Subcommittee for Human Studies 
VA New York Harbor Healthcare System (NYHHS) 

Protocol Amendment IRB Submission Form 
Principal Investigator: _____________________________________ MIRB ID: _________________    

Protocol Title:  _______________________________________________________________________
Research Coordinator:
_________________________________ Phone: ___________________ Pager: ________________
In order for the IRB to fully evaluate an amendment request, please provide a summary of the modifications either from the sponsor or the Coordinating Principal Investigator for Multi-Site Studies. Note that any modifications to protocol can not be implemented until after final R&D Committee Approval is received unless safety of participants are at risk in which case the IRB should be informed accordingly. 
Check all protocol amendments that apply: 

 FORMCHECKBOX 
 Consent Form Changes

Version Number and Date: ( ____) _____________________ 
(Provide copy of original consent form, a description of the revisions  and highlighted (tracked changes) revised consent form)
 FORMCHECKBOX 
 Protocol Modification or Amendment                Version Date: ____________________   (Attach a description of the modification, amendment, and addendum, all supporting documents, and a highlighted (tracked changed) revised consent form, if required.)Provide a copy of the new dated version of the protocol. 
                                                         Amendment Number / Version Number: ___________________
 FORMCHECKBOX 
 Inclusion I Exclusion Criteria Change 
 FORMCHECKBOX 
 Editorial I Administrative Changes 
 FORMCHECKBOX 
 New Information Provided to Subjects 
 FORMCHECKBOX 
 Therapy Changes 
 FORMCHECKBOX 
 Scientific Changes 
 FORMCHECKBOX 
 Advertisement (s) / Recruitment Letter (s)

 FORMCHECKBOX 
 Change in Title: (Attach revised consent form with new title)

      New Title: _______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

 FORMCHECKBOX 
 Change in Investigators: (Attach revised consent form. Include letter from Sponsor acknowledging change, if applicable)

     Add Name: ________________________________________________________________________
     Delete Name: ______________________________________________________________________
 FORMCHECKBOX 
 Change in Sponsor(s): (Attach revised consent form if applicable.)

     Add Sponsor Name: ________________________________________________________________
     Delete Sponsor Name: ______________________________________________________________
____________________________




________________________
Signature of Principal Investigator




Date


           Updated Feb. 2015

