CONFIDENTIAL MEDICAL PEER REVIEW

SFC OPTN Hearing
Exhibit B.20

Staff Completing Intake: _

\
Mode of Notification (e.g., member complaint, setf-regort, tion on site survay): M‘Q’“&Mﬂ V\}i‘*{\\%’i\\

Method of intake (e.g., phone calf, site survey, PSP} —

oy
Receipt Date (UNOS): __\" laghe Receipt Time (UNOS): _8 3% @
Receipt Date {MQ}): i Receipt Time {MQ): i
intake Date {MQ IH Staff): Intake Time (MQ IH Staff):

1‘”‘@&3 died

4 g B! o, B
Reporting Institution or Individual: 1‘5 LN 3—'\) RO gt

Subject of Report {Institution or Individual}: g f‘:@

Brief Description of Issue: _ ! EQL}}SEQ %\2 gﬁ&%%‘ﬁ‘}y_ { aky %\} y g ;%ﬁw}ﬁ ‘Qg\}w\
Nied e Y dongr, AR oy WA $dlvan were D bt 6801 Massive
ArensNaston . MR Shilad 0@ matrey T T . :}.\(\;3\ Y e prney %m*r,(»’*ﬁ?b
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1. Doss the presenting issue meet any of the criteria listed on Attachment | of this dacumeM‘(es a No Q(ﬁ h“vi
A LA,
A, fyas, describe issue Delow and proceed to question 2. Q W }2 s

6 -~ ‘?’%i\&% LA vg\%?ém noiNe -, . %e =i ig

B, if no, proceed to question 2.
2. Was there direct and specific harm 1o an identified patient or patienis? "ﬂ‘fes mNc . )
a. ifyes, | identify the patient or patients; ‘ ,t_x Q * ‘S‘xﬁ\"\ﬁ‘” % 5 S ?&“‘s $ES i %&‘{a'-'sg 0%;’“‘( %”M

it. Specify the harm (2.2, diagnosls, injury, condition}:

iih. When did the harm ocour {date, time}?

Iv. Then, skip to question 4.
b, if no, proceed 1o guestion 3.
3, Was there high potential for direct and specific harm to an identified patient or patieﬁmges Cwe

& fifyes, i ldentify the patient oy patisnts:

N7 Tvoa e ey

it Specy the potential harm:
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SFC OPTN Hearing
Exhibit B.20

. When did this potential for harm take place?

. Then, to guestion 4.

b.  # o, proceed to Section B.

4, Way there a specific member agtion or inaction that fed to the harm or the potential for h;??n‘é\‘es Cne .
a  Hyes, i Statethe action grinaction {be specific): % ‘%"&*ﬁ:} S AT R %’*‘»&%&N\

ii. Proceed to question 5.

b, Hng, asslgn o MEDIUM PRIORITY and proceed o Case Dispasition saction of this form.

5. Is there a reasonable concern that this situation could recur in the near future {i.e., within 1 weekj?{J ?MN&

e ifyes, assign to HIGH PRICRITY and proceed to Case Disposition section of this form.

if no, assign to MEDILM

€. Does the situation or issue represent 3 threat 1o the integrily or trust in the OPTN%‘I& Cne

a. f yes, report issue within 4 hours {o your Manager through direct communication {phone or face-to-face). Then,
procead to the Case Disposition section of this form,

b,  if no, proceed to question 7.
3
7. isthere suspicion or allegation of criminal activity? [ves E\No

a. ifyes, report issue immediately to your Manager through direct communication {phonea or face-to-face), Then, proceed
to the Case Bisposition section of this form.

b, Hno, proceed to guestion 8.
8. Is there media invalvement? [j¥esfifiio
a. ifyes, send an e-mall notification to your Manager AND the DEQ Assistant Director (Audit & Monltoring).

b, if no, assign LOW PRIORITY and proceed with Routing investigation Pathway,

/,Tniﬁa! Category Assigned: \\

£

[ High {Your manager must be notified through direct communication immediately.)
\>QvMedium {Your manager must be notified within 4 hours of intake.}
O Low {Your manager must review a copy of this form within 1 week of intake.}

[ Other {Your manager. must be notified immediately.):
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Management Review (required for all case types):
"’SQ, 67 Y : s
Management Notified {Date/Time}: \\\@3\\3 q\w Qe Management Initials:

{In manager’s absence, notify your Assistant Director.)

Category Assigned:

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

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

Agree with previously assigned category? [lYes [INo

[ included in monthly HRSA report?  Month:

O Quality inspection Complete?  Date: initials:
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SFC OPTN Hearing

Exhibit B.20
Attachment 1:  HRSA-Reported Events
Ewenis that ehould ithin 24 hours of issue intake:

1. A transplani of the wrong organ into an organ recigient
2. A near-miss transplant of the wreng organ inlo an organ recipient
3. A transplant into the wrong organ reciplent
4. A near-miss ransplant into the wrong organ recipiant
5. Asuspected {or confirmed} human immunodaficlency wirus {HIV) trangmission from a donor (deceased or
= Heing) to 8 fransplant recipient,
( f:)Any complaint, issus, or concern thal may pose a senous or Bme-sensitive threst to public health or
. patient safely {inchuding failure to provide a safe environment to pabients), regardless of whether there i
2 suspectad or actual viclation of OFTN palicy or the OPTN final rule.,
7. Aliving donor death, regardiess of the time period after surgery and regardiess of the causs of death.
8. Failure of 3 native organ in g Hving organ donor.
. Evidence of an attempl to deceive the OPTN or the Department {e.q., falsifying medical records).
16, Use of a device for a condition, diagnosis, or procedure that s contraindicated by the Food and Drug
Administration {FDA)
11, Any "Never Event,”™ as intluaded in the Centers for Medivars and Medicaid Servites” (CMS) policies for
selected hospital-acquired conditions (HACS), i an OPFTN member hospital that impacts transplant
patients or living organ donors {including those under evaluation for living organ donation).

With respect to Items 1 and 2, an event should be considerad a “near-miss” if the error is not caught before the
recipient is Brought to the surgery holding area. With respect to Items 1,2,3, or 4, grrors that might fzad Lo the
transplant of the wrong organ or patient, or near-miss events, may include documentation errors involving donor
ABU, donor identification information (1D}, intended racipient name or other 10, packaging or tabeling arrors {of
urgan, tssue spectmens, Mood) mvolving donor ABQ, donor 1D, intended recipient name or other 1D, and/or the
organ type, or an organ that goes to the wrong destination,

it 1 busingss day {Excludes Saturday,

1. Suspected or sianificant potentiat of (non-HiV) diseass transmission from g donor to a8 transplant recipient.
2. Any sanction taken by a state medical board or other professionst body against & {ransplant professional
working for an OPTH member.
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