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Research Ethics Board

- Revision to an Approved Study -
1.
Research Identification

Study Title:

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

Principal Investigator:       Study Coordinator:      
· When this symbol appears in the application, a supplementary document is required.

2.
Description of the Revision


Study revision date:       Study revision code:      
a)
Which level of change would the proposed revision introduce to the study:

 FORMCHECKBOX 
 Amendment/Study Modification

 FORMCHECKBOX 
 Administrative/Editorial Correction


· Please attach the formal Study Amendment or Editorial Correction(s).

b)
Indicate all study features that would be modified by the proposed revision:

 FORMCHECKBOX 
 Study objective(s)
 FORMCHECKBOX 
 Study methodology
 FORMCHECKBOX 
 Study procedure or observation
 FORMCHECKBOX 
 Study test or evaluation 
 FORMCHECKBOX 
 Consent or Assent procedure
 FORMCHECKBOX 
 Safety monitoring

 FORMCHECKBOX 
 Risk/benefit analysis
 FORMCHECKBOX 
 Statistical analysis or sample size

 FORMCHECKBOX 
 Study population or entry criteria
 FORMCHECKBOX 
 Use of study specimens or data
 FORMCHECKBOX 
 Study duration or long-term follow up
 FORMCHECKBOX 
 Study publicity
 FORMCHECKBOX 
 Contract or financial obligation
 FORMCHECKBOX 
 Personnel or resource utilization
 FORMCHECKBOX 
 Other (specify): 
c)
Briefly describe the rationale and justification for the proposed revision.

     
3.
Purpose of the Revision


a) Does the proposed revision change the study personnel?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

· If Yes, identify the change(s) on Annex A.  Correspondence required if study PI is changed.
b) Does the proposed revision result from a reportable serious adverse event? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, was the serious adverse event reported to the REB? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, identify the serious adverse event report by: Date:       Code:      
c) Does the proposed revision add a new, or alter an approved study objective? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
 No
If Yes, please justify why the proposed revision is presented as an amendment, rather than as a new study?     
     
4.
Impact of the Revision


a)
Indicate all study documents that would be modified by the proposed revision:

 FORMCHECKBOX 
 Clinical research protocol
 FORMCHECKBOX 
 Consent and/or Assent document(s)
 FORMCHECKBOX 
 Study addenda
 FORMCHECKBOX 
 Patient information handouts
 FORMCHECKBOX 
 Study publicity
 FORMCHECKBOX 
 Clinical Research Agreement

 FORMCHECKBOX 
 Other (specify): 
· All study documents to be modified, or replacement pages where appropriate must be appended.   A modified document must present the revised information highlighted for identification, or it will be returned to the Investigator for proper identification.  

· Revised consent and assent documents are required in French and English versions.

· A proposed revision to the Clinical Research Agreement or the Study Budget must be submitted for review of the Office of Clinical Contracts.

· A proposed revision to the utilization of hospital resources must be submitted for review of the Director of Professional Services.

b) Does the proposed revision result from new information learned from the research that might influence a subject’s willingness to continue as a study subject?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, please explain?
     
c) Would the proposed revision affect the value of study data accumulated to date?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If Yes, justify the decision to amend the study at this time.
     
5.
Authorizing Signature 

As Principal Investigator, I have reviewed and agree with the contents of this report.

Signature:   





Date:   
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