HRPP Reportable Event Guidance#
	Exception1
also called single-subject waiver

	Any change NOT due to an emergency that is:
· intentional on part of the investigator; or
· in the investigator’s control; or
· not intended as a systemic change; or
· in rare instances, intended as a systemic change, but the change has not yet been IRB-approved


Report via RE within 5 working days of discovery
Obtain IRB Approval Before Implementing MS Teams Call or IM if urgent

	Emergency Deviation*
	Any change (deviation) without prior IRB approval intended to:
· eliminate an apparent immediate hazard to subjects, or 
· for IDE studies only: protect the life or physical well-being of a subject in an emergency5

	Noncompliance*
	Any failure to follow:
· Applicable federal regulations, state and local laws, or institutional policies governing human subjects protections, or
· The requirements or determinations of the IRB, including the requirements of the approved investigational plan (e.g., protocol, Smartform, ICD).
Reports of noncompliance are reviewed as possible noncompliance until the IRB determines that the event meets criteria as Serious and/or Continuing Noncompliance. This is a determination made by the IRB.

	UPIRSO*2 (unanticipated problems involving risks to subjects or others)
	An event that meets ALL three (3) of the following criteria:
1. Unexpected (in nature, severity, or frequency), AND
2. Probably or definitely related to the research, AND
3. Suggests the research places subjects or others at a greater risk of harm than previously known or recognized

	Complaint*
	Research-related complaint made by subjects or others that affect subjects’ rights, safety, or welfare


Track, evaluate, and summarize at CR or notice of study closure, whichever comes first4


	All other research-related events and reports3

	Includes, but is not limited to:
· Minor deviations that do not meet the UTSW HRPP definition of noncompliance6
· AEs/SAEs that do not meet ALL 3 UPIRSO criteria
· Events/reports the sponsor wants submitted to the UTSW IRB/HRPP
· Data safety monitoring (DSMB/DMC/DSC) reports
· Other safety reports (e.g., IND/IDE, MedWatch, CIOMS)
· Monitoring/audit reports
· Any other new information since the last IRB/HRPP review



# See Section 9. Compliance and 10.0 Glossary of Human Research Terms in the HRPP Policy and Procedures. 
* Investigators relying on non-UTSW IRBs must report these LOCAL events to the UTSW HRPP via RE within 5 working days of discovery. Submit external IRBs’ responses on LOCAL events to the UTSW HRPP within 10 working days of receipt.
1 The UTSW HRPP cannot approve exceptions/waivers for studies relying on non-UTSW IRBs. Contact your reviewing IRB.
2 Includes unanticipated adverse device effects (UADEs) and death or serious injury related to a HUD or other investigational devices. UPIRSOs typically require changes to research documents/investigational plans or other corrective actions to protect research integrity or the safety, welfare, or rights of subjects or others. Therefore, if no changes are being made as a result of the event, it is probably not a UPIRSO. 
3 These are not promptly reported to the UTSW IRB (or UTSW HRPP for reliance studies) unless they contain events, incidents, or outcomes that appear to constitute noncompliance or UPIRSOs/UADEs.
4 The continuing review/annual update report should include a summary (not a listing) of the investigator’s overall assessment of other research-related events (e.g., AEs, noncompliance, UPIRSOs, and other new information) since the last IRB/HRPP review.
5   See FDA IDE regulations 21 CFR 812.150(a)(4)
6 Use Evaluation of Deviations - Decision Tree to help determine whether a deviation requires prompt reporting to the IRB using the RE form.
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