HSIRB: 9/4/2008

VAWNYHS and UNIVERSITY AT BUFFALO

Health Sciences Institutional Review Board (HSIRB)

COMPLETED/CLOSED NOTIFICATION - FINAL REPORT FORM

Fill out and submit this form when a project has been completed, denied funding, not conducted, closed by the study sponsor, or when it becomes known that a PI is leaving or has left the Institution without provision for continuing the study.  
The Completed/Closed Notification – Final Report Form should be sent to the HSIRB as soon as possible after completion or closure of a study, but no later than at next renewal.   For sponsored studies the Completed/Closed Notification Final Report Form should be submitted when the close-out visit is completed.  
Note: The HSIRB will not consider for approval any new submissions for PIs who fail to provide the Completed/Closed Notification-Final Report Form in a timely manner.
	1)  INVESTIGATOR INFORMATION

	Principal Investigator:
	

	Address:
	

	Project Title:
	

	IRB #:
	


	2)  STATUS:    Check one
	Check

	· Project Completed:

	· during some part of the past approval period, subject intervention took place or subjects were on follow-up
	Check here and Complete the rest of this form
	

	· study was in “Data Analysis Only” for the entire past approval period
	Check here and Skip to Section 8: sign, date, and submit this form to the IRB.
	

	· Denied funding
	Check here and Skip to Section 8: sign, date, and submit this form to the IRB.
	

	· Was not conducted
	Check here and Skip to Section 8: sign, date, and submit this form to the IRB.
	

	· Closed by study sponsor
	Check here and Complete the rest of this form.
	

	· PI is leaving or has left without provision for study continuation
	Check here.   Also, briefly explain here and complete as much of this form as possible:

	


	3) RESEARCH ACTIVITIES:         Complete #3 OR # 4

	For RETROSPECTIVE STUDIES Check Here and Skip to #4
	

	     3A.  Subject enrollment – SINCE THE START OF THE STUDY

	
	Female Adults
	Male Adults
	Minors
	Total

	3A-1.  Total number of subjects enrolled not including screen failures

            listed in 3A-2
	
	
	
	

	3A-2.  Total number of screen failures.  This applies to studies that 

       have screening procedures AND the individual signed a consent

 document BUT did not meet screening requirements to continue

 in the study. (The numbers in 3A2 should not be included in 3A-1.)
	
	
	
	

	3A-3.  For studies involving sub-groups:

                                                                    If this does not apply to this study, Check Here and skip to 3A4.
	

	LIST SUB-GROUPS (e.g., treatment vs. placebo; hypertensive vs. non-hypertensive; pre- vs. post-menopausal; diabetic vs. non-diabetic
	Indicate the number of:

	
	Female

Adults
	Male Adults 
	Minors
	Total

	Example:   Diabetic/treatment
	7
	8
	0
	15

	Non-diabetic/healthy  controls
	8
	3
	1
	12

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	3A-4.  Were any minors enrolled in the study?
	Yes


	No



	· If NO, skip to 3B
· If YES, did any subjects who enrolled as minors reach the age of 18 since last renewal submission?
	Yes


	No



	· If NO, skip to 3B
· If YES, was an adult informed ‘consent’ obtained to replace the ‘permission/assent’ form(s) from those subjects?
	Yes


	No



	· If YES, skip to 3B
· If NO, provide a brief explanation of why it was not obtained:




	3B)  SUBJECT WITHDRAWALS 

                                                                                                                                                                                                                                                                                          
	# of withdrawals –

If NONE, indicate none

	3B-1.   Indicate the total number of subjects withdrawn by the Principal Investigator - since the start of the study.


	

	3B-2.   Indicate the total number of subjects who withdrew themselves from the study - since the start of the study.
	

	3B-3.  For withdrawals that occurred DURING THE PAST APPROVAL PERIOD, briefly explain the reason for the subject withdrawal(s).




	3C)   SUBJECT COMPLAINTS  

                                                         
	# of complaints –

If NONE, indicate none

	3C-1.  Indicate the total number of subjects that made complaint(s) about the research   conducted since the start of the study.
	

	3C-2.  For any complaints that occurred DURING THE PAST APPROVAL PERIOD, briefly explain the nature of the complaint(s) and any actions taken by the investigator in response to the complaint(s).




	4) RETROSPECTIVE CHART/RECORD REVIEW studies ONLY 

	                                  Check Here if this IS NOT a “retrospective” study and be sure that Section #3 has been completed. 
	

	Indicate the total Number of charts reviewed retrospectively:

[IMPORTANT NOTE:  “Retrospective” chart review is limited to records that existed on, or prior to, the date the IRB initially approved the project (e.g., initial IRB approval was given 5/30/2006.  Chart review is limited to records that existed on or prior to 5/30/2006.]
	


	5)  ON-SITE SERIOUS ADVERSE EVENTS & OTHER SERIOUS PROBLEMS

	5A.  Over the past approval period, have there been any occurrences of On-Site Serious Adverse Events or Other Serious Problems?
	Yes


	No



	· If NO, skip to #6.

· If YES, All On-site Serious Adverse Events and Other Serious Problems should have already been reported to the HSIRB as they occurred.  If a report has not already been submitted, a “Serious Adverse Events” form must be completed and submitted along with this document.

	5B. Is a “Serious Adverse Events” form being submitted with this document?
	Yes


	No




	6)  ON-SITE “NON-SERIOUS” ADVERSE EVENTS & PROBLEMS - that required corrective measures to prevent future occurrences

	6A.  Over the past approval period, have there been any on-site “Non-Serious” Adverse Events or Problems that required changes to the study?
	Yes


	No



	· If NO, skip to #7.

· If YES, all On-Site “Non-Serious” Adverse Events or Problems that effected the study should have already been reported to the HSIRB as they occurred.  If a report has not already been submitted, information about the event must be submitted along with this document.

	6B.  Is information about an On-Site “Non-Serious” Adverse Event or Problem that effected the study  being submitted with this document?
	Yes


	No




	7)  PUBLICATION INFORMATION

	Indicate the status of any study related abstracts, presentations, or publications.  If NONE, indicate NONE.



	8) REPOSITORY:  Provide the complete address for the location where the human subjects documentation (e.g., consent forms, HSIRB documents, etc.) for the study will be retained for a minimum of three years after the closing date.  HSIRB must be kept informed of the location of those files during the retention period.

	     Complete Repository Address:

                                                         
	Department:
	

	
	Hospital:
	

	
	Address:
	

	
	Room #
	

	
	City:
	
	State:
	
	Zip:
	


	9) PRINCIPAL INVESTIGATOR or DESIGNEE SIGNATURE: 

	I assure that the information provided in this document is accurate:

**PI Signature (or PI designee): __________________________________         Date: ______________

Print Name: ________________________________________________




**If this form is submitted electronically,

 the VAIRB and HSIRB must receive a hand-signed document by mail or by fax.  

Stamped signatures are not acceptable.

*********

Submit this form to:

HSIRB:  HS-IRB@research.buffalo.edu or 150 Parker Hall, South Campus

VA IRB: Glenda.Wood@va.gov or 3495 Bailey Avenue, Research Building #20, Mail Stop 151
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