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	ANNUAL REPORTING FORM 

(& RENEWAL APPLICATION)

	Date of this report
	

	HREC Reference #
	

	Project title
	

	Initial period of approval: 
	From:                     To:

	Expiry date of current approval period:
	To:

	Is HREC Approval Renewal required?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 No, not expired

	If yes, please state the reason you wish to extend HREC Approval & state the length of HREC approval sought:



	
	

	Brief synopsis of project and progress to date:


	

	Principal Investigator
	

	Associate Investigators
	

	Have all changes in the list of investigators been notified to the Ethics and Research Department (ERD)?
	 FORMCHECKBOX 
 YES

	
	 FORMCHECKBOX 
 NO → Attach a Change of Investigator Form

	Study contact name
	

	Has the study commenced1?
	 FORMCHECKBOX 
 NO – Estimated commencement date:

	
	 FORMCHECKBOX 
 YES – Commencement date:


1 the date the first subject record was accessed for the study or the first subject was approached for the study
	What is the current status of the study?
	 FORMCHECKBOX 
Abandoned → Do not complete this form. 
                                Instead, submit a completed Final Report Form

	
	 FORMCHECKBOX 
Completed →  Do not complete this form. 
                                Instead, submit a completed Final Report Form


	
	 FORMCHECKBOX 
Ongoing  
	Expected completion date:

	
	
	Is recruitment ongoing? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  
 FORMCHECKBOX 
 Not Applicable

	Total number of participants approved for recruitment (per the current approved protocol) at/by this site?  
	

	Total number of participants recruited at/by this site: 
	

	If recruitment has been less or more than expected, please provide explanation: 
(Please note: excessive (or slow) recruitment may require a modification to the protocol)



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

	Has the project been conducted in accordance with the approved protocol over the last 12 months?
	 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO 

	Have significant departures from the protocol been reported to the ERD?
If NO, please notify the ERD.
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  
 FORMCHECKBOX 
 NO  

	Have all modifications to the study been submitted to HREC for approval?
If NO, please notify the ERD.
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  


	Has informed consent been conducted in accordance with all the relevant stipulations of the RCH Procedure: Informed Consent in Research (including the following)?
· Always using the most recently approved version of the Participant/Parent Information Statement/Letter.
· Re-consenting participants/parents using updated versions of the participant/parent information, where necessary.

· Providing the participant/parent with a complete copy of the signed informed consent form.
	 FORMCHECKBOX 
 Not Applicable

 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  

	Are original signed consent forms available for all participants? 
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  

	Have you notified the ERD of all significant events (including complaints)?  
If NO, please attach reports.
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  

	FOR CLINICAL TRIALS ONLY: 
      FORMCHECKBOX 
 N/A
	Have you reported all SAEs occurring in RCH participants to HREC within 24 hours?
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  

	
	Have you reported all SUSARs occurring in RCH participants appropriately to the Therapeutic Goods Administration (TGA)?
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  

	

	Has an Independent safety data monitoring committee (SDMC) or equivalent considered interim results of the study in the last 12 months?

If YES, please summarise their recommendations in the comments section below, or attach their report.
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  


	Has all material to be shown to participants (including advertising and letters) been approved by HREC prior to use? 
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  

	Have all reimbursements or gifts to participants been approved by HREC?
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 YES  

 FORMCHECKBOX 
 NO  


	Are all members of the research team appropriately qualified, trained and familiar with the protocol for their delegated role in the study? If NO, please explain in comments section below.
	 FORMCHECKBOX 
 YES 
 FORMCHECKBOX 
 NO 




	Is the study being conducted in accordance with the ‘RCH Procedure – Investigators’ Responsibilities in Research’?
If NO, please explain in comments section below.
	 FORMCHECKBOX 
 YES 

 FORMCHECKBOX 
 NO


	Are all study documents (including electronic records) that contain subject data accessible only by authorised study team members?
If NO, please explain in comments section below.
	 FORMCHECKBOX 
 YES 

 FORMCHECKBOX 
 NO

	Are all study data and documents stored safely and regularly backed-up to prevent loss? If NO, please explain in comments section below.
	 FORMCHECKBOX 
 YES 

 FORMCHECKBOX 
 NO

	Does the documentation maintained for the study form a complete record of the study and permit evaluation of the conduct of the study and the quality of the data produced? 

If NO, please explain in comments section below.
	 FORMCHECKBOX 
 YES 

 FORMCHECKBOX 
 NO

	Are study documents up to date, accessible, clearly ordered and comprehensible? If NO, please explain in comments section below.
	 FORMCHECKBOX 
 YES 

 FORMCHECKBOX 
 NO


	Comments and other relevant information (include a summary of any issues with study progress):



	
	

	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:

	RENEWAL APPROVAL

	Signed:                                                                                                                    Date:
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