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VICTORIA UNIVERSITY 

HUMAN RESEARCH ETHICS COMMITTEE
Application for Approval of Project Involving Human Participants in Victoria University 

REGISTER NUMBER (office use only) :

HRETH _________
INFORMATION FOR APPLICANTS

1. Applicants are advised to follow the Guidelines for Applications prior to submitting Application for Approval. Applicants are to forward a) Twelve (12) hard copy applications (including one original copy)* with any accompanying documentation to your Faculty Ethics Officer and b) an electronic application to your Faculty Ethics Officer.  Note: Non Minimum Risk applications may be forwarded directly to the Secretary, Victoria University Human Research Ethics Committee (researchethics@vu.edu.au). 

2. A Consent Form for Participants Involved in Research template and Information for Participants template is also available on-line. 
3. The above documents are located at: http://research.vu.edu.au/hrec.php
* 
Applications to be considered at the Faculty of Business & Law need to submit one original hard copy application.
YOU ARE REMINDED THAT THIS PROJECT MUST NOT COMMENCE WITHOUT PRIOR WRITTEN APPROVAL 

FROM THE APPROPRIATE HUMAN RESEARCH ETHICS COMMITTEE.

Please Note:

· Ethics approval will not be finalised until electronic & hard copy applications and copies of all necessary materials have been received by the Secretary of the relevant Human Research Ethics Committee.

· This application form is included in the Human Research Register.  If your project includes information of a commercial or patentable nature, this information should be sent separately and marked as confidential.

· If an institution other than Victoria University is to be involved in the project, please provide this information and evidence of ethics approval from the other institution with this application. 
· Research projects undertaken by individuals who are not staff members of VU that require access to a cohort of VU staff or students for research must be ‘sponsored’ by a member of VU staff who will take responsibility for all interactions with the University and the HREC.  A copy of the approved project and approval letter must be forwarded to the Ethics & Biosafety Administration Group.

· If sufficient space is not available on the form for your answer/s, please attach additional page/s.
· Ensure all questions are appropriately answered and the hardcopy application is authorised by appropriate staff (Applications will not be processed without the appropriate authorisation).

· To avoid unnecessary delays, please ensure your full application (both hard copies and soft copy application) has been received by the relevant Human Research Ethics Committee submission date.  Refer to University/Faculty Committee Meeting Dates at http://research.vu.edu.au/hrec.php
University & Faculty Forwarding Details:

	Victoria University Human Research Ethics
	Faculty Human Research Ethics Contacts

	Send electronic applications to:
	Send electronic applications to:

	E-mail address: researchethics@vu.edu.au

	Faculty of Arts Education & Human Development: 

AEHDEthics@vu.edu.au
Faculty of Business & Law: 

BLEthics@vu.edu.au
Faculty of Health Engineering & Science:
HESEthics@vu.edu.au

	Hard copy applications to be delivered to:
	Hard copy applications to be delivered:

	Ethics Secretary, 

Victoria University Human Research Ethics Committee

Office for Research 

Victoria University

PO Box 14428, 

Melbourne VIC 8001

Or deliver in person to the Ethics & Biosafety Administration Group located within the Office for Research at Building C, Room 302, Footscray Park campus.
	Faculty Ethics Officer
Nominated Faculty Human Research Ethics Committee
Office for Research 

Victoria University

PO Box 14428, 

Melbourne VIC 8001

Or deliver in person to the Ethics & Biosafety Administration Group located within the Office for Research at Building C, Room 302, Footscray Park campus.

	For Further Information: Web: http://research.vu.edu.au/hrec.php
	Telephone: 9919 4148 or your Faculty Ethics Officer


I attach a proposal for a project involving human participants for the purposes specified on the attached sheets.  

Note:  The Human Research Ethics Committee normally grants approval for periods of up to two years, subject to annual review.  Consideration will be given to granting approval for a longer period in certain circumstances.  Applications for extension of approval should be lodged prior to expiry of existing approval.

1. Project Title:

[Enter title]

2. Principal Investigator/s:


(Projects to be undertaken by students should list the Supervisor as the Principal Investigator)
	Title
	First Name
	Surname
	School/Centre
	Phone Number
	Mobile Number
	VU E-Mail Address

	
	
	
	
	
	
	

	
	
	
	
	
	
	


3. 
(a) Associate Investigator/s and/or Co-Investigator/s: 

(Please insert additional lines & information if there is more than one)

	Title
	First Name
	Surname
	School/Centre
	Phone Number
	Mobile Number
	E-Mail Address

	
	
	
	
	
	
	

	
	
	
	
	
	
	


3.   
(b) VU Sponsor:

(For applications for research involving participants from individuals who are not staff members of VU.  Please refer to declaration page for further details and signature) 
	Title
	First Name
	Surname
	School/Centre
	Phone Number
	Mobile Number
	VU E-Mail Address

	
	
	
	
	
	
	


4. Student Project

(Please insert additional lines & information if required)
4.1. Is the application part of a student project?   
Yes
(
No
(
4.2. If YES, select the appropriate tick box:

    PhD    (   

Masters by Research    (

Honours   (                                                 Postgraduate Coursework    ( 

Undergraduate (not honours) (
· Has this research project been approved by the                                                                                  Postgraduate Research Committee?


Yes
(
No
(
Student details 

	Title
	First Name
	Surname
	School/Centre
	Student Number
	Phone Number
	VU E-Mail Address

	
	
	
	
	
	
	

	
	
	
	
	
	
	


· Is the student currently enrolled at Victoria University?  

Yes
(
No
(
5. Type of Project:


(please select Yes or No to the following questions)

5.1. Type of Program

(a)
Is application for a higher degree program?



Yes
(
No
(






(b)
Is this application for a pilot program of a higher degree?

Yes
(
No
(

[If yes, please note that a second application will be required for the full program]

(c)
Is application for an honours program of an undergraduate degree?
Yes
(
No
(

If yes, please indicate semester dates:







(d)
Other student project?  Please specify ______________________________________ 


5.2.  Funded Program
(a)
Is application for a funded research program?


Yes
(
No
(

If yes, please indicate source of funding:






(b)
Do you require ethical approval prior to funding being granted?
 Yes
(
No
(

If yes, attach any necessary forms to be completed by the Ethics Committee and indicate grant closing date.

Date:______________

5.3.  Intrusiveness of Project


(please select Yes or No to the following questions)
a)  Uses physically intrusive techniques 



                       
Yes   (
    No     (
b)  Causes discomfort in participants beyond normal levels of inconvenience  

Yes   (
    No
(
c)  Examines potentially sensitive or contentious areas




Yes   (
    No
(
d)  Uses therapeutic techniques






Yes   (
    No
(
e)  Seeks disclosure of information which may be prejudicial to participants

Yes   (
    No
(
f)  Uses ionising radiation







Yes   (
    No
(
g)  Uses of personal information obtained from a Commonwealth department or agency 
Yes   (
    No
(

I. If YES, and the project is not medical research, does the research meet 

the Guidelines under Section 95 of the Privacy Act 1988?


Yes   (
    No
(
II. If YES, and the project is medical research (including epidemiological 

research) does the research meet the Guidelines under Section 95A of 
the Privacy Act 1988?






Yes   (
    No
(
h) Clinical trial 








Yes   (
    No
(
(A clinical trial is a study involving humans to find out whether an intervention, including treatments or diagnostic procedures, which it is believed may improve a person's health, actually does so. A clinical trial can involve testing a drug, a surgical or other therapeutic or preventive procedure, or a therapeutic, preventive or diagnostic device or service. Any intervention, including so-called "natural" therapies and other forms of complementary medicine, can be tested in this way).
i) Research focuses on Aboriginal and/or Torres Strait Islander Peoples 


Yes   (
    No
(
· If YES, does the project involve health research?



Yes   (
    No
(
j) Involves potentially vulnerable groups (eg children, people in dependent/unequal  

relationships, highly dependent on medical care, cognitive impairment or intellectual 

disability, may be involved in illegal activities)





Yes   (
    No
(
If YES, please provide additional detail:

k) Involves deception or covert observation 





Yes   (
    No
(
If YES, please provide additional rationale:

Note:  If you have ticked “YES” to any of the items g to k, please forward your ethics application to the Secretary, Victoria University Human Research Ethics Committee (VUHREC).  Note that Faculty HREC submission deadlines differ to that of the VUHREC, and this may impact on your project’s timelines.   
6.
Aim of project:


(In brief terms, state the aims and the expected benefits of the project in no more than 250 words)  
7.
Plain language statement of project:


(Provide a brief summary of the project [not more than 2 pages] outlining the broad aims, background, key questions, research design/approach and the participants in the project. Include a theoretical background or context of the research.  If there are multiple participant groups or interventions/phases, please specify relevant information for each. Please make sure implications associated with multiple groups/phases is addressed throughout the application.  It is recognised that in some areas of research, it may be appropriate that this statement is repeated elsewhere in this application form, and that it may comprise part of your response to questions 6, 8, 15, 16 and 17.  This section is to be stated in simple language and any terms or jargon must be accompanied by explanation). 
8. Nature of research, including methodology and a list of all procedures to be used on human participants.  Please include a statistical power analysis statement if applicable.

9.
Description of those techniques which are considered by the profession to be established and accepted.  Please give details of support for their application.

(If, in the course of your research, procedures are significantly varied from those stated here, the Human Research Ethics Committee must be informed).
10.
Proposed start and end date of project:


(Note: new research projects may not commence prior to approval by the Human Research Ethics Committee).  
	Proposed start date: 
	(dd/mm/yyyy)
	Proposed end  date:
	(dd/mm/yyyy)


11.
Details of participants:

	Name of Phase/Group
	
	
	

	Number of Participants
	
	
	

	Type
	
	
	

	Age Range
	
	
	


12.
Source of participants 
(specify for each group/phase if relevant), and means by which participants are to be recruited)
13.
Is there any payment of participants proposed:

Yes
(
No
(
· If yes, state the amount:
· Provide rationale for payment and the amount:

· Describe the financial controls applicable to the program:

14.
Premises on which project is to be conducted:


If using an institution/s other than Victoria University, attach a copy of documents giving approval to use participants or premises in the relevant institution/s.
15.
Dealing with potential risks (for each phase/group where applicable):

(a)
Indicate any physical risks connected with the proposed procedures

(b)
Indicate any psychological risks connected with the proposed procedures

(c)
Indicate any social risks connected with the proposed procedures

(d)
Indicate any legal risks connected with the proposed procedures

(e)
Indicate if there are any other risks connected with the proposed procedures

(f)
Management of the potential risks identified above- indicate how each of these potential risks will be minimised and/or managed if they occur (if risks have not been identified in 15 a – e, go to item 16).


(i) 
how risks are to be minimised:


(ii) 
how adverse events would be managed if they were to occur:
(g)
If you consider there to be no potential risks, explain fully why no potential risks have been identified.
16.
If you consider the participants to be ‘at risk’, give your assessment of how the potential benefits to the participants or contributions to the general body of knowledge would outweigh the risks.

17.
Informed Consent (If materials are to be distributed in languages other than English, a copy of non-English version and a letter from an independent person verifying accuracy of content is required):
(a)
As part of the informed consent process, it is necessary to provide information to participants prior to obtaining consent.  Please attach a copy of your ‘Information to Participants Involved in Research’ Letter [See http://research.vu.edu.au/hrec.php for a template] with information about your research that you intend to give to potential participants.  This needs to:
· state briefly the aims, procedures involved and the nature of the project, including a clear indication of any potential risks associated with this project; 

· if you consider participants to be ‘at risk’ (see Question 16), state exactly what the researcher will communicate to the participant (this must be stated in clear and concise language) in order to obtain informed consent.  This must be in a written format that is given to the participant particularly for this purpose; and

· be written in language which may readily be understood by members of the general public, with explanation of any technical terms. 
(b)
Please attach a copy of your Consent form [See http://research.vu.edu.au/hrec.php for a template consent form.]
(c)
State the process you will use to obtain documentation of informed consent hereunder…

(It is essential to clearly detail the steps involved in obtaining informed consent.  It is recommended that a procedure or flow chart be attached as an appendix commencing from the recruitment stage to consent taking into consideration issues such as communications and awareness of recruitment, provision for considering participation, etc.)  
18.
Confidentiality:

(a)
Describe the procedures you will adopt to ensure confidentiality.

(b)
Indicate who will be responsible for the security of confidential data, including consent forms, collected in the course of the research. (Note:  the Principal Investigator should be nominated as the responsible person in this section.  An alternative person may be nominated with clear justification)
(c)
Indicate the period for which the data will be held.  (Data must be held for at least 5 years post-publication.  Please refer to section 3.2 of the University’s Code of Conduct for Research, 1995).

(d)
Name all people who will be granted access to the data and the reason for the access.  People identified are required to maintain all aspects of confidentiality.

19.
Privacy:

(a)
Does this project involve the use of personal information obtained from a Commonwealth department or agency?



Yes
(
No
(

If YES you may need to comply with the requirements of the Privacy Act 1988.


Under the Commonwealth Privacy Act 1988 disclosure of personal information by Commonwealth agencies is not permitted except in a number of circumstances specified in Information Privacy Principle (IPP) II.  These include consent by the individual concerned.  Where consent has not been given, and where none of the other circumstances specified in IPP II apply, additional guidelines for consideration of the project application and for conduct of research apply.  Note that the Act does not apply to publicly available material (such as electoral rolls).


If a Commonwealth agency (for instance, the Australian Bureau of Statistics, Commonwealth Government departments, Australian Electoral Commission, most Repatriation Hospitals) is involved in the collection, storage, security, access, amendment, use or disclosure of personal information for a research project investigators must ensure that the project complies with the requirements of the Act.

20.
Conflict of interest 

Is there a conflict of interest between any of the researchers and potential participants in the research (i.e due to a relationship between researcher and participant population)? 
Yes
   
(
No
(

If yes, provide details and ensure that the conflict is identified and addressed in Section 15.    

21.
Research in other countries.


Is any part of the program to be conducted in another country? 
Yes
   
(
No
(

If yes, please provide information about any relevant legal or regulatory requirements and any ethical review processes in that other country. 

22 
Is approval required for data collection from other organisations?  If so, please provide information of consent process (attach evidence of approval/s)
23.
Collaborative program


Does the program involve collaboration with another institution?       


Yes   (
    No
(

 If YES, please describe the arrangements with the other institution/s for managing the program including, if appropriate, confidentiality, intellectual property, ethics and safety clearances, reporting to appropriate agencies and the dissemination of research findings.
24 
Other relevant comments (including information that you deem necessary to inform the HREC that may impact on the project)

25.
Application Review Check list

A completed and signed Application Review Check List must be submitted with all applications.  A copy may be downloaded from the Victoria University Human research ethics webpage at:  http://research.vu.edu.au/hrec.php 


Important: Attach Application Review Form on cover 


Has the Principal Investigator completed and signed the Application Review Form? 
Yes
   
(
No
(
Is the Application Review Form attached with a hard copy of this application?


Yes 
(
No
(
DECLARATION FORM
I, the undersigned, have read the current NH&MRC Statement on Human Experimentation and the relevant Supplementary Notes to this Statement, or Code of Ethics for the Australian Psychological Society, (or        *) and accept responsibility for the conduct of the experimental and research procedures detailed above in accordance with the principles contained in the Statement and any other condition laid down by the Human Research Ethics Committee.

Principal Investigator
(1)  
Print Name: _____________________________________

Signature _______________________________

Date __________________
Principal Investigator
(2)  
Print Name: _____________________________________

Signature _______________________________

Date __________________
Associate Investigator
**  
Print Name: _____________________________________

Signature _______________________________

Date __________________
VU Sponsor

***  


Print Name: _____________________________________
Signature _______________________________

Date __________________
Student/s Details (If the project is to be undertaken by a student, please provide details):

Name: _________________________________




Signature _______________________________

Date __________________
Co-Investigator 


Print Name: ______________________________

Signature _______________________________

Date __________________
I, the undersigned, understand that the above person/s have read the current NH&MRC Statement on Human Experimentation and the relevant Supplementary Notes to this Statement, or Code of Ethics for the Australian Psychological Society, (or        *) and that responsibility is accepted by the above person(s) and by this Department for the conduct of the experimental and research procedures detailed above in accordance with the principles contained in the Statement and any other condition laid down by the University Human Research Ethics Committee and fully support the project undertaken within the Department and Faculty.

Head of Department

Print Name: _____________________________
Signature _______________________________

Date __________________
*
If NHMRC Statement or APS Code are not appropriate to your project, please identify your professional code of ethics under which this project would operate.

**
The Associate Investigator will assume responsibility for the project in the absence of the Principal Investigator.
***
Applications for research involving participants from individuals who are not staff members of VU and who require access to the cohort of VU staff or students to 
undertake their research. Such research proposals are to be ‘sponsored’ by a member of staff, who would be required to take responsibility for all interactions with the 
University and the HREC in relation to ethics issues and their management.
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