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Departments of Defence and Veterans’ Affairs
Human Research Ethics Committee (DDVA HREC)

Human Research Ethics Protocol Application Form

Protocol Title: 



Point of Contact:				Contact Details:


Please complete the Human Research Ethics Protocol Application Form and any relevant supporting documentation and send via email to ddva.hrec@defence.gov.au when the application is ready for submission. 
The DDVA HREC does not grant retrospective ethics approval. Please ensure that the protocol timeline allows enough time for the ethical approval process. 
Please note the following:
· Defence Organisational Support and Command Approval are required to be obtained prior to submission to the DDVA HREC and attached to your application. Facts sheets regarding these requirements can be found here: Applications | Defence 
· If you are intending to request access to Defence or DVA data, please engage with the relevant areas within the respective organisations prior to submission to obtain in principle support for the release of the data and attach this to your application.
· If you are seeking volunteers through DVA, approval has to be obtained from the relevant DVA program manager at the Senior Executive level. DVA does not generally assist with the recruitment of volunteers for studies that it has not commissioned.
The above processes are separate requirements to the ethical review conducted by DDVA HREC. Failure to obtain the relevant approvals will result in delays of the ethical review of the application. 
Please refer to the DDVA HREC website for further guidance: Departments of Defence and Veterans’ Affairs Human Research Ethics Committee | Defence.


Does your proposal involve the following:
	☐	Waiver of consent for research using personal information in health/medical research, or personal health information 

	If you have ticked yes to the above, ethical review by the Full HREC is required (please fill out section 11 as appropriate). 
Please see DDVA HREC submission/meeting dates here: Submission dates | Defence
If the study involves secondary use of non-identifiable data, please discuss the ethical review pathway with the DDVA HREC Secretariat before submission. 



Risk profiles of research 
	Lower risk
	Higher risk 

	Minimal
	Low
	Greater than low
	High

	No risk of harm or discomfort; potential for minor burden or inconvenience
	No risk of harm; risk of discomfort (+/- foreseeable burden)
	Risk of harm (+/- foreseeable burden)
	Risk of significant harm (+/- foreseeable burden)



The research team wish to submit this application for consideration under the following pathway (select only one): 
	☐	Lower risk 

	☐	Higher risk 



Please provide a detailed justification for the risk profile selected above:
* Please refer to the DDVA HREC Risk Assessment Guide for further information and attach a copy of the completed Risk Matrix Template with this application: Applications | Defence Activities | Defence
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ACRONYMS 
	Acronym
	Description 

	
	


[bookmark: _Toc225429562]DEFINITIONS 
	Term 
	Definition 

	
	


1. [bookmark: _Toc225429563]STUDY SYNOPSIS
	Aim

	

	Hypothesis or Research Questions
	

	Inclusion Criteria 
		☐ Current serving Defence members and/or their data
☐ Navy personnel
☐ Army personnel
☐ Air Force personnel
☐ Ex-serving Defence members and/or their data
☐ Australian Public Servants/contractors and/or their data
☐ Families of current and/or ex-serving Defence members
☐ Civilians (not included in any of the above categories) 
☐ Other – please specify 
	


Please describe: 


	Exclusion Criteria 
	

	Number of participants/records
	

	Sources or potential sources of research funding 
	☐ Defence 
☐ DVA 
☐ Other – please specify

	Site/s 
	

	What organisation has overall responsibility for the project?
	

	Anticipated project duration 
	

	Does the project include collection of: 
	Health information         ☐ Yes       ☐ No 
Personal information     ☐ Yes       ☐ No
Sensitive information     ☐ Yes       ☐ No



Will the research involve any of the following? 
	Active participation of human participants
	☐ Yes       ☐ No 

	Human biospecimens 
	☐ Yes       ☐ No

	Human gametes or assisted reproductive technology embryos
	☐ Yes       ☐ No

	Data associated with human participants 
	☐ Yes       ☐ No


[bookmark: _Toc225429564]2.	PROJECT TEAM ROLES & RESPONSIBILITIES
	 Name
	

	Institution
	

	Position
	

	Role 
	☐ Principal Investigator               

	Responsibilities 
	

	Professional registration 
	

	Contact details
	Phone: 
Email: 

	

	Name
	

	Institution
	

	Position
	

	Role 
	☐ Principal Investigator  ☐  Co-Investigator  
☐  Research Assistant     ☐  Student Researcher    
☐  Other, please specify

	Responsibilities 
	

	Professional registration 

	

	Contact details
	Phone: 
Email: 


[bookmark: _Toc225429565]3. 	CONFLICTS OF INTEREST
3.1	Does any member of the research team have an actual, potential or perceived conflict of interest with the research?
☐ Yes       ☐ No       
3.1.1	If yes, please describe the nature of the conflict of interest and how it will be managed.
	



4. [bookmark: _Toc225429566]RESOURCES
4.1	Does the research study require funding to proceed?
☐ Yes       ☐ No       
4.2	Please state the amount and source/s of funding required to undertake the research study.
	


5. [bookmark: _Toc225429567]BACKGROUND
5.1 	Has the scientific or academic merit of the project been independently evaluated? 
☐ Yes       ☐ No       
5.1.1      	Please describe the process of evaluation or why this has not been assessed. 
	


5.2         	Has this research project undergone prior ethics review? 
☐ Yes       ☐ No       
5.2.1    	If yes, please provide details on the outcome of the ethical review and include a copy of the correspondence from the approving ethical review body in support of your submission.  
	



5.3         	Will any further ethical review of this study be sought?  
☐ Yes       ☐ No    
5.3.1	If yes, please provide details.  
	



5.4       Please provide a literature review (max. 1,000 - 1,500 words) to demonstrate that the proposed research is based on a thorough understanding of what is known about this topic and therefore how this study proposes to add to the knowledge. 
	



5.5 	How will this research fill any identified gaps, contribute to the field of research or contribute to existing or improved practice? 
	


6. [bookmark: _Toc225429568]PROJECT DESIGN
6.1 Please describe where the research will be conducted. 
	



6.2 Which of the following activities will the research involve?
	☐ Analysis of secondary data    
☐ Interviews    
☐ Surveys/questionnaires
☐ Focus groups      

	☐ Participant observation
☐ Interventional/Clinical Trial 
☐ Other…please provide details


6.3 How will the research team engage with participants?
	☐ Face-to-face 
☐ Via phone, texting or messaging services, or online collaboration tools

	☐ Indirectly, via an online provider 


6.4 Please provide an outline of each step of the proposed methodology, including details of data collection techniques, tasks participants will be asked to complete, the estimated time commitment involved, and how the data will be analysed. 
	


6.5 Please provide a rationale for the choice of methodology stated above (tied to the project aims/objectives).
	


6.6 Please provide a rationale for the predicted sample size (including a priori power analysis where appropriate).
	


7. [bookmark: _Toc225429569]BENEFITS AND RISKS
7.1    	What are the benefits of the research to participants, wider community and to the researchers?
	



7.2	Please describe the potential risks involved with the research and how these will be mitigated.
	



7.3 	How do the benefits of the research outweigh the risks associated with the research?
	


8. [bookmark: _Toc225429570]PARTICIPANTS
8.1.	Will the research study involve targeted or high incidental recruitment of the following?
	Participation of, or impact upon, people who are pregnant, the human fetus and human fetal tissue (NS 4.2)
	☐ Yes       ☐ No

	Participation of, or impact upon, children and young people (NS 4.3)
	☐ Yes       ☐ No

	Participation of, or impact upon, people in dependent or unequal relationships (NS 4.4)
	☐ Yes       ☐ No

	Participation of, or impact upon, people experiencing physical or mental ill-health or disability (NS 4.5)
	☐ Yes       ☐ No

	Participation of, or impact upon, people in other countries (NS 4.6)
	☐ Yes       ☐ No

	Participation of, or impact upon, Aboriginal and Torres Strait Islander Peoples (NS 4.7)
	☐ Yes       ☐ No

	Participation of, or impact upon, people during natural disasters, public health emergencies or other crisis (NS 4.8)
	☐ Yes       ☐ No

	Participation of, or impact upon, people who may be involved in illegal activities (NS 4.9)
	☐ Yes       ☐ No



8.1.1 	If yes to any of the above, please detail any further considerations that need to be addressed when recruiting participants from this group.  
	



8.2	Will participants be offered monetary or other compensation to participate in the research? 
☐ Yes       ☐ No            
8.2.1 	If yes, please describe
	



8.3		Please provide details regarding any follow-up arrangements regarding participants. Will participants be provided with a summary of the results?
	 


9. [bookmark: _Toc225429571]RECRUITMENT
9.1 Please describe in detail your proposed participant recruitment strategy, including the proposed timeframe.
	



9.2 How does the recruitment methodology ensure that recruitment is free from coercion and participants can make an informed decision about their participation? 
	


9.3 What are the potential effects on the study’s recruitment of any current or future relationship between researchers and potential participants? 
	


9.4 Are there any risks associated with the recruitment strategy for potential participants or for the viability of the project?
☐ Yes       ☐ No    
9.4.1    If yes, please describe. 
	



9.5 Will the potential participants be screened? 
☐ Yes       ☐ No       
9.5.1 If yes, by whom and how will this occur?
	


10. [bookmark: _Toc225429572]CONSENT
10.1	Will you obtain consent from all participants? 
☐ Yes       ☐ No        ☐ Not applicable	
10.1.1	If yes, how will informed consent be obtained and recorded?
☐ Signed Participant Information Sheet and Consent Form 
☐ Recorded verbally
☐ Implied (by return of a survey/questionnaire)
10.1.2	If no, please specify why consent will not be obtained from all participants. 
	



10.2	What type of consent is being requested? 
☐ Specific 
☐ Extended 
☐ Unspecified


10.2.1	Please provide a justification as to why this type of consent is being requested. 
	



10.3 	Does the study involve consent via limited disclosure? 
 ☐ Yes       ☐ No       If no please tick as no and delete questions 10.3.1 – 10.3.5 before submission.
10.3.1	If yes, please describe the extent of the limited disclosure:  
	


10.3.2 	Are there are suitable alternatives involving fuller disclosure by which the aims of the research can be achieved? 
☐ Yes       ☐ No       
Please provide details: 
	



10.3.3 	Will participants be provided with information regarding the aims of the research and an explanation of why the omission/alteration was necessary? 
☐ Yes       ☐ No       
Please provide details: 
	


10.3.4	Will participants be offered the opportunity to withdraw any data or tissue provide by them after their participation has ended? 
☐ Yes       ☐ No       
Please provide details: 
	


10.3.5	Is there any known or likely reason that participants would not have consented if they had been fully aware of what the research involved
☐ Yes       ☐ No       
Please provide details: 
	



10.4	Will potential participants be invited to discuss their participation with someone who is able to support them in the decision-making process?
☐ Yes       ☐ No     
Please provide details: 
	



10.5   	Where necessary, who will be confirming or re-negotiating consent with participants and how will this be done?
	 



10.6	Are there any limitations or consequences for participants who withdraw consent? 
☐ Yes       ☐ No   
10.6.1 	If yes, please describe.
	



11. [bookmark: _Toc225429573]WAIVER OF CONSENT
11.1	Are you requesting a waiver of the requirement for consent for some or all participants?
☐ Yes       ☐ No       If no, please tick as no and delete questions 11.2 – 11.8 before submission
11.2	Does the request seek a waiver under Section 95 of the Privacy Act 1988? 
☐ Yes       ☐ No       
11.3	Does the request seek a waiver under Section 95a of the Privacy Act 1988?
☐ Yes       ☐ No       
11.4 	From which agency/ies will the information be sought? 
	



11.5 	Does the data include sensitive information? 
☐ Yes       ☐ No       
11.5.1 	If yes, why is it necessary to use sensitive information?
	



11.6		Why is de-identified information unable to be used? 
	



11.7	In each of the following, describe in detail the nature of involvement: 
a. Involvement in the research carries no more than low risk to participants
	


b. The benefits of the research justify any risks of harm associated with not seeking consent
	


c. It is impracticable to obtain consent (for example due to the quantity, age or accessibility of the records)
	



d. There is no known or likely reason that participants would not have consented if they had been asked
	


e. There is sufficient protection of their privacy
	


f. There is an adequate plan to protect the confidentiality of data 
	


g. In case the results have significance for participants’ welfare, there is, where practicable, a plan for making information arising from the research available to them (for example via a disease specific website or regional news media)
	


h. The possibility of commercial exploitation of derivatives of the data or tissue will not deprive the participants of any financial benefits to which they would be entitled. 
	


i. The waiver is not prohibited by state/territory, federal or international law.
	



11.8	For medical research involving a waiver of consent for the disclosure of personal information held by agencies, complete the following table: 
	Which Australian Privacy Principles (APPs) would be or are likely to be breached if a waiver of consent is not granted? 

	APP 1 – Open and transparent management of personal information
	

	APP 2 – Anonymity and pseudonymity
	

	APP 3 – Collection of solicited personal information
	

	APP 4 – Dealing with unsolicited personal information
	

	APP 5 – Notification of the collection of personal information 
	

	APP 6 – Use or disclosure of personal information
	

	APP 7 – Direct marketing 
	

	APP 8 – Cross-border disclosure of personal information
	

	APP 9 – Adoption, use or disclosure of government related identifiers 
	

	APP 10 – Quality of personal information
	

	APP 11 – Security of personal information
	

	APP 12 – Access to personal information
	

	APP 13 – Correction of personal information
	

	To what degree is the research likely to contribute to:

	Identification, prevention or treatment of illness or disease
	

	Scientific understanding relating to health
	

	i. The protection of health of individuals and/or communities 
	

	ii. The improved delivery of health services
	

	iii. Scientific understanding or knowledge
	

	Are there any likely benefits of the study to individuals, to the category of persons to which they belong, or to the wider community that will arise from the medical research being undertaken in the manner proposed? 
	☐ Yes       ☐ No   
Please describe:

	Can the requirements of the medical research design be satisfied without risking infringement of an APP?  
	☐ Yes       ☐ No     
Please describe:

	Are there scientific defects in the research design that might arise if the research is not conducted in the manner proposed?   
	☐ Yes       ☐ No     
Please describe:

	What are the potential financial costs of not undertaking the medical research (to government, the public, the health care system, etc.)? 
	

	Describe the importance of the research to the public interest?  
	

	The extent to which the data being sought are ordinarily available to the public from that agency?

	i. Does the medical research involve use of data in a way which is inconsistent with the purpose for which the data was made public?
	☐ Yes       ☐ No     
Please describe:

	ii. Does the medical research require an alteration of the format of the data of a kind that would, if used by an agency, involve a breach of an APP?
	☐ Yes       ☐ No     
Please describe:

	Is the risk of harm to a person whose personal information is to be used in proposed research minimal, having regard to the elements of that research provided in response to paragraph 2.3 of the Guidelines under Section 95 of the Privacy ACT 1988?
	☐ Yes       ☐ No     
Please describe:

	The standards of conduct that are to be observed in the medical research, including:

	The study design and the scientific credentials of the researchers.
	☐ Yes       ☐ No     
Please describe:

	Does the research involve contact with participants? 
	☐ Yes       ☐ No     


	Is access to personal information restricted to appropriate researchers?
	☐ Yes       ☐ No   
Please describe:

	Is there a risk that a person or group could be identified in the published results?
	☐ Yes       ☐ No    
Please describe:

	Are procedures in place that will be followed at the completion of the research to ensure that all data containing personal information are at least as secure as they were in the sources from which the data was obtained, including the date when the data will be destroyed or returned?
	☐ Yes       ☐ No     
Please describe:








12 [bookmark: _Toc225429574]CLINICAL TRIALS
12.1 	Is this project a clinical trial?
 ☐ Yes       ☐ No       If no, please tick as no and delete questions 12.2 – 12.17 before submission
12.2 	Please detail the below:
	Sponsor Details 

	Name: 
	

	Address: 
	

	Monitor Details (if different to the Sponsor) 

	Name: 
	

	Address: 
	

	Sponsor’s Medical Expert/Dentist (where appropriate) 

	Name: 
	
	Title:
	

	Address: 
	

	Telephone Numbers:
	(w):  
	(m):  

	Qualified Physician responsible for all trial-site related medical (or dental) decisions (other than the Investigator)

	Name: 
	
	Title:
	

	Address: 
	

	Telephone Numbers:
	(w):  
	(m):  



12.3	For research involving administration of a drug or device, what is/are the drug(s) and/or device(s)? 
	Approved name
	

	Trade name
	

	Manufacturer
	

	Supplier of drug/device (e.g. manufacturer/pharmacy)
	

	Believed mode of action
	

	Dosage regimen
	

	Mode of excretion
	

	Known adverse events
	

	Known contra-indications or warnings
	

	Is the drug/device registered in Australia for the intended purposes of the research?
	☐ Yes       ☐ No       




12.4	If arrangements have been made for the Pharmacy Department to receive or dispense the drugs involved in this project, explain how the drugs will be received and dispensed for the purposes of the research project. 
	



12.5	What are the participant responsibilities? 
	



12.6	What compensation and/or treatment is available to the participant in the event of trial-related harm or injury?
	



12.7	Are there any trial-related expenses to be borne by the participant?
☐ Yes       ☐ No       
12.7.1	If yes, please specify.
	



12.8	Will a Data Safety Monitoring Board be established?
☐ Yes       ☐ No       
12.8.1	Please provide further detail/s.
	



12.9 	What are the primary and secondary endpoints, if any, to be measured during the trial? 
	



12.10	What type of trial will be conducted? 
	☐ Double blind
	☐ Placebo-controlled
	☐ Parallel design

	☐ Phase 0
	☐ Phase I
	☐ Phase II

	☐ Phase III
	☐ Phase IV
	☐ Other – please specify



12.11	Provide a design diagram (schematic diagram) detailing the trial design, procedures and stages. 
	



12.12	What measures will be taken to minimise or avoid bias, including randomisation and blinding? 
	



12.14	What are the ‘stopping rule’ or criteria for discontinuation of the study or for individual participants or aspects of the study?
	



12.15	What are the accountability procedures for the investigational product(s), including the placebo(s) and comparator(s), if any? 
	



12.16	Describe the maintenance of trial treatment randomisation codes and procedures for breaking codes. 
	



12.17	Describe the identification process for any data that is to be recorded directly on the Case Report Forms (i.e. if there is no prior written or electronic record of data), and this is to be considered source data. 
	


13 [bookmark: _Toc225429575]COLLECTION AND USE OF DATA 
13.1 	Please describe in detail the exact data variables/information being collected for this study and how this data will be collected?
	





13.2 	What is the likely effect on the data in the event that a participant (or multiple) withdraws from the study? 
	



13.3	How will the research team account for potential bias, confounding factors and missing information?
	



13.4	Does the research team plan to conduct any data linkage?
☐ Yes       ☐ No     
13.4.1 	If yes, please provide details. 
	



13.5	Please detail the following: 
	Who will have access to the data?

	

	How will the data be shared, if relevant?
	

	Are there any mandatory reporting obligations for disclosure?
	

	Where and how will data be stored?
	 


	Describe any IP and Copyright arrangements associated with the data
	

	How will data be transferred?
	

	Describe the archival processes relating to the data
	

	How and when will the data be destroyed following the data retention period?
	


14 [bookmark: _Toc225429576]COMMUNICATION OF RESEARCH FINDINGS OR RESULTS TO PARTICIPANTS
14.1	Could the research generate findings or results of interest to the participants?
☐ Yes       ☐ No     							
14.1.1	If yes, please detail:
	



14.2	Will participants be provided with their own individual results? 
☐ Yes       ☐ No     						
14.2.1	If yes, please detail:
	



14.3	Could the findings or results be of significance to the current/future welfare or wellbeing of participants or others (will participants be informed of this)? 
☐ Yes       ☐ No
14.3.1 If yes, please detail:
	


15 [bookmark: _Toc225429577]DISSEMINATION OF PROJECT OUTPUTS AND OUTCOMES
15.1	What is the plan for reporting, publishing or dissemination of outputs/outcomes of the research? 
	


15.2 How will the privacy of participants be assured in any research outputs/outcomes?
	


15.3	Will the findings or results be disclosed to third parties and/or the public?
☐ Yes       ☐ No     

15.3.1	If yes, who will communicate the findings or results and how?
	


15.4	How will the planned dissemination of the outputs/outcomes contribute to knowledge/practice or serve the public? 
	


15.5	Are there any restrictions on the dissemination of project outputs and outcomes? 
☐ Yes       ☐ No     						
15.5.1	If yes, please detail:
	




16 [bookmark: _Toc225429578]PRINCIPAL INVESTIGATOR DECLARATION
The research team has certified that: 
a. All information in this application and supporting documentation is correct and as complete as possible.
b. We/I have read and addressed in this application the requirements of the National Statement on Ethical Conduct in Human Research (National Statement) and any other relevant guidelines. 
c. We/I have considered and addressed in this application any relevant legislation, regulations, research guidelines and organisational policies.
d. All relevant financial and non-financial interests of the project team have been disclosed. 
e. In the capacity of a supervisor, as applicable, we/I have reviewed this application and will provide appropriate supervision to the student(s) in accordance with the arrangements specified in this application and those associated with the student’s educational program.
☐ Agree    (please tick if applicable)
In submitting this application, the research team agrees to: 
a. Not commence this study prior to obtaining all relevant ethical and governance approvals.
b. To notify the approving ethical review body/ies of:
i. any changes to the study prior to their implementation 
ii. serious adverse or adverse events 
iii. deviations 
iv. discontinuation of the study 
v. changes to research personnel (or their contact details) and/or 
vi. any complaints received about the conduct of the study. 
c. Ensure that all conditions of ethical approval are adhered to. 
d. Uphold the principles of the National Statement and the Australian Code for the Responsible Conduct of Research and where relevant, the Good Clinical Practice Guidelines and the applicable regulatory requirements. 
e. Participate in on-site audits, if requested. 
The person/s named below are authorised to sign this application on behalf of the research team. 
☐ Yes      ☐ No 

	Name:	
	
	Signature:
	

	Date:
	
	




Department of Defence and Veterans’ Affairs Human Research Ethics Committee (EC00460) IRG007579 IRB # 00009098 FWA # 00028821
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17 [bookmark: _Toc225429579]REFERENCES 
Please list all references used throughout the literature review and application. 


18 [bookmark: _Toc225429580]ATTACHMENTS 
Mandatory (for all research proposals) 
· Curriculum vitae for all research personnel (max 5 pages)
Please list each item.	
Other 
· Risk Assessment Matrix ☐ Yes  ☐ No   
· Defence Organisational Support ☐ Yes  ☐ No   ☐ N/A  
· Defence Command Approval ☐ Yes  ☐ No   ☐ N/A  
· Confirmation of candidature [for student research] ☐ Yes  ☐ No   ☐ N/A  
· Participant recruitment materials ☐ Yes  ☐ No   ☐ N/A  
☐ Draft email/s
☐ Flyer/s, poster/s
☐ Online media content
☐ Newspaper advertisements	
· Participant Information Sheet and Consent Form  ☐ Yes  ☐ No   ☐ N/A  
If yes, please list each item.	
· Survey/questionnaire  ☐ Yes  ☐ No   ☐ N/A  		
If yes, please list each item.	
· Interview questions  ☐ Yes  ☐ No   ☐ N/A  				
If yes, please list each item.	
· Standardised measures  ☐ Yes  ☐ No   ☐ N/A  					
If yes, please list each item.	
· Other ☐ Yes  ☐ No   ☐ N/A  		
If yes, please list each item.	
For Clinical Trials 
· Investigators Brochure  ☐ Yes  ☐ No   ☐ N/A  					
· Safety Information	☐ Yes  ☐ No   ☐ N/A  
Working With Vulnerable People (or State/Territory equivalent)
☐ Yes ☐ No   ☐ N/A  
Aboriginal and Torres Strait Islander Research 
Evidence of support for the research project from relevant Aboriginal and Torres Strait Islander communities or groups 
☐ Yes ☐ No   ☐ N/A 
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