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PLEASE READ BEFORE COMPLETING REPORT:

If your study is NOT a Clinical Trial, please complete sections 1 to 13 and the Declaration.
If your study IS a Clinical Trial, please complete ALL sections.

Note:	The Chief/Qualified Investigator responsible for the research study must sign and date this annual report.

	HREC Project No.
	FULL Study Title: 



	
	



	Chief/Qualified Investigator:
	



	Research Coordinator name and email: 
	

	Name of Study Sponsor:
	



	UnitingCare Study sites:
	The Wesley Hospital (TWH)                                                                 ☐

	
	St Andrew’s War Memorial Hospital (STA)                                        ☐

	
	Buderim Private Hospital (BPH)                                                           ☐

	
	St Stephen’s Hospital  (STS)                                                                  ☐




	1. During the past year, for multi-site studies, was the project abandoned or terminated at another site?   Yes  ☐    No   ☐    There are no other sites ☐

Have participants at that site been informed that the project was abandoned or terminated? 
Yes  ☐   No   ☐

What was the reason that the study was abandoned / terminated?


	2. During the past year, at UnitingCare sites only, the following number of patients were:

TWH Enrolled:                  Withdrawn:     
STA Enrolled:                    Withdrawn:   
BPH Enrolled:                   Withdrawn:        
STS Enrolled:                    Withdrawn:                                                    

(If no patients were enrolled or withdrawn at a particular site, please enter “0” or “NIL”)


	3. Total number of patients which have been enrolled in the study, since its inception, at UnitingCare sites only (this includes number of patient records accessed if using retrospective data):
TWH:
STA:
BPH:
STS:		


	4. Is recruitment ongoing?	Yes  ☐	No	☐


	5. What is the expected closure date for this study?			DD/MM/YYYY


	6. Have there been any local serious adverse events in the past year?	Yes	☐	No	☐


	If yes, have they been reported to the HREC?       Yes  ☐        No  ☐    

If No, please explain why:


	7. Have there been any other safety events which have occurred in the past year which have not been reported to the HREC?  Yes  ☐        No  ☐    

If No, please explain why:


	8. Has the study been audited by an external body (eg TGA, FDA, study sponsor, ethics committee) at any time in the past year?  Yes  ☐        No  ☐  
  
If yes, please provide details.

Were there any major or serious findings in the audit report?  Yes  ☐        No  ☐    
Please provide details of these findings and describe corrective and preventative action (s) taken:


	9. Does every member of the research team hold a current Good Clinical Practice (GCP) training certificate?   Yes  ☐        No  ☐    
If not, please explain why not all research team members hold a current Good Clinical Practice (GCP) training certificate?   


	10. Does a Data Safety Monitoring Board review the progress of this research?              Yes ☐	 No ☐

If Yes, please attach a copy of the most recent DSMB report.

	

	11. Has there been any change to the protocol in the past year?	Yes	☐	No	☐


		If yes, current version No:	Date of  HREC approval:	


	12. In the past year has there been any change to the consent form?	Yes	☐	No	☐

		If yes, current version:

Date of  UnitingCare HREC approval:


	13. In the past year has there been any change to the Investigator Brochure?	Yes	☐	No	☐


		If yes, current version:

	Date of UnitingCare HREC approval:

	



IF YOUR STUDY IS NOT A CLINICAL TRIAL, YOU HAVE NOW FINISHED YOUR REPORT, PLEASE GO TO SIGNATURE BOX.

IF YOUR STUDY IS A CLINICAL TRIAL, PLEASE COMPLETE THE NEXT SECTION AS WELL:

FOR CLINICAL TRIALS:
	14. What is the name of the Clinical Trial?


	15. What is the Specialisation et neurology, oncology etc 

	16. What is the Clinical Trial phase? (I, II, III, IV)


	17.  How many UnitingCare staff are allocated to the Clinical Trial?


	18. Does your study require patients to be admitted - day or overnight or longer (to one of
our hospitals) for the purposes of the study?                                           Yes	☐	No☐

If “Yes”, how many participants have been admitted to one of the UnitingCare hospitals since the study began at one of our sites? 

# of participants who have been admitted to TWH:
# of participants who have been admitted to STA:
# of participants who have been admitted to BPH:
# of participants who have been admitted to STS:

	19. How many of the participants included in the recruitment numbers declared in above, identify as Aboriginal or Torres Strait Islander peoples?

TWH:
STA:
BPH:
STS:
(If no patients enrolled at a particular site, please enter “0” or “NIL”)




	Declaration 
I declare the information contained in this report to be true and correct





Chief/Qualified Investigator Name				Signature

Date:	




The UnitingCare Health Human Research Ethics Committee is constituted and operates in accordance with the National Health and Medical Research Council’s Statement on Human Experimentation and Supplementary Notes
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