VA New York Healthcare System Institutional Review Board

Study Closure Form

Principal Investigator:       

Project Title:       

MIRB ID Number:      
Date Form Completed:       
Date of Study Closure:      
Instructions:

Please request study closure ONLY if: 

1) All research-related interventions and/or interactions with human participants have been completed; and 

2) Data collection, analysis of identifiable private information, and manuscript publication is completed. Analysis of de-identified data may continue after study closure.  
Please include a structured abstract.

	A. Reasons for Study Closure

	1. Study is completed; all enrollment, treatment, follow-up, data analysis, and manuscript publication are completed
2. Study was never initiated / no study participants were ever enrolled / study was never funded. If you select this option, you may skip the rest of the form.

3. Study has been discontinued and there will be no further data collection (including long-term follow-up or re-contact) or analysis of identifiable or coded data.
4. Sponsor is discontinuing study.

5. Principal Investigator and/or Co-Investigators are leaving the VA NYHHS.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	B. Participant Information

	1. As applicable, indicate the number of participants and/or records and/or specimens entered (check appropriate box below) since the inception of the study.  Also provide information on withdrawals.  
2. Total target of participants to be enrolled, records reviewed or specimens analyzed for entire study:      
In table below, check appropriate box in left hand column if 1) prospective direct participant contact study, 2) database only study, or) study using existing human specimens, and answer questions in that section.
Enrollment Type

Since study inception

For studies with prospective direct participant contact
 FORMCHECKBOX 

Number of participants who consented:

        

Number of screen failures (consented but did not qualify for randomization):

        

Number randomized:

     
Number of participants withdrawn or lost to follow up:

     
Number of participants who have completed protocol:
     
Number withdrawn since study inception:

a. Lost to follow-up:       
b. Clinical/Safety reasons:       
c. Non-adherence to protocol:       
d. Participant died:       
e. Ineligibility:       
f. Participant decision:      
g. Other:       
Is this a multicenter study?  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, if yes give total enrollment for all sites, if available:      
For Database Studies:
 FORMCHECKBOX 

Number records enrolled:

        

Number of records withdrawn:

        

If applicable, reason(s) for withdrawal(s):       
For studies using human specimens:
 FORMCHECKBOX 

Number specimens enrolled:

        

Number of specimens withdrawn:

        

If applicable, reason(s) for withdrawal(s):       



	3. Enter the cumulative participant gender and minority status for the VA NYHHS site only.

 FORMCHECKBOX 
  The study enrolled human subjects but gender and minority status were not collected. Do not complete table.
4a. Race

Females

Males

Sex/Gender unknown or not reported

Total

American Indian or Alaska Native

     
     
     
     
Asian

     
     
     
     
Black or African American

     
     
     
     
Native Hawaiian or Other Pacific Islander

     
     
     
     
White

     
     
     
     
More than one race

     
     
     
     
Unknown or not reported

     
     
     
     
4b. Ethnicity 

Hispanic or Latino

     
     
     
     
Not Hispanic or Latino

     
     
     
     
Unknown or not reported

     
     
     
     
*The Ethnic Categories total must equal the Racial Categories total.


	4. Number of participants considered to be members of vulnerable populations specifically targeted for recruitment in this study:
 FORMCHECKBOX 
 Check here and do not complete following table if vulnerable populations were not specifically targeted.
Females

Males

Sex/Gender Unknown or not reported

Total

Pregnant women

     
     
     
     
Prisoners

     
     
     
     
Children

     
     
     
     
Individuals who lack decision making capacity

     
     
     
     
VA Employees
     
     
     
     
Trainees
     
     
     
     
Economically or socially disadvantaged
     
     
     
     



	C. Project Modifications

	1. Provide a list of all modifications to the project since last IRB initial or continuing review, whichever is most recent.  If more space is needed, attach additional page(s) as necessary.
 FORMCHECKBOX 
 There have been no modifications since the last IRB review.

Modification Approval Date

Brief Description of Modification
     
     
     
     
     
     



	D. Data Safety Monitoring and Risk / Benefit Assessment
	Yes
	No
	N/A

	1. Have there been any local Serious Adverse Events (SAEs) since the last continuing review?

If yes, attach a summary/list of all SAEs that have occurred during the review period. You may use the Local Serious Adverse Event and Unanticipated Problems Log for this purpose.

 FORMCHECKBOX 
 A listing of all local SAEs is attached. 

2. Regulations require that all local, unanticipated SAEs (whether related or unrelated to the research) must be reported to the IRB within 5-business days. Have all unanticipated SAEs have been submitted to the IRB?
If NO, attach the Serious Unanticipated Problem - Serious Unanticipated Adverse Event Report Form.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	3. Have there been any unanticipated problems involving risks to subjects or others since the last continuing review period?

If yes, attach a summary/list of all unanticipated problems that have occurred during the review period. You may use the Local Serious Adverse Event and Unanticipated Problems Log for this purpose.
 FORMCHECKBOX 
 A listing of unanticipated problems is attached.

4. All local unanticipated problems that required 5-business day reporting have already been submitted to the IRB.  
If NO, attach the Serious Unanticipated Problem - Serious Unanticipated Adverse Event Report Form
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	5. Does a data monitoring committee (DMC) or data and safety monitoring board (DSMB) exist?
6. Have there been any summaries, recommendations, or minutes from DMC/DSMB meetings or findings based on information collected by the data and safety monitoring since the last continuing review period?  
If Yes,

 FORMCHECKBOX 
 Report is attached.

 FORMCHECKBOX 
 Report is pending. Date of pending review:      
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 


	7. Have there been any subject claims of injury or complaints regarding the research since the last Continuing Review?

If yes, describe:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	E. Is this study part of a multi-center research project?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	If yes:

1. VA NYHHS is the lead site & other sites’ IRB initial approvals were/will be submitted.

2. If available, relevant multi-center trial report(s) since last review period are attached.  
 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 



	F. Study conduct
	Yes
	No

	1. Have progress notes been entered in CPRS, if applicable, for each participant indicating termination of their participation in the research study?

 FORMCHECKBOX 
 N/A (progress notes were not required for this study)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Will data analysis continue with de-identified information at the VA NYHHS?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If YES to 2, attach the e-mail confirming that the linking documentation has been received by the VA NYHHS Research Office (per the instructions on the last page), or identify the date that the hard copy of linking documentation was submitted to the VA NYHHS Research Office and to whom, or where, specifically it was submitted:      

	3. Did this study include analysis of specimens which were sent to a non-VA facility and then either the remainder was returned to the VA or destroyed by that non-VA facility?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If YES to 3, please either provide confirmation that all remaining specimens were returned to the VA or attach a certification from the non-VA facility that the remaining specimens were destroyed, either as certification of destruction of each individual specimen or for the batch of specimens as a whole.

	4. Please indicate here whether information about findings (either good or bad) should be disclosed to participants in the study, including the rationale for the determination and, if applicable, the method of notification to participants:      

	5. Originals of all hard copies of data/forms/etc. for VA Research must be retained at the VA at the time a study is finalized. In addition, a full electronic copy of any electronic records must be behind the VA firewall. Can you provide an assurance that these items are at the VA/behind the VA firewall?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If NO to 5, when will that transfer occur and how will an assurance be provided to the Research Office that it has occurred?      

	6. Will funding for this study continue after IRB finalization or is there another component (such as wet lab work, work with animals, etc.) that will continue after IRB finalization?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If YES to 6, explain what component of the study will continue after IRB finalization:      

	
	Note that if you answered YES to 6, this study will remain open under the R&D Committee (or other subcommittee) and continuing reviews for that committee will still be required.


G. Records Retention:  

Investigator’s research records must be retained until disposition instructions are approved by the National Archives and Records. Most records must be retained for six years after the end of the fiscal year in which the study was closed. Records are the property and the responsibility of the local research office. Original research records remains in the facility even if the investigator leaves the institution and the Research Office should be notified accordingly. If the current location where records are stored should change, the Research Office should be informed.

1. Provide specific location of records (room number for hard copies and URL for electronic records):      
2. Person to Contact in case of Inspection by VA, OHRP, FDA or other authorized entities:      
3. Archiving Digital Files: If investigator is leaving the facility and research records were stored digitally the PI should make arrangements with IRM for archiving of electronic files in the network folders.        ( Date this was completed.)

4. Sponsor requirements regarding records retention, if applicable:       (Indicate if none.)

H. Drug and Device Accountability:

Requirements for disposal of unused investigational drug/device:      
Note: Current VA regulations require that all research records, including identifiable data and identifying links to data be retained indefinitely. Therefore, if you would like to de-identify the data and continue to conduct data analysis, please: 

1. Deliver all hard copies of linking documentation to the Research Office, or send it in an encrypted email to Stanley.john@va.gov if it is available only in an electronic format.

2. Submit a signed memo (including study title and ID #) attesting that this is the only copy of the linking documentation, all others copies have been destroyed, and any further link back to a participant is impossible. Do not delete your electronic copies of the linking documentation until you have received confirmation from the VA NYHHS Research Office that it has been received.

Note that this will finalize the study from the perspective of the IRB, and oversight of the study will continue by the R&D Committee (or other applicable subcommittee) until all data analysis (including analysis of de-identified data) is complete.

*If the study is being closed and data analysis will not continue, linking documentation is not required to be submitted to the ACOS/R&D. However, the information must be retained per current VA regulations.
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