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CHANGE TO PROTOCOL





Use this form for any changes to your existing approved and ongoing protocol.  (This includes 


additions, deletions, exceptions to enrollment, protocol revisions, etc.)





Principal Investigator _____________________________	Phone: ______________________


		


Title of Project________________________________________________________________


(abbreviated title acceptable {use key words} if you supply GCRC number below)





IRB #___________	GCRC #__________	Protocol Update/Amendment #__________	





Please complete the table below.  The table is designed for you to indicate which component(s) or element(s) of your protocol are being changed.  Please check all applicable items.





Check


 Box�



Component or Protocol Element to be Changed (Check box to left if applicable)�
GCRC STAFF USE ONLY)


Brief Summary of Change 


(pls initial & date)�
�
(�
Scientific Change (e.g. major change to protocol)�
�
�
(�
Change in Ancillary Support�
�
�
(�
Change in GCRC Resource Needs�
�
�
(�
Change in Key Element (e.g., eligibility, procedures, etc.)�
�
�
(�
Drug Dosing or Therapy Change�
�
�
(�
Change in Recruitment Procedures or Advertising�
�
�
(�
Change in the Planned Enrollment of Subjects�
�
�
(�
Consent form Changes�
�
�
(�
Editorial or Administrative Changes�
�
�
(�
Manufacturing Changes�
�
�
(�
Device Specification Changes�
�
�
(�
Other�
�
�
Protocol changes frequently require revising documents used to guide and/or recruit subjects.  Please consider if the change requires submission of any supporting documentation.


Indicate below all documents appended:


(�
Revised Protocol/Ancillary Worksheet


(New Version)�
(�
Sponsor Letter with Description 


of Changes�
�
(�
(Revised Consent Form(�
(�
(Revised Advertisement(�
�
(Other (Please describe)__________________________________________________________________________


(Submit two copies of these documents.  One with changes highlighted and the other to stamp and return(


Please attach or fully describe your changes below.  We recommend listing the current item followed by 	


the new or revised item.  End with the reason or justification for the change (e.g., Eligibility age range is 30


to 50 yrs.  Wish to revise to 30 to 60 yrs. because insufficient numbers being recruited).  Please discuss 


how the change(s)  might affect the integrity and/or the risk benefit ratio of the protocol.  Use back of this form 


or additional pages, as needed.  (The more complex the change and reasons for the change, the more information likely


needed for review).	
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