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Research Ethics Board





Amendment Request Form

1- REB File Number: ______________________

2- Study Title: _____________________________________________________________________

3- Describe the proposed study amendment or modification with rationale.  For each item, please specify whether it is Minor eg, administrative changes such as deleting the name of a co-investigator, or Major eg, change in sponsorship that causes the investigator to have a conflict of interest, adding an intervention such as additional blood tests, or any substantive change that will be made to the consent form.  

Please note; commercial sponsors will be charged a $500 REB review fee for amendments that require full Board review.

4-
Science Review:  Science review may be needed for major amendments.  If in doubt, please take advice with the REB Office.  Please attach a copy of the completed science review form.

5-
Will this amendment alter the study monitoring requirements?

o No 

o Yes (please describe) 
_____________________________________________________

6-
What follow up action do you recommend for HSC study subjects who are already enrolled in the study?



o

Inform study subjects ASAP

o

Revise the consent/assent forms (Please attach a copy with the changes highlighted)


o

Other (please describe) 
















o

No action Required

7- Does this amendment alter the level of monitoring required for this study?  If uncertain, please discuss with the Clinical Research Office staff; Julie Gibson or Velma Marzinotto.

o Yes o No o Perhaps

8- If Health Canada approved the original protocol (effective September 2001), their approval may also be required for this proposed amendment.

9- If the study sponsor requires a formal letter of approval, please attach a draft letter and forward an electronic copy as well.

10- Signature of Primary Investigator _____________________________
Date__________________
11- Signature(s) of Co-Investigator(s)*  ___________________________
Date__________________

*for Major amendments only

12- Signature of Clinical Chief

or Supervisor  ____________________________________________
Date__________________

13-Approved & Signature of REB Chair  _________________________
Date__________________
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