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AMENDMENT ASSESSMENT BY THE INVESTIGATOR

EVMS Institutional Review Board


Notes: 
1.
File this form with any Protocol, Consent Form, Advertising or Other Change forwarded to the EVMS IRB
2. A copy of the last approved, stamped consent form must be attached to this submission.
3. Two hard copies of each document described on this form as being changed must be attached to this form.  All changes must be highlighted on one of those two copies.

	IRB Number:
	     

	ADMINISTRATIVE INFORMATION

	Study Title:
	     
	Date Submitted: (IRB USE ONLY)

	Principal Investigator:
	     
	

	PI Dept / Address
	     
	

	City / State / Zip
	     

	Phone Number(s):
	     
	E-Mail:
	     

 FORMTEXT 


	Person Preparing This Submission

	Name:
	     
	Role:
	 FORMDROPDOWN 


	Address:
	     

	Phone Number(s):
	     
	E-Mail:
	     

 FORMTEXT 



	ENROLLMENT INFORMATION

	Is the study still open to enrollment:
	 FORMDROPDOWN 

	Number of subjects enrolled to date:
	     
	Number of subjects active at this time:
	     


	AMENDMENT INFORMATION

	Date of the Change:      
	Identifier for the change:         (e.g., Amendment 1, Protocol change A2, etc.)

	Write a BRIEF SUMMARY of the change(s).  DO NOT cut-and-paste large sections of text from the protocol.  (500 characters max)
     
IMPORTANT:  Two hard copies of each revised document must be included with this form.  For example, if you are making consent changes, then a revised consent, one with the changes highlighted and one clean, must be provided.  


	IF ADDING INVESTIGATORS AND/OR RESEARCH TEAM MEMBERS PLEASE COMPLETE THE FOLLOWING FOR EACH:

	Name
	Department and Address
	Role

	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	
	 FORMDROPDOWN 



	CONFLICT OF INTEREST POLICY 

	If your project is sponsored you must meet the EVMS COI Policy requirements before a final approval for this Amendment can be issued.  You also must notify the IRB of any COI determination(s).

Refer to the Office of Research Policy on Conflicts of Interest in Research and Sponsored Projects (COI).

For questions regarding the COI Policy and COI submissions contact the Office of Research at 446-8480.


	Choose

one
	In the Principal Investigator’s opinion, how does this amendment change the risk experienced by subjects
	Please explain the nature of the change(s).

	 FORMCHECKBOX 

	Increase the risk
	     

	 FORMCHECKBOX 

	Decrease the risk
	     

	 FORMCHECKBOX 

	Reduce the benefit experienced by subjects
	     

	 FORMCHECKBOX 

	No change in the risk experienced by subjects
	     


	PRINCIPAL INVESTIGATOR SIGNATURE
	DATE OF SIGNATURE

	
	_____ / _____ / _____


THIS SECTION FOR IRB USE ONLY 

Final Disposition:

	REVIEW CATEGORY
	ACTION
	IS RE-CONSENT NEEDED?
	CONTINUING REVIEW DEADLINE

	( Not Human or ( Not Research
	( Approved
	  ( No
( Yes
( N/A
	____ / ____ / ____

	( Exempt
	( Disapproved
	If yes, note any conditions/stipulations:
	

	( Expedited
	( Withdrawn
	
	

	( Full (Convened) Board 
	
	
	

	IRB Signature:
	
	Date: 
	____ / ____ / ____

	Signed by: 
	
( IRB Chair               ( IRB Vice Chair               ( IRB Member



[image: image1]
EVMS IRB #:	______ - ______ - ______ - _________


IRB APPROVAL DATE:	_______ / _______ / _______


EXPIRATION DATE:	_______ / _______ / _______
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