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	Boston College Institutional Review Board

Office for Research Protections

140 Commonwealth Avenue, Waul House
Chestnut Hill, MA 02467

(617) 552-4778 Fax: (617) 552-0498 E-mail: irb@bc.edu
IRB Protocol Number(assigned at initial review):       

	IRB Amendment Form   

	

	Instructions:    Investigators who wish to make any revisions to their original approved protocols (exempt, expedited or full board approvals) must seek IRB review and obtain approval before initiating changes. Attach changed research documents or any supportive materials (such as subject recruitment advertising, questionnaires, surveys, results from related studies, etc) to this form and email it as a single PDF to irb@BC.edu. You will be notified of IRB review results.  

	I.  General Information

	A.  Study Title:
	     
	
	

	B.  Principal Investigator:
	     
	C.  Date:
	     

	D.  Contact Email:
	     
	

	E.  Mailing Address:
	     
	  F. Phone
	     

	G.  Original Level of IRB Review:   FORMCHECKBOX 
 Exempt   FORMCHECKBOX 
Expedited  FORMCHECKBOX 
 Full Board

	H.  Research Status (Check one; provide # of subject as requested):

	 FORMCHECKBOX 

	Currently in progress (subjects being recruited)
	

	 FORMCHECKBOX 

	Project not yet started (no subjects recruited ) 

	 FORMCHECKBOX 
      Closed to new subject entry ( long term follow up only or data analysis)

	II.  Describe Changes:

	 FORMCHECKBOX 

	Application or Research Summary Revision
	 FORMCHECKBOX 

	Revise Consent Form

	 FORMCHECKBOX 

	Add Research Staff
	 FORMCHECKBOX 

	Addendum (New) Consent Form

	 FORMCHECKBOX 

	Please Close to Subject Entry (long term follow-up only)
	 FORMCHECKBOX 

	Other :     

	III.  Amendments

	A. Provide a summary of the changes you are making to the original approved protocol and state your rationale for these changes. Attach a copy of revised documents with specific changes in bold.  If you are adding research staff, include name, date of IRB training and copy of certificate(s):

	     

	B. Does this revision/amendment revise or add a genetic component?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	C. Does the change affect subject participation (e.g. procedures, risks, costs, etc.)?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 


	D. Does the change affect the consent document?  Please explain briefly below and provide the revised consent document.
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 


	     


	SIGNATURE OF PRINCIPAL INVESTIGATOR

	The undersigned accept(s) responsibility for the study, including adherence to the ethical guidelines set forth in the Belmont Report, Declaration of Helsinki, the Nuremberg Code, the ethical principles of your discipline, the Common Rule and Boston College policies regarding protection of the rights and welfare of human participants participating in this study. In the case of student protocols, the faculty supervisor and the student share responsibility for adherence to policies.

	     
	     
	     

	Print Name of Principal Investigator
	Signature of Principal Investigator
	Date

	SIGNATURE OF FACULTY RESEARCH SUPERVISOR- REQUIRED FOR STUDENT RESEARCH

	By signing this form, the faculty research supervisor attests that (s)he has read the attached protocol submitted for IRB review, and agrees to provide appropriate education and supervision of the student investigator, above and share the above Principal Investigator responsibilities.

	     
	     
	     

	Print Name of Supervisor
	Signature of Supervisor
	Date
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