HUMAN SUBJECT RESEARCH PROTOCOL AMENDMENT REQUEST FORM

DEPARTMENT OF VETERANS AFFAIRS

VA HEALTHCARE NETWORK UPSTATE NEW YORK AT SYRACUSE

IRB Office Phone: (315) 425-4400 x 53607; Fax: (315) 425-4871

Date:___________________                                                            

MIRB ID:  _______

Principal Investigator:  _______________________________________
Protocol Title:  ___________________________________________________________________________

Research Coordinator:   _______________________________________                      
            
Phone:   ___________________________                         
Amendment Date:___________________                                       
Amendment Number:__________________/ Version: ________________________

Check all protocol amendments that apply:
· Consent Form Changes  


(Provide copy of current IRB stamped approved consent form and new consent form with highlighted changes)

· Is this study closed to enrollment?  ______YES
______NO   
· Are there subjects currently consented to participate in this study?
     ______YES*
______NO   *If YES how many: ______
· Do the changes modify the disclosure in the approved HIPAA Authorization
______YES*
______NO     *If YES please include modified HIPAA document
· Inclusion / Exclusion Changes   

· Editorial / Administrative   

· New Information Provided to Subjects   

· Therapy Changes   
· Scientific Changes 
· Change of participants  
· Change to services provided by the clinical lab, pharmacy and/or nursing staff beyond their normal duties.
· Other  (e.g., closure, suspension, sub-study):  
________________________________________________________________________

Signature of PI








Date

The Syracuse 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 serious adverse events are required if the same study is conducted at multiple institutions.
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