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Transplant of the wrong organ into an organ recipient.

Near-miss transplant of the wrong organ into an organ recipient.*

Transpiant into the wrong organ recipient.

Near-miss transplant into the wrong organ recipient.

Suspected or confirmed HIV transmission from a deceased or living donor to a recipient.**

Any complaint, issue, or concern that may pose a serious or time-sensitive threat to public health or

patient safety {including failure to provide a safe environment to patients), regardless of whether there is

a suspected or actual violation of OPTN policy or the OPTN final rule.

Living donor death, regardless of the time period after surgery and regardless of the cause of death.

Failure of a native organ in a living organ donor.

9. Evidence of an attempt to deceive the OPTN or the Department {e.g., falsifying medical records).

10. Use of a device for a condition, diagnosis, or procedure that is contraindicated by the Food and Drug
Administration {FDA).

11. Any “Never Event,” as included in the Centers for Medicare and Medicaid Services’ (CMS) policies for

selected hospital-acquired conditions {(HAC's), in an OPTN member hospital that impacts transplant

patients or fiving organ donors {including those under evaluation for living organ donation).
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¥ A near-miss occurs when the error is not caught before the recipient is brought to the surgery holding area.
** “Suspected” means that there is ample evidence to suggest that an HIV transmission was likely.

12. Suspected or significant potential of non-HIV disease transmission from a donor to a recipient.*
13. Any sanction taken by a state medical hoard or other professional body against a transplant professional
working for an OPTN member,

* “Suspected” means that there is ample evidence to suggest that a transmission was likely.
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Any of the Wakefield criteria [note — Wakefield criteria can be met for Common cases]

Any of the following non-Wakefield Criteria [note - criteria can be met for Common cases]
Direct/specific harm to an identified patient or high potential for such harm
Member action or inaction that led to the specified harm
Concern that harm may occur again in the near future
Threat to the integrity or trust of the OPTN
Suspicion or allegation of criminal activity
Media involvement
Identification of a possibly dangerous product/device that may need to be recalled

Identification of contamination or outbreaks
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Situation requiring IH/UNOS/OPTN MPSC involvement to resolve in a timely manner

MPSC Chairs Conflict of interast
ZUA, CASD, FLMP, SCOP, TXSE, WIDN

ACH, MALC, MAPB, PACP, PAUP
NCDU, TAIV, FLUF
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