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BEFORE YOU BEGIN

This Application Form is for use by researchers proposing to conduct a research project involving humans. All researchers must complete Module 1 and may have to complete other Modules (see checklist at Question 1.6). 

Before you start this application, please read the Module One: Core Application Guidelines and the National Health & Medical Research Council’s National Statement on Ethical Conduct in Research Involving Humans (2007).

Please do not delete the version date in the footer e.g. July 2006.

Office Use Only:


SECTION A: PROJECT OVERVIEW

1.1
Application Date:
 






1.2
Full Project Title 






	

	FOR CLINICAL TRIALS ONLY:

Company/Sponsor Protocol Number (if applicable):    
Version:  
Date:  


1.3
Brief Lay Summary of the Project

	


Briefly describe the project. Refer to the Guidelines for the type of information and level of detail required in your response (no more than one page)

1.4
Relationship to Other Projects 





Indicate whether the project is 

 FORMCHECKBOX 
 a new stand-alone project

 FORMCHECKBOX 
 a sub-component of a previously approved project

 FORMCHECKBOX 
 related to other previously approved projects (e.g. a follow-up study)

If the project is a sub-component of, or in some other way related to, a previously approved project, provide project numbers for the other project(s). Also indicate which HREC(s) approved the other project(s).

	


1.5
Broad Category of Research

Tick the category which best fits the application:

 FORMCHECKBOX 
 Social Science
 FORMCHECKBOX 
 Clinical Research

 FORMCHECKBOX 
 Psychological
 FORMCHECKBOX 
 Clinical Drug or Device Trial ( CTN  FORMCHECKBOX 
 or CTX  FORMCHECKBOX 

 FORMCHECKBOX 
 Public Health
 FORMCHECKBOX 
 Other (please specify) …………………………

1.6
Project Summary

Does the project involve

· Participants?






Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, please complete section D of Module 1

· Collection, use or disclosure of information?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, please complete section E of Module 1

· Drug or device trial?





Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, please complete Module 2
· Use of human tissues?




Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, please complete Module 3
· Human genetic research?




Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, please complete Module 3
· Use of radiation?





Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, please complete Module 4

1.7
Multi-Site Projects

Is the project a multi-site project? That is, does the project involve recruitment of participants at more than one site and/or collection of information from more than one organisation?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Does the project have to be reviewed by other HRECs?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Name all Australian HRECs to which this project has been or will be submitted. For each HREC, list all Australian sites involved in this project that are covered by the application to that HREC. If the number of sites for a particular HREC is very large (or unknown), such that listing individual sites is not feasible, indicate the number of sites covered by that HREC (e.g. 50 primary schools or 20 out of 60 child care centres, etc). Indicate the status of the application to other HRECs.

	HREC
	Site
	Status of application

(e.g. not yet applied/approved/ rejected/pending)

	
	
	


SECTION B: RESEARCHERS AND CONTACT INFORMATION

1.8
List all researchers involved in this project

Copy this table and repeat for each Principal Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


Copy this table and repeat for each Associate Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


Copy this table and repeat for each Student Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Degree/Course
	

	Does the HREC of the Institution at which the student is enrolled have to approve this project?
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


1.9
Training 
Will any of the researchers require extra training to enable their participation in this project?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, list the researchers, describe the training that is required and who will provide this training.

	Researcher
	Training required
	Who will provide training?

	
	
	

	
	
	

	
	
	


1.10
Person to whom the HREC may also direct correspondence: 
	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


SECTION C: PROJECT DETAILS

1.11
Anticipated duration of project: ____ months
1.12
Anticipated commencement date at this site:       /      /

1.13
Anticipated completion date at this site:       /      /

1.14 Detailed Project Proposal

If the project is a clinical drug or device trial DO NOT complete question 1.14, but move directly to question 1.15. The detailed project proposal for clinical drug or device trials is completed in Module 2.

(a)
Project Checklist 

	Major Proposal Components
	Page and/or section number in the proposal
	Not Applicable

	Literature review
	
	 FORMCHECKBOX 


	Rationale for project
	
	 FORMCHECKBOX 


	Hypothesis/research questions
	
	 FORMCHECKBOX 


	Aims
	
	 FORMCHECKBOX 


	Methodology
	
	 FORMCHECKBOX 


	Inclusion/exclusion criteria
	
	 FORMCHECKBOX 


	Randomisation procedures
	
	 FORMCHECKBOX 


	Statistical or other analyses
	
	 FORMCHECKBOX 



(b)
Project Proposal

Every application must be accompanied by a detailed proposal. You may type (or “paste”) your detailed proposal directly into the text box below and/or you may attach pre-printed document(s) immediately following this page. Attachments should include brochures/pamphlets, questionnaires or surveys and any other relevant documents. Ensure that all attachments are page numbered throughout. 

You should consult the Guidelines about the type of information that should be included in the detailed proposal. 

	


1.15
Registration and Reporting

(a)
If your study is a clinical trial (see ‘Module One Guidelines’ for definition), is the trial registered with a clinical trials register that fulfils the ICMJE criteria?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Study not a clinical trial  FORMCHECKBOX 

If Yes, please provide the name of the register, date of the registration and indicate who undertook the registration:


Name of register: ____________________


Date of registration:_________________


Researcher 
 FORMCHECKBOX 


Sponsor
 FORMCHECKBOX 


Other
 FORMCHECKBOX 
  Provide details:_________________________


Please provide the registration number (if known): ________________

If you answered No to 1.15(a), please justify your response in detail.

	


(b)
Are there any limitations or restrictions on the publication of results by researchers?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, explain the nature of the limitations or restrictions.

	


(c)
Will a report of the project outcomes (for example, group data) be publicly accessible at the end of the project?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, give details of the type of report and how it will be made available. 

If No, explain why not. 

	


(d)
Will a plain English summary of the project outcomes (for example, individual or group data) be made directly available to participants at the end of the project?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

N/A  FORMCHECKBOX 

If Yes, give details of the type of report and how it will be made available. 

If No, explain why not.

	


1.16
Adverse or Unforeseen Events

What procedures are in place to manage, monitor and report adverse and unforeseen events? Consider adverse events in relation to all aspects of the project, including (where applicable) participants, researchers and management of information.

	


SECTION D: PARTICIPANTS

Researchers should consult the Guidelines under Section D for a definition of “participant” for the purposes of this application. 

If the project does NOT involve participants, do NOT complete this section, but go directly to Section E. If you are not completing Section D, you may delete it from your application to avoid unnecessary paper usage.

1.17
Number of participants

(a) 
Total number of participants in the project (at all sites combined)

(b) 
Break down the number of participants for each site for which this HREC is responsible 

	Site
	No. of participants

	e.g. XXX Hospital; YYY clinic; ZZZ community centre
	

	
	

	
	


(c)
If the project involves more than one project group (e.g. control and experimental groups), how many participants will be in each group?

	


1.18
Participants - Details

(a)
What categories of people will be recruited? (e.g. cancer patients, children, people with learning disabilities, pensioners, etc)
	


(b)
Will Aboriginal and Torres Strait Islander people be targeted for recruitment to this project? 


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If No, are people of Aboriginal and Torres Strait Islander origin likely to be significantly represented in the cohort of participants recruited?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

(c)
What will be the age range of participants? 

	


(d)
What ethical issues do the criteria for inclusion or exclusion give rise to? 

	


1.19
Recruitment of Participants

(a)
Describe the procedure for recruitment of participants. Include information about

· Source of participants

· Exactly how potential participants will be identified

· Exactly how potential participants will be contacted and by whom, including whether the person making initial contact has any relationship to potential participants

· The method(s) by which information is provided to potential participants (e.g. verbally, information sheet, fliers, posters, etc)

· The setting in which information is provided (e.g. over the telephone, in a clinic or doctor’s surgery, through the mail, etc)

	


(b)
Will any follow-up procedures be used to improve the rate of participation?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


If Yes, describe the procedures.

	


(c)
Will any dependent or unequal relationship exist between anyone involved in the recruitment and the potential participants (e.g. counsellor/client, teacher/student, doctor/patient, warder/prisoner, etc)? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes:

(i) What is the nature of the dependent or unequal relationship? 

	


(ii) How will ethical issues arising from the unequal relationship be addressed?

	


(d)
Will a dual relationship exist between any researcher and participants (e.g. will any of the researchers also be responsible for project, program or administrative oversight within the organisation where it is proposed to recruit participants and carry out the research)? 



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes:

(i) What is the nature of the dual relationship? 

	


(ii) How will ethical issues arising from the dual relationship be addressed?

	


(e)
Will reimbursement, payment or other offers be made to participants? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


If Yes, provide details.

	


1.20
Information to Participants 

(a)
Does the project design involve deliberate deception of participants?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, explain why the real purpose of the research needs to be concealed.

	


(b)
Will information about the project be given to participants in the form of a written Participant Information? 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If No, give reasons. 

	


1.21
Consent

(a)
Will any of the participants have the capacity to give voluntary and informed consent?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 

If Yes, how will consent be obtained?

 FORMCHECKBOX 
 Written consent form

 FORMCHECKBOX 
 Verbal – explain below how consent will be recorded

	


 FORMCHECKBOX 
 Implied consent (e.g. by completing a questionnaire) – give details

	


(b)
Will any of the participants not have the capacity to give voluntary and informed consent?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 

If Yes, who will be asked to provide consent (tick as many as apply)?

 FORMCHECKBOX 
 Parent/guardian

 FORMCHECKBOX 
 Person responsible (as defined by the Guardianship and Administration Act 1986)

 FORMCHECKBOX 
 Procedural authorisation (as defined by the Guardianship and Administration Act 1986).  Please make sure you also answer question 1.21d below

 FORMCHECKBOX 
 Other – give details

	



How will consent be obtained?

 FORMCHECKBOX 
 Written consent form

 FORMCHECKBOX 
 Verbal – explain below how consent will be recorded

	


	


(c)
How will competence to give consent be determined and who will make this determination? 

(d)
If this research project is likely to involve procedural authorisation (see question 1.21(b) above), provide details of the following:
· Justify the potential use of procedural authorisation in the research project - that is, provide details regarding how this research project may satisfy the requirements for procedural authorisation;

· Provide details of the steps to be taken to identify and contact a ‘person responsible’ prior to, and following, the use of procedural authorisation.

	


attach a copy of Participant Information and Consent Form(s) AT THE END OF MODULE ONE.

1.22
Consequences of Participation

(a)
What are the potential or actual harms of participation (if any)?

	


(b)
Is there any possibility of inconvenience to participants? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 




If Yes, please describe.

	


(c)
Is there a need for special counselling?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, describe the form of the counselling: how it will be conducted, when and by whom?

	


(d)
Will participants be denied access to other treatments, therapies or services as a result of participation?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

N/A  FORMCHECKBOX 

Give details.

	


(e)
Are there any potential benefits to the participants?

	


1.23 
Other Ethical Issues

Does the project present any other ethical issues with respect to participation? (e.g. Issues related to illegal activities; indigenous or other special community or cultural groups; risks to third parties, collectivities; etc)
	


SECTION E: COLLECTION/USE/DISCLOSURE OF INFORMATION

Researchers have a legal as well as an ethical obligation to consider privacy issues. The following questions assist both the researcher and the HREC to fulfil their obligations under State and Commonwealth privacy legislation.

You may delete questions or parts of questions that you are not required to answer, in the interests of reducing paper usage.

1.24
Collection of Information Directly from Individuals

(a)
Does the project involve collection of information directly from individuals about themselves? 

 FORMCHECKBOX 
 No - go to Question 1.25
 FORMCHECKBOX 
 Yes – answer the following questions:

(b)
What type of information will be collected? (Tick as many as apply)

 FORMCHECKBOX 
 personal information

 FORMCHECKBOX 
 sensitive information

 FORMCHECKBOX 
 health information

(c)
Does the Participant Information and Consent Form explain the following:

	The identity of the organisation collecting the information and how to contact it?
	Yes FORMCHECKBOX 
  No FORMCHECKBOX 


	The purposes for which the information is being collected?
	Yes FORMCHECKBOX 
  No FORMCHECKBOX 


	The period for which the records relating to the participant will be kept?
	Yes FORMCHECKBOX 
  No FORMCHECKBOX 


	The steps taken to ensure confidentiality and secure storage of data?

The types of individuals or organisations to which your organisation usually discloses information of this kind?
	Yes FORMCHECKBOX 
  No FORMCHECKBOX 

Yes FORMCHECKBOX 
  No FORMCHECKBOX 


	How privacy will be protected in any publication of the information?
	Yes FORMCHECKBOX 
  No FORMCHECKBOX 


	The fact that the individual may access that information?

Any law that requires the particular information to be collected?

The consequences (if any) for the individual if all or part of the information is not provided
	Yes FORMCHECKBOX 
  No FORMCHECKBOX 

Yes FORMCHECKBOX 
  No FORMCHECKBOX 

Yes FORMCHECKBOX 
  No FORMCHECKBOX 



If you answered “No” to any of these questions, give the reasons why this information has not been included in the Participant Information and Consent Form.

	


1.25
Do Other Questions in this Section have to be Completed?

(a)
Does the project involve the collection, use or disclosure of identified or potentially identifiable information from sources other than the individual whose information it is? (see Module One Guidelines for definitions)
 FORMCHECKBOX 
 No – Go to Question 1.30 and do not answer the remainder of question 1.25, 1.26, 1.27, 1.28 or 1.29
 FORMCHECKBOX 
 Yes – answer the following question
(b)
Does the project involve the collection, use or disclosure of information without the consent of the individual whose information it is (or their legal guardian)? 

 FORMCHECKBOX 
 No – Go to Question 1.30 and do not answer questions 1.26, 1.27, 1.28 or 1.29
 FORMCHECKBOX 
 Yes – answer the following questions
1.26
Type of Activity Proposed

Are you seeking approval from this HREC for

(a) collection of information from a third party?

 FORMCHECKBOX 
 Yes – answer Question 1.27

 FORMCHECKBOX 
 No – skip Question 1.27
(b) use of information?



 FORMCHECKBOX 
 Yes – answer Question 1.28  




 FORMCHECKBOX 
 No – skip Question 1.28 

(c) disclosure of information?



 FORMCHECKBOX 
 Yes – answer Question 1.29  




 FORMCHECKBOX 
 No – skip Question 1.29

If you have answered ‘No’ to all three parts of Question 1.26, then go directly to Question 1.30
1.27 Collection of Information from a Third Party

Only answer this question if the project involves the collection of identified (or potentially identifiable) information from a source other than the individual (or their legal guardian) without the consent of the individual or their legal guardian.

(a)
From which of the following sources will information be collected? (Tick as many as apply)
	
	Source of Information

	 FORMCHECKBOX 

	A Victorian public health service provider

	 FORMCHECKBOX 

	A Victorian private health service provider

	 FORMCHECKBOX 

	An organisation other than a health service provider

	 FORMCHECKBOX 

	A data set under the auspices of the Victorian DHS 

	 FORMCHECKBOX 

	A data set under the auspices of another Victorian government department

	 FORMCHECKBOX 

	A data set from another Victorian source

	 FORMCHECKBOX 

	A Commonwealth agency

	 FORMCHECKBOX 

	An agency from another state

	 FORMCHECKBOX 

	An “organisation” as defined in s95A of the Privacy Act

	 FORMCHECKBOX 

	An individual (such as a carer)

	 FORMCHECKBOX 

	Other



List the categories of individuals or organisations from which information will be collected. If information will be collected from more than one category, indicate clearly what information or records will be collected from each category.

	Category
	Type of information or records to be collected

	e.g. carers; hospitals
	e.g. contact information; complete medical history

	
	

	
	

	
	


(b)
Have all organisations from which the information is to be collected agreed to provide the information or to allow access to the information?



 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No


If Yes, provide evidence of this agreement. Provide details of any conditions imposed by the organisation(s) concerning the release of the information.


If No, explain how and when the agreement of the disclosing organisation will be obtained.

	


(c)
Is any organisation from which the information will be collected seeking separate HREC approval for disclosure of the information? (See the Module One Guidelines for further explanation of this question. Note: The organisation(s) disclosing the information is not required by law to obtain separate HREC approval to disclose the information. However, some institutions may wish to obtain separate approval for disclosure for their own purposes.)
 FORMCHECKBOX 
 Yes – supply a copy of the decision from the other HREC (when available)

 FORMCHECKBOX 
 No  - a copy of any approval from this HREC will have to be forwarded to the disclosing organisation 

(d)
Does the person who is collecting the information routinely have access to that information?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 (e)
What information will be collected? (Tick all boxes that apply)

	
	Type of information
	
	Type of organisation(s) involved
	Privacy Principle(s)

	 FORMCHECKBOX 

	Health information
	 FORMCHECKBOX 

	Victorian public sector
	HPP 1

	
	
	 FORMCHECKBOX 

	Victorian private sector
	HPP 1, NPP 1, NPP 10

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 1, NPP 10

	 FORMCHECKBOX 

	Personal information (other than health information)
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 1

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 1

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 1

	 FORMCHECKBOX 

	Sensitive information
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 10

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 10

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 10


(f)
Give reasons why information will not be collected in a de-identified form.

	


(g)
For what reason(s) will consent not be obtained from the individual(s) whose information will be collected?

	


(h)
Give reasons why the proposed collection of information is in the public interest. Note that the public interest in the proposed research must substantially outweigh the public interest in respecting individual privacy.

	


1.28
Use of Information 

Only answer this question if the project involves the use of identified (or potentially identifiable) information without the consent of the individual whose information it is (or their legal guardian).

(a)
What information will be used? (Tick all boxes that apply)

	
	Type of information
	
	Type of organisation(s) involved
	Privacy Principle(s)

	 FORMCHECKBOX 

	Health information
	 FORMCHECKBOX 

	Victorian public sector
	HPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	HPP 2, NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2

	 FORMCHECKBOX 

	Personal information

(other than health

information)
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2

	 FORMCHECKBOX 

	Sensitive information
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2


(b)
What are the specific purposes for which the information will be used? 

	


(c)
Is the purpose for which the information will be used (the secondary purpose) related to the purpose for which the information was originally collected (the primary purpose)?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


Give details.

	


(d)
Give reasons why information will not be used in a de-identified form. (If the answer is the same as for Q1.27 (f), write “as above”.)
	


(e)
For what reason(s) will consent not be obtained from the individual(s) whose information will be used? (If the answer is the same as for Q1.27 (g), write “as above”.)
	


(f)
Give reasons why the proposed use of information is in the public interest. Note that the public interest in the proposed research must substantially outweigh the public interest in respecting individual privacy. (If the answer is the same as for Q1.27 (h), write “as above”.)
	


1.29
Disclosure of Information 

Only answer this question if the project involves the disclosure of identified (or potentially identifiable) information without the consent of the individual whose information it is (or their legal guardian).

(a)
Will identified (or potentially identifiable) information be disclosed by an organisation to the researcher?


 FORMCHECKBOX 
 No – Go to question 1.29(b)


 FORMCHECKBOX 
 Yes – answer the following question

What information will be disclosed by the organisation(s) to the researcher? (Tick all boxes that apply)

	
	Type of information
	
	Type of organisation(s) involved
	Privacy Principle(s)

	 FORMCHECKBOX 

	Health information
	 FORMCHECKBOX 

	Victorian public sector
	HPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	HPP 2, NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2

	 FORMCHECKBOX 

	Personal information

(other than health

information)
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2

	 FORMCHECKBOX 

	Sensitive information
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2


List the organisations that will disclose information to the researcher. If more than one organisation is involved, indicate clearly what information or records will be disclosed by each organisation to the researcher.


	


(b)
Will identified (or potentially identifiable) information be disclosed by the researcher to other organisations?


 FORMCHECKBOX 
 No – Go to question 1.30


 FORMCHECKBOX 
 Yes – answer the following questions

What information will be disclosed by the researcher? (Tick all boxes that apply)

	
	Type of information
	
	Type of organisation(s) involved
	Privacy Principle(s)

	 FORMCHECKBOX 

	Health information
	 FORMCHECKBOX 

	Victorian public sector
	HPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	HPP 2, NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2

	 FORMCHECKBOX 

	Personal information

(other than health

information)
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2

	 FORMCHECKBOX 

	Sensitive information
	 FORMCHECKBOX 

	Victorian public sector
	VIPP 2

	
	
	 FORMCHECKBOX 

	Victorian private sector
	NPP 2

	
	
	 FORMCHECKBOX 

	Commonwealth public sector
	IPP 11

	
	
	 FORMCHECKBOX 

	Other
	NPP 2


List the organisations to which information will be disclosed. If information will be disclosed to more than one organisation, indicate clearly what information or records will be disclosed in each case.


	


(c)
Give reasons why information will not be disclosed in a de-identified form. (If the answer is the same as for Q1.27 (f) or Q1.28 (d), write “as above”.)
	


(d)
For what reason(s) will consent not be obtained from the individual(s) whose information will be disclosed? (If the answer is the same as for Q1.27 (g) or Q1.28 (e), write “as above”.)
	


(e)
Give reasons why the proposed disclosure of information is in the public interest. Note that the public interest in the proposed research must substantially outweigh the public interest in respecting individual privacy. (If the answer is the same as for Q1.27 (h) or Q1.28 (f), write “as above”.)
	


1.30
General Issues

(a)
How many records will be collected, used or disclosed? Specify the information that will be collected, used or disclosed (e.g. date of birth, medical history, number of convictions, etc)
	Number of records: 
Type of information: 


(b)
Does the project involve the adoption of unique identifiers assigned to individuals by other agencies or organisations?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If Yes, give details of how this will be carried out in accordance with relevant Privacy Principles (e.g. HPP 7, VIPP 7 or NPP 7).

	


(c)
Does the project involve trans-border (i.e. interstate or overseas) data flow?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If Yes, give details of how this will be carried out in accordance with relevant Privacy Principles (e.g. HPP 9, VIPP 9 or NPP 9).

	


(d)
For what period of time will the information be retained? How will the information be disposed of at the end of this period?

	


(e)
Describe the security arrangements for storage of the information. Where will the information be stored? Who will have access to the information?

	


(f)
How will the privacy of individuals be respected in any publication arising from this project?

	


1.31
Other Ethical Issues

Discuss any other ethical issues relevant to the collection, use or disclosure of information proposed in this project. Explain how these issues have been addressed.

	


SECTION F: FINANCIAL AND RELATED ISSUES 

1.32
Potential Conflict of Interest 

Do any researchers have any financial interests in this research or its outcomes, or any relevant affiliations?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, give details

	


If you have declared a potential conflict of interest, you should include an appropriate comment on the Participant Information and Consent Form. 

1.33
Indirect Costs

Will there be payments over and above the direct costs of this project (e.g. conference and travel, recruitment incentives, equipment)?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, please provide details of payments and justification for them.

	


1.34
Project Budget

Attach a detailed project budget to this application.

Have you included: 

· Salaries with on-costs





 FORMCHECKBOX 

· Administration costs






 FORMCHECKBOX 

· Research consumables (for example, bed-day costs) 


 FORMCHECKBOX 

· Participant reimbursement 





 FORMCHECKBOX 

· Departmental charges (e.g. Pharmacy, Pathology, Radiology)

 FORMCHECKBOX 

If a detailed budget is not being provided, give reasons.

	


1.35
Source of Funding

How will this project be funded? List all sources of funds (e.g. commercial sponsorship, grant, departmental funds etc).

	Source
	Amount in $
	Status of Funds

	
	
	Application pending
	Funds Available

	
	
	
	

	
	
	
	


1.36
Funds Coverage 

Do the funds presently available or applied for cover all requirements to conduct the project?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If No, explain how the shortfall will be made up or dealt with.

	


1.37
Claims through Medicare

Will any charges be incurred by Medicare as a result of patient screening or participation?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

N/A  FORMCHECKBOX 

If Yes, has the Health Insurance Commission been notified and have they given permission?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

1.38
Declaration by Researchers 

Project Title:


I/WE, the researcher(s) agree:

· To only start this research project after obtaining final approval from the Institution’s Human Research Ethics Committee (HREC);

· To conduct this research project in accordance with the protocols and procedures as approved by the HREC;

· To only carry out this research project where adequate funding is available to enable the project to be carried out according to good research practice and in an ethical manner;

· To provide additional information as requested by the HREC;

· To provide progress reports to the HREC as requested, including a final report and a copy of any published material at the end of the research project;

· To maintain the confidentiality of all data collected from or about project participants;

· To notify the HREC in writing immediately if any change to the project is proposed and await approval before proceeding with the proposed change;

· To notify the HREC in writing immediately if any adverse event occurs after the approval of the HREC has been obtained; 

· To agree to an audit if requested by the HREC;

· To only use data and any tissue samples collected for the study for which approval has been given;

· To only grant access to data to authorised persons; and

· To maintain security procedures for the protection of privacy, including (but not restricted to): removal of identifying information from data collection forms and computer files, storage of linkage codes in a locked cabinet and password control for access to identified data on computer files.  

I/we have read the NH&MRC National Statement on Ethical Conduct in Research Involving Humans 2007 and will observe the principles set out in that document and in the Declaration of Helsinki.



Name of principal researcher …………………………………………………………….

Signature



Date
Name of researcher …………………………………………………………….

Signature



Date
Name of researcher …………………………………………………………….

Signature



Date

1.39
Certification by Principal Researcher and Head of Department 

Project Title:


Certification By Principal Researcher

I accept responsibility for the conduct of this research project according to the principles of the National Statement on Ethical Conduct in Research Involving Humans published by the National Health & Medical Research Council (March 2007).

I certify that all researchers and other personnel involved in this project are appropriately qualified and experienced or will undergo appropriate training to fulfil their role in this project.

As principal researcher, I will take responsibility for the confidential maintenance of records for 7 years after completion of the project (15 years in the case of drug trials).

Name of principal researcher: ……………………………………….

Signature



Date

Acceptance by Head of Department/Divisional Director/Authorised Institutional Official*

I certify that I have read the research project application named above. 

My signature indicates that I support this research project.

Name of Head of Department (or appropriate person): ………………………………………

Name of Department (or relevant section): ………………………………………

Signature



Date

*Where an investigator is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible. Investigators, who are also Department Heads or Divisional Directors, must not approve their own research on behalf of the Institution.

1.40
Declaration by Head of Supporting Department 

This form is to be completed by the Head of any Department that is providing support or services to the research project, but which does not have any member(s) on the research team.

If completing this form by hand, please use BLACK INK only.

	Project Title:  

Principal Researcher: 


I have discussed this project with the Principal Investigator and have seen the application and protocol. I am (tick whichever applies)

 FORMCHECKBOX 

able to perform the investigations/services indicated, within the present resources of the Department;

 FORMCHECKBOX 

able to perform the investigations/services indicated, if the following financial assistance is provided:

	


 FORMCHECKBOX 

unable to undertake the investigations/services indicated, on the following grounds:

	


Name: ……………………………………………………………….

Signature: ………………………………………………..


Date:

Head of the Department of …………………………………………………

MODULE ONE: CHECKLIST

Please satisfy each of the following before submitting the application. Failure to do so will delay review of the application. 

Include a copy of this checklist (completed & signed) with the application.

Full Project Title

	


	Have you answered all relevant questions in Module 1?
	 FORMCHECKBOX 


	Is a staff member from the Institution listed as a co-researcher?
	 FORMCHECKBOX 


	Have you defined all technical terms and abbreviations used?
	 FORMCHECKBOX 


	Have you included all questionnaires or surveys to be used?
	 FORMCHECKBOX 


	Have you completed all financial details in Module 1, Section F?
	 FORMCHECKBOX 


	Have you included a detailed project budget?
	 FORMCHECKBOX 


	Have you declared all potential conflicts of interest?
	 FORMCHECKBOX 


	Have you included any other site-specific modules or documentation specifically required by the Institution(s) at which you intend to conduct your research?
	 FORMCHECKBOX 


	Do the Participant Information and Consent Form(s) show the name of the Institution, with pages numbered & dated in the footer?
	 FORMCHECKBOX 


	Are all relevant modules stapled separately, in order? Note: Attach attachments for each module at the end of that module
	 FORMCHECKBOX 


	Are all pages (including attachments) numbered in the footer?
	 FORMCHECKBOX 


	Have you provided an original and the required number of copies?
	 FORMCHECKBOX 


	Have you completed the form “Declaration by Researcher(s)?
	 FORMCHECKBOX 


	Have you completed the form “Certification by Principal Researcher and Head of Department”?
	 FORMCHECKBOX 


	Has a completed “Declaration by Head of Supporting Department” been included for each supporting department (if applicable)?
	 FORMCHECKBOX 



Name of principal researcher-……………………………………….

Signature






Date




HREC Ref. No.______________		Date of Approval:      /     /    





Approval Period:		From      /      /		To       /      /





Approval signature: ________________________________________
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