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Annual Review Report

Annual Review Report 

Complete All Sections of this Report

Submitted Report must be typed 

	DATE
	     


Approval for this study expires on:       
Report is Due:       
	Study Title:
	     

	Study ID:
	     
	RRB ID:
	     


	Doctor’s Name:
	     

	Name of Research Facility:
	     

	Complete Site Address
	     


	Section A    Study Information


	Date of Study Commencement:

(Date first subject signed consent)
	     

	Anticipated Date of Study Completion
	     


	Section B     Study Subject Information


	Number of Subjects who signed consent. 
	     
	
	Number of Subjects successfully screened and enrolled
	      
	
	Number withdrawn or dropped out in previous years
	     

	Number w/drawn, or dropped out in this report year
	     
	
	Number of Subjects who have completed the study.
	     
	
	Number of current participants
	     


Provide the reason(s) the Subjects referenced above have withdrawn or dropped out of this study in the past year:
	Subject Number
	Reasons Subject withdrew or was withdrawn from the study

	     
	     

	     
	     

	     
	     

	     
	     


	Section C     Serious Adverse Event Information


Has your research site had Serious Adverse Events (SAE) since the last annual review or (if the study has not been active for a full year) since the commencement of this study?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If Yes complete the chart below.  

If there have been more than 3 SAEs please add an additional page to this document with details.

	Subject Number
	Date of SAE
	Date Site aware of SAE
	Date SAE reported to RRB
	Description of SAE   (state if the report is an initial report or a follow-up report)
	Comments on Subject Status

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


	Section D     Protocol Deviation Information


Have any Protocol Deviations occurred at your research site which jeopardize the patient’s welfare that have not been reported since the last annual review or (if this study has not been active for a full year) since the commencement of this study?     



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No 

If Yes, report deviation(s) in the box below or complete a separate Protocol Deviations & Violations/ Unanticipated Problems Reporting Form, and attach to this report.
	     


	Section E    Additional Comments (if any)


	     


	Section F      Signatures


I certify that this study has been conducted according to the approved protocol and consent form; that neither the public health system nor private payers have been billed for any study costs to be paid by the Sponsor and to the best of my knowledge, the above information is accurate and complete. 

	Name of Person Completing this Report:
	     

	Printed Name of Principal / Qualified Investigator:
	     

	Signature of Principal / Qualified Investigator:
	

	Date:
	     


1
Effective January 1, 2012
2
Effective January 1, 2012

