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 Instructions for use:
· This form is used to seek confirmation from the UNSW Sponsor’s Delegate that UNSW will accept responsibility as the trial sponsor and agrees to the nominated sponsor responsibilities before commencing a clinical trial. 
	Section 1: Project Details

	Project Title
	

	Chief Investigator 
	

	Status of HREC Approval
	|_| Pending submission 
	HREC Approval/Reference Number

	
	|_| Under Review
	

	
	|_| Approved
	

	Approving HREC
	|_| UNSW HREC A
|_| UNSW HREC B


	
	|_| External HREC
	

	
	External HREC Name
	

	
	The HREC approval has been notified using the UNSW External Ethics Approval Process.
|_|N/A is pending approval or identification of an HREC.
|_| Yes
|_| No, following the submission following the UNSW External Ethics Approval Process webpage.

	Clinical Trial Protocol
	Indicate the protocol template used for the clinical trial. 
☐ Clinical Trial Protocol Template [ Medical Device]
☐ Clinical Trial Protocol Template [Medical Product]
☐ Clinical Trial Protocol Template [Health Interventions]
☐ Other:

If the UNSW protocol template is not being used, the research team must ensure that the following sections are added to the non-standard template
· Delegation of Duties
· Safety Monitoring 
· Protocol Deviation and Serious Breaches of Good Clinical Practice
· Participating Trial Sites
· Data Ownership
· Insurance 
· Monitoring

	Type of Research 
	Clinical Trial Research
	

	
	Investigational Medical Product or Device
|_| Investigational medical product (medicine)
|_| Investigational medical device

Phase of Trial
|_| Clinical trials drugs – Phase 0
|_| Clinical trials drugs – Phase I
|_| Clinical trials drugs – Phase II
|_| Clinical trials drugs – Phase III
|_| Clinical trials drugs – Phase IV

Health Intervention 
|_| Psychological intervention
|_| Psychiatric intervention
|_| Surgical intervention

	
Section 2: Insurance 

	Type of Insurance Cover
	UNSW Clinical Trial Insurance confirmed?

	|_| Yes
|_| No. Complete the Clinical Trials Insurance Spreadsheet and email to financehelp@unsw.edu.au and attach the submission email. 

	
	Describe any other insurance arrangements if applicable. 
	

	Declaration by the Chief Investigator

	Chief Investigator Name
	

	|_| The information provided in the form is true and accurate. 


	Declaration by the person submitting the form:
(Only complete if different from the Chief Investigator)

	Name
	
	

	Role in the research
	
	

	|_| The Chief Investigator has reviewed and approved the information provided in the form and the clinical trial protocol.
|_| The information provided in the form and the clinical trial protocol are true and accurate. 


	 List all attachments included with this submission including the protocol and its version, Certificates of Currency and HREC approval letters:




Submission Instructions:
· Send all documents to clinicaltrials@unsw.edu.au using a UNSW email address. 
· If a person other than the Chief Investigator is submitting, the Chief Investigator must be copied in on the submission email.
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