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Study Information 
	HSC #:      

	Study Title:      

	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 and provide details on the following page):

 FORMCHECKBOX 
  Change in Principal Investigator 
Former PI signature required:  





,
New PI signature required:  





,
 FORMCHECKBOX 
  Add co-investigators/study coordinators/study personnel

 FORMCHECKBOX 
  Remove co-investigators/study coordinators/study personnel

 FORMCHECKBOX 
  Add a new study site
 FORMCHECKBOX 
  Other:      
Verification of Compliance Requirements
HSC staff will confirm that all personnel are current on human subjects training and conflict of interest disclosures.  KUMC personnel must complete KUMC human subjects training and COI forms.  Non-KUMC collaborators may use KUMC resources or demonstrate training and COI disclosure from their home institution.  KUMC forms are posted at: http://www2.kumc.edu/researchcompliance/human_subjects_tutorial_inst.htm  

Signature of person preparing this document




Date

     ___________________________________________
Typed or Printed Name
CHANGES TO STUDY PERSONNEL OR STUDY SITES
Add
	Name
	Department/Site 
	Role (PI, Co-I, Coordinator, etc.)
	Responsibilities
(see a–n below)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Please use corresponding letters for responsibilities. If not listed, record responsibility in box.

a.
Conduct Informed consent interview

h    Take vital signs, height, weight

b.   
Complete physical examination

i.    Review/sign laboratory reports

c.   
Obtain medical/surgical history

j.    Draw/collect laboratory specimens

d.  
Complete source documents


k.   Perform tests, procedures, interventions, questionnaires

e.   
Complete study data forms


l.    Dispense/collect study medication

f.     Assess unanticipated problems


m.  Complete drug accountability forms
g. Review concomitant medications

n.   Manage study database
Remove
	Name
	Department/Site 
	Role (PI, Co-I, Coordinator, etc.)

	     
	     
	     

	     
	     
	     

	     
	     
	     


New Study Site

	Name of the Facility
	Primary Contact Name
	The site has its own IRB

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If the KUMC principal investigator is responsible for study conduct at non-KUMC study locations, the HSC must ensure adequate plans for overall management of the study.  Describe the investigator’s oversight plans, including how the investigator will ensure adherence to the study protocol, obtain informed consent, secure and maintain IRB approval at the other sites, obtain IRB approvals prior to implementing changes to the protocol, monitor adverse events or other unanticipated problems, and ensure general coordination of study conduct.
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Changes to Study Personnel or Study Sites
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