
Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO) Decision Tree:
What and When to Report to the UTSW HRPP/IRB*

* See section 9.0 in the HRPP policy and procedure manual and the RE FAQs for more information on UPIRSOs.
1 Probably means having more evidence for than against; more likely than not; over 50% chance. Possibly means not sure; don’t

know; less likely; could/might/maybe.
2 Is it NEW information that indicates participating in the RESEARCH poses new or increased risks to subjects or others?

NOTE: UPIRSOs require changes to research documents/investigational plans (e.g., protocol, IB, ICF, consent process) or other
corrective actions to protect the integrity of the research or the rights, safety, or welfare of subjects or others. Therefore, if no
changes are being made as a result of the event, it is probably not a UPIRSO.
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UPIRSO Criteria #1: Is it unexpected in nature,
severity, or frequency?

UPIRSO Criteria #2: Is it probably1 or definitely
related to the research?

UPIRSO Criteria #3: Does it suggest the research
places subjects or others at a greater risk2 of harm
(physical, psychological, social, financial, or legal)

than was previously known or recognized?

If yes to ALL 3 UPIRSO criteria, report via RE
within 5 working days of discovery

Track & summarize
at continuing

review or notice of
study closure,

whichever comes
first

An event, experience, incident, or outcome occurs

Yes

No

No

Yes

No

Yes

Was it caused by or did it result in possible
noncompliance (e.g., a deviation)?

Conduct
noncompliance
review using the
Noncompliance
Decision TreeNo

Yes

Continue

https://www.utsouthwestern.edu/research/research-administration/irb/assets/policies-combined.pdf
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