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ADMINISTRATIVE HOLD, SUSPENSIONS AND TERMINATIONS OF IRB-APPROVED RESEARCH

DESCRIPTION 

The IRB has the authority to place on hold, suspend or terminate approval of research that is not being conducted in accordance with federal, state or local regulations or institutional or IRB requirements, or that has been associated with unexpected serious harm to participants.  The IRB shall promptly notify the PI, institutional officials and regulatory authorities, as appropriate, of the IRB’s actions and reasons for the actions. 

RESPONSIBILITY 

The IRB chair and full IRB will determinate when to place on hold, suspend or terminate a research project.  All such actions will be reported at the convened IRB meeting in the Information section of the agenda.

PROCESS: 

PI-Imposed Suspension 

The PI may place specific research activities on hold temporarily to further review data or the conduct of the study to ensure that the rights and welfare of participants remain favorable.  The PI will notify the IRB in writing of his or her decision to suspend some or all of the research activities and the reason for doing so. The PI will also notify the IRB whether participants are to be informed of the suspension, and the justification for either informing or not informing the participants. Once the PI lifts the suspension, the PI will notify the IRB in writing.  The IRB may request additional information regarding the PI-imposed suspension so that the IRB may monitor the protocol. Adverse events and outcomes must continue to be reported to the IRB.

Sponsor-Imposed Suspension  

The sponsor of a research study may place specific research activities on hold temporarily to further review data or the conduct of the study to ensure that the rights and welfare of participants are protected.  The sponsor will notify in writing, either the IRB directly or the PI, of the decision to suspend some or all of the research activities and the reason for doing so.  The sponsor will also notify the IRB whether participants are to be informed of the suspension, and the justification for either informing or not informing the participants.  Once the sponsor lifts the suspension, the PI or sponsor will notify the IRB in writing.  The IRB may request additional information regarding the sponsor-imposed suspension so that the IRB may monitor the protocol. Adverse events and outcomes must continue to be reported to the IRB.

IRB-Imposed Suspension

A suspension for cause is when the IRB temporarily stops some or all research activities, or permanently stops some research activities, or both.  Following a suspension for cause, continuing review is still required.  The IRB chair, or convened IRB may order a suspension for cause.  If the IRB chair orders the suspension for cause, the chair will report this to the IRB at the next convened meeting. The IRB will review the circumstance and vote to uphold or overturn the suspension.  Before instituting a suspension for cause, the person or IRB ordering the suspension will consider whether stopping procedures might harm current participants.  If so, the person ordering the suspension will consider procedures to protect their rights and welfare, such as allowing them to continue in the research, transferring the research protocol to another investigator, or making arrangements for alternative medical care.  The IRB will notify the PI in writing that the protocol has been suspended and for what cause.  The IRB will ensure that current participants are notified of the suspension whenever participants are undergoing interventions or interactions.  The IRB will decide whether follow-up of participants for safety reasons is required.  If so, the Investigator will inform current participants of this fact.  When the IRB requires follow-up of participants for safety reasons, the investigator must report any adverse events or outcomes to the IRB.  If the concerns are not addressed, the IRB may terminate the research or take other action it deems appropriate to protect the health and welfare of participants. If the suspension for cause involves a temporary halt to research procedures and the issues leading to the suspension are resolved, the IRB may lift that portion of the suspension. 

The IRB may suspend temporarily some or all research procedures pending an investigation by the IRB and/or other reviewing committee on allegations of noncompliance of noncompliance or the appearance of immediate harm to the health or welfare of participants.  The Veteran’s Affairs Research and Development committee (VA R&D) or other protocol review committee may make a recommendation to the IRB that a protocol be suspended for cause. The IRB will notify the PI in writing that the protocol has been suspended and for what cause.  The PI will then be requested to comment and provide information on the issue causing the suspension.  The IRB will request that the PI explain how the situation occurred and how he or she will ensure that this situation will not occur in the future.  The IRB may require changes to the protocol, consent form or any other protocol documents as it determines to adequately remedy the situation and protect the health and welfare of participants.  The PI and research staff may be required to receive new or additional training in a certain area to demonstrate their competence to perform the research.  Additional oversight of the conduct of the protocol or a transfer of responsibility to another investigator may also be recommended.  When the PI has adequately addressed the concerns, the IRB may lift the suspension on the research.  If the concerns are not addressed, the IRB may terminate the research or take other action it deems appropriate to protect the health and welfare of participants. 

The person or IRB ordering the suspension for cause will immediately notify the WSU institutional official within 24 hours.  For non-VA protocols, the institutional official will notify the sponsor and governing regulatory authority(s) (see below) in writing of all protocols suspended for cause within 10 days.

The Institutional Official will inform OHRP (for all studies), the FDA (for studies involving drugs, devices, and biologics), and as appropriate the sponsor of the study and any other required regulatory agency of the action taken.

For VAMC research, unless directed otherwise by the IRB Coordinator or Chair, the VA Institutional Official will report within 10 days to the appropriate bodies including:  the VA Office of Research & Development (ORD), the VA Regional Office of Research Oversight (ORO), OHRP, the FDA (if applicable), the study sponsor, and other VA offices as required (see below). A copy of all correspondence will be provided to the IRB.
PI-Imposed Termination

To allow for substantive and meaningful review of research activities at the close of a study, the investigator is required to submit a Final Study Close-Out Report Form (available on the web, and at the end of this procedure).  This form is required for studies approved by the full board or by expedited review.  It is not required for exempt studies. The report updates the IRB on the conduct and outcomes of the study, including any risks or problems that may have arisen since the last study renewal and which may need to be disclosed to the study participants or others. 

If  a researcher is terminating employment or association with Wright State University (or one of the institutions for which Wright State serves as the IRB) the investigator should either:

1.   Close the study and submit a final Study Close-Out form to the WSU IRB

or  

2. Transfer the protocol to another WSU investigator (via submission of an amendment/modification request) as the new Principal Investigator.

IRB-Imposed Termination

A termination for cause is when the IRB permanently stops all research activities.  Following a termination for cause, continuing review is no longer required.  The IRB chair or convened IRB may order a termination for cause.  If the IRB chair orders the termination for cause, the chair will report this to the IRB at the next convened meeting. The IRB will review the circumstance and vote to uphold or overturn the termination.  Before instituting a termination for cause, the person or IRB ordering the termination will consider whether stopping procedures might harm current participants. If so, the person ordering the suspension will consider procedures to protect participants rights and welfare, such as allowing them to continue in the research, transferring the research protocol to another investigator, or making arrangements for alternative medical care.  The IRB will notify the PI in writing that the protocol has been terminated and for what cause.  The IRB will ensure that current participants are notified of the termination whenever participants are undergoing interventions or interactions.  The IRB will decide whether follow-up of participants for safety reasons is required.  If so, the PI will inform current participants of this fact.  When the IRB requires follow-up of participants for safety reasons, the investigator must report any adverse events or outcomes to the IRB.   

The IRB may stop permanently some or all research procedures for cause if it finds after an investigation that the significant noncompliance to the protocol or regulations presents a possibility of harm to the health and welfare of participants.  The Veteran’s Affairs Research and Development committee (VA R&D) or other protocol review committee may make a recommendation to the IRB that the protocol be terminated for cause. The IRB will notify the PI in writing that the protocol has been terminated and for what cause.  The PI will then be requested to comment and provide information on how the situation occurred and how he or she will ensure that this situation will not occur in future projects.  The PI and research staff may be required to receive new or additional training in a certain area to perform future research.  If the PI requests to pursue the research, he or she must address all concerns of the IRB and then resubmit the protocol for consideration of approval. 

The person or IRB ordering the termination will immediately notify the WSU institutional official within 24 hours.  The WSU institutional official will notify the sponsor and governing regulatory authority(s) (or, for VA research, the VA Institutional Official) as described in the previous section (on suspensions) in writing within 10 days of all protocols terminated for cause.

Administrative Closure 

A protocol submission under review by the IRB, in which final approval has not yet been granted or released, will be administratively closed six months from the date of submission receipt or pending approval.  At the six-month date, the PI will be notified by the IRB director or designee regarding the expiration.  If the PI provides adequate justification to keep the protocol in the review process, the protocol will be given another six-month period for the PI to obtain IRB approval.  Those protocols for which adequate justification has not been received at the six- month date or those protocols that remain in review status at the one-year date will be administratively closed by the IRB. 

Wright State University Research and Sponsored Programs
Human Subjects Protection, Institutional Review Board

FINAL STUDY CLOSE-OUT REPORT FORM 

	INSTRUCTIONS

	· Use this form to close out any WSU IRB-approved study. 

· Submit this completed form within 30 days of completion or termination of all research activity for a study, even if the current approval period has expired. 

· Do not close out a study if any of the following six conditions apply.  Such studies must remain active and continue to receive ongoing IRB review and approval. 

1. Enrollment at the WSU-approved site is ongoing

2. Research-related interventions and/or follow-up at the WSU-approved site is ongoing

3. Participant follow-up at the WSU-approved site is ongoing.

4. Biological specimens containing personally identifiable information are being maintained in a repository that has been approved as part of this study or upon which analysis or research is ongoing. If, however, specimens were transferred to a separate repository that has ongoing IRB approval, the study may be closed.

5. Data analysis or manuscript preparation is ongoing. 
6. If there is an external study sponsor and the sponsor has not provided permission to close the study with the IRB

· Return one hard copy of this form and any supporting materials to:

WSU IRB    201 University Hall   Wright State University   Dayton, OH  45435  
· Contact IRB office if you have any questions. 

· Call the IRB staff at 937-775-4462 or email robyn.wilks@wright.edu
· Refer to the full procedure for Project Closures, Suspensions, and Terminations on the WSU RSP web page (http://www.wright.edu/rsp/IRB/Policies/P_10%20Suspensions%20and%20Terminations.doc)

	· 


	A. PROTOCOL INFORMATION:   

	Currently Approved Principal Investigator

     

	Project Title

     

	WSU IRB #

     
	Expiration Date

     


	B. STUDY STATUS AT CLOSE OUT:

	1. Provide the reason for closing the study at WSU:

	[ ] Study was completed. (Please complete sections B through G.) 
[ ] Study was started but closed prior to completion (Please complete sections B through G.) 
[ ] Study was not started. (Please indicate reason below and skip sections C through F). 
[ ] Study is being transferred to another institution.  (Please indicate institution below in B.4.)

	2.  Please explain why the study was not started or was closed prior to completion.

	     

	3. Did the study involve the collection, storage, or use of any human biological specimens? If yes, please explain what will happen with the specimens at the close of this study. 
	[ ] Yes   [ ] No  

	     

	4. Which institution is this study being transferred to?  What parts of the study are being transferred?  Be sure to work with your Department to make sure everything you need to do to transfer the study has been or will be completed.

	     


	C. SUMMARY OF STUDY RESULTS: 

	1. Please summarize the results of this research project. 

	        



	2. Have there been any presentations or publications resulting from this study since last continuing review.  If yes, please describe and cite references.  
	[ ] Yes   [ ] No  

	     


	D.  SUBJECT RECRUITMENT AND ENROLLMENT since last initial or continuing review: 

	1. Was there any participant contact since the date of the last review?  

If no, skip sections E through F.

If yes, answer the questions below in this section only for subjects since the last initial or continuing review. 
	[ ] Yes   [ ] No  

	2.  Number of subjects enrolled since the last continuing review (if there has been no continuing review, please record the number of subjects enrolled during the study). 
	     

	3. Approximately how many potential subjects have refused participation?
	     

	4. How many subjects have voluntarily withdrawn from participation?
	     

	5. How many subjects have been withdrawn from participation by the PI?
	     

	6. If applicable, provide a brief summary below of any difficulty obtaining/retaining subjects, or obtaining informed consent since the last continuing review. 

	     


	E. SIGNIFICANT FINDINGS AND REPORTABLE EVENTS

	1. Have there been any significant new findings (recent literature or other relevant information) that may affect the risks or benefits associated with the research that should be disclosed to subjects who have participated in the study? 
If yes, please describe below and describe how you will notify research participants. Submit copies of any materials that you use to notify participants.
	[ ] Yes   [ ] No  

	       

	2. FOR BIOMEDICAL OR HIGH RISK BEHAVIORAL STUDIES ONLY: Reporting and Summary of 10-Day Reportable Adverse Events and Other Safety Information:

	a. Are you submitting any new or missed Adverse Event Reports now?
	[ ] Yes   [ ] No  

	b. Are you submitting any new or missed DSMB or other multi-center oversight reports now that were not submitted previously?
	[ ] Yes   [ ] No  

	c. Were there any other unexpected safety developments that the IRB should know about?  If yes, please explain below.
	[ ] Yes   [ ] No  

	       

	3. Reporting and Summary of Protocol Violations, Deviations and/or Incidents:

	a. Are you submitting any new or missed 10-day Violation, Deviation or Incident Reports  now?  
	[ ] Yes   [ ] No  

	b. Were there any other unexpected developments in study conduct that the IRB should know about (e.g., problems with study activities or participant complaints)? 
If yes, please explain below.  
	[ ] Yes   [ ] No  

	     


	F. STUDY ACTIVITY AFTER IRB APPROVAL EXPIRATION: Please answer the following questions only if the WSU IRB approval has expired. 

	If the WSU IRB approval for this study has expired, did any research-related activity(ies) occur during the lapse in approval?  If yes, answer the questions below. 
	[ ] Yes   [ ] No

	1. Were any participants enrolled during the lapse of approval period?
	[ ] Yes   [ ] No

	2. Did any other research-related activity(ies) continue during the lapse of approval period?  .
	[ ] Yes   [ ] No

	3. Why did the approval lapse occur?  

	     

	4. What will be done do to prevent this from happening in the future for other studies?  

	     

	5. If yes to either questions #1 or 2, please describe all research-related activities that continued, including number of participants involved and any adverse events, violations, deviation or incidents that occurred during the period of protocol lapse:  

	     


	G.  PRINCIPAL INVESTIGATOR’S CERTIFICATION: 

	I certify that all study activity involving participant contact, or use or access to individually identifiable information has ceased and the information provided in this report is complete and correct.


	
	Principal Investigator's Signature
	
	Date
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