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SECTION 1:  STUDY TITLE







	IRB #
	Study Title
	Sponsor Protocol Number

	
	
	


SECTION 2:  PRINCIPAL INVESTIGATOR AND CONTACT INFORMATION
PRINCIPAL INVESTIGATOR/PROJECT DIRECTOR (PI/PD)
	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of CITI training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee ID
	Email Address

	Occupational Position

Faculty  (      Staff    (         Other    (
Describe Other:
	University Department (if applicable)

	As Principal Investigator of this study, I assure that the following statements are true:  

I have reviewed the event report form.  The information provided in the Report of Unanticipated Problems Involving Risks to Subjects or Others is accurate.  I will promptly report any unanticipated problems or incidents that may occur in the course of this study.  I will report in writing any significant new findings which develop during the course of this study which may affect the risks and benefits to participation.  I will maintain records of this research according to IRB guidelines.  If these conditions are not met, I understand that approval of this research could be suspended or terminated.  

	
	
	

	Original Signature of PI
	Title of PI
	Date Signed


PRIMARY CONTACT FOR CORRESPONDENCE (STUDY COORDINATOR, IF APPLICABLE)
	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of CITI training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty  (      Staff    (     Student (     Other    (
Describe Other:
	University Department (if applicable)

	
	

	Original Signature of Research Coordinator
	Date Signed


SECTION 3:  REPORT OF UNANTICIPATED PROBLEMS

	Date Problem Occurred
	Date Reported To Sponsor

	
	


	Study site where problem occurred (if known).

	


	Provide a detailed description of the problem.

	


	Describe why the problem occurred.  Explain the circumstances.

	


	Describe any steps taken to resolve the problem and any procedures implemented to avoid similar problems in the future.

	


In the investigators opinion, was this event unanticipated?  




Yes       FORMCHECKBOX 
    No         FORMCHECKBOX 
    
In the investigator’s opinion, was the event related to the research?


Yes       FORMCHECKBOX 
    No         FORMCHECKBOX 
    
Does the problem affect the safety or welfare of current or future subjects?

Yes       FORMCHECKBOX 
    No         FORMCHECKBOX 
 
If Yes, please describe.

	


Has this problem been reported to someone or some other organization other than the sponsor and the appropriate University of Louisville IRB?  






Yes       FORMCHECKBOX 
    No         FORMCHECKBOX 
    

If Yes, to whom has the problem been reported?.

	


Submit all materials to:





Human Subjects Protection Program Office (HSPPO)

MedCenter One  - Suite 200
501 East Broadway
Louisville, KY 40202-1798

Office:  
(502) 852-5188

Fax:

(502) 852-2164

Materials may also be submitted electronically to the HSPPO Service Account at the following address:  hsppofc@louisville.edu
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