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	Bon Secours Richmond Health System (BSRHS) IRB 

REVISION/AMENDMENT OF STUDY FORM

	

	Principal Investigator:
	     

	Email:
	     

	Address:
	     

	Research Coordinator:
	     

	Email:
	     

	TITLE OF STUDY/PROJECT:

	     

	REVISION/AMENDMENT
	Guidance

	 FORMCHECKBOX 
 Changes Requested by BSRHS IRB
	Include this form as a cover with correspondence from BSRHS IRB.

	

	 FORMCHECKBOX 
 Research Plan and
        Protocol Amendment
	Include this form as a cover with a clean copy of the revised Research Plan AND Protocol; red-line/strikeout copy of RESEARCH PLAN OR DETAILED DESCRIPTION of proposed changes; Explanation of why changes are being made

	
	

	 FORMCHECKBOX 
 ADDITION OF Institutions/ Sites 
	Include this form as a cover. Note whether co/sub PI is engaged OR not engaged http://www.hhs.gov/ohrp/humansubjects/assurance/engage.htm Include name, institution, address, phone #, email, training certification, and CV or Bio-sketch. 
 If engaged: (1) describe role with human subjects/identifiable data, and (2) your oversight of his/her involvement.  If engaged, the independent investigator must sign an agreement with BSRHS certifying the protection of human subjects.

	
	

	 FORMCHECKBOX 
 Amendment to Consent/Assent 
	Include this form as a cover with a clean copy of ALL revised consent/assent form(s), red-line/strike-out copy of Consent/Assent Form(s) or Detailed Description of proposed changes; explanation of why changes are being made, AND a copy of the most recent IRB approved stamped consent/assent form(s).  [Version number or Date, and Page numbers MUST be included on all revised documents.

	
	

	 FORMCHECKBOX 
 Amendment to Advertisement(S)
	Include this form as a cover with a clean copy of the revised advertisement, red-line/strike-out version of Advertisement or a Detailed Description of proposed changes; explanation of why changes are being made, AND  a copy of the most recent IRB-approved stamped advertisement.  [Version number or Date, and Page numbers MUST be included on all revised documents.]  

	

	 FORMCHECKBOX 
 Drug Brochure Amendment
	Include this form as a cover page with the investigational drug brochure amendment or package insert, AND a List of the Changes indicating whether any changes are proposed in the procedures/methods are required as a result.

	
	

	 FORMCHECKBOX 
 Package Insert
	

	


	 FORMCHECKBOX 
 New Principal Investigator

 FORMCHECKBOX 
 Medically Responsible Investigator
Provide 
	Include this form as a cover page with a Conflict of Interest Disclosure Statement, CV (max 5-6pp) or Biosketch (2-3p). This form must be signed by the current PI. Please Note: All documents that reference the current PI must be revised to reflect the new PI and included in this submission for review and approval, e.g. protocol, informed consent form(s), advertisement(s), etc.  

	 FORMCHECKBOX 
 Other (please specify):
	
Contact the IRB office for guidance at (804) 627-5157 if needed.

	     
	


	Signature of Principal Investigator or Designee:
	
	Date 
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