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XIV. Termination / Closure to Subject Entry

A. Terminations

1). Termination of a research protocol

Termination of research studies must be reported to the IRB using a 
Continuing Review / Revision application and checking the box marked 
“termination”. The PI should submit the application, a letter of intent to 
terminate the study, and a statistical and/or progress report summarizing 
the results of the study thus far. Terminated studies are defined as a study 
that is (i) permanently closed to subject entry; (ii) analysis of data has 
concluded that no new information needs to be provided to enrolled 
subjects; and (iii) there is no need to re-contact enrolled subjects to obtain 
additional research information. The IRB, not the investigator, must 
determine that these conditions have been met. After a study is terminated,
no subjects may be enrolled and no data may be collected.

Studies currently approved via expedited review may be submitted for 
termination (i.e., closure) via expedited review. The IRB Chair may 
determine, however, that the study should be terminated at a meeting of 
the full board. Terminations for cause must be sent to the full board. 
Studies currently approved via full board review should be terminated at a 
convened meeting of the IRB. [revised 10/2012] Any study that never 
enrolled any participants may be terminated via expedited review [2/6/17].

The PI will be notified via letter that the IRB has acknowledged the 
termination. The IRB will retain the records for three years after the study 
is terminated. After three years the PI will be contacted via letter and 
asked if he would like the IRB file sent to him. If there is no reply after 30 
days, the record will be destroyed. 

2). “Termination at site” for cooperative groups

For research studies submitted for termination that are sponsored by a 
cooperative group and have multiple sites, the termination 
acknowledgement letter from the IRB chair will state that the study is 
“terminated at site”. If a study is terminated at site, it is considered 
terminated by the IRB and no continuing reviews or follow-ups are 
necessary. When the cooperative group decides to terminate the study at 
all sites, an announcement will be made at the next IRB meeting. The IRB 
will retain the records for three years after the study is terminated at site.
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3). Termination of an exempt study

Studies that have been approved as exempt from IRB review do not 
require a termination submission to the IRB.

B. Temporary closure to subject entry

Studies may be temporarily closed to subject entry to allow for data analysis and a
determination if the study should continue and/or progress to the next stage of 
accrual. The IRB should be notified of the temporary closure by submitting a 
Continuing Review / Revision application and checking the box marked 
“temporary closure”. A request for re-opening the study to subject entry must be 
approved by the full board prior to implementation. The PI will be notified via 
letter of acknowledgement of the closure by the IRB. The study will remain in 
active status and will still be subject to continuing review. 

C. Permanent closure to subject entry

Studies may be permanently closed to subject entry if there are no plans to enroll 
additional subjects and the study is being kept open for data analysis and long-
term follow-up only. The IRB should be notified of the permanent closure via 
submission of a Continuing Review / Revision application. The PI will be notified
via letter that the IRB has acknowledged the closure. The study will remain in 
active status and will still be subject to continuing review. A request for reopening
the study to subject entry must be approved by full IRB review prior to 
implementation.

Temporary or permanent closure to subject entry may be reviewed and 
acknowledged via expedited review. [7/2014]

D. IRB disapproval, suspension, or termination of research

Suspension is temporary cessation of research activities.

Termination is permanent cessation of research activities.

1). IRB disapproval of research

The IRB has the authority to suspend or terminate approval of research 
that is not being conducted in accordance with the IRB’s requirements or 
that has been associated with unexpected serious harm to participants.  
Any suspension or termination of approval shall include a statement of the
reasons for the IRB’s actions. When the IRB terminates approval of a 
research study for cause, the investigator will be notified in writing of this 
decision. The investigator shall report to the sponsor and FDA (if 
applicable), within three working days, the suspension or termination of 
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approval by the IRB. The Chair of the IRB will confer with the 
investigator in determining the appropriate regulatory agencies or 
sponsoring agencies (such as HHS, FDA, and OHRP) that should be 
notified by the investigator of such suspension or termination. Any 
subsequent actions, such as changing or lifting a suspension or termination
will also be reported.

The investigator is required to stop all research activities. In addition, the 
investigator should notify all participants currently enrolled of study 
termination. Consideration of the rights and welfare of participants will be 
given by the IRB when determining procedures for withdrawal of those 
enrolled. The investigator will be expected to submit a plan for study 
termination outlining procedures for notification and safe withdrawal of 
participants enrolled within one week. If follow-up of participants for 
safety reasons is permitted or required by the IRB, the participants should 
be so informed and any adverse events reported to the IRB and sponsor.

The IRB shall not approve, and may suspend or terminate research 
involving human subjects if it finds that:

1. The information submitted to the IRB by the investigator (or sponsor) 
contains an untrue statement of facts pertinent to the IRB’s decision-
making, or omits pertinent information required by the IRB to review 
and evaluate the proposed research protocol. 

2. The report of prior investigations concerning the study treatments or 
interventions, assessment procedures, investigational new drug (IND), 
medical device or other article is inadequate to support a conclusion 
that it is reasonably safe to initiate or to continue the investigation.  

3. The investigator does not possess the scientific or medical education or
experience appropriate to qualify the investigator as a suitable expert 
to conduct the investigation or to assure the safety and/or effectiveness
of study treatment(s), intervention, procedures, IND administration or 
medical device use.

4. The available facilities, including those for the clinical laboratory, 
inpatients, outpatients, fitness activities, affiliate or collaborative sites, 
and/or the medical support are inadequate to assure that the 
investigation will be conducted properly and in conformity with the 
proposed clinical protocol.  

5. The investigational research does not conform to and/or is not being 
conducted in accordance with the approved protocol and/or the 
requirements of the IRB, FDA, Woman’s Hospital, WHF, Woman’s 
Health Research Department or other affiliate or collaborative site 
pertaining to human subject research.  

6. The proposed research exposes or may expose subjects to undue risks. 
In assessing such risks, the IRB shall consider, among other factors, all
of the following:
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 Whether the risks to the subject are so outweighed by the 
benefits to the subject and the importance of the knowledge
to be gained as to warrant a decision to approve the 
research and thereby allow the subject to accept the risk;

 Whether the rights and safety of the human subjects will be
adequately protected;

 Whether informed consent will be obtained by adequate 
and appropriate methods in accordance with applicable 
requirements governing such research;

 Whether the proposed investigation will be or is being 
reviewed by the sponsor and/or by the IRB, as appropriate, 
at intervals appropriate to the degree of perceived risk.

In instances where a study should be suspended or terminated immediately
for subject safety, the IRB Chair may initiate suspension or 
termination and the IRB will be notified.

2). Appealing an IRB decision

If an investigator wishes to appeal the IRB’s decision to disapprove a 
submitted protocol, the investigator may petition the IRB in writing 
explaining a). which elements of the protocol have been amended, b). 
which elements of the protocol the investigator feels were 
misunderstood by the IRB, and/or c). interpretive errors the 
investigator feels were made by reviewers. An IRB subcommittee 
appointed by the IRB Chair will review this petition and (a) uphold the
decision of disapproval, (b) present the new information to the full 
IRB with suggestions about interpretation and application, or (c) offer 
suggestions to the investigator of changes that might be made in the 
research or its documentation that would make it acceptable. This 
appointed subcommittee does not have the authority to reverse the 
decision of the IRB. The IRB will review the subcommittee’s 
suggestions at the next convened meeting.




