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McGill University Health Centre

Research Ethics Board

- Application for Continuing Review -
1.
Research Identification
Study Title:

     

MUHC Study Code:       Sponsor Protocol Number:       (as applicable)

Previous REB Review: DD/MM/YYYY
Approval expiration: DD/MM/YYYY
Please answer all questions and check all that apply -
· This symbol requires you to take note of the information.

· This symbol indicates that a supplementary document may be required to complete the review.

2.
Research Personnel                                                              

Principal Investigator:       Study Coordinator:      
· A change of Investigator requires a Study Amendment, Sponsor’s permission and REB approval for the Amendment.  Use Annex A to report changes in the Research Personnel to the REB.
3.
Current Study Status

 FORMCHECKBOX 
  Active


No subjects have been recruited to the study yet.
 FORMCHECKBOX 
  Active


Subjects continue to be recruited to the study.
 FORMCHECKBOX 
  On Hold


Recruitment is interrupted to conduct interim data analysis.
 FORMCHECKBOX 
  On Hold


Discontinuance issued by Health Canada, or Clinical Hold by FDA.
 FORMCHECKBOX 
  On Hold


Status issued by the REB.

 FORMCHECKBOX 
  On Hold


Issued by investigator, sponsor or research cooperative group.
 FORMCHECKBOX 
  Closed to Recruitment
Recruitment is complete and subjects are receiving active treatment.
 FORMCHECKBOX 
  Closed to Recruitment
Recruitment is complete and subjects are in long-term follow-up.
 FORMCHECKBOX 
  Closed to Recruitment
Study is permanently closed to recruitment, data is in final analysis.

4.
Subject Reporting
a) 
Does study approval include legally incompetent adult or child subjects?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
b)
What number of subjects are projected for enrollment at the MUHC?
                
c)  
Report on MUHC study enrollment since:
Previous Review
Study Initiation

Total number of MUHC subjects enrolled:
     
     

   

Number of minor children enrolled: 
     
     

   

Number of incompetent adults enrolled:
     
     

   

Number of subjects who completed the study:
     
     

   

Number of subjects who withdrew voluntarily:
     
     

      


Number of subjects withdrawn for safety reasons:
     
     

      


Number of subject deaths “on-study”: 
     
     

   
· If a subject(s) was withdrawn, or withdrew voluntarily from the study, please append a summary to provide the explanation for each withdrawal.  A subject considered as “lost to follow up” is reported at “Number of subjects who withdrew voluntarily”.

d) Has any breach of confidentiality or intrusion of privacy occurred on study?  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  
· If Yes, please append new or previous correspondence to REB. 

e)  Were any complaints about the study brought to investigator’s attention?  
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No    

· If Yes, append a report describing the issue(s) or refer to previous report to REB.

5.
Free and Informed Consent
a) Has new information emerged since the previous review that might influence a subject’s willingness to continue as a volunteer in the research?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  
If Yes, please comment or refer to previous correspondence to REB.     
     
b)
Has the risk/benefit evaluation changed since the previous review?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  
If Yes, please comment or refer to previous correspondence to REB.  

     
c) What is the date of the consent document in current use?       

d) What is the date of the assent document in current use?      
 FORMCHECKBOX 
 N/A  
· Please append the current consent and assent documents or revised document versions with modifications highlighted for REB review.  Revised versions in both English and French must be submitted before the revised consent and assent documents will be approved.

6.
Study Progress
a) Please provide the version and date of the research protocol in current use:

Version:       Date:              
b) Since previous review was a change made to the study recruitment strategy? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, please comment or refer to previous correspondence to REB.
     
c)
Please summarize any multi-centre trial report, recent literature, interim findings and/or study modifications since the last review.  (Append additional document as necessary)
     
d) Has an unreported protocol revision occurred since previous review? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· If Yes, please append the information using the “Protocol Violation Report”.  
e) Has an unreported protocol violation occurred since previous review? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· If Yes, please append the information using the “Protocol Violation Report”.  
7.
Finances and Resources
· A change in resource utilization or to a condition of financial support in the existing Study Agreement must be approved by REB, and by Office of Clinical Contracts (OCC) prior to implementing the change.  Contact OCC concerning every change to the Study Agreement.
a)
Was there any change in a financial arrangement?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No     
· If Yes, forward the information to the REB and OCC (if not already done).     
b)
Did any change occur that could have impact on resource utilization? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· If Yes, please append Director of Professional Services authorization for the change.     
8.
Safety Reporting 
a) If the study is clinical trial with a therapeutic component was a “Confirmation of Participation in Research” form filed in the Medical Record of each subject?   
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 N/A
b)
Were all serious adverse events involving MUHC subjects that occurred since the previous REB review reported to the REB?   
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 N/A
If No, please explain:
     
c)
Were all “serious and unexpected” adverse events involving non-MUHC subjects received since the previous REB review reported to the REB? 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 N/A
If No, please explain:
     
d) Were any “serious and expected” adverse events reported in greater frequency (trend) than expected by the sponsor?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 N/A  

· If Yes, please append correspondence with details of the unanticipated frequency.
e) Does a Safety Committee (DSC or DSMB) oversee the study? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, what is the date of the most recent summary report?      
If Yes, was the most recent Summary Report submitted to the REB?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


· Please append all Safety Committee Summary Reports occurring since the previous review. 

f) Did any study amendment require review and authorization by the Radiation Protection Service (RPS) or by the Institutional Biosafety Committee (IBC)?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· If Yes, submit the corresponding RPS or IBC authorization document(s).

9.
Authorizing Signature 

Signature below certifies that:  (original ink signature is required; no stamps or "as per" signature)


As Principal Investigator (Qualified Investigator), I will continue to comply with all relevant regulations and guidelines governing the conduct of research involving human subjects and with the requirements of the REB.  I understand that the research study or any change to it cannot be carried out without appropriate written REB approval. 
· The appropriate REB-approved consent document was signed by each research subject, parent, tutor, curator or mandatary.  A copy of the signed consent document was offered to each subject. If the study is research with a therapeutic component, a copy was filed in the medical record of each research subject.  

· Each signed original consent document is on file in a secure location.  

· If the study is a clinical trial with a therapeutic component a “Confirmation of Participation in Research” form, and the study’s “Executive Summary” was forwarded for inclusion in the medical record of each research subject.

· If the study is a clinical trial with a therapeutic component, a “wallet card” with emergency information was given to each research subject.  For a legally incompetent adult or child subject, the card was given to the person signing on behalf of the study subject.

· If the study is a clinical trial with a therapeutic component, certain nominal information concerning the subject’s participation was included in the Research Subjects Registry held confidentially by the Investigator, and retained for the length of time required by regulations.

I have reviewed the content of this report, and assure the REB of its accuracy.

Signature:   





Date:   





Please Note:  The last page of this Application is for Research Ethics Board “optional use” only.  
McGill University Health Centre

Research Ethics Board

Application for Continuing Review
Study Title:

     
MUHC Study Code:       Sponsor Protocol Number:       (as applicable)

Principal Investigator (Qualified Investigator):      
MUHC/McGill Department or Division:      
On behalf of the  

    

  Research Ethics Board (REB), I confirm that the 

study identified above was reviewed for continuing ethical acceptability on:   
/
/









    
            
      Day
   Month
    Year

And

· the following decision was authorized by the REB: 
 FORMCHECKBOX 
  Approval









 FORMCHECKBOX 
  Approval with Conditions









 FORMCHECKBOX 
  Continuing Review tabled









 FORMCHECKBOX 
  Approval disallowed









 FORMCHECKBOX 
  Other:   






· the decision was provided following:

 FORMCHECKBOX 
 Full Board Review
 FORMCHECKBOX 
 Expedited Review
· the duration of REB approval is provided for (number) :   

  months   or
  FORMCHECKBOX 
 N/A


Name: 






REB position: 

   


Signature: 






Signed on: 





REB approval following Continuing Review may be authorized on this page or by REB 
correspondence signed by the REB Chair.
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