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Prior to completing the form, please read the attached document entitled

Cabrini Human Research Ethics Committee Handbook (available on the Cabrini website).

Please delete any sections not relevant to your project.

	

	1.
	ADMINISTRATIVE INFORMATION

	
	

	
	1.1
	Project Title

	
	

	
	1.2
	Principal Investigator

	
	Name and address:  



	
	Qualifications:



	
	Cabrini accredited Medical Practitioner, Staff, or Student?



	
	If staff or student, who is your supervisor?  



	
	Telephone: (  )

Fax: (  )
	Email:


	
	

	
	If this is the first application you have made to Cabrini Human Research Ethics Committee, 

please attach a copy of your CV.

	
	

	
	1.3
	Other Investigator/s

	
	

	
	Name
	Qualifications
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	

	
	Please provide CVs of any co-investigator who has not made a previous application to the 

Cabrini Human Research Ethics Committee.

	
	

	
	
	Yes
	No

	
	1.4
	Will the research be conducted at Cabrini?

If no, where will the research be conducted?
	
	

	
	

	
	

	
	

	
	1.5
	Proposed commencement date
	
	
	
	

	
	
	(dd/mm/yyyy)

	
	1.6
	Expected completion date
	
	
	
	

	
	
	(dd/mm/yyyy)


	
	1.7
	Other information
	

	
	
	Yes
	No

	
	
	1.7.1
	Is there anything in this project that may conflict with Cabrini Health’s Mission Statement?
	
	

	
	
	
	Yes
	No

	
	
	1.7.2
	Is there anything in this project which is contrary to the NH&MRC National Statement on Ethical Conduct in Human Research?
	
	

	
	
	
	Yes
	No

	
	
	1.7.3
	Is there anything in this project which may contravene the National Privacy Principles or Information Privacy Principles of the Commonwealth Privacy Act or the Health Privacy Principles of the Victorian Health Records Act?
	
	

	
	
	
	Yes
	No

	
	
	1.7.4
	Is there anything in the project that may contravene Catholic Health Australia’s Code of Ethical Standards for research? 

Please ensure that your wording regarding prevention of conception complies with our guidelines – refer CHREC Handbook.

If the answer to any of the above questions is yes, the application will be considered only when the researcher clarifies why this is necessary.
	
	

	
	
	
	Yes
	No

	
	
	1.7.5
	If this is a clinical trial, have you registered?

All clinical trials must be registered on a clinical trials register   

e.g. the Australian Clinical Trials Registry.  The website is www.actr.org.au.  
	
	

	
	
	

	
	
	
	Registration Number:
	
	

	
	
	
	A
	C
	T
	R
	N
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	Date requested:
	
	
	
	

	
	
	
	 (dd/mm/yyyy)
	

	
	
	
	Yes
	No

	
	1.8
	Have other HRECs considered this project?

Please provide details of the progress of each approval.
	
	

	
	

	
	HREC
	Status of Approval
	

	
	
	
	

	
	
	
	

	
	
	
	

	


	

	2.
	PROJECT SUMMARY

	
	

	
	2.1
	Please attach a plain language summary of the project of no more than one (1) A4 page

The summary should be in plain (grade 8 level) language suitable to be read and understood by laypersons.

Applications will not be considered by the Committee if the language is complex.

	
	


	

	3.
	RESOURCE INFORMATION

	
	

	
	3.1
	How is the project being financed?

	
	

	
	3.2
	How would you manage a funding shortfall (if any)?

	
	


	
	
	Yes
	No

	
	3.3
	Is this a study where capitation payments are to be made? 

If yes, how will participants be made aware of these payments to clinicians or researchers/investigators?
	
	

	
	

	
	
	Yes
	No

	
	3.4
	Does any member of the research team have any affiliation with the provider(s) of funding/support, or a financial interest in the outcome of the research?

If yes, please provide details.
	
	

	
	

	
	3.5
	Resources
	
	

	
	
	
	Yes
	No

	
	
	3.5.1
	Is Cabrini Health expected to provide any funding for this project?
	
	

	
	
	
	Yes
	No

	
	
	3.5.2
	Is Cabrini Health expected to provide any staff time for this project?
	
	

	
	
	
	Yes
	No

	
	
	3.5.3
	Is Cabrini Health expected to provide any facilities for this project?

If the answer to any of these questions is yes, please attach a letter from the authorised person indicating her/his willingness to make the necessary resources available.
	
	

	
	
	

	
	3.6
	Details of project budget and resource requirements.

	
	
	

	
	
	3.6.1
	Please attach a project budget.
	

	
	
	
	
	Yes
	No

	
	
	3.6.2
	Has agreement been obtained for these resources to be made available to the project?

Please provide written evidence to this effect, e.g. project resourcing and costing template.
	
	

	
	
	
	
	

	
	
	
	Yes
	No

	
	
	3.6.3
	Has funding been guaranteed for the life of the project?

If no, please explain why not.
	
	

	
	
	
	
	

	
	
	
	Yes
	No

	
	
	3.6.4
	Will the researcher receive any payment for performing the research, in addition to that shown in the budget?

If yes, please detail.
	
	

	
	
	

	
	
	3.6.5
	Describe any commercialisation or intellectual property implications of the funding/support arrangement.
	
	

	
	
	

	


	

	4.
	PROJECT INFORMATION

	

	
	
	PLEASE NOTE:

If the answer to any of these questions is to be found in the body of your detailed project protocol,

please refer to the page of the protocol and do not repeat the same information here


	

	
	
	

	
	4.1
	What is the specific aim/hypothesis of the project?

	
	

	
	4.2
	Why does the study need to be done?

Include information from the literature regarding how the proposed research relates to previous research.

	
	

	
	4.3
	Peer review

	
	
	Yes
	No

	
	
	4.3.1
	Has the research proposal, including design, methodology and evaluation, undergone a peer review process?

If yes, provide details of the review and the outcome.  

A copy of the letter/notification, where available, should be attached to this application.

If no, explain why the research proposal has not undergone a peer review process.
	
	

	
	

	
	
	Yes
	No

	
	
	4.3.2
	Will the research proposal, including design, methodology and evaluation, undergo a peer review process (e.g. for publication purposes)?

If yes, provide details of expected review date and reviewing parties.
If no, explain why the research proposal will not undergo a peer review process.
	
	

	
	

	
	4.4
	Recruitment

	
	
	Yes
	No

	
	
	4.4.1
	Can this study be undertaken without using human participants?

If yes, please explain why this approach is not being adopted.
	
	

	
	
	


	
	
	4.4.2
	Please provide details of the participants in the table below
	

	
	
	
	

	
	
	Number at this site
	
	Number across all sites
	
	Age Range
	
	Gender (M/F)
	
	

	
	
	Source of recruitment

eg. Researcher’s rooms, nursing staff, inpatient, other.
	

	
	
	
	

	
	
	Inclusion Criteria
	Exclusion Criteria
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	Yes
	No

	
	
	4.4.3
	Will consent be obtained for/from all participants?

If no, why not?
	
	

	
	
	

	
	
	4.4.4
	If consent is not to be obtained, how does the public interest in the research outweigh the potential invasion of privacy, or the degree of difficulty involved in obtaining permission?

	
	
	

	
	
	
	Yes
	No

	
	
	4.4.5
	Does the study involve using identified or potentially identifiable information?

If yes, please explain why.
	
	

	
	
	

	
	
	4.4.6
	How will the names of potential participants be obtained?

If through medical records, hospital or other databases, how will permission to review such records/databases be obtained?

	
	
	

	
	
	4.4.7
	How will you ensure that participants are able to make a free and informed decision to participate in the project?

	
	
	

	
	
	4.4.8
	Please attach a patient information and consent form.

Please note that the statement should have footer with the version number, date, page number and number of pages on each page.

	
	
	

	
	
	
	Yes
	No

	
	
	4.4.9
	Will any special relationship exist between the recruiter and the participants? e.g. doctor/patient

If yes, how will this be managed?
	
	

	
	
	

	
	4.5
	Demands on participants

	
	

	
	
	4.5.1
	Describe all the procedures to be conducted with the human participants, apart from routine or minor procedures.

	
	
	

	
	
	4.5.2
	What demands, inconvenience or discomfort will be involved for the participants?

Explain the number of visits, surveys etc, time commitment, possible dangers, risks, side effects of the procedures, and compare this to standard of care.

	
	
	

	
	
	4.5.3
	Identify the precautions to be taken to prevent or minimise these demands.

	
	
	

	
	
	4.5.4
	Where will interventions/procedures involving human participants be undertaken?

	
	
	

	
	4.6
	Adverse events

	
	
	

	
	
	4.6.1
	What adverse events might be expected as part of this study?

	
	
	

	
	
	4.6.2
	What mechanisms are available for dealing with adverse events?

	
	
	

	
	4.7
	Informed consent

	
	
	

	
	
	4.7.1
	Who will explain the project to the participants?

	
	
	

	
	
	4.7.2
	What are their qualifications to perform this task?

	
	
	

	
	
	4.7.3
	Describe the process for obtaining consent including when and how the explanation of the project will be given to potential participants.

	
	
	

	
	
	
	Yes
	No

	
	
	4.7.4
	Will each participant be capable of giving informed consent?

If no, to whom will the project be explained and who will give consent?
	
	

	
	
	

	
	
	

	
	
	
	Yes
	No

	
	
	4.7.5
	Is it clearly documented that participants may withdraw from the project at any time?

If no, why not?
	
	

	
	
	

	
	
	

	
	
	4.7.6
	How will this provision be drawn to the attention of the participants?

	
	
	


	
	

	5.
	DRUGS AND THERAPAUTIC DEVICES

	
	
	Yes
	No

	
	Does this project involve trials of drugs or therapeutic devices?

If yes, please complete Section 5 and attach documentation listed in Cabrini HREC handbook Section F.

If no, please delete all of Section 5 and proceed to Section 6.
	
	

	
	
	Yes
	No

	
	5.1
	Does the research involve a practice or intervention which is an alternative to a standard practice or intervention?
	
	

	
	
	
	
	

	
	5.2
	What drug or device is involved in the project?

	
	

	
	5.3
	What is the status of registration of the drug or device with the Therapeutic Drugs Administration?

If the drug/device is registered, please indicate under what name.

	
	

	
	
	Yes
	No

	
	5.4
	Has the drug/device been accepted by any other international regulatory authority?

If yes, please provide details.
	
	

	
	

	
	
	Phase

	
	5.5
	What phase trial does this project involve?
	
	

	
	

	
	
	Yes
	No

	
	5.6
	Has the pharmacy agreed to dispense and store the drug?

If yes, please attach evidence

If no, please outline what provision has been made for this.
	
	

	
	

	
	
	Yes
	No

	
	5.7
	Are there any known contraindications/warnings for these drugs?

If yes, please supply details.
	
	

	
	

	
	5.8
	How will the project be monitored?

	
	

	
	5.9
	What provisions have been made for supply of the drug/device at completion of the project?

	
	


	
	

	6.
	HUMAN TISSUES

	
	
	Yes
	No

	
	Does this project involve the use of human tissue?

If yes, please complete section 6.

If no, please delete section 6 and proceed to section 7.
	
	

	
	

	
	6.1
	What human tissue does the project involve?

	
	

	
	
	Yes
	No

	
	6.2
	Will permission be sought to use this tissue?

If no, explain why not.
	
	

	
	

	
	
	Yes
	No

	
	6.3
	Will tissue be identified or potentially identifiable?
	
	

	
	


	
	6.4
	What is the amount of tissue to be collected?

	
	

	
	6.5
	Please describe how you will collect, store and analyse the tissue samples.

	
	

	
	
	Yes
	No

	
	6.6
	Will the tissue be destroyed at the end of the project?

If no, please explain why not.
	
	

	
	

	
	
	Yes
	No

	
	6.7
	Are there any plans for use of the tissue other than for this project?

If yes, has this been brought to participants’ attention?
	
	

	
	

	
	
	Yes
	No

	
	6.8
	Will separate consent be sought for use of the tissue for this and subsequent projects?

If no, please explain why not.
	
	

	
	

	
	


	

	7.
	HUMAN GENETIC RESEARCH

	
	
	Yes
	No

	
	Does the project involve human genetic research?

If yes, please complete section 7.

If no, please delete section 7 and proceed to section 8.
	
	

	
	
	Yes
	No

	
	7.1
	Will the genetic material be identified or potentially identifiable?

If yes, explain how privacy and confidentiality will be protected.
	
	

	
	

	
	
	Yes
	No

	
	7.2
	Will consent be obtained for collection and analysis of the genetic material?

If no, explain why not.
	
	

	
	

	
	
	Yes
	No

	
	7.3
	Does this research have the potential to generate information that may be relevant to family members/others who are not part of this study?

If yes, how will potential privacy issues arising from the results of the research be handled?
	
	

	
	

	
	
	Yes
	No

	
	7.4
	Does the research have the potential to generate information that is relevant to an individual’s future health or risk of a genetic disease?

If yes, what arrangements have been made for genetic counselling and managing potential insurance or employment issues?
	
	

	
	

	
	
	Yes
	No

	
	7.5
	Will the genetic material be stored post project?

If yes, how will the material be stored and for how long?
	
	

	
	

	


	
	

	8.
	IONISING RADIATION

	
	
	Yes
	No

	
	Does the project involve ionising radiation?

If yes, please complete section 8.

If no, please delete section 8 and proceed to section 9.

Please note that if the project involves ionising radiation that is not part of normal treatment it will require review and approval by the Victorian Radiation Advisory Committee.  

If you are in doubt as to whether the project should be submitted, please contact our office on: 9508 1416 or email:  hrec@cabrini.com.au
	
	

	
	
	Yes
	No

	
	8.1
	Does the project involve ionising radiation that is not part of normal treatment?
	
	

	
	

	
	
	Yes
	No

	
	8.2
	Has Cabrini Health’s Radiation Safety Officer assessed the application and written a report on the risks?

If yes, please attach the report.  

If no, please explain why not.
	
	

	
	

	
	
	Yes
	No

	
	8.3
	Does this project involve people under 18 years, pregnant women, babies, infants or foetuses?

If yes, please provide justification for their inclusion.
	
	

	
	

	
	
	Yes
	No

	
	8.4
	Has this application been forwarded to the Radiation Advisory Committee of the Department of Human Services?

If yes, what is the progress of the application?

If no, why not?
	
	

	
	
	
	

	
	
	Yes
	No

	
	8.5
	Is the project of direct potential benefit to participants?

If no, please attach a copy of written approval from the Radiation Advisory Committee of the Department of Human Services.
	
	

	


	

	9.
	HUMAN RESEARCH ETHICS COMMITTEE ISSUES

	
	

	
	9.1
	Payment of participants in research projects

	
	
	Yes
	No

	
	
	9.1.1
	Are you offering reimbursement for out of pocket expenses to participants?

If yes, please indicate what expenses are being reimbursed.

If no, please outline why direct out of pocket expenses are not being reimbursed.
	
	

	
	
	

	
	9.2
	Informing participants of the results of research

	
	
	Yes
	No

	
	
	9.2.1
	Do you intend to notify each participant of the results of this research project?

If yes, how will you notify them?  How will you ensure the confidentiality of the notification?

If no, why have you decided not to notify the participants?
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	Yes
	No

	
	
	9.2.2
	Are there any restrictions on the publication of results from this research?

If yes, please describe.
	
	

	
	
	

	
	9.3
	What are the potential rewards and benefits to be obtained for the investigator from this project?

This should include information on payments, intellectual property, requirements for course work, and requirements for higher education, travel grants and publications.
	
	

	
	


	
	
	Yes
	No

	
	9.4
	Is there any potential conflict of interest for any of the investigators?

If yes, please explain how this will be managed.
	
	

	
	

	
	9.5
	Storage of information about participants during and after completion of the project 

	
	

	
	
	9.5.1
	In what formats will the information be stored during and after the research project?

	
	
	

	
	
	9.5.2
	Where will the information be stored and who will have access?

	
	
	

	
	
	
	Yes
	No

	
	
	9.5.3
	Will the information stored at the completion of the project be identifiable?

If yes, please explain why.

If no, please describe how it has been de-identified.
	
	

	
	
	

	
	
	9.5.4
	For how long will the information be stored after the completion of the project and why has this period been chosen?

	
	
	


	
	

	10.
	DECLARATION

	
	

	
	I/we the undersigned, have read the Cabrini Hospital Mission Statement, the current NH&MRC National Statement on Ethical Conduct in Human Research, the Catholic Health Australia Code of Ethical Standards for Catholic Health and Aged Care Services in Australia, and the Cabrini Human Research Ethics Committee Handbook, and accept responsibility for the conduct of the research detailed above, in accordance with the principles contained therein and any other conditions laid down.

	
	

	
	Where appropriate, the Associate Investigator will assume responsibility for the project in the absence of the Principal Investigator.

	
	

	
	I/we agree to the project documentation being audited by the Cabrini Health Research Ethics Committee from time to time.

	
	

	
	I/we agree to notify the Committee immediately in writing of any changes to the protocol, plain language statement or project personnel after it has been approved.

	
	


	
	NAME:
	SIGNATURE:
	DATE:

	Principal Investigator


	
	
	

	
	
	
	

	Associate Investigator 1 

(or student)


	
	
	

	
	
	
	

	Associate Investigator 2

(or student)
	
	
	

	
	
	
	

	Associate Investigator 3

(or student)
	
	
	

	
	
	
	

	Associate Investigator 4

(or student)
	
	
	


CABRINI HUMAN RESEARCH ETHICS COMMITTEE





APPLICATION FORM
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