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Montefiore Medical Center 

Institutional Review Board

AMENDMENT TO PROTOCOL OR INFORMED CONSENT DOCUMENT

An amendment refers to any change to either the protocol design or the Informed Consent Document (ICD) from that originally approved by the IRB.

The Principal Investigator (PI) is responsible for obtaining written IRB approval for any proposed amendment to the protocol design, the informed consent document and/or procedure, or the advertisement/recruitment letter prior to its initiation, except in cases where changes are necessary to prevent apparent immediate harm to protocol subjects.  In these emergent situations, the PI is responsible for promptly reporting these changes to the IRB.
To request an amendment, the PI must submit to the IRB:

· a completed Amendment to Protocol and/or Informed Consent Document (ICD) Form.

· if the amendment has originated from the protocol sponsor (e.g. pharmaceutical company or study group), a copy of the correspondence from the sponsor. 

· if the amendment will affect the ICD (a change in the purpose, procedure, risks, benefits, alternatives, etc), the following must also be attached:

· a copy of the currently approved/dated ICD

· a copy of the proposed ICD with the changes clearly highlighted

· a clean copy of the proposed ICD for approval/dating by the IRB.

The amendment will be sent to either the Primary or Secondary Reviewer of the original protocol, or to the IRB Chair or her designee, to determine if the amendment may be approved under the expedited process or requires review by the Full Committee.  Once the determination has been made, the amendment will be placed on the IRB agenda.  Expedited amendments will be reviewed and approved as they are received.  Amendments requiring Full Committee review will come before the Full Committee at the next scheduled meeting.  

The PI may not initiate the proposed change until written approval has been issued by the IRB.

For those protocols conducted at the North Bronx Healthcare Network (JMC/NCB), the IRB forwards the approved amendment material to AECOM’s Committee on Clinical Investigations and affirms their approval.  

Montefiore Medical Center 

Institutional Review Board

REQUEST FOR AMENDMENT

TO PROTOCOL AND/OR INFORMED CONSENT DOCUMENT
	(1) IRB Protocol #:                          

	(2) Principal Investigator:                            Telephone:            E-Mail:       

     Administrative Contact Name:                Telephone:            E-Mail:      

	(3) Title of Protocol:          

	(4) Date of Proposed Amendment:      

	(5) Number of Proposed Amendment:      

	(6)  Details of Amendment.  Please provide a brief summary in this box (i.e. changes involve a scientific, administrative, editorial, etc. nature).  If the amendment has originated from a drug company, a national study group, etc., attach a copy of the correspondence to this form.       

	Please attach a summary of all previously approved amendments.




	(7) Reason(s) for the Amendment (if not covered in item # 6).     

	

	(8) Do you feel the amendment requires revision of the Informed Consent Document (ICD)?

	
	Yes   FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	If YES, attach a copy of the following documents:  

· A currently approved/dated Informed Consent Document

· The proposed revised Informed Consent Document with the changes clearly highlighted

· A clean copy of the proposed Informed Consent Document

	
	

	(9) If new risk information has become known, do you believe that it is of significance to warrant informing subjects currently enrolled in the study?

	                                                                                                   Yes   FORMCHECKBOX 
              No  FORMCHECKBOX 



	If YES, please attach a copy of the proposed letter of subject notification with this amendment.  
	

	

	
	If NO, Please justify:       

	
	

	(10) Is there anything else the IRB should be made aware of as it reviews the request to 

	amend the protocol and/or the ICD?             Yes   FORMCHECKBOX 
            No   FORMCHECKBOX 


	

	
	If YES, explain:       

	
	

	
	Signature of Principal Investigator
	
	Date

	REMINDER – PLEASE SUBMIT ORIGINAL AND ONE (1) COPY OF EVERYTHING


