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Annual Review Form
UNIVERSITY HEALTH NETWORK

RESEARCH ETHICS BOARD
	The Notice of Late Submission of the Annual Review Form must accompany this form if submitted less than two weeks before the expiry date or after the expiry date of the study.


	Principal Investigator (UHN): 

	UHN REB Number:     
	Expiry Date of REB Approval: 
	     
(DD/MMM/YYYY)

	Full Study Title: 


Review type requested: 
 FORMCHECKBOX 
 Delegated

 FORMCHECKBOX 
 Full Board    
If Full Board is requested, please explain:         

 FORMTEXT 

STUDY ENROLMENT STATUS
	 FORMCHECKBOX 

	No enrolment to date at UHN.              

Reason for no enrolment:      
For multicentre studies, have any participants been enrolled at other centres?     

	 FORMCHECKBOX 

	Enrolling participants at UHN.

	 FORMCHECKBOX 

	Enrolment complete but study is ongoing at UHN (i.e. participants receiving intervention, data collection).

	 FORMCHECKBOX 

	Intervention & follow-up complete for all UHN participants; however, data clarification and/or data transfer ongoing.


	If the study has been completed or needs to be terminated prematurely please complete the Study Termination Form instead.


SUMMARY OF PARTICIPANTS AT UHN ONLY

Retrospective Chart Review and Tissue Studies  FORMCHECKBOX 
N/A
	      
	Number of charts reviewed to determine eligibility 

	     
	Number of participants included in retrospective chart review study

	     
	Number of tissue samples utilized during the study


 Prospective Studies  FORMCHECKBOX 
N/A
	      
	Number of charts reviewed for recruitment purposes to determine eligibility 

	     
	Total number of participants approved by the UHN REB to be enrolled 

	     
	Number of participants consented 

	
	Note: Each participant should be entered below only once so that the sum of the numbers below should be equal to the number of participants consented.

	
	     
	Number of participants consented but did not meet inclusion criteria

	
	     
	Number of participants consented but have not yet started the study procedures

	
	     
	Number of participants who have withdrawn their consent from participation

	
	     
	Number of participants receiving study intervention (e.g. study drug, questionnaires, tests, or procedures done for study purposes)

	
	     
	Number of participants in post-intervention follow-up 

	
	     
	Number of participants that have completed the study (including completed follow up and/or withdrawn by PI) and no further contact for study purposes is planned


STUDY SUMMARY

1. Please provide a brief summary of the progress of the study to date (i.e., recruitment issues, preliminary findings).

     
2. Is there any new information in the literature or from other recent studies that would change the rationale or risk/benefit ratio for this study (e.g., changes in standard of care, new information about side effects, approval of another drug for this indication, etc)?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


Describe:     
3. If any participants have been withdrawn from the study prematurely or have withdrawn consent provide the reasons for participant withdrawal. 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


Describe:     
4. Have there been any participant complaints or feedback about the research?  If yes, please describe. 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


Describe:     
5.  Serious Adverse Events  FORMCHECKBOX 
 No SAEs
a) Briefly, summarize all internal serious adverse events (SAEs) since the last approval, the action taken in response to the SAEs, and any resulting changes in procedures to detect such SAEs.

     
b) In the opinion of the Principal Investigator, is there a trend in the internal SAEs? If so, identify.

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes



Describe:     
c) Have there been any deaths related to, or not to the study intervention?
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes



Describe:     
d) Has there been a change in the frequency and/or severity of adverse events that would result in a change to the protocol or consent form? 
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes
If an amendment has not been submitted, please complete and attach an Amendment Form.
6. Have there been any reports from the data safety monitoring committee?  FORMCHECKBOX 
 No DSMB

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

If not yet submitted, please include the most recent report(s).

7. Since the last renewal, has there been any change in the Conflict of Interest information provided to the REB for Investigators involved in this study?  


 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


Describe:     
8. Please provide the current contact information. The UHN REB database uses the UHN research directory to collect contact information, please make sure to keep it current.
Principal Investigator
	Address:
	     

	Telephone: 
	     

	Fax:
	     

	Email address:
	     


Study Coordinator / Alternate Contact
	Address:
	     

	Telephone: 
	     

	Fax:
	     

	Email address:
	     


PRINCIPAL INVESTIGATOR'S SIGNATURE

I confirm that I have reviewed any adverse events, if applicable, in a timely fashion during the course of the study and these have been reported to the REB.  All revisions to the study protocol and consent form have been submitted.  I am not aware of any new information that may affect the continuation of the study or require change in the study protocol.  

_____________________    
________________________    
_________________
Print Name     
Signature         
Date (DD/MMM/YYYY)

Reminder: All changes to the study protocol, consent form(s) and all other study related documents must be submitted for REB review and approval prior to implementation.
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