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Management Review {required for 1{! case types}):

Management Notified {Date/Time): LA-Z51% (W ADAMN  Management Initials:

{in manager’s absence, notify your Assistant Director.}
Category Assigned:

0 H:gh (AD/Dlrector to not:fv Executive Director and Assistant. Executwe Director immediately.
Preliminary mvestigatzon compiete within 24 ho urs.)

/:\ssistant Director Review { required for high, medium and other}: \\\

Assistant Director notified {Date/Time): Assistant Director Initials:

Agree with previously assigned category? [lves [INo

{J  included in monthly HRSA report?  Month:

3 Quality inspection Complete?  Date: initials:
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Attachment 1. HRSA-Reported Events

1. A ransplant of the wrong organ into an organ recipieny

2. A ngar-miss transplant of the wrong organ into an organ recipient

3. A transplant into the wrong grgan recipient

4. A nmar-rniss transplant into the wrong organ recinient

8. A suspected {or confirrmed) human irsnunodeficiency virus {HIV) ransmission from s donor {deceased or
Hving’ to a transpiant recipient,

&, Any compizint, issue, or concern that may pose & seridus or time-sensithee threat to public health or
patient safely {incuding fafiure to provide 3 safe enwironment (o patients), regardiess of whether there is
g susperted or actual violation of OPTH policy or the OPFTN fingl rule,

7. & living donor death, regardless of the time pericd after surgery and regardiess of the rause of death.

#. Fallure of 3 native organ In 3 living organ donor.

8. Evidence of an attempt to deceive the OPTN or the Department {g.4., falsifying medical records).

10, Use of a device for s condition, disgnosis, or procedurs that 5 contraindicated by the Food and Drug

Administration {FDAY

11, Any Never Event,” as included in the Centers for Medicare and Medicaid Services’ (CMS) policies for
selected hospitab-acouired conditions (HATs), In an OPTH member hospitad that impaces tranapfant
patients ar living organ donors {including those under evalustion for living organ donation).

With respect to Items 1 and 2, an event should be considersd & “near-miss” If the error is not caught befors the
recipient &5 brought to the surgery holding ares, With respect {o Htems 1,2,3, or 4, grrors that might lead to the
transplant of the wrong organ or patlent, or near-miss events, may include documentation errors involving donor
&R0, donor identification information (1D}, intended recipient name or other IR, packaging or labeling errors {of
prgan, Hssus specirmens, biood} nvelving donor ABD, dosor 1D, intentded recipient name or other 1D, andfor the
organ type, or an organ that goes to the wrong destination.

Events thet should be reported to the GPTH e

Sungdey L

sdership within 1 business day {(Excludes Saturday,

1. Buspected or significant potential of (non-HIV} disease transmission from a donor In 3 transpland recipient.
2. Amy sanciion token by & state medicat oard or other professional body agsinst 8 ransplant professional
woarking for an OPTH meamber.
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