initial one of the following options
I GIVE permission for the researchers to make audio recordings of my participation
I DO NOT GIVE permission for the researchers to make audio recordings of my participation
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Video/Still Images.
The following wording should be included here:
Video clips and still shots may be used for reports and presentations, therefore if these images are used you may
be identifiable. Please select and initial one of the following options
I GIVE permission for the researchers to use video clips or still shots which may identify me
I GIVE permission for the researchers to use video clips, or still shots only where my face is de-pixelated
I DO NOT GIVE permission for the researcher to use video clips or still shots that may identify me whether depixelated or not

Name the investigators. Provide details on how to contact the investigators if necessary, including telephone
numbers where appropriate. The following statement should always be included here:
Should you have any complaints or concerns about the manner in which this project is conducted, please do
not hesitate to contact the researchers in person.
Alternatively, you may contact the DSTO Ethics Review Panel or the DSTO Human Sciences Hub.
Chair, DSTO Ethics Review Panel
c/o Deputy Director Science & Technology PHS
506 Lorimer St
Fishermans Bend VIC 3207
Email: HumanSciencesEthics@dsto.defence.gov.au
Chair, DSTO Human Sciences Hub
c/o Deputy Director Science & Technology PHS
506 Lorimer St
Fishermans Bend VIC 3207
Telephone: (03) 9626 7835
Fax: (03) 9626 7416
Email: HumanSciencesHub@dsto.defence.gov.au
Issues remaining following discussion with the DSTO Ethics Review Panel may be discussed with the
Executive Secretary of the Australian Defence Human Research Ethics Committee.
Executive Secretary
Australian Defence Human Research Ethics Committee
CP2–7–124
Department of Defence
CANBERRA ACT 2600
Telephone: (02) 6266 3837
Facsimile: (02) 6266 4982
Email: ADHREC@defence.gov.au
4.2
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CONSENT
I

give my consent to participate in the project

described above on the following basis:
I have had explained to me the aims of this research project, how it will be conducted and my role in it.
I understand the risks involved as described above.
I am cooperating in this project on condition that:
• the information I provide will be kept confidential
• the information will be used only for this project
• the research results will be made available to me at my request and any published reports of this study will
preserve my anonymity.
I understand that:
• there is no obligation to take part in this study,
• if I choose not to participate there will be no detriment to my career or future health care
• I am free to withdraw at any time with no detriment to my career or future health care
I have been given a copy of the information/consent sheet, signed by me and by the principal researcher (name) to
keep.
[For clinical trials only] I understand that, as I am participating in a clinical trial, my name and regimental details
(where applicable) will be provided to the Australian Defence Human Research Ethics Committee (ADHREC) in
case I need to be traced at some time in the future. This information will be kept secure and will only be accessible
to ADHREC for this purpose and none other.
I have also been given a copy of the DSTO Guidelines for Volunteers.
Participant
Full Name

Signature

Date

Signature

Date

Researcher
Full Name

Should you have any complaints or concerns about the manner in which this project is conducted, please do not
hesitate to contact the researchers in person. Alternatively, you may contact the DSTO Ethics Review Panel at
HumanSciencesEthics@dsto.defence.gov.au
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DSTO GUIDELINES FOR VOLUNTEERS
Thank you for taking part in DSTO Research. Your involvement is much appreciated. This pamphlet explains your
rights as a volunteer.

DSTO ethics review process
•

DSTO has developed an approval process for low-risk research to ensure that human research complies
with the requirements of the NHMRC (2007) National Statement on Ethical Conduct in Human Research and
the Department of Defence (2007) Health Manual Volume 23 Human Research in Defence – Instructions for
Researchers.

•

If you are told that the project has DSTO ethics approval, this means that the Chief of Division or the DSTO
Ethics Review Panel has reviewed the research proposal and has agreed that the research is low-risk and is
ethical. Ethical clearance through the Australian Defence Human Research Ethics Committee (ADHREC) is
not required for low-risk research.

•

DSTO approval does not imply any obligation on commanders to order or encourage their service personnel
to participate or to release troops from their usual workplace to participate. Obviously, the use of any
particular personnel must have clearance from their commanders but commanders should not use DSTO
approval to pressure personnel into volunteering.

Voluntary participation
•

As you are a volunteer for this research project, you are under no obligation to participate or continue to
participate. You may withdraw from the project at any time without detriment to your military career or to
your medical care.

•

At no time must you feel pressured to participate or to continue if you do not wish to do so.

•

If you do not wish to continue, it would be useful to the researcher to know why, but you are under no
obligation to give reasons for not wanting to continue.

Informed consent
•

Before commencing the project you will have been given an information sheet which explains the project,
your role in it and any risks to which you may be exposed.

•

You must be sure that you understand the information given to you and that you ask the researchers about
anything of which you are not sure.

•

If you are satisfied that you understand the information sheet and agree to participate, you should initial
every page of the information sheet and keep a copy.

•

Before you participate in the project you should also have been given a consent form to sign. You must be
happy that the consent form is easy to understand and spells out what you are agreeing to. Again, you
should keep a copy of the signed consent form.
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Tracing of research participants
•

Clinical trials. Media reports of human experimentation during times of conflict, eg WWII, Vietnam War,
have raised the issue of being able to trace study participants, some time in the future, should any problems
arise that may be related to the research conducted. To make this easier, ADHREC requires that the
researcher provide a nominal roll of study participants for safekeeping by ADHREC, where the study is a
clinical trial (eg. When the researchers are trialling a new treatment or device). For trials conducted by large
Defence institutions like the Defence Science and Technology Organisation, the Submarine and Underwater
Medicine Unit, the Army Malaria Institute, the Institute of Aviation Medicine or the Centre for Military and
Veterans’ Health, this roll is kept by them on ADHREC’s behalf. We need to know who you are, only so that
we can find you in the future, if there is any suggestion that the research may have been associated with the
development of any health problems. Please note that a health study is not a clinical trial, and as such does
not require the researcher to provide ADHREC with a nominal roll.

•

This is consistent with current Occupational Health and Safety and Health Surveillance practices, and is
encouraged under the NHMRC Guidelines.

•

All ADHREC protocol files are secured in a locked filing cabinet and only the Secretariat has access to
these. If you do need to be traced in the future, ADHREC will do this. ADHREC will not pass your contact
information to a third party without your permission.

•

These records will not be used to consider your medical employment standard or for compensation
purposes.

Complaints
•

If at any time during your participation in the project you are worried about how the project is being run or
how you are being treated, then you should speak to the researchers.

•

Alternatively, you can contact the Chair of the DSTO Ethics Review Panel, the Chair of the DSTO Human
Sciences Hub, or the Executive Secretary of ADHREC. Contact details are:
Chair, DSTO Ethics Review Panel
c/o Deputy Director Science & Technology PHS
506 Lorimer St
Fishermans Bend VIC 3207
Email: HumanSciencesEthics@dsto.defence.gov.au
Chair, DSTO Human Sciences Hub
c/o Deputy Director Science & Technology PHS
506 Lorimer St
Fishermans Bend VIC 3207
Telephone: (03) 9626 7835
Fax: (03) 9626 7416
Email: HumanSciencesHub@dsto.defence.gov.au
Executive Secretary
Australian Defence Human Research Ethics Committee
CP2–7–130
Department of Defence
CANBERRA ACT 2600
Telephone: (02) 6266 3837
Facsimile: (02) 6266 4982
Email: ADHREC@defence.gov.au
UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
ANNEX G

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-2

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-3

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-4
[p 14 – Deliberately Blank]

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-5

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-6

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-7

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-8

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-9

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-10

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-11

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-12

[p 22 – Deliberately Blank]

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-13

UNCONTROLLED IF PRINTED

UNCONTROLLED IF PRINTED
G-14

UNCONTROLLED IF PRINTED

