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HUMAN RESEARCH ETHICS COMMITTEE 

RESEARCHER ANNUAL/FINAL REPORT
	Project No:    HRE     
Project Title:         
Principal Investigator:        
Name of Student Investigator:       
What is the current approved end date?         
Please indicate the type of report:

ANNUAL REPORT   FORMCHECKBOX 


FINAL REPORT   FORMCHECKBOX 
 
 


HREC Application Approval Details

	Select the Committee that approved your ethics application:

	Victoria University Human Research Ethics Committee 
	 FORMCHECKBOX 


	Low Risk Human Research Ethics Committee
	 FORMCHECKBOX 



	A. Has the project commenced?

B. Has data collection commenced?

C. Is data collection complete?

	  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
   Yes

  FORMCHECKBOX 
   Yes
	   FORMCHECKBOX 
  No

    FORMCHECKBOX 
  No

    FORMCHECKBOX 
  No
	 FORMCHECKBOX 
 Abandoned
   

	D. Date data collection was completed:      

	E. If the approval was subject to certain conditions, have these conditions been met?  (If not, please give details - question 2)
	  FORMCHECKBOX 
   Yes
	    FORMCHECKBOX 
  No
	

	F. Data Analysis
	  FORMCHECKBOX 
 None                  
	  FORMCHECKBOX 
 Proceeding      
	 FORMCHECKBOX 
 Complete

	G. Have ethical problems been encountered in the following areas?

Study Design

Recruitment of Subjects

Finance

Facilities, equipment

(If yes, please give details – question 3)
	  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
  Yes
	   FORMCHECKBOX 
  No

   FORMCHECKBOX 
  No

   FORMCHECKBOX 
  No

   FORMCHECKBOX 
  No
	


	H. a. Has an approved protocol been modified?  

b. Have all modifications been notified to the Committee (question 4)
	  FORMCHECKBOX 
  Yes
  FORMCHECKBOX 
  Yes
	   FORMCHECKBOX 
  No

   FORMCHECKBOX 
  No
	

	I. Have participants withdrawn? (question 5)                                                 
	  FORMCHECKBOX 
  Yes
	   FORMCHECKBOX 
  No
	

	J. a) Have all participants signed consent forms

b) Are signed consent forms available for inspection?
	    FORMCHECKBOX 
  Yes

    FORMCHECKBOX 
  Yes
	     FORMCHECKBOX 
  No

     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
  N/A

	K.
Has the thesis been completed? &/or has a report been published in a Refereed Journal?                               
	   FORMCHECKBOX 
  Yes
	    FORMCHECKBOX 
  No
	

	L.
Has approval expired?

If Yes, do you require an extension? (please give reasons – question 6) 

       Until when?      
	   FORMCHECKBOX 
  Yes

   FORMCHECKBOX 
  Yes


	   FORMCHECKBOX 
  No

   FORMCHECKBOX 
  No


	

	M.
a. Have there been any adverse events? (question 7)
b. Have there been any negative unpublished results?
	  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  No
	

	N.     a. Have research data and records been managed in line with relevant  legislation and/or policy (If no, please give reasons – question 8)

b. Has there been a security breach of research data and records? (If yes, please provide details  – question 7) 


	  FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  No
	

	O.
Any other comments (question 9)
	
	
	


1.  Give a brief statement on progress to date (maximum 200 words in length).  Please include:

· summary of findings to date

· details of any publications accepted or in press

· details of any presentations given

· whether participants involved in the study have been informed of the results

         
2.  If the conditions for approval were not met (question E), please give reasons.
          
3.  Please summarise any problems encountered in the ethical conduct, study design, recruitment, finance or 
      equipment (from question G).

     
4.    If you require amendments to your approved application that have not yet been notified to the Committee, please indicate below (from question H).
Note that if you require amendments to your protocol, you MUST apply separately to the Chair (eg change in investigators, change to survey or method of data collection). For amendments please email researchethics@vu.edu.au. Include the HRE number in the subject line, outline your reason for requesting the amendment, and which items in the application would need to have flags placed against them so you can make your amendment.
     
5.  If subjects have withdrawn from the project (question I), please give reasons.



          
6.  If you require an extension (question L), please give reasons and the updated project end date required.


          
7.  Please give details of any adverse events (from questions M or N).

          
8.  Please give details of any noncompliance or breaches regarding the management of research data and records. 
          
9.  Any other comments

          
I confirm that this project is being conducted as originally approved by Victoria University’s HREC (and subject to any changes subsequently approved) and that all adverse events are reported to the Committee according to the Committee’s guidelines for reporting of adverse events and the NHMRC National Statement on Ethical Conduct in Research Involving Humans (2018).

SIGNATURE of Primary CI:                                                   
  DATE:         
 TITLE:         FIRST NAME:               

LAST NAME:        
FACULTY/CENTRE/INSTITUTE:                                

TELEPHONE:                         MOBILE NUMBER:        
VU EMAIL ADDRESS:       
Please complete and return to the Ethics Secretary, Victoria University Human Research Ethics Committee via email at:

researchethics@vu.edu.au.
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