[image: image1.png]MEDICAL
CENTER

The University of Kansas




Study Information 
	HSC #:      

	Study Title:      

	Protocol amendment number and date (if applicable):       

	Principal Investigator:      

	Department:      

	E-mail:      
	Phone:      
	Mail Stop:      

	Contact Person (if different than PI):      

	E-mail:      
	Phone:      
	Mail Stop:      


Proposed Revisions
    This amendment contains (check all that apply):
INVESTIGATOR’S DRUG OR DEVICE BROCHURE REVISIONS OR ADDITIONS
 FORMCHECKBOX 
  Updated version of investigator’s drug brochure (version/edition/date)       
 FORMCHECKBOX 
  Addendum or supplement to investigator’s drug brochure (number/date)        
 FORMCHECKBOX 
  Updated version of investigator’s device brochure (version/edition/date)        

 FORMCHECKBOX 
  Addendum or supplement to investigator’s device brochure (number/date)        

PRINCIPAL INVESTIGATOR’S EVALUATION
As the principal investigator for the above research study, I attest that I have read the attached investigator’s brochure and/or addendum.
What is the impact of the revision on the risk/benefit ratio of the study?      
Does the new information warrant a change to the informed consent document?   FORMCHECKBOX 
 YES
   FORMCHECKBOX 
  NO

__________________________________________________________



____________________
Signature of Principal Investigator







Date
     
Typed or Printed Name
University of Kansas Medical Center


Human Subjects Committee





Request to Update or Add an 


Investigator’s Drug or Device Brochure
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