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STUDY CLOSURE FACEPAGES: SOCIAL AND BEHAVIORAL PROJECTS

	Instructions 

	By federal regulation, changes in research activity require reporting to the IRB. Study closure is one such activity. This form is designed to provide the information required for study closure, when submitted along with the following:

1. The Narrative Summary of Project at Study Closure

2. A copy of the stamped approved informed consent document(s) currently in use if subjects were enrolled since last IRB review (initial or continuing).

3. Copies of site monitoring reports, audits and other reviews that have occurred since last IRB review (initial or continuing).

4. Links to or copies of publications associated with this study.


Mail the completed, signed copy of this form, and the copy of the stamped, approved informed consent/assent document(s) currently in use, as appropriate, to the UCSD HRPP, mailcode 0052, 9500 Gilman Drive, La Jolla, CA 92093-0052. This should be done no later than 30 days after study completion or termination. Upload the other required documents via e-IRB services on the HRPP web site. This should be done no later than 45 days prior to expiration. Keep a copy of this submission in your research records. For questions regarding the Study Closure process, call (858) 657-5100 or e-mail: hrpp@ucsd.edu.


	Section 1: IDENTIFYING INFORMATION

	Project
	Project Number:
	
	Principal Investigator:
	

	
	Project Title:
	

	
	Initial Approval Date:
	
	Most Recent Re-approval Date:
	

	
	Expiration Date:
	
	Date Submitted:
	

	Submitter
	Name:
	
	Phone:
	

	
	E-mail:
	
	Mail code:
	


	Section 2: PROJECT STATUS AT CLOSURE

	Check ONE:

	
	Study completed as outlined in the approved Research Plan

	
	Study received IRB approval, study procedures performed, and then study closed by sponsor before completion

	
	Study received IRB approval, study procedure performed, and then study closed by local PI before completion

	
	Study is being transferred to another institution

	
	Study approval has expired


	Section 3: STUDY PARTICIPANT STATUS AT CLOSURE

	Number of participants enrolled since the beginning of the study:

	
	at UCSD 
	
	at Rady Children’s Hospital – San Diego

	
	at other sites.                     Please name other site(s) here:
	

	Number of participants enrolled since last IRB review (initial or continuing):

	
	at UCSD sites
	
	at Rady Children’s Hospital – San Diego

	
	at other sites.                    Please name other site(s) here:
	


	Section 4: STUDY SAFETY INFORMATION AT CLOSURE

	Yes
	No
	

	
	
	Has interim experience with this study or related studies, or new literature changed your assessment of potential risks and benefits since last IRB review (initial or continuing)?*

	
	
	Reports of adverse events at other sites have been received

	
	If Yes, have all adverse events at other sites been submitted to the IRB?
	Yes
	
	No**
	

	Yes
	No
	

	
	
	Study has a Data and Safety Monitoring Board (DSMB) or equivalent

	
	If Yes, have all DSMB reports been submitted to the IRB?
	Yes
	
	No**
	

	Enter numbers of participants since the last IRB review (initial or continuing) enrolled on this protocol who have had the following:

	
	Serious and Unexpected Adverse Events of any type***
	
	Death unrelated to study participation

	
	Death possibly related to study participation
	
	Death definitely related to study participation

	
	Complaints about the study communicated to study staff
	
	Early withdrawal


*
Include discussion of this item in the Narrative Summary of Project at Closure that accompanies these face pages

**
Submit copies of any reports received that have not already been reported to the IRB at this time.

***
Ensure these events are described in the Narrative Summary of Progress to Date, Section 8 or Section 9, as appropriate. Note: Adverse Events and Serious Adverse Events at least probably related to the study may require reporting to the Research Compliance Program (see here).

Continued next page

	Section 5: AUDITS, REVIEWS AND OTHER INSPECTIONS SINCE LAST IRB REVIEW (initial or continuing)*

	Yes
	No
	

	
	
	If this is a sponsored study, did the sponsor conduct a review or site monitoring visit since last IRB review?

	
	
	If this is a grant-funded study, were progress reports filed with the granting agency since last IRB review?

	
	
	Were there any other audits, reviews or inspections conducted during this period?


*
For all Yes answers in Section 5, please attach a copy of the correspondence related to item, such as site monitor reports, grant progress report, etc.

By signing below, you certify that the information provided about this study is accurate to the best of your knowledge.

	Section 6: SIGNATURES

	Principal

Investigator
	
	Date:
	

	If the Principal Investigator is a student, the faculty supervisor must indicate knowledge and approval of this submission. By signing below, the faculty supervisor certifies that the study was conducted under their direct supervision and that the faculty supervisor was responsible for ensuring that all provisions of the IRB approval were complied with by the investigator.



	Faculty Supervisor

	Name:

(Print or Type)
	
	Signature:


	
	Date:
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