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RESEARCH ETHICS & ETHICS COMMITTEE
 (CHCB RE & EC)

GUIDELINES AND APPLICATION FORM FOR ETHICAL APPROVAL OF A RESEARCH PROJECT INVOLVING HUMAN PARTICIPANTS

(Released October 1999)

 (Updated May 2010)
	
	APPLICATION NUMBER:  ........................................


OFFICE USE ONLY  

	Project Title: 



(limit to ten words)
Chief Investigator(s)/Supervisor: ……………………………………………………………………………………………………………………

Department: ……………………………………………  Phone: ………..……………………...

                        Fax: ……………………………………….email:………………………………..

(Include your academic qualifications.  CHCBREEC assumes that the applicant will be ultimately responsible for the ethical conduct of the research.  In the case of student research this responsibility is exercised by the supervisor.)

Co-Investigator/Student Researcher: 


……………………………………………………………………………………………………………………...

Address for notification:  


………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………

Contact person:

………………………………………………………………………………………………………………………

(Include phone and fax details.  The applicant should be readily available to answer queries)

If applicable please give previous/related Calvary Health Care Bethlehem project number:

Has trial been registered in publicly accessible trials registry:-

If yes, name of Registry and Trial number ____________________________________

If no, reasons why ________________________________________________________



	Instructions to applicants
· Please answer all the questions

· Do not alter the formatting or pagination of this application form.  If you require further space to answer any questions, please do so on page 13.

· Read the checklist to ensure that all relevant documentation is attached to the application

· The application must be word processed or typewritten.  You can obtain an electronic copy of the file by contacting the Secretary on 9595 3290.

· Full information will facilitate smooth processing of the application




See page 16 for further information concerning deadlines and submission procedures.

ADMINISTRATION

	Research must conform to generally accepted moral and scientific principles. To this end, institutions in which human research is undertaken should have a committee concerned with ethical aspects and all projects involving human research should be submitted for approval by such a committee.

Protocols of proposed projects should contain a statement by the investigator of the ethical considerations involved.

Research should be conducted only by suitably qualified persons with appropriate competence, having facilities for the proper conduct of the work; clinical research requires not only clinical competence but also facilities for dealing with any contingencies that may arise.

Subject to maintenance of confidentiality in respect of individual participants, all members of research groups should be fully informed about projects on which they are working.




1.
TYPE OF RESEARCH:

	
	
	Staff Research
	
	Class Project
	
	Other …………………………………………..

	

	
	
	Student Research – Name of Degree ……………………………………………………………………..
	


	2.
	HAVE YOU APPLIED FOR EXTERNAL FUNDING?
	
	Yes
	
	No



If YES, name granting body/bodies: 

	
	Has the funding been approved?
	
	Yes
	
	No
	
	Pending


3.
HAS THIS PROJECT BEEN SUBMITTED TO ANY OTHER ETHICS COMMITTEES?



(eg. research on hospital patients or staff will require approval from that hospital’s ethics committee)

	
	
	Yes
	
	No
	
	Pending


If YES, name of Committee:


	
	Has approval been granted?
	
	Yes
	
	No
	
	Pending


 (Attach copy of the approval)
4.
PROPOSED COMMENCEMENT DATE FOR HUMAN DATA COLLECTION:


PROPOSED DATE OF COMPLETION FOR THIS PROJECT:


	5.
	DO YOU INTEND TO ACCESS RECORDS CONTAINING IDENTIFYING INFORMATION ABOUT INDIVIDUALS? 
	
	Yes
	
	No

	
	(refer Question 14 before answering this question)


	6.
	DOES THIS PROJECT INVOLVE THE CTN SCHEME CLINICAL TRIALS?
	
	Yes
	
	No



If YES, please contact the Therapeutic Goods Administration to obtain the CTN form. 

7.
RESEARCH REQUIRING PERMISSION FROM OTHER ORGANISATIONS


If permission is required from organisations which are involved in the research or which control access to their members, written advice must be submitted prior to commencement of the project.

(eg: the Ministry of Education where research in government schools is proposed, school principals; senior officers of proposed organisations within commercial or government organisations; elders of an Aboriginal community or body representing the collectivity.)

	
	Is permission required?
	
	Yes
	
	No



If YES, please answer the following questions:


a)
From whom should permission be sought?

	
	b)
Has permission been granted?
	
	Yes
	
	No
	
	Pending



(If YES, please attach a copy of the letter of permission)


(If PENDING, CHCBREEC may grant provisional ethical clearance, whereby research procedures may start as soon as permission documents have been officially received by CHCBREEC)

INTRODUCTION

BACKGROUND AND AIMS OF THE RESEARCH PROJECT

	The research protocol should demonstrate knowledge of the relevant literature and where applicable be based on prior experiments and research.

The investigator, after careful consideration and appropriate consultation, must be satisfied that the possible advantage to be gained from the work justifies any discomfort or risks involved.
All Plain Language Statements must contain information relating to the process for the handling of complaints, managing conflicts of interest and/or ensuring accountability.  For the management of such issues, complainants should approach the CHCB CEO’s office or an Executive member.


8.
GIVE A SUCCINCT DESCRIPTION IN PLAIN LANGUAGE OF THE BACKGROUND AND POTENTIAL SIGNIFICANCE OF THE RESEARCH PROJECT


(250 words.   Attach a separate reference list if relevant.)

9.
CLEARLY STATE THE AIMS AND/OR HYPOTHESES OF THE RESEARCH PROJECT


(250 words)

METHOD

PARTICIPANTS, MATERIALS AND PROCEDURES

FOR THE RESEARCH PROJECT

10.
DETAILS ABOUT THE PARTICIPANTS OF THE PROPOSED RESEARCH

	In the conduct of research, the investigator must at all times respect the personality, rights, wishes, beliefs, consent and freedom of the individual participant.




a)
How many people will be involved as participants?


(NB: give upper and lower limits of sample size.)

b)
What categories of people?


(eg. teachers, undergraduate students, school children, epileptics, hospital patients, pensioners, etc)

c)
Age range:
d)
Criteria for exclusion:


(eg. under 18-year-olds, pregnant women, people who have already experienced an experimental condition, etc., may be unsuitable participants in your research project)

e)
How much time are you asking of each participant and when will the time be required?


( eg. during school hours)

	
	f)
	Are you offering any payment?
	
	
	Yes
	
	No



If YES, give details:

11.
RECRUITMENT 

a)
How and where will the recruitment process occur?

b)
Will any dependent or unequal relationship exist between any researcher and the participants?


(eg. counsellor/client, teacher/student, warder/prisoner, parent/child, customer/supplier, doctor/patient.)
	
	
	Yes
	
	No



If YES, describe the nature of the relationship, and explain what special precautions will preserve the rights of such people to decline to participate, or to withdraw from participation once the research has begun:

12.
EXPLANATION PROCEDURES

	Ethical practice requires the researcher to inform potential participants of all features of the research that might influence their willingness to participate in the project and to explain any other aspects of the project about which the potential participant asks.  The explanation should be in language that the participants will understand.





a)
How and by whom will the explanation be given?



(The safety of all parties needs to be assured.  CHCBREEC also needs to be assured that the participants are not placed in a potentially coercive situation.)
b)
Will participants be fully informed about the true nature of the research?



(The researchers may prefer not to tell participants the exact aim of the research.  Certain types of research would be impossible if participants knew in advance what was happening.)

	
	
	
	Yes
	
	No




If NO, describe the procedure and explain why the real purpose needs to be concealed:

13.
INFORMED CONSENT PROCEDURES

	Before research is undertaken, the free consent of the participants should be obtained.  To this end the investigator is responsible for providing them with sufficient information about the purpose, methods, demands, risks, inconveniences and discomforts of the study at their level of comprehension.

Consent should be obtained in writing unless there are good reasons to the contrary, and these reasons must be clearly stated below.  If consent is not obtained in writing, the circumstances under which it is obtained should be recorded.

It must be made clear that the participant is free to withdraw consent to further participation at any time.

Special care must be taken in relation to consent, and to safeguarding individual rights and welfare where the research involves children, the mentally ill and those in dependent relationships or comparable situations.


a) Describe how you will gain informed consent from the participants in this project.  If you are using a consent form attach a pro forma.  If you are not using a consent form, explain why one is unnecessary or inappropriate. 

	
	Consent Form attached?
	
	Yes
	
	No




If NO, the reason is:


b)
If the participants in your study will be unable to consent for themselves, explain how you intend to obtain the informed consent.   How will adequate information be provided to those who will give consent? 



(For minors or incapacitated participants, explain who will give consent on their behalf.  Parents or legal guardians may give consent for minors.)


c)
Is an independent witness to the participant’s consent necessary?  If the answer is yes, please explain why.



(Independent means someone not associated with the research project.  A witness to the participant's signature is required where there is a dependent or unequal relationship between the participant and  the researcher or where participants will be exposed to any level of risk beyond that normally encountered in everyday life.)
14.
USE OF EXISTING RECORDS WHICH ARE NOT ORDINARILY AVAILABLE TO THE PUBLIC


Are you intending to use existing records, which identify individuals, but which are not ordinarily available to the public?


(eg. medical records, personal diaries, computer data, or any other information not available in a public library) 

	                               
	
	No – go to Question 15
	


	
	
	Yes - Answer the following questions and answer Yes to question 5


a)
Describe the type of records to be used.


(eg. medical records, personal diaries, computer data, etc.)
b)
Which individuals or organisations control access to the information?

c)
Is any organisation listed in (b) above a ‘Commonwealth Agency’?


(ie. any Commonwealth government department, any statutory agency created by Commonwealth legislation, any federal union or employer organisation, any non-statutory body set up by the Commonwealth, federal and ACT courts, and the Australian Federal Police)
	
	
	Yes
	
	No



d)
Has the organisation agreed to provide or allow access to the information?

	
	
	Yes
	
	No 
	
	Pending



If YES, attach a copy of the letter.
e)
State any conditions imposed by the organisation on the release of information:

f)
Will you have access to identifying information about any individual?


(ie. Will you be able, either directly or indirectly, to match names to the information or opinions contained in the records)

	
	
	
	Yes
	
	No



If YES, will that individual's consent be sought by the researcher?

	
	
	
	Yes
	
	No



If NO, please give reasons, and show how such participants will be protected from having identifying information made public.

NB: If  you have answered YES to either 14(c)or 14(f), the Privacy Act MAY apply, so please answer YES to Question 20.

15.
COLLECTION OF DATA - MATERIALS AND PROCEDURES

a)
How, where and by whom are the data to be collected?   Researchers should briefly outline all research/control procedures to be used with each category of participants.


(eg. questionnaires, interviews, video and taped interviews, observation, involvement in a clinical drug trial as a subject or control – copies of questionnaires, interview topics etc. to be attached)
b)
Is there a dependent or unequal relationship between the person administering the test or procedure and the participant?
	
	
	
	Yes
	
	No




If YES, how will you deal with this?


c)
Will radioactive substances, recombinant DNA techniques, toxins, mutagens, teratogens or 



carcinogens be used?

	
	
	
	Yes
	
	No



If YES, specify which: 

If YES, submit evidence of clearance by University Radiation Protection Officer, and/or the Biosafety Committee

	
	
Evidence submitted with application?
	
	Yes
	
	No
	Pending
	



d)
Does the research involve the administration of any tests or other procedures that can only be 



used by people with particular qualifications?

	
	(eg. certain psychological tests, medical tests)
	
	
	Yes
	
	No



If YES, give details of the test or procedure, qualifications required, proposed administrator and qualifications:


e)
Are any of the measures, or procedures you propose using diagnostic or indicative of any



medical or clinical condition, or other situation of concern (eg. anaemia, bulimia, anorexia,



depression, anxiety, suicidal tendencies, aggressive behaviour, etc?) 

	
	
	Yes
	
	No



IF SO, WHAT CONDITION(S) OR SITUATIONS? …………………………………………………


………………………………………………………………………………………………………….


………………………………………………………………………………………………………….


Please describe the criteria you will use to assess when participants in your research have results indicating that they or others are ‘at risk’.



........................................................................................................................................................….


How will you deal with your duty of care to the participants in your research identified as ‘at risk’?


........................................................................................................................................................….


.........................................................................................................................................................…

f)
Have you acquired the necessary competence to administer, score and interpret the proposed measures and procedures, with the type of participants being used in this research?

	
	
	Yes
	
	No


g)
Will you indicate the procedure proposed above to potential participants in your explanatory 

	
	statement?
	
	
	Yes
	
	No



If NO, please explain why.


………………………………………………………………………………………………………………………

16.
COLLECTION OF DATA - RISKS AND PROCEDURES

	New therapeutic or experimental procedures which are at the stage of early evaluation and which may have long-term effects should not be undertaken unless appropriate provision has been made for long-term care, observation and maintenance of records.

The investigator must stop or modify the research program or experiment if it becomes apparent during the course of it that continuation may be harmful.  In the course of research, investigators may discover information about a participant which requires them to act on that person’s behalf and offer services.



a)
Define the risk of physical/psychological stress, inconvenience or discomfort beyond the normal experience of everyday life, in either the short or long term, from participation in the project.

b)
Are all of these risks outlined on the explanatory statement and, where relevant, on the consent form?  If not, why not?

c)
Outline the arrangements planned to minimise the risks involved in these procedures.

d)
Should serious events or emergencies occur during the conduct of the research what will you do?  What facilities are available to deal with such incidents?


(eg. an adverse drug reaction, revelation of child abuse, illegal activities, participant becomes distressed during questioning)
e)
Are the researchers mandated by law to report certain findings?  (eg. certain infections, child abuse, domestic violence)

	
	If YES, this information must be included in the Explanatory Statement.
	
	
	Yes
	
	No


17.
FEEDBACK AND DEBRIEFING PROCEDURES


In general researchers should provide to the participants of the research, an appropriate statement of the findings of the research and an overview of the results.


a)
How will information about results of the project be communicated to participants?

b)
Is a form of debriefing required because deception has been employed or because the research has aroused emotional feelings?  How will this be arranged?

(All research involving deception requires that participants be advised of the true nature of the  research after completing the procedures.)



………………………………………………………………………………………………………….



………………………………………………………………………………………………………….


c)
How will information about results of any tests be communicated to participants?  What arrangements will be in place to deal with participants’ distress in the case of adverse test results?

18.
CONFIDENTIALITY AND SECURITY PROCEDURES


a)
CHCBREEC requires the following procedures concerning storage of data.  You should indicate your compliance with these requirements by ticking the following three boxes

	i)
	Only the researchers will have access to the original data.
	
	
	


	ii)
	Data will be retained in the Department for seven years
	
	
	


	iii)
	Original data or electronically stored copies of the original data, may be 
	
	
	




destroyed after seven years


b)
If the above regulations are not being adhered to, how will information be handled to safeguard confidentiality?


c)
Describe the procedures you will use to protect participants from any distress, embarrassment or other harm that might be caused when the data is reported.

19.
ARE THERE ANY OTHER ETHICAL ISSUES RAISED BY THE PROPOSED PROJECT?  WHAT IS YOUR RESPONSE TO THEM? 


In many research projects involving humans there is a trade-off to be made between the cost of the interventions to those participating in them (eg. in terms of discomfort, health risk, loss of privacy, etc) and the value to be achieved by carrying out the research.  The Committee must be in a position to evaluate clearly that trade-off.


This space is to be used should you need to add further detail to any response made earlier on this application form (please ensure a cross-reference between entries made on this page and the sections to which the comments are assigned):

SIGNATURES

ALL SECTIONS MUST BE COMPLETED

20.
STATUTORY PRIVACY PROTECTION


If the data used are held or to be collected by a Commonwealth Agency (see Question 14(c)) AND collection will or might enable identification of any individual (see Question 14(f)), then the Privacy Act (1988) applies.  Indicate below whether or not the Privacy Act applies.
	The Privacy Act applies to the proposed data collection
	
	


	The Privacy Act does not apply to the proposed data collection
	
	




Signature of Chief Investigator/Supervisor
Date

21.
DECLARATION


I/We, the undersigned, accept responsibility for the conduct of the research detailed above, the principles outlined above and any other condition noted by the CHCBREEC. If any changes to the protocol are proposed after the approval of the Committee has been obtained then CHCBREEC will be informed immediately. The Associate Investigator will assume responsibility for the project in the absence of the Chief Investigator.


Signature of Chief Investigator/or Supervisor



Name: 

  (please print)


Signature:


Date: 



Signature/s of Co-Investigator(s)/Student Researcher


1.
Name: 

  (please print)


Signature: 


Date: 



2.
Name: 

  (please print)



Signature: 

Date: 



Signature of Head of Department/Acting Head of Department/Director of Centre


I certify that my department takes responsibility for this research.



Name: 

  (please print)


Signature:  

Date: 




Section:



All submissions to be forwarded to:

	Mail or deliver the ORIGINAL hard copy (single-sided) of your application to:



Research Ethics & Ethics Committee



C/o Office of the Chief Executive



Calvary Health Care Bethlehem Limited


476 Kooyong Road 



CAULFIELD  VIC   3162



Inquiries to telephone (03) 9595 3290


22.
CHECKLIST

Please ensure that those items listed below which are relevant to your application are attached to the application.  Failure to do so will hinder the approval procedure.  This sheet must be submitted with the application.

Please type “N/A” if not applicable.  Every box should be either checked or marked N/A.

	
	
	Original copy provided to the Secretary, CHCBREEC (address below)


	
	
	Q.3 & Q.7 – Copy of written advice from other organisations from whom approval must be sought


	
	
	Q.8 & Q.9 – Reference materials


	
	
	Q.11 - Copy of posters/announcements to be used to recruit participants into the study


	
	
	Q.12 – Explanatory Statement(s)


	
	
	Q.13 – Consent Form(s)


	
	
	Q.14 - Copy of written permission to use information in records which are not in the public domain


	
	
	Q.15 - Copy of data collection materials (questionnaires, interview topics/questions or specifications of





instruments) should be attached
	
	
	Q.15 - If radioactive substances, recombinant DNA techniques, toxins, mutagens, teratogens or 



carcinogens are to be used, researchers should submit evidence of clearance by a University Radiation

Protection Officer, and/or the Biosafety Committee.
	
	
	Q.17 - Copy of written advice from other groups who have agreed to follow-up should any participant 





require assistance due to taking part in the research.
	
	
	Q.17 - Where post-research debriefing is offered, a copy of this information should be provided.


	
	
	Q.20 – Has the Chief Investigator signed the Declaration relating to the Privacy Act?


	
	
	Q.21 – Have the researchers signed the Declaration concerning responsibility for the research project?  



Has the Head of Department/Acting Head of Department/Director of Centre also signed this Declaration?
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