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Tasmania Health and Medical HREC

Application Form - Prior Approval from an NHMRC registered HREC

For researchers who are participating in a research project that already has approval from a fully constituted Australian ethics committee, there is no need to complete an HREC (Tasmania) Network application.  Please complete this document and attach the original ethics application, final approval letter and other documents as indicated.

An electronic version of this Prior Approval form and attachments must be emailed to Adele.Kay@utas.edu.au 

A signed hard copy should be mailed to Human Research Ethics, Pte Bag 1, Sandy Bay 7001
If you have any questions please call 6226 1956

	[bookmark: _Toc84758614][bookmark: _Toc84758994][bookmark: _Toc84758192]1. TITLE OF APPROVED INVESTIGATION

	Please be concise but specific.  Titles should be consistent with those used on any external funding application.
                                                                                                                                                                              

	Name of HREC that has approved the Research:
	

	Date of Approval:
	




	2. APPLICANTS
All applicants must sign the form 

	Chief Investigator/Supervisor:
	Name:                                                                                                     

	Position:
	                                                                                                             

	Phone:
	Work:                                                 Mobile:                                            

	Email:
	                                                                                                             

	Utas Investigator Name:
	Name:                                                                                                     

	Position:
	                                                                                                             

	Phone:
	Work:                                                 Mobile:                                            

	Email:
	                                                                                                             

	Other Investigator:
	Name:                                                                                                     

	Position:
	                                                                                                             

	Phone:
	Work:                                                 Mobile:                                            

	Email:
	                                                                                                             




	UTas Student Investigator Details (If applicable)

	Student Name
	Student ID No.
	Date of birth
	Honours, PhD etc.

	                                     
	                                     
	                                     
	                                     

	Student email address:                                                
	Phone:                            
	Mobile:                            



	Student Name
	Student ID No.
	Date of birth
	Honours, PhD etc.

	                                     
	                                     
	                                     
	                                     

	Student email address:                                                
	Phone:                            
	Mobile:                            



	Student Name
	Student ID No.
	Date of birth
	Honours, PhD etc.

	                                     
	                                     
	                                     
	                                     

	Student email address:                                                
	Phone:                            
	Mobile:                            



	3. BRIEF OUTLINE OF PROJECT

	[bookmark: Text2]Aims: 
Please give a concise description of the main objectives and/or hypothesis of the study.


                                                                                                                                                                              


	[bookmark: Text3]Justification: 
Explain why this particular study is worth doing; and the main advantages to be gained from it.




                                                                                                                                                                              

	Period of investigation:
Please give expected commencement and completion dates of the investigation.

	Commencement date:
	[bookmark: Text4]     
	Completion date:
	[bookmark: Text5]     



	4. FUNDING  
Under the National Statement (2.2.6) a researcher must disclose:
· the amount and sources or potential sources of funding for the research; and
· financial or other relevant declarations of interest of researchers, sponsors or institutions

	[bookmark: Check17]Do the investigators have any financial interest in this project? No   |_|  Yes   |_|

	If this Application relates to a Grant(s) and/or Consultancies, please indicate the title and Number relating to it:

	Funding Body:                                                                                                   
	[bookmark: Text13]Amount:                        

	Funding Body:                                                                                                    
	Amount:                        

	If no external funding has been obtained, please indicate how any costs of research will be met:
                                                                                                                                                                              



	5. PROCEDURES

	Researchers should explain how the investigators intend to conduct the study including the methodological approach, the specific procedures employed and the methods of analysis of data.  This should be consistent with the aims of the project.
Please provide detailed procedures:
                                                                                                                                                                              

	Where is this project to be conducted?  Researchers should attach a letter of agreement/support to participate from any organisation or department whose resources will be accessed as part of this project.
                                                                                                                                                                              



	6. DATA

	A. Collection, use or disclosure of personal information

	Does the proposed research involve the collection, use or disclosure of personal information (including medical records) held by a Commonwealth or State agency, or an organisation in the private sector?

	[bookmark: Check18]|_| Yes
	If yes, please complete & submit the Privacy Form along with your application.

	|_| No
	

	B. Storage

	All raw data (including blood and/or tissue)  must be held by the responsible institution (i.e. UTas, DHHS, AMC) for a period of at least five (5) years from the date of the first publication (This includes the publication of the thesis).  The data may be kept for longer than five (5) years.

	Where will the data be kept?
                                                                                                                                                                              

	How will the data be kept secure?
                                                                                                                                                                              

	How and when will the data be destroyed?
                                                                                                                                                                              



	7. INFORMED CONSENT

	Chapter 2.2 of the National Statement provides guidelines on the requirements for consent in human research. With few exceptions, participation must be voluntary and based on sufficient information and an adequate understanding of the proposed research. In general, an information sheet and consent form is used to provide potential participants with necessary information about study and to obtain their consent should they choose to participate. 

	A.         Waiver of consent

	Will consent be obtained from participants prior to their involvement or the use of their data (including medical records, tissues etc) in the proposed research? 

	|_| Yes
	If yes, complete Parts 7B & 7C.

	|_| No
	If no, please answer the following questions. 

This application must then be reviewed by the full Health & Medical HREC in accordance with 2.3.5 of the National Statement. 

	
	

	Why do the benefits of the research justify any risks of harm associated with not seeking consent? (National Statement 2.3.6(b))

	                                                                                                                                                                              

	Why is it impracticable to obtain consent? (National Statement 2.3.6(c))

	                                                                                                                                                                              

	Is there any reason for thinking that participants would not consent if they were asked? (National Statement 2.3.6(d)) 

	                                                                                                                                                                              

	Will the results of the research have significance for the participants’ welfare?

	|_| Yes
	If yes, how will the information arising from the research be made available to the participants? (National Statement 2.3.6(g))

	|_| No
	                                                                                                                                                                              

	B.         Information Sheet

	How will potential participants be informed about the purpose, methods, demands, risks and potential benefits of the proposed research prior to deciding to participate? (please refer to 2.2.2 & 2.2.6 of the National Statement for a list of information to be communicated to participants)

	|_| Information Sheet – Please attach to the application

	|_| Other – Please describe:                                                                                                                                                                               

	C.         Consent Form

	How will participants provide consent for participating in the proposed research? 

	|_| Consent Form – Please attach to the application

	|_| Other – Please describe:                                                                                                                                                                               



	8. APPROVALS FROM OTHER DEPARTMENTS/INSTITUTIONS

	Does this project need the approval of any institution other than the University of Tasmania and/or the Department of Health and Human Services (i.e. Department of Education, particular wards in hospitals, prisons, government institutions, or businesses)?
If ‘YES’, Please indicate below what Institutions are involved and what the status of the Approval.
No   |_|  Yes   |_| (please detail):  
              Name of Other Institution(s):                                                  Status:                                           

	Does this project need the approval of any other HREC other than that which has already approved it?
If ‘YES’, Please indicate below which HREC and the status of the application.
	No   |_|  Yes   |_| (please detail):  
Other HREC(s):                                                  
Status:                                                              



	9.  DECLARATIONS



	The Head of School or the Head of Department is required to certify that:
· He or she is familiar with this project and endorses its undertaking;
· The resources required to undertake this project are available;
· The researchers have the skill and expertise to undertake this project appropriately or will undergo appropriate training as specified in this application.
If the Head of School/Department is one of the investigators, this statement must be signed by an appropriate person. This will normally be the Head of School/Department in a related area or by the Dean.

	Name
	                                                                                                                    

	Position 
	                                                                                                                    

	Signature
	

	Date
	                                




	Conformity with NHMRC Guidelines 
The Chief Investigator is required to sign the following statement:
I have read and understood the National Statement on Ethical Conduct in Human Research 2007 and the Australian Code of Conduct for Responsible Research 2007. I accept that I, as Chief Investigator, am responsible for ensuring that the investigation proposed in this form is conducted fully within the conditions laid down in the National Statement and any other conditions specified by the HREC.

	Name of chief investigator
	                                                                                                                    

	Signature
	

	Date
	                                



	Signatures of Other Investigators 
The other investigators should sign to acknowledge their involvement in the project and to accept the role of the Chief Investigator.

	(Name)
                                
	(Signature)
	(Date)
                                

	(Name)
                                
	(Signature)
	(Date)
                                

	(Name)
                                
	(Signature)
	(Date)
                                





	CHECKLIST 

	Please ensure that the following documents are included with your application:

	Copy of the Approved Application (Final version)
	[bookmark: Check8]|_|

	Copy of the final approval letter from HREC
	|_|

	Approved Information sheet/s (if not attached ensure you have explained why in Section 11)
	|_|

	Approved Consent form/s (if not attached ensure you have explained why in Section 12)
	[bookmark: Check9]|_|

	Approved Questionnaires (if applicable)
	[bookmark: Check10]|_|

	Approved Interview schedules (if applicable)
	[bookmark: Check11]|_|

	A copy of any permissions obtained i.e. Department of Education, Other HREC, Other Institutions (if applicable)
	[bookmark: Check12]|_|

	All documents relevant to the study, including all information provided to subjects. 
	[bookmark: Check13]|_|

	Approved Telephone Preambles (if applicable)
	[bookmark: Check14]|_|

	Approved Recruitment Advertisements (if applicable)
	[bookmark: Check15]|_|

	Approved Email Contents (if applicable)
	[bookmark: Check16]|_|

	Have all investigators signed the form?
	|_|
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