
REQUEST FOR APPROVAL TO CHANGE AN APPROVED PROTOCOL
COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH


THIS FORM MUST BE TYPED

PRINCIPAL INVESTIGATOR:                                                                                
DEPARTMENT:

PHONE #: 

SITE: 
DOCKET #:  
PROTOCOL TITLE:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                          
Contact Information

Primary Contact Name:  
Primary Contact Phone or pager #:
(Please call me to pick up this amendment once approved.

(Please mail the amendment to me once approved. 

________________________________________________________________
Please check ALL categories to be changed.
   
CHANGING TITLE 

 Enter new title in box below:

            CHANGING PRINCIPAL INVESTIGATOR
New PI Name:  
Department:  

Phone and Pager #: 
           New PI Signature: 



     
CHANGING CO-INVESTIGATORS OR RESEARCH PERSONNEL (Please have added personnel sign on signature line and explain role/responsibility of added personnel.)

ADD:   
SIGNATURE: 


ROLE/RESPONSIBILITY IN STUDY: 
Has personnel taken and passed the required educational exam?
YES    
 NO 


If no, IRB approval will not be forthcoming until the exam has been completed.
ADD:   

SIGNATURE: 

ROLE/RESPONSIBILITY IN STUDY:       
Has personnel taken and passed the required educational exam?  

YES        
NO    


If no, IRB approval will not be forthcoming until the exam has been completed.
REMOVE:                             
        
CHANGE NUMBER OF SUBJECTS  
 
Change from 
    
 

Change to 



(Justify this change in the box below)


SUBJECT POPULATION
SUBJECT POPULATION CURRENTLY APPROVED:  

NEW SUBJECT POPULATION TO BE INCLUDED:                                                                                                               
Please circle the appropriate statement below:
Will you continue to recruit patients from the original subject population?
 
Yes


No

(If no, justify this change in the box below.)



DURATION OF PROJECT
ORIGINALLY APPROVED FOR: 
EXTEND FOR: 
Why being extend? 
    
CHANGE IN MEDICATIONS
Describe and justify the changes in the box below.  Please be sure to describe what was approved and how it is being changed.


OTHER PROCEDURES
Describe the procedures as they are currently approved and explain how they will be changed in the box below.  Also provide justification for the requested changes.

   
OTHER
Explain change in the box below.

WILL CHANGES INCREASE THE RISK TO THE SUBJECT?
       
YES        
NO

WILL CHANGES REQUIRE A CHANGE IN CONSENT FORM?
   
YES       
 NO

If yes, please attach FOUR COPIES of the revised consent form with one copy highlighted reflecting the changes.

I understand that these changes may not be instituted until approval has been obtained from the IRB and the study sponsor, as applicable.
_____________________________________________  _________________

       Signature of Principal Investigator         



Date
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