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	Purpose	



HRP-450 establishes the process for NASA IRB-approved protocol study closure. 

Closure is initiated by the PI but can be initiated and managed by the NASA IRB for approved protocols that have expired (or lapsed). 

This policy applies to all research approved by the NASA IRB (both minimal risk studies and greater than minimal risk studies).

	Policy


1. All IRB approved research protocols require a study closure when research activities are completed.  Research activities include:
a. Participant enrollment
b. Recruitment
c. Informed consent
d. Data collection
e. Data analysis of identifiable data
f. Data storage of identifiable data
g. Sharing identifiable data
	If any of the above are continuing, NASA IRB approval must be maintained and a 	continuing review is required, where appropriate.  The study cannot be closed. 
2. No human subjects research activities, as identified above, may be conducted without NASA IRB approval.  
3. Maintaining NASA IRB Oversight:
a. NASA IRB approval for greater than minimal risk studies reviewed by the Full Board expires every 365 days, or sooner, if the NASA IRB deems necessary. 
b. Expedited research does not require continuing review; however, the NASA IRB requests that the PI provide documentation of study progress every 5 years.  Study contacts will receive an annual reminder.
c. Re-certification of exempt NASA IRB protocols is required after 5 years.  
4. After study closure, all signed informed consent forms must be maintained by the PI for at least 3 years.
5. Researchers must report any information learned after study closure that could affect subject safety or medical care, including but not limited to, serious adverse events or unanticipated problems reported by the Sponsor or others responsible for study monitoring to the NASA IRB office. 
6. If a researcher is terminating his or her employment, the approved IRB protocol must be modified to transfer research activities to a different affiliated employee OR research activities must cease and the protocol must be closed. 
7. If an investigator fails to close the study before the expiration date, fails to secure NASA IRB approval through continuing review prior to the expiration date, or fails to maintain NASA IRB approval because of inaction, NASA IRB approval expires (otherwise known as a “ lapsed protocol”) and all research activities must cease. 
8. A lapse in NASA IRB approval is considered a minor non-compliance.
9. If continuing review is submitted before the expiration date, but modifications are required to secure approval and the IRB approval expires in the meantime, research activities may continue for current participants. 
10. For protocols with ongoing research activities that have lapsed due to PI inaction, the IRB Chair or his or her designee(s) may allow research activities to continue only in the event that he/she finds it is in the best interest of the research subjects to continue participation in research activities (e.g. research activities that directly benefit the participant and cessation may cause undue harm and/or risk). 
a. If research activities must cease, research procedures must be safely discontinued.  

	Procedures



1. Prior to NASA IRB approval expiration, the NASA IRB Office will ensure:
a. The initial NASA IRB approval letter and the continuing review IRB approval letter reminds researchers of the need for a continuing review application prior to the expiration date.
b. A reminder notification will be sent to the Principal Investigator, PI Proxy if applicable, and study contact via email 90-, 60- and 30-days prior to the study expiration date.
c. For studies involving International Partners, the Human Research Multilateral Review Board (HRMRB) Coordinator will send an email to the PI that continuing review is required and that administrative actions will be taken to close the study within 14 days if the protocol is not renewed. (This may not apply to international partner funded studies, which will be reviewed on a case-by-case basis.)
d. For International Space Station research, the HRMRB Coordinator will send an email to the PI to inform him/ her that the research protocol has (or will) expire.
The Research Operations and Integration (ROI) and the HRMRB Coordinator will be contacted if the PI does not respond to the NASA IRB Office request for administrative action.

2. The PI is responsible for submitting a continuing review submission ahead of the protocol expiration date in order to secure IRB approval before expiration (30 days or more) or following the outlined study closure procedure below to close the study prior to expiration.

3. Study Closure Procedures:
a. The PI shall open a continuing review (CR) submission in the eIRB and indicate he/she wishes to close the study by checking all of the following boxes in the Research Milestones section (#4):
i. Study is permanently closed to enrollment OR was never open for enrollment
ii. All subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions, no subjects were enrolled)
iii. Collection of private identifiable information is complete OR not applicable (no subjects were enrolled)
iv. Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)
b. The PI shall upload the Study Closure Form in section 7 - “Attach Supporting Documents.” 

4. The NASA IRB will:
a. Review all study closures and request additional information from the investigator, if needed, to ensure that conditions of study closure are met.
b. Notify the PI when the protocol has reached 14 days past the expiration date informing him/her that continuing review is required and that administrative actions will be taken to close the study within 30 days if the protocol is not renewed.  
i. The PI will also be notified that all research activities must cease. 
c. Administratively close all studies that expire if no actions have been taken to successfully renew the protocol 30 days after the protocol expires.  
d. Administratively close studies if:
i. it is determined that the investigator is no longer affiliated with NASA.
ii. the IRB approval has been terminated following IRB review and communication with the investigator.  Please note, termination of IRB approval is reportable to the appropriate federal department or agency head(s) and institutional official(s).  
iii. the protocol has been expired for at least 30 days and a continuing review application was submitted, but the investigator has not responded to the IRB’s requests for revisions and/or clarifications within a reasonable timeframe, usually 30 days, and an extension has not been requested. 
Note: For international partner protocols, the HRMRB Coordinator will send an email to the PI to inform her/her that research activities must cease. 

5. In the event NASA IRB approval expires, the PI must:
a. Cease all research activity
b. Submit a statement explaining the lapse to the NASA IRB within 5 days of notification
c. Submit a timeline for submission of continuing review to the NASA IRB within 5 days of notification
d. Secure NASA IRB approval before continuing research activities

6. In cases where the PI believes that enrolled subjects are at risk of harm from stopping the research procedures, the PI will submit the following to the NASA IRB Office within 5 days of notification:
i. The number of subjects who may be harmed 
ii. A rationale for continuing research identifying the research procedures that must continue to ensure subject safety, and
iii. A timeline for submission of continuing review 
The NASA IRB Chair or his/her designee(s) will determine whether continuation is in the best interest of the enrolled subjects. 



	Definitions	


Principal Investigator - an individual performing various tasks related to the conduct of human 	subjects research activities, such as obtaining informed consent from subjects, interacting 	with subjects, and communicating with the IRB [45CFR46]
HRMRB – Human Research Multilateral Review Board
Lapsed IRB Protocol – an approved IRB protocol that has expired
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Appendix A
Study Closure Form

Date:_______________
	General Information

	Principal Investigator: 

	Is a Reliance Acknowledgement in place?                                                                                          |_| Yes    |_|  No

	Study Location(s): 

	Funding Source: 

	Initial IRB Approval Date: 

	Date of last study-related activity*:

	Identifiable Data

	By checking the boxes:
Verify that key personnel no longer maintain nor store identifiable data:   |_| 
Verify that key personnel no longer maintain nor store participant links to identifiable data:   |_|


*Activities related to participant recruitment, participant enrollment, informed consent, data collection, identifiable data analysis 
	Section I: Status of Protocol

	Reason(s) for study closure:
	|_| Study Complete

	
	|_| Never Received Funding 

	
	|_| Lost Funding

	
	|_| Staffing Changes/Issues Prevented Continuance (please describe):

	
	|_| Sponsor Requested Closure

	
	|_| Closure Due to Adverse Event(s)/Reaction(s)

	
	|_| Administrative IRB Finalization of a Project

	
	|_| Other: (Please describe)




	Section II: Status of Subjects

	Total number of subjects enrolled in the study: 

	Number of subjects approved to enroll:

	Number of subjects who withdrew or were withdrawn from the study:
State reason(s) for withdrawal:


	List study complications, problems, adverse reactions, or injuries that occurred during the study. If the risk/ benefit changed, please specify (write N/A if none occurred): 


	Indicate the disposition of research data (e.g. data has been returned to NASA): 

Have appropriate study records been filed for research record keeping**? If yes, please specify:


	Please indicate contact information for study records.
Name:
Phone Number:
Email:


** All signed informed consent forms must be maintained for three years [14 CFR1230.115].

	Section III: Summary

	Has the research been presented or published (either in draft or final submission/ publication)?
 |_| No  |_| Yes


	

	Other information pertinent to the Study or Study Closure: 
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