LEGACY HEALTH SYSTEM AND INSTITUTIONAL REVIEW BOARD PRIVATE 

PROTOCOL REVISION/AMENDMENT FORM

This form is to be completed and attached to changes made to a research project.  This includes any changes to the protocol, consent form or any supportive materials (as Investigator's Brochure, results from related studies or advertisements, etc.)

Principal Investigator:  
Sponsor:  




Protocol Number:  

Study Title:

THE PROJECT HAS BEEN CHANGED AS FOLLOWS:

 FORMCHECKBOX 
Protocol Modification:


 FORMCHECKBOX 
Consent Form Modification (revision or addendum):
 FORMCHECKBOX 
Other (specify):  
Does the change affect subjects who are actively enrolled and participating in research?

(e.g. procedures, risks, costs, etc.)?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, will you be re-consenting currently enrolled subjects to advise them of the changes?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 
  
BRIEF SUMMARY OF PROPOSED CHANGE(S) (or attach sponsor’s summary):

________________________________________

_________________

Investigator Signature





Date


IRB REVIEW
REVIEW NEEDED
 FORMCHECKBOX 
  Expedited
 FORMCHECKBOX 
  Full Board
 FORMCHECKBOX 
  Administrative 
BOARD OVERSIGHT:
 FORMCHECKBOX 
 IRB #1  
 FORMCHECKBOX 
 IRB #2
 FORMCHECKBOX 
 IRB #3
________________________________________

_________________

IRB Signature






Date

Printed Name
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