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Bannatyne Campus Research Ethics Boards

Updated Investigator’s Brochure And/or Product Monograph

Please provide the REB office with one copy of this form for each study listed.  Only one copy of the IB is required.
	Is Acknowledgement of Receipt Required?   Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

(If Yes, please include an extra copy of this form to be used as the receipt, and supply a self addressed return envelope or mailing label.  Photocopies of the returned copy can be made upon receipt for each of your study files.)

	Principal Investigator(s):
	     
	Date Submitted:
	     

	Ethics Number:
	     
	Protocol Number:
	     

	Study Title:
	     

	Ethics Number:
	     
	Protocol Number:
	     

	Study Title:  
	     

	Ethics Number:
	     
	Protocol Number:
	     

	Study Title:
	     

	Ethics Number:
	     
	Protocol Number:
	     

	Study Title:
	     

	Updated Investigator’s Brochure/Product (Drug ) Monograph for the above named studies(include Name of Drug, Edition/Version Number and Date):      

	Describe document changes and indicate appropriate page numbers. Discuss the impact of these changes in relation to the above named trials:   (This section MUST be completed.  Attach an additional page if necessary.  The revised IB/Product Monograph should have the changes highlighted for ease of review.)



	     


All sections MUST be completed or information supplied will be considered incomplete and returned to the Investigator.

I confirm to the Research Ethics Board that I have reviewed the document and in my opinion:

 FORMCHECKBOX 
 No change is required to the Protocol or the Participant Information and Consent Form as a result of this new information

 FORMCHECKBOX 
 The Protocol requires an amendment.  The rationale and specific changes have been submitted in an amendment summary.
 FORMCHECKBOX 
  The Participant Information and Consent Form require changes.  A revised consent form has been submitted with all changes highlighted or underlined.
When this form is submitted for more than one site with different Principal Investigators, please ensure each Principal Investigator (or delegated Co-Investigator) signs the form.  These signatures can be obtained via fax from each Principal Investigator (or delegated Co-Investigator).
Signature: _________________________



Date (dd/mm/yy):___________________

Note:  Signature must be that of the Principal or Co-investigator
Signature: _________________________



Date (dd/mm/yy):___________________

Note:  Signature must be that of the Principal or Co-investigator
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