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Research Services
Human Research Ethics
UHEC / FHEC APPLICATION FORM

FOR R
ESEARCH WITH HUMAN SUBJECTS 

La Trobe University abides by the National Statement on Ethical Conduct in Human Research (2007). Research involving the use of humans as defined by the Statement may not commence until written approval has been obtained from the University Human Ethics Committee (UHEC) or the appropriate Faculty Human Ethics Committee (FHEC).

In order to find out whether you do require human ethics approval and to assess which committee is appropriate for your application please visit the La Trobe University Human Ethics web site at http://www.latrobe.edu.au/research-services/ethics/HEC_human.htm
This form must be completed if your project requires UHEC or FHEC approval for research involving humans, and for teaching projects which require UHEC approval. The appropriate FHEC should be contacted for a teaching application form if the teaching project requires FHEC approval.  
Please do not submit your application to more than one of the La Trobe University human ethics committees.
It is important that the application is written in lay language so that committee members not conversant in the discipline may fully comprehend and appreciate the proposal.

Incomplete or inadequate applications or applications prepared on out-dated application forms will not be considered by the committees.
Submission Details:

UHEC APPLICATIONS: The completed application should be submitted via e-mail to humanethics@latrobe.edu.au. Please submit one MS Word copy to assist with administrative processes and one PDF copy either with scanned signature(s) or signed electronically along with any relevant support documents also in PDF format. 

FHEC APPLICATIONS: For submission details please check the appropriate FHEC web site at http://www.latrobe.edu.au/research-services/ethics/HEC_Faculties.htm
La Trobe University respects the privacy of your personal information. We collect personal information about you on this form to review and process your human research ethics application with respect to the Human Ethics Committee’s responsibilities as outlined in Section 2 of the NHMRC’s National Statement on Ethical Conduct in Human Research (2007). For this purpose, we will use this information and typically disclose it to funding or regulatory bodies pertaining to the research under consideration. Information provided in this application will be treated confidentially.  If your personal information is not provided to us then we cannot process your application.  You may have the right to access the personal information that we hold about you subject to any exceptions in relevant laws by contacting the Secretary, Human Ethics, on + 61-3-9479 1443 or humanethics@latrobe.edu.au.  For privacy related concerns please contact the University Privacy Officer on 9479 2060. 
YOU ARE REMINDED THAT THIS PROJECT MUST NOT COMMENCE WITHOUT PRIOR WRITTEN APPROVAL FROM THE UHEC OR THE APPROPRIATE FHEC. ON-GOING APPROVAL DEPENDS ON THE SUCCESSFUL ANNUAL REVIEW BY THE APPROPRIATE COMMITTEE. 
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Research Services Committee

Human Research Ethics
UHEC / FHEC APPLICATION FORM

FOR HUMAN RESEARCH
	1. Project Title: 
	

	2. Chief Investigator / Supervisor:

(academic staff members only)
	Name: 
Position:
Department / School:

	   Student (if appropriate)
	Name: 

Course of Study:

Department / School:

	3. Project Duration:

(subject to annual review)
	Project commences:

     /     /     
	Project concludes:
     /     /     


Declaration:
In preparing this application I, the undersigned:

i. 
have read and agree to abide by the conditions and constraints of the National Statement on Ethical Conduct in Human Research (2007) and any other relevant University and / or statutory requirements;
ii. accept responsibility for the accuracy of the information provided in this application and for the conduct of this research, in accordance with the principles contained in the NHMRC Guidelines and any other conditions specified by the University Human Ethics Committee;
iii. 
will ensure that the qualifications and / or experience of all personnel involved with the project are appropriate to the procedures performed;

iv. 
will ensure that appropriate permits from relevant State or Federal agencies will be obtained, that copies will be lodged with the UHEC or FHEC and that any imposed conditions will be observed;

v. 
certify that the information contained in this application is true and accurate;

vi. 
understand that the information contained in this application is given on the basis that it remains confidential in accordance with relevant University and statutory requirements.

Signature:


     


Date:        /     /     

(Chief Investigator / Supervisor)

4 PROJECT 

(a)
Please provide a two sentence summary in lay terms of what this research project involves with particular reference to what participants are being asked to do.  (Please ensure the description is 50 words or less and in plain language)  
(b)
Type of Project (tick whichever is applicable)

[  ]
Research by Academic Staff Member
[  ]
Postgraduate Research

[  ]
Contract Research
[  ]
Masters by Coursework

[  ]
Undergraduate Research 
[  ]
Honours Research 

[  ]
Clinical Trial 
[  ]
Other (please specify) 
*For Faculty of Health Sciences’ applicants only, please tick whichever is applicable

Qualitative project [  ]  
Quantitative project [  ]  
(c)    Is this project part of a larger project?

[  ]
No 

[  ]
Yes (Please specify the title of the larger project, the name, title and affiliation of the Chief Investigator for the larger project, the name of the ethics committee(s) that has approved the larger project, and the ethics approval number) 
(d) Does this project involve multi-centre research?

[  ]
No 

[  ]
Yes (Please consult the Guidelines for Multi-Centre Research involving La Trobe University Students and Staff and, if applying to DHS (Department of Human Services Victoria), also the UHEC Guidelines for DHS Applicants.
5
Period during which activities requiring ethics approval will occur
From: 
To: 

6
FUNDING (tick whichever is applicable)

(a)
[  ]
Will not be sought



[  ]
Will be sought


[  ] Has been sought 




[  ]
Has been obtained

Name of funding agency:  
Project title under which funding sought:  
Please attach a copy of the funding application.

(b) Will participants be informed of funding source(s)?

[  ]
No (please explain)  
[  ]
Yes (provide details) 
[  ]
Not applicable
7
DESCRIPTION OF PROJECT

Aims:
Participants:
Brief Description:
Methods of Data Analysis:
8 PARTICIPANT DETAILS

(If your project involves human participants, complete this question.  If your project involves use of data banks only, proceed to Question 9, or if your project involves use of existing human tissue/fluid samples only proceed to Question 14)

(a)
Number of Participants:
Males: 
Females: 
Total: 

If a gender imbalance in the number of participants is apparent, please explain why. 
(b)
Age Range: 

(c)
Will any participants be ill or frail?

[  ]
No

[  ]
Yes (provide details) 
(d)
Are there any criteria that will determine whether participants are included or excluded from the research?

[  ]
No

[  ]
Yes (provide details of all inclusion and exclusion criteria and explain why each criterion is important to the purpose of the research) 
(e)
Recruitment Method

Please state how names and contact details of potential participants will be obtained, from where they will be recruited, how they will be invited to participate, and who will approach potential participants to seek their participation.  Recruitment advertisements should be forwarded to the UHEC / FHEC for approval.

Note:
Where participants are recruited from schools, hospitals, prisons or other institutions, permission/approval from the institution or appropriate authority must be sought.  See Question 11. 
(f)
Compensation to Participants

[  ]
Not applicable

[  ]
Applicable (provide details if any financial or other reward or compensation will be offered to participants) 
(g)
Involvement of Special Groups

If the project involves groups requiring special permission (eg. people living in a tribal setting) or people such as children or the intellectually disabled who are in a dependent relationship requiring permission from a parent or guardian, describe the nature of the group(s), justify the inclusion of people from the group(s), and specify the procedures to be used to obtain permission, and complete Question 12.  Please refer to the Guidelines for a detailed list of groups requiring special permission.

[  ]
Not applicable

[  ]
Applicable (provide details) 
(h)
Are any of the participants La Trobe University students?

[  ]
No

[  ]
Yes (Please explain the steps taken by the investigators to ensure that the subject’s participation is purely voluntary) 
(i) Are any of the participants (other than La Trobe University students) in a dependent relationship with any of the investigators (including those involved in recruiting, interviewing etc)? Please refer to the La Trobe Human Ethics Guidelines for a detailed list of participants that might be considered to be in a dependent relationship with the researchers.

[  ]
No

[  ]
Yes (Please explain the relationship and the steps taken by the investigators to ensure that the subject’s participation is purely voluntary) 
(j) Does this project require the researchers to have a Working with Children Check? Information about such requirements is available on the Working with Children web site.
[  ]
No

[  ]
Yes (Please provide evidence) 
9 RESEARCH USING EXISTING DATA BASES

(Please refer to the following link for the Victorian Privacy Impact Assessment Guide: https://www.latrobe.edu.au/research-services/ethics/HEC_Guidelines.htm)

If research involves access to existing data bases provided by an institution(s), please indicate: 

(a)  source(s) and number of records; 
(b) whether data to be used will be de-identified, potentially identifiable (eg. coded), or identified; and 
(c) whether permission has been granted by donors to use these data for research purposes. 
(d) whether formal permission/clearance has been sought or obtained from the relevant institution(s) (see also Question 11 below). 
10
LOCATION OF STUDY

Identify the location of the study, if other than La Trobe University.  If permission is required to use the location, indicate how permission will be obtained.  See also Question 11. 
11
EXTERNAL APPROVALS

If a project requires approval from other institutions or ethics committees, next of kin or guardian, or representative or authority in the case of special groups, copies of such approvals must be provided to the UHEC/FHEC at the time of application or be made available as soon as possible thereafter.

Please indicate as appropriate if formal clearance/permission has been sought or obtained.

(a)
Institutional

Name(s) of institution/ethics committee/authority: 

[  ]
Yes, attached

[  ]
Yes, to follow (estimate when likely to be obtained): 
[  ]
No (please explain) 
(b)
Next of Kin (or representative or authority in the case of special groups)

[  ]
Yes, attached

[  ]
Yes, to follow (estimate when likely to be obtained): 
[  ]
No (please explain) 
12
INFORMED CONSENT

(a)
Indicate whether individual Information Statements/Information and Consent Forms will be used.

[  ]
Yes (copies attached)

[  ]
Alternative method of obtaining consent will be used (please specify) 
[  ]
No (please explain) 
(b) Will the Information Statement/Information and Consent Form be translated into the participants’ first language?

[  ]
N/A

[  ]
Yes (please provide copies of translations)

[  ]
No (please explain) 
(c)
Will ALL participants have the capacity to give voluntary and informed consent? Yes [  ]
No [  ]
If No, who will be asked to provide consent? 
[  ] Parent/guardian 
[  ] Victorian Civil and Administrative Tribunal (VCAT)

If you have answered yes, then VCAT approval must be sought after all necessary ethics approvals have been obtained. A copy of VCAT's approval must be obtained and provided to the Human Ethics Committee before commencing the procedure approved by VCAT.  Please refer to Human Research Ethics Guidelines for the Completion of the Application Form, Item 12, Informed Consent, for further details. 
[  ] Other - give details 
How will consent be obtained?

[  ] Written consent form

[  ] Verbal - explain below how consent will be recorded 
(d)
How will competence to give consent be determined and who will make this determination? 
13
DESCRIPTION OF PROCEDURES

(a)
Describe in detail exactly what you will be asking of participants, and emphasise anything that may have adverse consequences.  

(b)
If questionnaire(s) (including those that are published or commercially available) will be used in the project, please attach a copy to this application. 
(c)
If interviews or focus groups are to be held, please indicate the kinds of questions to be asked and attach the interview schedule in the case of structured interviews. 
(d)   Will any form of deception, concealment or covert observation be used?

[  ]
Not applicable

[  ]
Details of deception, concealment or covert observation, justification for deception, debriefing procedures and debriefing documentation for participants attached


	If you will not be using existing tissue/fluid samples, administering or withdrawing substances/agents or sampling body tissues or fluids please go to Question 17.



14
RESEARCH USING EXISTING TISSUE/FLUID SAMPLES

If research involves access to human pathology or diagnostic specimens provided by an institution(s), please indicate: 

(a)  source(s) and number of samples (see also Question 11); 
(b) whether samples to be used will be de-identified, potentially identifiable, or identified; and 
(c) whether permission has been granted by donors to use these samples for research purposes. 
(d) whether formal permission/clearance has been sought or obtained from the relevant external organisation:

[  ]
Yes, attached

[  ]
Yes, to follow (estimate when likely to be obtained): 
[  ]
   No (please explain) 
(e) whether clinical trials are involved (if yes, tick Section 4(b). 
15
ADMINISTRATION/WITHDRAWAL OF SUBSTANCES/AGENTS

Indicate if any chemical compounds, drugs or biological agents will be administered or withheld.  If substances are to be administered, note the dosage, frequency of administration and anticipated effects.

[  ]
Not applicable

[  ]
To be withheld

Name of substance(s):



Anticipated effects:




[  ]
To be administered

Name of substance(s):



Dosage per administration: 



Frequency of administration:
 
Total amounts to be administered: 


Anticipated effects: 




If a drug, is it being used for approved purposes?  If not being used for approved purposes, is permission being sought from the Clinical Trial Notification Scheme, Therapeutic Goods Administration? 
16
SAMPLING OF BODY TISSUES OR FLUIDS

Indicate if any body tissue or body fluid samples will be taken.

[  ]
Not applicable

[  ]
Applicable
What will be sampled and how? 


Frequency and volume: 


How are samples to be stored? 


How will samples be disposed of? 


Who will take samples? 


What are their qualifications for doing so? 
17
RISK AND INDEMNITY

(a)
Is there any risk of physical, emotional, social, legal or financial and/or community, employment and/or professional harm to the participant or organisation?
[  ]
No

[  ]
Yes (please explain and provide details of protective measures to be taken) 
(b)
Does the research involve invasive procedures, the administration of foreign substances or the withdrawal of medication or medical treatment?
[  ]
No
[  ]
Yes (please clarify who will administer these procedures) 
(c)
If the research involves possible physical risk, a first aid person must be on call.

[  ]
Not applicable

[  ]
Details of arrangements attached 
18
SAFETY

The following check list has been developed to help identify specific safety issues:

	YES
NO
	

	[  ]
[  ]
	(a) Will participants come into direct contact with any equipment or apparatus? 

	[  ]
[  ]
	(b) Will participants come into direct contact with any equipment connected to or powered by an   electricity supply in any form?

	[  ]
[ *]
	(c) If the response to (a) or (b) above is yes, is the equipment standard, unmodified or commonly used, such as a computer or a battery operated or electrically driven tape recorder? If yes, please proceed to Question 19.  If no, please proceed with the questions below. 

	[* ]
[  ]
	(d) Will any equipment be used in any way that is different to its intended use or to the manufacturer’s instructions?

	[* ]
[  ]
	(e) Will participants be exposed to electrical or magnetic stimulation or non-ionizing radiation of any kind?

	[* ]
[  ]
	(f) Will participants be exposed to external irradiation of ionizing radiation or be administered any radionucleides

	[* ]
[  ]
	(g) Will participants be exposed to noise levels exceeding a peak sound level of 140dB or an 8 hour sound level of 85 dB equivalent?

	[* ]
[  ]
	(h) Will participants come into contact with or be required to operate or use plant or machinery?


If any box containing an asterisk (*) has been ticked, please provide full details of the equipment, venue and procedures to be used. Provide details of all safety and protective measures to be in place if needed, evidence that your equipment has passed relevant electrical or other safety assessments or a statement of safety from the La Trobe University Occupational Health and Safety Office. For more information consult the Ethics Approval Guidelines. In addition, research projects involving the use of ionising radiation require approval from a relevant Radiation Safety Committee (eg. in Victoria approval is required from both the Department of Human Services, Radiation Safety Unit and the Victorian Radiation Advisory Committee). Please attach evidence that such approvals have been obtained or have been sought. 

19
POTENTIAL BENEFITS

(a)
To the participant 
(b)
To humanity generally 
20
RECORDING AND SECURITY OF PROJECT DOCUMENTATION

(a)
How will data be recorded? (eg. written questionnaires, interview notes, photographs, audio/video recording, direct electronic data entry) 
(b)
Will confidentiality of results be maintained? 
[  ]
Yes (detail below) 
[  ]
No (please explain) 
(c)
Indicate how the security of project documentation will be maintained and specify the precise location of the storage place(s):

Project documentation should be stored in secure, lockable locations, preferably on campus.  Computer files should be password protected.  Data, de-identified where appropriate, and consent forms should normally be kept for a period consistent with the Public Records Office of Victoria Standard (02/01) (normally 5 years for non clinical trial data and 15 years for clinical trial data following publication).

(i)
during the study 
(ii) following completion of the study 
(d)
Will data (including samples) be preserved for possible future use in another project?

[  ]
No

[  ]
Yes (please explain the nature of the data to be preserved, when the data might be used in another project, how that data might be used, for what purpose it might be used, and who might be given access to the data for another project). 
21
DISSEMINATION OF RESULTS

(a) Will participants be informed that results from the study may appear in publications, be included in a thesis or report, or be presented at conferences? (if relevant, this information should be included in the Information Statement given to participants prior to obtaining informed consent).

[  ]
Yes (give details) 
[  ]
No (please explain) 
(b) Will participants be informed that results from the study will be available to them on request? (If relevant, this information should be included in the Participant Information Statement given to participants prior to obtaining informed consent).

[  ]
Yes 

[  ]
No (please explain) 
(c) Will participants be informed that their personal data collected in the course of the research will be available to them on request? (if relevant, this information should be included in the Information Statement given to participants prior to obtaining informed consent).

[  ]
Yes 

[  ]
No (please explain) 
22
ETHICAL ISSUES

Please tick, as appropriate, any of the following ethical issues you believe are relevant to this application.  Please provide a response to every question. Note: If the answer to any of the questions listed below is yes, please explain and justify below or state where in this application the explanation and justification is provided.

Yes
No

[  ]
[  ]
(a)
is deception of any kind to be used?

[  ]
[  ]
(b)
does the research involve collection, use or disclosure of personal, sensitive or health information, without the prior consent of the subjects of that information?

[  ]
[  ]
(c)
will the research involve access to data stores subject to privacy legislation?

[  ]
[  ]
(d)
will any data be preserved for possible future use by yourself or other researchers?

[  ]
[  ]
(e)
will participants have pictures taken of them (eg. photographs, video recordings)?

[  ]
[  ]
(f)
will participants come into contact with any equipment which uses an electrical supply in any form, eg. audiometer, biofeedback device, electrical stimulator? (Please refer to the Safety Checklist at Question 18). 

[  ]
[  ]
(g)
if interviews are to be conducted, will they be tape-recorded or videotaped?

[  ]
[  ]
(h)
will participants be asked to perform any acts or make any statements which might diminish their self-esteem or cause them to experience embarrassment or regret?

[  ]
[  ]
(i)
will any procedure be used with potentially unpleasant or harmful effects either of a physical, psychological, social, legal or financial nature, to the participant? 

[  ]
[  ]
(j)
does the research involve a fertilised human ovum?

[  ]
[  ]
(k)
does the research involve any stimuli, tasks, investigations or procedures which may be experienced by participants as stressful, noxious, aversive or unpleasant during or after the research procedures?

[  ]
[  ]
(l)
will the research involve the use of no-treatment or placebo control conditions?

[  ]
[  ]
(m)
will any samples of body fluid or body tissue be obtained specifically for the research?

[  ]
[  ]
(n)
will participants be fingerprinted, DNA ‘fingerprinted’, or have any other kind of uniquely identifying biological marker recorded?

[  ]
[  ]
(o)
is there any risk of criminal or civil liability to the participant or researcher as a result of the research?

[  ]
[  ]
(p)
are there in your opinion any other ethical issues involved in the research?

Additional Information to above: 
23. Investigators Working on Procedures that Involve Humans:
By signing each investigator acknowledges that the information provided is true and they are aware of the procedures they are to perform.
	Chief Investigator: La Trobe University academic staff only. For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst:
Position:
	     
     
	Staff No:

	     

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application:
	     



	Investigator 2: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



	Investigator 3: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



	Investigator 4: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



	Investigator 5: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



	Investigator 6: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



	Investigator 7: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



	Investigator 8: For database purposes please ensure that all details are up to date and correct.

	Name:
	     
	Phone:
	     

	
	
	Email:
	

	School/Inst
	     
	Staff No:
	     

	
	
	Student No:
	

	Academic Title / Qualification:
	     
	Signature
	     

	Position / Other Affiliations Relevant to this Application. If Student provide Details on Level and Course of Study.
	     



24
ATTACHMENT CHECKLIST

The following documents are attached (please tick where appropriate):
[  ]
copy of funding application (s) (Question 6)
[  ]
copy of recruitment advertisement(s) (Question 8 (e))
[  ]
evidence of permission to use places off-campus (Question 10)
[  ]
evidence of external approvals (Questions 11(a) and (b))
[  ]
copy of the proposed Information Statement(s) (Question 12 (a))
[  ]
copy of the proposed Information and Consent Form(s) (Question 12 (a)) 
[  ]
copy of certified translations of Information Statement(s) and Consent Form(s) (Question 12(b))
[  ]
copy of questionnaire(s) and/or proposed interview/focus group outline (Question 13)
[  ]
debriefing documentation for participants (Question 13 (d))
[  ]
copy of statement from medical practitioner or other relevant health professional accepting responsibility for procedures (Question 17(b))
[  ]
details of arrangements for first aid (Question 17(c))
[  ]
copy of relevant safety approvals (Questions 18, 22(f))
[  ]
copy of any ethical approval form requiring signature (eg. NHMRC Attachment 1)

YOU ARE REMINDED THAT THIS PROJECT MUST NOT COMMENCE WITHOUT PRIOR WRITTEN APPROVAL FROM THE UHEC OR APPROPRIATE FHEC
1

