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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   (check all that apply.  Provide supplemental information on the next page)
PROTOCOL REVISION - (ENCLOSE THE REVISED PROTOCOL)
 FORMCHECKBOX 
  Change in protocol or research design 
 FORMCHECKBOX 
  Addition of drug, biologic, or device

 FORMCHECKBOX 
  Addition or change of survey, questionnaire, or data collection sheet

 FORMCHECKBOX 
  Change in subject selection criteria or recruitment plan
 FORMCHECKBOX 
  Change in total number of subjects needed to complete study

INFORMED CONSENT REVISIONS
 FORMCHECKBOX 
  Change in the Informed Consent document(s)
       Do the procedures in the revised consent still match the procedures listed in the protocol?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No (a revised protocol must be included in the submission) 
       Do you plan to re-consent current subjects with the revised consent form?  

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  (if no, explain:        )
FUNDING/SPONSOR REVISIONS
 FORMCHECKBOX 
  Change in funding source

MISCELLANEOUS REVISIONS
 FORMCHECKBOX 
  Note/Amendment to file

 FORMCHECKBOX 
  Other:      
Please note: Revisions to study personnel, recruitment/retention materials and investigator’s drug/device brochures are now processed on separate forms.  Forms are posted at: http://www2.kumc.edu/researchcompliance/hscforms.htm.
Investigator’s Evaluation
As the principal investigator for the research study identified above, I attest that I have reviewed the attached materials.  
What is the impact of the proposed revisions on the risk/benefit ratio of the study?      
_______________________________________________________  


_____________________
Signature of Principal Investigator






Date
     
Typed or Printed Name
​​​​​​​​​Explanation of the Study Amendment
1. In lay terms, summarize the key changes being proposed.  

	     


2. Summarize the reasons for the changes.

	     


3. List the documents included in the amendment submission.  Please ensure that any revised documents are in track-changes mode or otherwise highlighted so that changes are clear.  
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