Institutional Review Board

Buffalo VA Medical Center

VAWNYHS (528) ( 3495 Bailey Avenue ( Buffalo, NY 14215 ( 716-862-6528 ( Fax 716-862-6526

PROTOCOL AMENDMENT SUBMISSION FORM            [rev 03/30/2008]

Date of Report:____________________________ 
	Principal Investigator:_________________________________
	5 digit MIRB #:_____________ 

	Study Title:______________________________________________  
	

	Amendment Date ____________                     Amendment Number/Version: _______________________________                                                                         Internal (on-site)                                              External  (off-site)​​​​​​​​​​​​​​​​​​​___________________________________________                                            


In order for the IRB to fully evaluate an amendment request, please provide a summary of the modifications from the sponsor/investigator.

Check all protocol amendments that apply:

⃞
Consent Form Change (attach copy of old consent form and new consent form with highlighted changes)


Old Version Date:____________
New Version Date: ____________

⃞
Inclusion/exclusion change

⃞ 
Editorial/administrative changes

⃞
New information provided to subjects
⃞
Therapy changes

⃞
Scientific changes
⃞
Other (e.g., closure, suspension, substudy) 

            (For research staff changes, provide details of responsibilities and education certificates)
___________________________________________________________________________________________

___________________________________________________________________________________________

Signature of Principal Investigator:___________________________               Date:  ______________

	FOR IRB USE ONLY                   To be  completed by IRB chair or designee:  

	       Does this report represent:

	    An allegation of non-compliance?

  Yes (Follow policy on allegations of non-compliance)

   No*

A finding of non-compliance?

  Yes (Follow policy on findings of non-compliance)

   No*

An unanticipated problem involving risks to participants or others?
  Yes (Follow policy on unanticipated problems involving risks to participants or others – submit to convened IRB for review and report to regulatory agencies)

   No*

A suspension or termination of IRB approval?

  Yes (Follow policy on suspensions and terminations of IRB approval – submit to convened IRB for review and report to regulatory agencies)

  No*

*If the answer to these four questions is “No,” no further action is required.  ⃞Approve       ⃞ Disapprove
Signature of Reviewer:_________________________________________     Date: 
The Buffalo VAMC IRB is not connected with, has no authority over, and is not responsible for human research conducted at any other institution.  Separate consent forms, initial reviews, continuing reviews, amendments, and reporting of adverse events are required if the same study is conducted at multiple institutions.
	








