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BU Charles River IRB

Amendment Request
Protocol number ______________

PI name______________________

An amendment is required for any changes made to the IRB protocol.  Federal Regulations and Institutional Policy require that IRB approval be obtained PRIOR to making any amendments or changes to an approved IRB protocol except when the change is necessary to eliminate immediate harm to subjects. The IRB will inform you in writing when the amendment has been approved and no changes can be made to the research until that notification has been received. 
If the changes in this amendment require modification to the informed consent, a new version of the informed consent will be approved and validated with an approval date.  The expiration date of the study WILL NOT CHANGE. Previously approved versions of the consent forms should be archived and only the newly approved versions should be used. 

Section I.  Amendment Type (check all that apply)
____ Addition/ change to study investigators (Human subjects training and 
         COI documentation must be submitted with the amendment)
____ Addition/change to funding (Stop here: with new funding usually a new 
         protocol must be submitted rather than an amendment)

____Addition/change to recruitment (clean copy of the revised or new 
        recruitment materials must be attached)
____ Addition/change to the consent/assent form(s) - (clean copy of each

         revised consent/assent form must be attached)

____ Addition /change to recruitment numbers /study subjects (description 
         must include justification of revised sample size)
____ Addition/ change to study design
____Addition /change to study materials (e.g. surveys, questionnaires, 

         etc.) – A copy of each of these new/revised materials must be attached

____Other – specify in text box below 

Section II:  Amendment Description.   In the text box below provide a detailed description of the proposed changes to the protocol and consent.  Whenever possible specify changes from XXX to YYY and state the corresponding Section(s) of the approved IRB protocol.  
	


Section III: Change in risks to Subjects: In the text box below indicate whether the proposed amendment represents

· Any new, previously unidentified risks to subjects 

· Any changes to previous risks or risk/benefit ratio

· Any changes that will require informing or re-consenting subjects (and if so what is the plan for doing this)

	


Section IV: Attachments

A. Revised Protocol: Attach a revised updated version of the IRB protocol with the changes/revisions highlighted or submit a “track changes” of the revised protocol. 

B. Additional Attachments – Attach all additional attachments (as indicated in Section I of this form). All attachments must be submitted with this Amendment request.  Failure to submit necessary attachments will result in a delay in processing this amendment. 
PI printed name_______________________

PI signature ____________________________ Date_____________

If PI is a student:  Printed name of Faculty Advisor________________________

Faculty Advisor signature___________________ Date_____________
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