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CHECKLIST TO BE FILLED IN BY RESEARCHER




Please tick boxes as appropriate or mark N/A

Have you read the relevant section of the MercyCare Policies and Procedures Manual? 









        FORMCHECKBOX 
  YES    FORMCHECKBOX 
  NO
Please submit to MercyCare Executive Assistant: one (1) electronic copy and one hard copy of completed and signed Application, including the following, where applicable:

	 
	 FORMCHECKBOX 


	Lay Summary of Study 
	 FORMCHECKBOX 


	Participant Information and Consent Forms (PICF).(Page 23-25 P&P Manual)
	 FORMCHECKBOX 


	Evidence of approval / rejection by other HRECs, Scientific Review Committees or other relevant Authorities(ie final/conditional/withheld etc) 
	 FORMCHECKBOX 


	Where applicable, copy of questionnaire(s), survey questions, interview topics to be covered,, Brochures, advertisements, letters of invitation and any other material to be used in recruitment of participants in to the study. 
	 FORMCHECKBOX 


	Statement from Medical / Paramedical Practitioner accepting responsibility for specific procedures
	 FORMCHECKBOX 


	Clinical Trial Agreement (CTA) and Clinical Trial Registration details;  Indemnity form(s): Certificate of Insurance. 
(Form available at: www.mercycare.com.au/ethics) 
	 FORMCHECKBOX 


	Research Protocol
	 FORMCHECKBOX 


	Current Resume and publications list  of Researcher/s 
	 FORMCHECKBOX 


	Budget outline for research project
	 FORMCHECKBOX 


	Where applicable, any form requiring signature by the SJOGHCEC Committee and / or and/or MercyCare’s Chief Executive Officer  (or delegate)                                                                
	 FORMCHECKBOX 


	Signed copy of the Researcher Confidentiality and Conflict of Interest Declaration and each researcher undertaking research at a MercyCare site or accessing Medical Records for research purposes. (Refer Page 35 P&P Manual)
	        FORMCHECKBOX 


	Copy of Descriptor System for tracking participants (implantable Device Trials only)
	        FORMCHECKBOX 


	Constitution of Independent Data Safety Monitoring Committee (CTA only)
	        FORMCHECKBOX 



MercyCare Research Application Form
Please fill in information in the spaces provided.

Where a Yes / No question, please mark appropriate answer.
Title of Research Project
_______________________________________________________





Please State Full Title

Name of Chief Investigator
_______________________________________________________

Contact Address
_______________________________________________________




_______________________________________________________

Contact Numbers
Phone
_________________________________________________




Mobile
_________________________________________________




Fax
_________________________________________________




Email
_________________________________________________

Details of Co-Researchers
_______________________________________________________

(Including Student Researchers)




_______________________________________________________




_______________________________________________________

Reason for which Research is being conducted
________________________________________




_______________________________________________________




_______________________________________________________

Date of Commencement
_______________________________________________________

Date of Interim Reports
_______________________________________________________

Expected Date of Final Report
_______________________________________________________

Applicant’s Signature
_______________________________________________________

Research Supervisor’s Signature
___________________________________________________

Date


_______________________________________________________

Do you have a copy of the NHMRC National Statement on Ethical Conduct in Research Involving Humans (2007)



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

You are STRONGLY ADVISED to obtain and read this document.
· Is this a Clinical Trial?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
· Note which Phase____________________________________________________________

· Has the trial been registered with the Australian New Zealand Clinical Trial Registry (ANZCTR) or in a publicly accessible trials registry?






 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· If yes, please state the name of the Registry and the Registration number.

____________________________________________________________________________

· If no, please state the reasons why trial registration has not been undertaken.

____________________________________________________________________________

____________________________________________________________________________

Please refer to Section 3, Chapter 3.3.12, Page 36 of the NHMRC National Statement 

1.
Project Details


Lay Summary of the Study

1.
In no more than one (1) page, and in everyday layman’s terms, describe the study:  background and hypothesis, objective(s), recruitment and description of participants, methodology / protocol, and the importance of the study).
2. a)
PROPOSED DURATION OF WHOLE RESEARCH PROJECT

(Please refer to MercyCare Research Policies and Procedures document  

“Time Limits on Research”)

Anticipated Commencement Date
_____________________________

Anticipated Completion Date
_____________________________

2. b)
PROPOSED DURATION FOR THE DATA COLLECTION PHASE OF THE RESEARCH PROPOSAL (the time period for which access is required to participants Health Data / Medical Records)?

(Please refer MercyCare Research Policies and Procedures Document- “Time Limits of Research”

From Date
_______________________________

To Date

_______________________________

3.
The nature of the study is most appropriately described as:  (please tick answer(s))
 FORMCHECKBOX 

Clinical Trial of drug(s) or device(s) under the Clinical Trial Notification Scheme (CTN)

 FORMCHECKBOX 

Clinical Trial of drug(s) or device(s) under the Clinical Trial Exemption Scheme (CTX)

 FORMCHECKBOX 

Using only approved drug(s)/device(s) for the approved indications and at approved dosages

 FORMCHECKBOX 

Human Physiology Research

 FORMCHECKBOX 

Human Tissue Research

 FORMCHECKBOX 

Psychiatry / Clinical Psychology Research

 FORMCHECKBOX 

Behavioural Research

 FORMCHECKBOX 

Qualitative Evaluation Research

 FORMCHECKBOX 

Other (please indicate the nature of the research below)

____________________________________________________________________


RESEARCH LOCATION

4.
Site(s) at which Study / Proposal is to be conducted eg – Mercy Hospital Mount Lawley


Mercy Aged Care, Mercy Family and Community Services 


___________________________________________________________________________

METHODOLOGY

5.
Provide an outline of the proposed method, including details of the recruitment strategy and data collection techniques, the task participants will be asked to do, the estimated time commitment involved, and how data will be analysed. Please ensure the methodology complies with the MercyCare Research Policies and Procedures document and the NHMRC National Statement. No more than one (1) page.

AIMS AND JUSTIFICATION

6.
State the aims and significance of the project.  Where relevant, state the specific hypothesis to be tested.  Also provide a brief description of any current research, a justification as to why this research should proceed and an explanation of any expected benefits to the community.   No more than one (1) page.


MONITORING

7.
How will researchers monitor the conduct of the project to ensure that it complies with the protocols set out in the MercyCare Policy and Procedures document and the NHMRC National Statement.


___________________________________________________________________________


___________________________________________________________________________


INVOLVEMENTS OF OTHER HRECs

8. a)
Has this proposal been before other Ethics Committees?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


(Please provide details below and attach copy of status / approval letters)

___________________________________________________________________________


___________________________________________________________________________

8. b)
Will this proposal be submitted to any other HRECs?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

(If answered Yes to a) or b) please name the HRECs and indicate the status of the application(s).


___________________________________________________________________________


___________________________________________________________________________

OTHER APPROVALS REQUIRED

9.
Is permission to gain access to another location / organisation etc required?




 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No




 FORMCHECKBOX 
 NA


If Yes, please provide copies of letters of approval when available.

RESEARCH FUNDING

10. a)
Are there any financial or other benefits being offered to participants in the study?

(Please detail below amount / benefit and the justification for this)
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________

10. b)
Have you received any funding for this study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, Please provide details below ie – source and amount, and attach copy of budget for study


___________________________________________________________________________


___________________________________________________________________________

10. c)
If Yes to 10 b)


Are participants made aware of the identity of the funding source?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

10. d)
Do you the Researcher(s) have any affiliation with, or financial involvement in, any organisation / entity with direct or indirect interests in this study matter or materials of this study?  (Please provide details below)
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________

10. e)
Do you the Researcher(s) expect to obtain any direct or indirect financial or other benefits from conducting this study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________


RESEARCHERS’ EXPERIENCE AND SKILLS

11.
Outline the experience and skills of the researchers relevant to this project (attach additional pages as necessary)

___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

2.
Participant Details

12.
The participants to be recruited into the study are:  (please tick appropriate answers)
 FORMCHECKBOX 

MercyCare patients, clients, residents
 FORMCHECKBOX 

Unconscious or Critically Ill patients

 FORMCHECKBOX 

Minors

 FORMCHECKBOX 

Mentally Ill

 FORMCHECKBOX 

Prisoners

 FORMCHECKBOX 

Of a particular ethnic or community group

 FORMCHECKBOX 

In an employer / employee relationship with the Researcher or their associates

 FORMCHECKBOX 

In another dependent relationship with the Researcher or their associates

 FORMCHECKBOX 

Any other person whose capacity to give informed consent may be compromised
 FORMCHECKBOX 

Other (please specify)



____________________________________________________________________
13.
How will participants be recruited into the study?

(Include details of how potential participants will be identified, how initial contact will be made and who will approach participants.  Please attach copies of letters of invitation and any other material to be used in recruitment of participants to the study.  Where applicable, copies of advertisements, brochures, questionnaires, survey questions, interview topics to be covered in the research etc, should also be attached. 


___________________________________________________________________________


___________________________________________________________________________

14.
Anticipated number of participants to be recruited into the study.

Total Number of Participants
_______________________

MercyCare Participants
_______________________

15.
Will payment or incentives be offered to participants 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If Yes, how much and for what purpose?  Please justify the approach.

____________________________________________________________________

___________________________________________________________________________

16.
What resources, if any, do you plan to request from MercyCare?


___________________________________________________________________________


___________________________________________________________________________

3.
Ethical Considerations
RISKS AND BENEFITS

(Refer to Section 2, Chapter 2.1 of the NHMRC National Statement, Pages 15 – 18)

17. What are the possible benefits of this research? (directly or indirectly)  

(Please provide details below)
a) to the Participant __________________________________________________________

________________________________________________________________________

b) to Humanity in general _____________________________________________________

________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

18.
What is the potential for harm or risk to the participants as a consequence of the Research?  How will this be minimised?


___________________________________________________________________________

___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


REPORTING PROJECT OUTCOMES

19. a)
Will results of the study be disseminated to participants ie – individual or group results?


(Please explain your answer)
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

19. b)
Will you publish study results regardless of outcome?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


INFORMATION FOR PARTICIPANTS AND INFORMED CONSENT

(Refer to Section 2, Chapter 2.2 of the National Statement)

All participants must sign a written consent form and this must be attached to your application.
20.
Will personal information about the participants be obtained without their consent:

a)
From Commonwealth Departments or Agencies? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

b)
From other third parties, such as Hospitals, Pathology Centres, 

Universities, State Government Agencies or Employers?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If YES to 20 a) or 20 b), please complete the section of this Application Form entitled “Privacy Considerations”
If NO to 20 a) or 20 b) please complete the remaining questions of this Application Form where applicable.  There is NO need to complete the section of this Application Form entitled, “Privacy Considerations.”

21. a)
Do you propose to obtain participant consent?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, please attach a copy of the Participant Consent Form

___________________________________________________________________________


___________________________________________________________________________

21. b)
Who will be responsible for gaining consent from the participants?


___________________________________________________________________________

22. a)
Will you be providing participants with information in a written Plain Language Statement?


If No, please provide reasons. If yes, please attach a copy.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________

22. b)
Will arrangements be made to ensure that participants who have difficulty understanding  English can comprehend the information provided about the research project?


If No, please provide reasons.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

DATA SECURITY AND STORAGE

(Please refer to NHMRC Statement on Ethical Conduct in Research Involving Humans (2007) Section 3, Chapter 3.2 re different categories of personal data and standards of confidentiality and privacy)
23.
Will the Principal Researcher be responsible for security of the data collected?


If No, please provide explain. 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


___________________________________________________________________________


___________________________________________________________________________


How do you propose to maintain:

a)
Confidentiality of Information?



____________________________________________________________________



____________________________________________________________________

b)
Confidentiality of Data?



____________________________________________________________________



____________________________________________________________________

c)
Anonymity and Privacy of the Individual?



____________________________________________________________________



____________________________________________________________________

24.
Specify how long materials collected during the study will be retained after the study and how they will ultimately be disposed of.


___________________________________________________________________________


___________________________________________________________________________

25.
Do you intend to inform the participant's usual Medical Practitioner about the study?



                                FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No         FORMCHECKBOX 
 N/A

26
What, in your view are the ethical issues involved in this research?

(Please refer to NHMRC National Statement  for further clarification)
a)
Is deception to be used?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

b)
Does the data collection process involve access to confidential patient data without the prior consent of subjects?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

c)
Will subjects have pictures taken of them eg – photographs, videos?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

d)
Will participants come into contact with any equipment which uses an electrical supply in any form eg – audiometer, electrical stimulation etc?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

e)
If interviews are to be conducted, will they be tape-recorded?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

f)
Will participants be asked to commit any acts which might diminish self-esteem or cause them to experience embarrassment or regret?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

g)
Will any treatment be used with potentially unpleasant or harmful side effects?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

h)
Does the research involve a fertilised human ovum?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

i)
Does the research involve any stimuli, tasks, investigations or procedures that may be experienced by participants as stressful, noxious, aversive or unpleasant during or after the research process?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

j)
Will the research involve the use of no-treatment or placebo control conditions?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

k)
Will any body fluid or tissue samples be required specifically for the study that would not be required in the case of ordinary treatment?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

l)
Will subjects be fingerprinted or DNA fingerprinted?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

m)
Are there, in your opinion any other ethical issues involved in this study?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

27.
If the answer to any part of Question 26 above is “Yes” please explain and justify below.


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

For Medical Research, the section titled “Medical Research” also needs to be completed and attached to your application.

“Medical Research” is defined as research on humans which involves administration of drugs / foreign substances and / or invasive procedures (which may include a prosthesis, therapeutic or diagnostic device etc).  To undertake Medical Research requires a statement indicating acceptance of responsibility for the administration of foreign substances or invasive procedures by a Medical or Paramedical Practitioner with indemnity insurance.

28.
Does this study constitute “Medical Research”?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

29.
Is the completed section “Medical Research” attached?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

30.
Is a statement of responsibility attached?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

4.
Medical Research

Details of Experimental Procedures
31.
Please give details of any chemical compounds, drugs, biological agents, foreign article or invasive procedure to be administered (names, routes, numbers and frequency of administration, and their known or suspected adverse effects). Please attach any investigational drug brochures / information sheets.

Name:
____________________________________________________________________

Route:
____________________________________________________________________

Doses:
____________________________________________________________________

Frequency of Administration:
_______________________________________________

Known or suspected side effects:
_______________________________________________

32.
Please give details of any exposure to ionising or non-ionising radiation including quantitative assessment of the absorbed dose, supported either by dosimetric calculation or other information.


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

33.
Does the study involve the use of unapproved drugs? Please attach any investigational drug brochures / information sheets.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

34.
Have arrangements been made for MercyCare Pharmacy Department to receive or dispense the drug(s) involved in this study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

35.
If “No” to Question 34 above, please explain how the study will receive or dispense the drug(s)?


___________________________________________________________________________


___________________________________________________________________________

36
Does the study involve use of blood and / or tissue samples? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
37.
If “Yes” to Question 36 above, please make detailed reference to Chapter 3.4 of the NHMRC National Statement (2007) Pages 39 - 40 as to the following questions; are the samples:

a)
fresh samples obtained from participant?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

b) frozen, fixed or extracted samples, collected in the past and


now stored in an existing collection or Tissue Bank?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

38.
Please specify the nature and volume of the samples you wish to obtain eg – 10mls of whole blood.


___________________________________________________________________________


___________________________________________________________________________

39.
Are any of the blood and / or tissue samples for the study, NOT required in the case of ordinary therapeutic / diagnostic procedures?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

40.
Will the study’s experimental procedure(s) increase risk to participants above and beyond any risk associated with ordinary therapeutic / diagnostic procedures?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

(Please explain your answer)

___________________________________________________________________________


___________________________________________________________________________

41.
Will the study involve use of DNA currently stored, held in a genetic register and / or taken from participants?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

42.
Does the study have potential to generate information which may be relevant to the health of family members who are not part of this study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

43.
Does the study have potential to result in harm to individuals or their families or particular groups of people?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If “Yes” to Questions 42 and / or 43 above, explain how you will treat this information?


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

5.
Privacy Consideration

Only complete this section (Q 44 - 50), if study is being conducted without Participant Consent.
An individual’s right to privacy is a fundamental human right.  However, the right to privacy is not an absolute right.  In some circumstances, it must be weighed against the rights of others and against matters that benefit society as a whole.

Optimally, research should be done by obtaining the informed consent of participants prior to using their personal information.  Where this is not practicable, de-identified information should be used.  Where neither of these options are available, it may be necessary to use identified or potentially identifiable information without consent in order for the research to proceed.  It is then that the public interest in the research must be balanced against the public interest in privacy.  Please refer to the Guidelines Under Section 95A of the Privacy Act 1988, which provides a framework in which such decisions can be made.

44.
What identified or potentially identifiable information is be used without study participant consent?  (Please specify the exact data items)


___________________________________________________________________________


___________________________________________________________________________

45.
Why is it necessary for identified or potentially identifiable information to be used in the study?  (Please provide justification for each data item)


___________________________________________________________________________


___________________________________________________________________________

46.
Where is this information to be sourced?

(Please specify the name of the organisation(s) from which the information is sought and the specific source(s) of the data eg – Commonwealth Agency, Medical Records owned by Hospital, records from state-based registers such as Cancer Registry, records from State Health Department, etc)


___________________________________________________________________________


___________________________________________________________________________

47.
If from MercyCare Records, how many MercyCare  Records will be accessed (an estimate will suffice)?


___________________________________________________________________________


___________________________________________________________________________

48.
What is the Data Collection Phase (the time period for which access is required to participants personal information eg – Medical Records?


___________________________________________________________________________


___________________________________________________________________________

49.
Does this study breach any of the 10 National Privacy Principles (NPPs)?





 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


NPP 1 Collection
NPP 2 Use and Disclosure


NPP 3 Data Quality
NPP 4 Data Security


NPP 5 Openness
NPP 6 Access and Correction


NPP 7 Identifiers
NPP 8 Anonymity


NPP 9 Transborder Data Flows
NPP 10 Sensitive Information

50.
In weighing the public interest in the proposed research against the public interest in the protection of privacy, the following questions must be answered:
a) Are there likely benefits to individuals and / or category of persons and / or the wider community that will arise from the research being undertaken in the manner proposed?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
b) Is there a possibility that scientific defects might arise in the research if it is not conducted in the manner proposed?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
c) Is it impracticable to obtain participant consent eg – participants deceased, no next of kin, intrusive or distressing to seek consent from next of kin or there is no known or likely reason for thinking that participants would not have consented if they had been asked.

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

d) Is the medical research likely to contribute to:


1.
the identification, prevention or treatment of illness, injury or disease?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


2.
any scientific understanding / knowledge relating to public health or safety?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


3.
enhanced knowledge of issues within the fields of social science and the humanities relating to public health or safety?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

4.
the protection of the health of individuals and / or communities?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

5.
the improved delivery of health services?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

e) Is the research of public importance?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
f) Are there financial costs involved in not undertaking the research eg – to Government, the public, the health care system etc?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

g) Is the data being sought ordinarily available to the public
Yes
No

h) Does the research involve using the data in a way which is consistent with the purpose of the data being made public 
Yes
No

51
Please answer the following questions regarding the standards of conduct to be observed in the research:

1. Have the study design and scientific credentials of the Researchers been recorded?






 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

2. Is access to personal information restricted to appropriate Researchers?






 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

3. Are there procedures to be followed to ensure that the health data is permanently de-identified before the publication of results?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
4. Is there minimal risk that a person or group could be identified in the published results?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
5. Are there procedures to be followed at completion of the research to ensure that all data containing personal information are at least as secure as they were in the sources from which they were obtained?



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
6. If the study involves contact with participants, are there procedures to ensure that participants are treated with integrity and sensitivity?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Please explain your answers below and “justify” as appropriate


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

6.
Declaration of Researcher(s)
Full Research Title:

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

I / we have read the MercyCare Research Policies and Procedures document and agree to abide by the principles outlined therein.  I / we agree that this study conforms to the NHMRC's National Statement on Ethical Conduct in Research Involving Humans (2007).  I / we agree that if the study is approved, it will be performed as outlined in this application and in accordance with other relevant laws, regulations and guidelines.

Chief Investigator

____________________________
_________________________

_______________

Name
Signature

Date

____________________________
_________________________

_______________

Name
Signature

Date

____________________________
_________________________

_______________

Name
Signature

Date

____________________________
_________________________

_______________

Name
Signature

Date

To be signed by all members of the Research Team including any new members.
7.
Declaration of Confidentiality and Conflict of Interest

All personnel involved in the project and any others who will see confidential data from MercyCare must sign this declaration.  To be signed by all members of the Research Team including any new members. Attach extra copies of this page as necessary

I have read and understood the MercyCare Research policies and Procedures document and I am aware of my responsibilities under the Privacy Act 1988.

I DECLARE that I will preserve the confidentiality of the information released into my care and will adhere to the obligations of the Privacy Act 1988.

I also declare that to the best of my knowledge I have no real, perceived or potential conflict of interest, financial or otherwise, that may arise in the course of my duties as a Researcher. My particular circumstances are not likely to raise the appearance of a financial conflict of interest, impropriety, or the appearance of impairment of objectivity with respect to MercyCare 

Project Number and Title:
_______________________________________________________

	
	INVESTIGATOR
	WITNESS

	SIGNATURE
	
	

	NAME
	
	

	DATE
	
	

	SIGNATURE
	
	

	NAME
	
	

	DATE
	
	

	SIGNATURE
	
	

	NAME
	
	

	DATE
	
	

	SIGNATURE
	
	

	NAME
	
	

	DATE
	
	

	SIGNATURE
	
	

	NAME
	
	

	DATE
	
	

	SIGNATURE
	
	

	NAME
	
	

	DATE
	
	


Please Note: 
Researchers should not witness each other's signature.  This should be done by any independent adult separate to the Researchers.
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