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Human Research Protection Program Departmental Policy and Procedure

1.4 Study Closure and Inactivation

Effective Date: September 23, 2026

Policy

a.

C.

Scope

Statement

All studies that were previously approved by the UT Southwestern IRB or an
external IRB should be inactivated upon completion of the study. Inactivation is
appropriate when enrollment is closed, data is no longer being collected, and

analysis is complete or involves only de-identified data.

i. Note that if the study is federally funded, the study team must confirm that
approval to inactivate the study from the funding entity has been received.
If UTSW or an affiliate is acting as the lead site on a multi-center trial with
active sites, study activities at all sites must be complete to inactivate the

study.

The Principal Investigator (P1), the Institutional Review Board (IRB) or the
Human Research Protection Program Department (HRPPD) may initiate

inactivation of active approved studies in certain circumstances.

Voluntary study inactivation may be initiated by the Pl when human subjects’
research activities are complete. Alternatively, the HRPPD may
administratively inactivate studies due to non-response of a PI after study
expiration or the annual update due date has passed. Finally, the IRB may

terminate IRB approval. See 9.4 Suspension or Termination of Research.

Studies that remain in an Approved Pending Other Approvals status for more
than one year may be administratively closed when the required institutional

activation procedures have not been completed.
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a. This policy and procedures applies to all non-exempt human subjects’ research.

lll. Procedures for Policy Implementation

a. Pl Initiated Notice of Study Closure for all research reviewed by UTSW IRB or

any external IRB

The Notice of Study Closure should be completed and submitted via the

ETHOSsystem when all of the following apply:

1.

All subject recruitment and enrollment is complete (i.e., no new subject

recruitment or enrollment are ongoing),

All subject specimens, records, data have been obtained (i.e., no
further collection of data/information from or about living individuals will
be obtained),

No further contact with subjects is necessary (i.e., all interactions or
interventions are complete and no further contact with enrolled

subjectsis necessary),

Analysis of subjects’ identifiable data is no longer necessary (i.e.,

subjects’ records will no longer be required or all data/specimens have
been de- identified). This includes review of source documents by

study sponsors, and

If the study is industry-sponsored, the sponsor or sponsor's

representative has agreed the study may be closed at this site.

i. The format of the Notice of Study Closure is similar to that of the

Continuing Review with respect to reviewing the status of participants

since the last IRB approval (see 2.2. Continuing Review of Research).

All requests to inactivate (notice of study closure in ETHOS) receive an

administrative pre- review by the designated HRPPD staff.

iv. The final report is reviewed via administrative HRPPD staff review.
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v. Administrative HRPPD inactivation— Administrative review allows the
HRPPD to quickly inactivate research that is not likely to have significant

issues related to the rights, welfare or safety of the participants.
1. Criteria used to determine that a final report is acceptable
a. Criteria 1: the proposed research is eligible for inactivation

b. Criteria 2: if the report is received after the current approval period
has expired, no research occurred during the lapse period
(confirmation from the Pl is needed if research occurred during the
lapse). See 9.3 NONCOMPLIANCE REVIEW

c. Criteria 3: there are no unresolved issues related to UPIRSOs,
reports of noncompliance or other issues related to rights, welfare

or safety of participants

d. Criteria 4: no new information needs to be communicated to

participants

2. If there is any new information associated with an unanticipated
problem or other problems that may adversely affect subject rights,
safety or welfare since the last IRB review, the HRPPD staff will

consult with management and resolve prior to closure.

a. Notice of study closures may be referred to the convened IRB if the
reviewer determines the circumstances surrounding the request for
closure or information provided in the final report indicate that
review by the convened IRB is warranted (e.g., previously
unreported UPIRSOs, new reports of serious or continuing non-

compliance).

3. Outcomes: the HRPPD staff complete the review of the report. Review

outcomes for administrative review of a final report may include:
a. Request revisions and/or additional information;
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b. Acceptance of the Notice of Study Closure in ETHOS.

The record is stored according to institutional policy on 8.3

Recordkeeping.

b. Administrative Closure Due to Non-Response may be completed for studies
reviewed by the UTSW IRB as follows:

If the study has not expired

1.

If the PI fails to respond to the HRPPDs request for submission of a
Continuing Review or additional information/revisions to a submitted
Continuing Review within a specified period of time (e.g.,
approximately one month), the HRPPD staff remind the PI of the
incomplete status of the submission and request an immediate

response.

HRPPD continues to contact the Pl by telephone and email. If the PI
fails to respond to additional information/revisions to a submitted
Continuing Review approved with stipulations within 30 days, HRPPD
staff may refer the study to HRPPD leadership who may consider

administratively closing the study.

When the study expiration is within 14 days, the PI's Department Chair
may also be contacted requesting immediate submission of the

progress report or inactivation report.

If the study has reached the expiration date

1.

If the PI fails to submit a Continuing Review (CR) or Notice of Study
Closure (NSC) or fails to submit required additional
information/clarifications to an already submitted CR/NSC, the HRPPD
staff notifies the PI of the expired status of IRB approval and that all_

research activity must cease. (For safety exceptions where subjects

are enrolled, see 2.2. Continuing Review of Research).
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2. If the PI fails to respond to the notice of expiration within one month,
the IRB will administratively close the study and the HRPPD staff notify
the PI that the IRB has inactivated the study and all research activity
must cease (for safety exceptions where subjects are enrolled, see
2.2. Continuing Review of Research). Future research may require a
new protocol submission if the PI still desires consideration for IRB

approval.

c. Administrative Closure of Studies Pending Other Approvals

Studies that remain in an Approved Pending Other Approvals status for
more than one year may be reviewed by HRPPD staff for administrative

closure.

HRPPD may, on a case-by-case basis, extend the timeframe for
administrative closure of studies in Approved Pending Other Approvals
status when there is a reasonable expectation that the remaining
institutional activation requirements will be completed within an acceptable

period. The rationale for any extension will be documented.
Before administratively closing the study, HRPPD staff will:

1. Notify the Pl and study contact that the required institutional activation

procedures remain incomplete.

2. Request that the study team either complete the outstanding

institutional activation procedures or submit a Notice of Study Closure.
3. Include the PI's Department Chair on the request.

4. Provide the study team a specified period in which to respond or

complete the required action.

If the study team does not complete the required institutional activation
procedures, submit a Notice of Study Closure, or provide an acceptable

justification for continued pending status within the specified period,
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HRPPD may administratively close the study.

Funded studies may be provided additional flexibility when warranted by
the funding status, sponsor requirements, study start-up activities, or other
documented circumstances. The Pl or study team must provide sufficient
information to justify maintaining the study in an Approved Pending Other
Approvals status. HRPPD may establish an additional timeframe for

completing the remaining institutional activation procedures.

Administrative closure does not authorize initiation of research activities. If
the study team later seeks to initiate the research, a new submission or

other action required by HRPPD may be necessary.

d. Inactivation Due to Inactivity/Non-Enrollment

i. If, during Continuation Review for a study open for a period of three or
more years, the Pl reports that very few or no subjects have been enrolled
or that the study has failed to report progression of the study to enroll
subjects or analyze collected data, the IRB may consider inactivating the
study, request addition information to justify continuation, or request that

the Pl submit a Notice of Study Closure.

ii. If there are extenuating circumstances for keeping a study open, the Pl
files a response to the IRB to justify that the study be kept open along with
the Continuing Review. If the IRB agrees that there are extenuating
circumstances, the HRPPD staff sends the PI a notification letter of

continued IRB approval. (See 2.2. Continuing Review of Research)

iii. If the IRB determines that the extenuating circumstances do not justify
leaving the study open, the HRPPD staff process the materials submitted
for closure (for safety exceptions where subjects are enrolled, see 2.2.
Continuing Review of Research). The HRPPD staff prepares an

inactivation notification and sends it to the PI.

e. Change in Pl in lieu of Inactivation
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i. When a Pl leaves the institution, the protocol should be inactivated. The
current Pl may request a modification to assign a new PI (via separate

modification to the HRPPD) as an alternative to inactivating the study.

ii. If applicable, when a PI transfers a protocol, the new Pl submits
appropriate changes to consent forms, advertisements, etc. as part of the

modification request to the IRB.
f. Reactivating IRB Approval

i. A Pl may request the IRB consider re-initiating research previously
inactivated by the HRPPD or IRB following the procedures for 2.1. Initial
Review of Research (i.e., submit the study for a new initial review of

research).
IV. Definitions
See Glossary of Human Research Terms
V. References

a. 21 CFR 50 — Protection Of Human Subjects

b. 45 CFR 46 — Protection Of Human Subjects

c. 45 CFR 164 — Security And Privacy (HIPAA Privacy Rule)

d. 21 CFR 56 — Institutional Review Boards

VI. Revision and Review History

a. Revision Date: September 2026; Author: HRPP; Description: Added
administrative study closure for studies in Approved pending other approvals

state for more than 1 year and implementation procedure

b. Revision Date: June 2026; Author: HRPP; Description: Reference to elRB
updated to ETHOS

c. Revision Date: Jun 2021; Author: HRPP; Description: Separated policy from

P&P manual. Updated references to AVPHRA and IRB Director. Minor
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administrative edits.

d. Revision Date: August 2017; Author: HRPP; Description: New Policy

Development

e. Revision Date: March 2012; Author: IRB Office; IRB Written Procedures
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