Portland VA Medical Center 


Institutional Review Board

Research Project Termination Report

	Federal guidelines require a final report upon the termination of a human-participants research study.

	Principal Investigator (PI): (First Name, Middle Initial, Last Name, Degree(s))

     

	Responsible Clinician:   (if applicable) (First Name, Middle Initial, Last Name, Degree(s))

     

	Service:

 FORMTEXT 

	Position

     
	Extension

     
	Mail Code

     
	Beeper

     
	E-mail

     

	Study Coordinator/Contact Person:  (All Correspondence will be sent to this person)

     
	Extension

     
	Mail Code

     
	Beeper

     
	E-mail

     

	Project Title:  

     

	Funding Source or Sponsor:

     
	Start Date

     

 FORMTEXT 

	End Date

     

 FORMTEXT 



INSTRUCTIONS: 
1. Please complete all sections; and

2.   Return the following documents to Research Service office mail code: R&D.

a. 1 completed "PVAMC Research Project Termination Report.” 

b. 1 copy of most recent, approved consent form(s); 

c. 1 updated abstract including reported findings with all of the following subject headings:  objective, plan, methods, and findings to date.  

	Please request termination ONLY if:  no participants are treated or followed; all data are gathered/analyzed; and any final report(s) or publication(s) are complete.


1.   a.  How many participants did the IRB approve to enroll in the research study at the PVAMC?       

b.  List number of participants enrolled at the PVAMC by gender and ethnicity (please report total number over the life of the project): 

	
	White
	Hispanic
	Black
	Am. Indian
	Asian P/I
	Other
	TOTAL

	MEN
	     
	     
	     
	     
	     
	     
	     

	WOMEN
	     
	     
	     
	     
	     
	     
	     

	c.  Were more participants enrolled than were approved?       FORMCHECKBOX 
   YES



                                                              FORMCHECKBOX 
    NO
	     


2. 
Did any participants withdraw from or complain about the research process?



 FORMCHECKBOX 
   YES



 FORMCHECKBOX 
    NO

3.
Were any participants withdrawn from the research project by the Investigator?



 FORMCHECKBOX 
   YES



 FORMCHECKBOX 
    NO

4.  a.
Have any unanticipated problems, expected or unexpected serious or fatal adverse event(s) occurred since  the last IRB review?

 FORMCHECKBOX 

YES      (Please complete 4.b below.)

 FORMCHECKBOX 

NO

b.
If YES, do you have documentation of IRB receipt, review, and approval?

 FORMCHECKBOX 

YES      (Please attach a copy of your most recently approved AE report.)
 FORMCHECKBOX 

NO        (Please submit a copy of the final adverse event report form with this form, if it has not been submitted to the IRB.  

(SAE Form and Instructions located at: http://www.ohsu.edu/research/rda/forms.shtml)
2. Did any research subjects claim injury from participating in this research project?  

 FORMCHECKBOX 

YES

 FORMCHECKBOX 

NO

If questions 1, 2, 3, or 5 were answered “YES,” please describe in detail the dates, subjects, and circumstances, if this has not already been submitted to the PVAMC IRB.  

6. Have there been any protocol violations/deviations (including errors and accidents) since the last IRB review?


 FORMCHECKBOX 

YES

 FORMCHECKBOX 
     NO       

If question 6 was answered “Yes,” please submit an explanation of the circumstances that led to the deviations and a description of steps taken to address the problems resulting from the deviation, if this has not already been submitted to the PVAMC IRB.

7.   Have all protocol, consent form, and other amendments been previously reported to the IRB?  


 FORMCHECKBOX 
   YES


 FORMCHECKBOX 
    NO

If no, please submit any that were not previously submitted to the IRB using the Project Revision Amendment Form, available from the R&D Service website:  
http://www.visn20.med.va.gov/portland/research/p-i-services/rd_forms.htm#alphabetical 
8. 
Please provide a summary of your research findings in the abstract. Please indicate in the space below information about findings (either good or bad) that should be disclosed to participants in the study. Discuss the rationale for and method of notification to participants.  

	


  ________________________________________________






PRINCIPAL INVESTIGATOR





Date

RESPONSIBLE VA CLINICIAN (if applicable)



Date

If you have any questions regarding final reporting upon project termination, please contact the IRB Coordinators at 503.220.8262 ext. 52885, 56385, 54503 or 57524.  
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