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4.02 The following events may represent unanticipated problems involving risks to
subjects or others and thus should be promptly reported:

4.03

Version 1

a.

Adverse events or injuries that suggest the research places subjects at a greater
risk of psychological harm than was previously known or recognized, are
unexpected, and are related to the research

(1) Any adverse events, which are considered to be life threatening or extreme
(such as would require hospitalization, for example) should be reported to
the IRB within 24 hours of the event

(2) The death of a research subject must be reported by telephone to the IRB
within 24 hours, and a written report follow within 5 days

Breaches of confidentiality involving risks to subjects or others

Events requiring prompt reporting according to the protocol, sponsor, or
funding agency [Pls should also be aware of state and local mandatory reporting
laws (i.e., for child abuse, suicidal ideation, etc.)]

New information indicating an unexpected change in risks or potential benefits
(e.g., literature/scientific reports or other published findings)

Protocol deviations, violations, or other accidental or unintentional changes to
the protocol or procedures involving risks or with the potential to recur

Subject complaints indicating an unanticipated risk, or complaints that cannot
be resolved by the research staff

Unapproved changes made to the research to eliminate an apparent immediate
hazard to a subject

Other problem or finding (e.qg., loss of study data or forms, a subject becomes a
prisoner while participating in research, etc.) that an investigator or research
staff member believes could influence the safe conduct of the research

Both internal events and external events that may represent unanticipated problems
involving risks to subjects or others should be promptly reported. For a flowchart
of event reporting requirements, see
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d. Protocol deviations or violations unlikely to recur or not involving risks to
subjects

e. Subject complaints that were resolved by the researcher or complaints not
involving risks

f.  Problems or findings not involving risk (unless the investigator or research staff
member believes the iQIRUPDILRQ FRX0G DIIHFI SDUILFLSDQIV] ZLOLQJQHW R
continue in the research)

6.02 Related internal and external events involving risk but not meeting the prompt
reporting requirements will be reported to the IRB in summary form at the time of
continuing review.

6.03  External events that do not meet the reporting requirements (e.g., not related or not
involving risk) and that are not relevant to the protection of participants in Sam
Houston State University research should not be reported. Investigators should
retain copies of all individual Event Report Forms on file.

7. REVIEW PROCESS

Event reports and accompanying information will be screened for completeness by the
25631V 5&A RU &KDLUTV GHVLIQHH , who will make an initial determination about whether
the event represents a possible unanticipated problem involving risks to subjects or others,
and may request additional information from the researcher. Reports of events determined
during screening to represent possible unanticipated problems involving risks to subjects
or others will be forwarded to the IRB for convened review. Reports of events that do not
meet the requirements for prompt reporting may be returned. All other event reports will
be reviewed by the expedited procedure.

7.01 Expedited Review

a. Event reports and accompanying information will be forwarded by the 25631V
RCA RU &KDLUJV GHVLIQHH to the IRB Chair or one of the experienced members
with relevant expertise as designated by the Chair for expedited review.
Reviewers will have access to the complete protocol file, including previously
reported events, for review. The Chair or designee will determine if the report
raises new concerns about risks and will recommend further review by the
convened IRB, as necessary, for a final determination. The IRB Chair may
VXVSHQG RU WHUPLQDIH DSSURYDO RI DQ LQYHVILIDIRUTV UHVHDUFK LI QHFHWDU\ R
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suspensions or WHUPLQDILRQV DV GHVFULEHG LQ WKH 6+68 ,5%fV 623
[Suspensions and Termination of IRB-Approved Research]

. The types of actions that the IRB may consider for any event include, but are

not limited to:

1)
)
(3)

(4)
(5)
(6)

(")
(8)
(9)

Modification(s) of the research protocol or procedures

Modification(s) of the consent process or consent form

Providing additional information to current research participants (required
when such information may relate to their willingness to continue in the
research)

Providing additional information to past research participants

Reconfirming consent of current research participants

Requiring additional follow-up/monitoring for current and/or past research
participants

Monitoring of the research (including audits) or consent process
Education or mentoring for the principal investigator and/or research staff

Additional reporting, including modification of the continuing review
schedule

(10) SHTXLULQJ DGGLILRQDO UHVRXUFHV IR VXSSRUI IKH LQYHVILIDIRUTV UHVHDUFK

activities

(11) Placing limitations (e.g., restriction to co-investigator status) on the

LQYHWILIDWRUSV UHVHDUFK DFILYLILHV RU XVH R1 UHVHDUFK GDID

(12) Suspending or terminating the research

(13) Referral to other appropriate University administrators (e.g., the Provost

and Vice President for Academic Affairs, as outlined in Academic Policy
Statement 920808)
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c. 7KH ,5%fV GHiHrmination and action(s), including votes taken, will be recorded
in the meeting minutes. The requirements for quorum and majority apply.
Investigators will be notified in writing by the 2563V 5&A RU &KDLUV
designee) of IRB decisions regarding events determined not to represent
unanticipated problems involving risks to subjects or others following approval
of the meeting minutes by the IRB Chair. Suspended IRB approval may be
reinstated, as appropriate, based on the outcome of the convened review.
Investigators (and others) will be notified of IRB actions regarding events
determined to be unanticipated problems involving risks to subjects or others
as described below.

8. INSTITUTIONAL REPORTING
8.01 If the IRB determines that an event is an unanticipated problem involving risks to

subjects or others, or if the Board suspends or terminates approval of research that
is associated with unexpected serious harm to subjects, the investigator(s), IRB,
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10. APPLICABLE REGULATIONS/GUIDANCE
45 CFR 46.103(b)(5)(ii), 45 CFR 46.116(b)(5) 2+53 3Guidance on Reviewing and

Reporting Unanticipated Problems Involving Risks to Subjects or Others and Adverse
Events” 2+53 3Guidance on Reporting Incidents to OHRP™ (06/20/11)
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