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HEALTH SCIENCES CENTRE





Research Ethics Board (REB)

AMENDMENTS, NOTIFICATIONS, ONGOING COMMUNICATIONS FORM

Principal Investigator (PI):      
REB Project Identification Number (PIN):      
Full Study Title:      

1. Documents attached for review:
	
	Note: If the study title has changed, a revised copy of each document containing the new study title must be submitted.
	Version Date
dd/mmm/yyyy

	 FORMCHECKBOX 
 
	Amended Protocol (including updated version number or date)
	     

	 FORMCHECKBOX 
 
	Summary of proposed changes with rationale (required for amendments)
	     

	 FORMCHECKBOX 
 
	Tracked change and clean copy of revised Consent Form – main study
	     

	 FORMCHECKBOX 
 
	Tracked change and clean copy of revised Consent Form – other (i.e. tissue).    Specify:      
	     

	 FORMCHECKBOX 
 attached
 FORMCHECKBOX 
 pending 
	Health Canada No Objection Letter (NOL) / Investigational Testing Authorization (ITA) / Notice of Authorization (NOA)
	     

	 FORMCHECKBOX 
 
	Investigator Brochure (IB) / Product Monograph
	     

	  FORMCHECKBOX 
 
	Data Safety Monitoring Board/Committee Report
	     

	 FORMCHECKBOX 
 
	Letter indicating change in PI signed by both outgoing and incoming PI. 
(If applicable, attach a revised Consent Form reflecting the change.)
	     

	 FORMCHECKBOX 
 
	Study Participant Materials (i.e. diary, questionnaire, wallet card etc.)

List:     
	     

	 FORMCHECKBOX 
 
	Other (i.e. telephone script, blog script, letters of information, advertisement, video etc.)

List:     
	     


2. Type of REB review requested. (Final decision rests with the REB Chair.)
 FORMCHECKBOX 
 Delegated Review

 FORMCHECKBOX 
 Full Board Review
3. Describe the changes to the risk profile for participants.  FORMCHECKBOX 
  N/A
	     


4. Provide any additional information/comments relevant to this submission.  FORMCHECKBOX 
  N/A
	     


5. If this submission is an Industry-Sponsored/Supported study AND includes a change to the Protocol and Consent Form(s), it is subject to a review fee. Please complete the table below. 
 FORMCHECKBOX 
  N/A
	Invoicing Information for Industry-Sponsored/Supported Studies

A fee of $500 Cdn is invoiced for all Industry-Sponsored/Supported Studies applying for review of an amendment.

	Invoice to the Following Company:      

	Contact Name:      

	Telephone:      
	E-mail:      

	Street Address:      
	Suite:      

	City:      
	Province/State:      

	Country:      
	Postal/Zip Code:      


6. Person completing this form.
	Title:      
	First Name:      
	Last Name:      

	Dept/Div:      
	Institution:      

	Full Address:      
	Room Number:      

	Telephone:      
	Extension:      
	E-mail:      


7. Statement of Principal Investigator (PI) 
(Sub/Co-Investigator may sign in absence of PI if delegated by PI on the Task Delegation Log).
	I have assessed the safety implications of this submission and its impact on the study procedures.  I understand that the attached document(s) must undergo REB review and approval prior to implementation, except where necessary to eliminate immediate hazards to study participants. I assume full responsibility for the scientific and ethical conduct of this study and agree to conduct this study in compliance with the Tri-Council Policy Statement: Ethical Conduct for Research Involving Human Subjects (TCPS), Personal Health Information Protection Act (PHIPA) and any other relevant regulations or guidelines. I certify that all researchers and personnel involved in this study at this institution are appropriately qualified and trained to fulfill their role in this study.
_____________________________________

______________________________
Signature of Investigator




Date (dd.mmm.yyyy)
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