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FORM 2B


WOMEN AND NEWBORN HEALTH SERVICE
 RESEARCH ETHICS COMMITTEE
GOVERNANCE FORM 2B
YOU MAY NEED TO CONSULT WITH SOME OR ALL OF THE DEPARTMENTS INCLUDED IN THE SITE AUTHORISATION FORM. PLEASE ALLOW TWO WEEKS FOR EACH DEPARTMENT TO PROCESS YOUR STUDY.  YOU CANNOT RECEIVE APPROVAL FOR YOUR STUDY WITHOUT APPROVAL FROM THE RELEVANT DEPARTMENTS.

For each department that is involved in your study, or may be impacted by your study, you must provide the Head of Department, or their delegate, a copy of the relevant parts of your protocol so that they may make a formal review of your application to:

· assess the feasibility of delivering services required by the protocol and
· assess any additional costs incurred to their department for services required by 
the protocol.
Each department has specific requirements for reviewing research proposals, please read the instructions for each department carefully.

It is the responsibility of all researchers to ensure that all departments that may be affected by the study are aware of and approve of the project.  Written confirmation of this approval should be included in the documentation submitted to the CAHS/WNHS Research Governance Office.  

RESPONSIBILITIES OF SIGNATORIES TO THE SITE AUTHORISATION FORM

All applications must include the signatures of both the Head of Department and the Directors of the Clinical Service Unit in which the study is based. These signatures indicate that the Department and Clinical Service Unit are aware of the research and approve of the study taking place in their department/unit.  Where appropriate, (e.g. student or staff member is undertaking research as part of an educational qualification) a supervisor may also be required for a particular study. The supervisor must be a member of WNHS staff.  The signatories should be aware that they take on the following responsibilities when signing the Declaration page of a research study:

Head of Department

· Ensures the research is appropriate for that particular department;

· Ensures that patients of the department are not being asked to take part in too many studies;

· Ensures that adequate resources are available for the study to take place and that the study does not over utilise Hospital resources or interfere with routine patient care – this includes approval of the study budget;

· Ensures that the investigator has obtained approvals from all other departments that may be affected by the research.    

Directors of Clinical Service Unit (or nominee)
· Ensures that the proposed research furthers and/or falls within the aims of the Clinical Service Unit and the Hospital;

· Ensures that both the researcher and the head of department have complied with the requirements for an application to the Ethics Committee & Research Governance Unit;
· Ensures appropriate procedures are in place for the research to be completed should the researcher leave the Hospital.
WNHS Investigator
· Takes responsibility for overseeing the research carried out for the study and is accountable if any complaints or adverse events arise during the study.


CHECKLIST
DOCUMENTS TO BE INCLUDED WITH APPLICATION
A.
ALL APPLICATIONS
PLEASE CHECK APPROPRIATE BOXES THROUGHOUT THIS FORM 
(Double left click on box for Check Box Form Field options)
1.  
Completed  Application form for all WNHS Research Projects (Form 1B)












 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO
2.
Full scientific protocol





Form 4C WNHS Ethics/RGO Scientific Protocol Form
 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO


 

for Clinical Trials    - or





Form 4D WNHS Ethics/RGO Scientific Form 




for Non-Clinical Trials




 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

3.
Completed WNHS Governance Form (Form 2B)



 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

B.
Additional Attachments (if applicable) 
For links to forms 1- 6 see WNHS Ethics website

1
Parent and/ or Patient Information Sheet



 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A 

2
Child Information Sheet





 FORMCHECKBOX 
YES  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A

3      
Parent/ Patient Consent Form





 FORMCHECKBOX 
YES  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A

4
Child Assent Form






 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A

5
DNA Information Sheet  





 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A
6
DNA Consent Form 






 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A
7
Questionnaire(s)/Diaries





 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A
8. 
Recruitment letter






 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A


9.       
Advertising material/ flyers/ emails/media release


 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A


10.
Funding agreement/ Memorandum of




 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A



Understanding

11.       Clinical Trials Agreement  





 FORMCHECKBOX 
YES  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A


12.
Indemnity form 






 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
 FORMCHECKBOX 
N/A


13.
Insurance certificate(s) 





 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
 FORMCHECKBOX 
N/A

14.
Verification of workplace cover (non-WNHS employees) 

 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
 FORMCHECKBOX 
N/A 

C.
RESEARCH INVOLVING UNREGISTERED DRUGS and DEVICES and/or 
EQUIPMENT.   DRUGS/EQUIPMENT USED OUTSIDE THEIR APPROVED 
INDICATIONS
1. 
CTN or CTX documentation





 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A
2. 
Investigator brochure






 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A
3. 
Research Involving Ionising Radiation



 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
  FORMCHECKBOX 
N/A
Approval letter from Radiation Safety Officer



 FORMCHECKBOX 
YES  FORMCHECKBOX 
NO  FORMCHECKBOX 
N/A

Please note: Additional information or documentation may be requested while this application is undergoing review by the Research Governance Office, Scientific Advisory Sub-Committee or Ethics Committee prior to granting approval

-------------------------------------------------------------------------------------------------------

DATA COLLECTION
Is the data you are collecting in this study:

Identifiable data?







 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO FORMCHECKBOX 
N/A
(Data that allows identification of a specific individual)

Re-identifiable data?






 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO   FORMCHECKBOX 
N/A
(Where identifiers have been removed and replaced by a code 

- it is possible to use the code to re-identify the person.)
Non-identifiable data?






 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO   FORMCHECKBOX 
N/A
(The identifiers have been permanently removed or the data

has never been identified.)
Give reasons why it is necessary to store information in identifiable or re-identifiable form.


If re-identifiable data is to be used, the Ethics Committee may stipulate that the code must be kept by the Ethics Committee.
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TITLE OF PROJECT:  

	


	Contact Person  (WNHS)  need not be the Chief Investigator



	NAME
	

	ADDRESS


	

	EMAIL


	


	TELEPHONE


	

	FAX


	


PLEASE CHECK APPROPRIATE BOXES THROUGHOUT THIS FORM (e.g. double left click on box)

1. Do you have funding for this study?  


YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

2. If NO have you applied for funding for this study?  
YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If you answered YES to either question 1 or 2 above, pleased indicate where the funding is coming from? (Select from list below)
SPONSOR (check more than one if applicable)
 FORMCHECKBOX 

Competitive Research Grant
 FORMCHECKBOX 

Scholarships
 FORMCHECKBOX 

Charitable body funding (e.g. WIRF)
 FORMCHECKBOX 

Donations
 FORMCHECKBOX 

Industry funding
 FORMCHECKBOX 

Investigator initiated industry collaboration
 FORMCHECKBOX 

Health Department 
 FORMCHECKBOX 

“Other” Research
	


 FORMCHECKBOX 

Special Purpose Account -   Number of account:  

PLEASE CHECK APPROPRIATE BOXES THROUGHOUT THIS FORM (e.g. double left click on box)

Name of Sponsor:  (if ‘Other’ please insert details below)
	


Will the study require any funds from WNHS? (Include divisional or departmental funding)








 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
Does the study make additional use of WNHS staff or facilities that would not be otherwise used in routine management of participating patients? 

  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
If YES please explain below:
	

	

	


	How many WNHS patients will be recruited for this study? 


	

	How many non-WNHS patients will be recruited?
	

	Estimated payment per patient 


	$


	Will neonates (infants < one month)

be recruited for this study?


	YES   FORMCHECKBOX 
          NO  FORMCHECKBOX 


	If YES, how many?


	     ……………………………………





ADMINISTERING INSTITUTION

Who will administer the funds for this study?
	


If external to WNHS copies of institutional approvals and any correspondence regarding this study may be forwarded to the administering institution

Study site
	


Has a data monitoring committee been established for this study?  YES  FORMCHECKBOX 
    NO  FORMCHECKBOX 
   N/A   FORMCHECKBOX 

If ‘NO’, the Ethics Committee may require a data monitoring committee to be established 

Will the study be monitored externally?  



 YES  FORMCHECKBOX 
    NO   FORMCHECKBOX 
  N/A   FORMCHECKBOX 
 
If ‘NO’ the ethics committee may require internal audit and a fee may be charged for industry sponsored studies or studies with IP restrictions.

All staff are compliant with the WA Health Department  Working With Children Check. 










YES
 FORMCHECKBOX 
  N/A   FORMCHECKBOX 

Staff qualifications and training
The study file should contain a log of all staff, their CV, their relevant qualifications and their role in the study.

The investigator should ensure that staff members undertaking any of the following study procedures, have undergone relevant training and evidence must be documented in the study file.

1.
Clinical Procedures including Clinical Holding    

2. 
Phlebotomy                                                    
 

3.
CPR training                                                                
 

4.
Laboratory safety



WNHS ETHICS COMMITTEE 

DECLARATION OF INTEREST

Please note that ALL investigators undertaking a study must complete one of the following Declaration of Interest forms

 COMMERCIALLY SPONSORED STUDIES OR INVESTIGATOR INITIATED STUDIES WITH COMMERCIAL COLLABORATION 
Project Title:
	


Chief Investigator (as named on Page 2 of “Application form for WNHS Research Projects - Form1B”) 
	


In relation to the study you are submitting for approval, have you or any member or members of the research team (or any relative or related entity * of any of you), received or undertaken or had an interest in any of the following from/for/of the study sponsor in the past 12 months:

Paid consultancy work?






  FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
If yes, please outline

	


Sponsorship or fellowship? 






 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Research grant, travel grant or conference expenses?


 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Held any shareholding in or directorate in the study sponsor or held 




any other pecuniary interest in the study sponsor?



 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Any other remuneration or benefit





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Your name: (please print): ________________________________________________

Signature: ____________________________    Date:    _________________________
*  For definitions see Note (page after next)

  Please note that if at any time whilst this study is being undertaken there are any changes for any of the study team relevant to this declaration it is the responsibility of the chief investigator to notify the Ethics Committee   


WNHS ETHICS COMMITTEE
 DECLARATION OF INTEREST
COMPETITIVE GRANT FUNDING, DEPARTMENTAL FUNDING etc.
Project Title

	


Chief Investigator: (as named on Page 2 of “Application form for WNHS Research Projects - Form1B”)
	


In relation to the study you are submitting for approval, have you, or any member or members of the research team (or any relative or related entity * of any of you), received or undertaken or had an interest in any of the following in the past 12 months  conflict of interest regarding results of research
Paid consultancy work?






  FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
If yes, please outline

	


Sponsorship or fellowship? 






 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Research grant, travel grant or conference expenses?


 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Derive financial benefit if the product/drug is endorsed as a result of the 

research?








 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Any other remuneration or benefit





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
If yes, please outline

	


Your name (please print): ___________________________________________________

Signature: _____________________________________________________________________

Date: _____________________________________________

* For definitions see Note (next page)

Please note that if at any time whilst this study is being undertaken there are any changes for any of the study team relevant to this declaration it is the responsibility of the chief investigator to notify the Ethics Committee

*Note:
A relative in relation to a member of the research team means any of the following:-


● 
a spouse (which term includes defacto spouse) or partner


● 
a son, daughter or grandchild and their respective spouses


● 
a parent; and


● 
a brother or sister and their respective spouses

A related entity in relation to a member of the research team means any of the following:


● 
a trust of which the member or a relative of the member is a trustee, a beneficiary or, if the trust has a corporate trustee, of which the member is a director or shareholder




And


● 
a body corporate of which the member or a relative of the member is a director or shareholder


WNHS Ethics Committee 

COVENANT OF CONFIDENTIALITY

All personnel not employed by WNHS who see name-identified data from medical records must sign this declaration

Attach extra copies of this page as necessary

	PROJECT TITLE
	


I declare that it is necessary for me to access name-identified data for the above-named research project.  I will preserve the confidentiality of the information released into my care and will adhere to the Hospital’s ‘Code of Practice for the Use of Name-Identified Data’ and all National Health and Medical Research Council guidelines on research as stated in the National Statement on Ethical Conduct in Human Research 2007.

See: http://www.nd.edu.au/research/hrec/docs/GUIDELINE_CPNID.pdf
	
	Research personnel
	Witness signature

	Name
	
	

	Position
	
	

	Signature
	
	Signature: 

	Date
	
	Date: 

	Name
	
	

	Position
	
	

	Signature
	
	Signature: 

	Date
	
	Date: 

	Name
	
	

	Position
	
	

	Signature
	
	Signature: 

	Date
	
	Date: 

	Name
	
	

	Position
	
	

	Signature
	
	Signature: 

	Date
	
	Date: 


All researchers requiring access to name-identified data from WNHS Medical Records have signed the Covenant of Confidentiality  


YES   FORMCHECKBOX 

Details must be kept on study file.
Please note that researchers must not witness each others signature.  Any independent adult separate to the researchers should do this.

CERTIFICATION FROM OTHER DEPARTMENTS

Please complete the appropriate Site Authorisation form(s) (see over for forms) relating to the box or boxes you check below.  
Include only the completed relevant form(s) with your application.

Will this study be conducted jointly at both KEMH and PMH sites  YES  FORMCHECKBOX 
           NO FORMCHECKBOX 

Please indicate which Departments are involved in your study: (double left click on box)
Anaesthesia and Pain Medicine


 FORMCHECKBOX 

Mother and Baby Unit




 FORMCHECKBOX 

Labour and Birth Suite



 FORMCHECKBOX 

Family Birth Centre




 FORMCHECKBOX 

NCCU/NICU





 FORMCHECKBOX 

Perinatal Mental Health Unit



 FORMCHECKBOX 

Pharmacy





 FORMCHECKBOX 

Diagnostic Imaging/Ultrasound


 FORMCHECKBOX 

Pathwest Clinical Laboratory



 FORMCHECKBOX 
  Specify laboratory(s)
Medical Records




 FORMCHECKBOX 

Theatre





 FORMCHECKBOX 

Nursing & Midwifery Education and Research
 FORMCHECKBOX 

School Paediatrics and Child Health


 FORMCHECKBOX 

School Women’s and Infants’ Health Labs

 FORMCHECKBOX 

Women and Infants Research Foundation

 FORMCHECKBOX 

Child and Adolescent Community Health

 FORMCHECKBOX 

Telethon Institute for Child Health Research

 FORMCHECKBOX 

OTHER





 FORMCHECKBOX 
 (e.g. PREM bank, WANDAS, Fertility Clinic)
(Please name in box below)                                                    Gynaecology, HSSD, DSU, MFAU
	



	WNHS 
RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form 


pharmacy form

Investigator’s name

Project title:



	1. Does this study require administration of “intellectual property”?     YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 

If so, will “intellectual property” be provided for the study’s duration? YES  FORMCHECKBOX 
    NO  FORMCHECKBOX 

   

	2. Will the study sponsor provide the study medication?                  YES  FORMCHECKBOX 
   NO FORMCHECKBOX 

If yes, who is the study sponsor?

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



	
	
	
	
	

	3. If not, will the study sponsor “pay” for use of local pharmacy stock”? 

                                                                                                             YES  FORMCHECKBOX 
   NO FORMCHECKBOX 



	
	
	
	
	

	4. Where will study medication be stored for the study’s duration?



	
	
	
	

	5. Will “additional” medication (other than study drug) require administration as per the protocol? List medication and medication costs.

	
	

	1.
	

	2.
	

	3.
	

	4.
	

	
	
	
	


HEAD OF PHARMACY or Delegate (must be named delegate) 
I have been notified of the resource implications to my department and approve of the specified study to be carried out using such resources. (A formal contract will be drawn up between the investigator and Pharmacy)

Name (please print): …………………………………………………………
Signed: ………………………………………………………………………..

Date:……………………………………………..


WNHS 
RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form for

Diagnostic imaging
	Investigator’s name:
	

	Project title:
	


	Diagnostic Tests:
	Number of patients
	Number of times to be carried out
	Total additional tests

	x-rays


	
	
	

	CT


	
	
	

	Ultrasound


	
	
	

	MRI


	
	
	

	Other


	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	HEAD OF DIAGNOSTIC IMAGING
I have been notified of the resource implications to my department and approve of the specified study to be carried out using the resources indicated above.

Name (please print):…………………………………………………………

head of 

Signed: ………………………………………………………………………..

Date:…………………………………………………………………………….



WNHS 
RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form 

pathwest clinical laboratory form

	1. Investigator’s name
	

	2. Project  title
	

	3. Will the study use Pathwest resources
	              YES     FORMCHECKBOX 
     NO  FORMCHECKBOX 


	4. Study start date and duration
	


	If yes, you will require a quotation from Pathwest for the cost of these services. Please provide a written protocol to Pathwest.  A minimum of 2 weeks is required for a quotation.  
No quotations will be given over the phone.

	
	
	
	

	5. Routine tests to be conducted at  WNHS.  Please provide sample numbers.

	
	

	1
	

	2.
	

	3.
	

	4.
	

	

	6. If these tests are not routinely conducted at WNHS, is it possible for the tests to be conducted, but would require an “additional” purchase of “kits” to perform the tests?



	

	Not practicable to conduct the required tests for the following reasons:



	

	7. Will specimen storage be required?  
	YES   FORMCHECKBOX 
  NO   FORMCHECKBOX 
   Anticipated number……….

	  8. Will additional tests be required for 

  re-admissions, adverse events etc? 
	YES   FORMCHECKBOX 
  NO   FORMCHECKBOX 
   Anticipated number……….

	

	If ‘YES’ to Q.7  please list the tests (to be completed by Principal Investigator)

…………………………………………………………………………………………………………
…………………………………………………………………………………………………………………
HEAD or named delegate of Clinical Laboratory

I have been notified of the resource implications to my department and approve of the specified study to be carried out using such resources.

Name (please print):……………………………………………………………………………

Signed: ………………………………………………………………………..

Date:……………………………………………..





 WNHS
RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form 


department / UNIT form (duplicate as needed)
	Investigator’s name:
	

	Project title:
	


	
	
	
	

	DEPARTMENT / UNIT NAME:
	

	3. Description of planned activities (e.g. recruitment of patients, collection of sample etc)



	4. Timing and duration of activities (e.g. frequency, time of day or week or year etc)


	5. Details of any Departmental staff/personnel to be involved in the study


	6. Access or security issues



	5. Any other relevant information:



	HEAD OF [  insert department name    ] Department or named delegate
I have been notified of the resource implications to my department and approve of the specified study to be carried out using the resources indicated above.

Name (please print):……………………………………………………………

Signed: ………………………………………………………………………..

Date:…………………………………………………………………………….





WNHS
RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form 


MEDICAL RECORDS form 

for Inpatient//Outpatient recruitment
	Investigator’s name:
	

	Project title:
	


	What is the estimated number of patients to be recruitment for this study? …………………



	7. What is the study duration? ……………………………

Commencement Date:  ……………………                 Conclusion Date: ……………………

	Are  Medical Records

needed for the study

Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 

(if yes, please complete the remainder of this table)
	Number of patients
	Number of times records will be retrieved
	Total number of medical record retrieval requests 

	
	
	
	

	3. Are there any anticipated resource implications for the Medical Record Department with this study? Resource implications could be factors such as large recruitment numbers or anything else resulting in a high number of medical record request rates. 

	1.
	

	2
	

	3.
	

	4. Are there any special requests from the Medical Record Department pertaining to this study?

YES   FORMCHECKBOX 
  NO     FORMCHECKBOX 
     If yes please list:

1.

2.

3.

4.




HEAD OF MEDICAL RECORDS
I have been notified of the resource implications to my department and approve the specified study to be carried out using the resources indicated above. 
Name (please print)……………………………………………….

Signed ……………………………………………..

Date:………………………………..


RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form for

inpatientS  
	Investigator’s name:
	

	Project title:
	


PLEASE CHECK APPROPRIATE BOXES THROUGHOUT THIS FORM (e.g. double left click on box)

Will the study use Inpatient/Ward resources?

YES   FORMCHECKBOX 

NO   FORMCHECKBOX 

Will the study potentially alter standard care in regard to: 

1. The procedures that will be performed.

YES   FORMCHECKBOX 

NO   FORMCHECKBOX 


2.  The number of Investigations requested. 

YES   FORMCHECKBOX 

NO   FORMCHECKBOX 


3. Will additional bed days be required?

YES   FORMCHECKBOX 

NO   FORMCHECKBOX 

	
	
	
	
	

	Type of procedures required:
	Number of patients

	
	

	
	

	
	

	
	

	I have been notified of the resource implications to my department and approve of the following study to be carried out using such resources.


Head of Department
I have been notified of the resource implications to my department and approve of the specified study to be carried out using the resources indicated above.

Name (please print):…………………………………………………………………………………………………

Signed: ………………………………………………………………………..

Date:…………………………………………………………………………….

WNHS 

RESEARCH ETHICS COMMITTEE / GOVERNANCE
Site Authorisation Form for

THEATRE

	Investigator’s name:
	

	Project title:
	

	Expected duration / commencement date
	

	Anticipated number of patients
	


	Description of intended activities/procedures, including frequency, timing, resource implications

	


Head of Theatre 
I have been notified of the resource implications to my department and approve of the specified study to be carried out using the resources indicated above.

Name (please print):…………………………………………………………
Signed: ………………………………………………………………………..

Date:…………………………………………………………………………….


WNHS Investigator Responsibilities: 

· I accept the legal and ethical responsibilities associated with this project.  I also undertake 

to ensure that all persons under my supervision involved in this project will also conduct the 
research in accordance with all such applicable legal requirements and ethical 
responsibilities.

· I certify that adequate indemnity insurance has been obtained to cover the personnel 
working 
on this project.

· I have read the Code of Practice for the use of Name-Identified Data (Section VII of the 



Application) see: http://www.nd.edu.au/research/hrec/docs/GUIDELINE_CPNID.pdf
·  I declare that I, and all researchers participating in this project, will abide by the terms of this 
Code.
· I make this application on the basis that it, and the information it contains, are confidential. 

	Name (please print):
	

	Signed:
	
	Date:
	


Section 5:  CCU Director  (Mandatory for all WNHS Departments) 
Clinical Service Unit (Please insert your CCU here):  ​​​____________________________________
	Name (please print):
	

	Signed:
	
	Date:
	

	Name (please print):
	

	Signed:
	
	Date:
	

	Name (please print):
	

	Signed:
	
	Date:
	


(add extra names if required)
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