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	FINAL REPORTING FORM

	

	Date of this report
	

	HREC Reference #
	

	Project title
	

	HREC Approval expiry date
	

	Principal Investigator
	

	Study Contact
	

	
	

	Brief synopsis of project
	

	

	What is the current status of the study?

	 FORMCHECKBOX 
 Completed                                        Date completed:
Please note: A Final Report must not be submitted until a project is complete and the results have been analysed. 

A lay summary of results and a thank you letter should be submitted with (or prior to) the final report, for approval before sending to participants.

	 FORMCHECKBOX 
  Abandoned following study commencement (i.e. data collection, patient recruitment)
Date abandoned:

Reason for decision to abandon study:

Please note: A lay summary of results and a thank you letter should be submitted with (or prior to) the final report, for approval before sending to participants.


	 FORMCHECKBOX 
 Not commenced; reason why:
If the study was never commenced, leave the remaining sections of this form blank and submit this report (signed and dated by the Principal Investigator).

	Target number of participants approved for recruitment at/by this site (as per approved protocol)?  
	

	Total number of participants recruited at/by this site: 
	

	If the recruitment target was exceeded or not achieved, please provide explanation: 



	Current protocol version number and date (e.g. version 2 dated 1 Jan 09):
	

	

	Have significant departures from the protocol been reported to the ERD?
If NO, please attach reports.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A

	

	Have you notified the ERD of all significant events
If NO, please attach reports.
	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A


	

	FOR CLINICAL TRIALS ONLY: 

 FORMCHECKBOX 
N/A
	Have you reported all SAEs occurring in RCH participants to HREC within 24 hours?
	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO   FORMCHECKBOX 
 N/A

	
	Have you reported all SUSARs occurring in RCH participants appropriately to the TGA?
	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A

	Has an Independent Safety Data Monitoring Committee, or equivalent, considered interim results of the study?

If YES, please attach their report or a summary of recommendations.

	
	


	What were the major outcomes of the project?  Was the theory/hypothesis proven correct? 


	Will these outcomes have a cross-disciplinary impact? 


	Has, or will, this study lead to changes in practice and/or further research?



	Do you intend to apply for a grant to undertake related or further research in this field?



	Do you anticipate writing up your research in a journal?   If you do not intend to write up the research, please indicate why.



	The RCH HREC would be grateful to receive a copy of any publications arising from this research, once available. 
(If your research has not been published at this time, please e-mail the publication to rch.ethics@rch.org.au when available)
	Publication/s Attached? 

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO  


	Does the documentation maintained for the study form a complete record of the study, to the extent that it could permit evaluation of the conduct of the study and the quality of the data produced?
	 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO  

	If NO, please explain:

	

	Has the project been appropriately archived?
	 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO  

	Please provide details regarding documents archived, storage arrangements and access:

	

	Have samples and specimens collected for the study been stored and/or destroyed in accordance with the approved protocol?
	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO   FORMCHECKBOX 
 N/A

	If NO, please explain:


	Comments and other relevant information:



	
	

	Signature
	Date


Please submit hard copy with signature OR an electronic copy signed (or emailed) by the PI to rch.ethics@rch.org.au
	OFFICE USE ONLY 

	Follow-up action required?   

 FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES (see below). Resolution date:     
 FORMCHECKBOX 
 This is an amended report  (original received on:_____________)

	Comments:

	Name:                                                                                                                    Date:
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