SFC OPTN Hearing
Exhibit L.114

Issue Involves: OPO 26130N
issue Reported by: OPTN Member Phone Call

Issue: An individual called to report this event to UNOS Member Quality staff. A brain dead
patient was authorized as a DCD donor because the family wanted to be in the OR when the
heart stopped. Despite this, the OPO began recovery prior to cardiac death after
communicating to staff that the case was not a DCD case because the patient had already been
declared brain dead.

Relevant OPTN Policies:
2.15.H Organ Recovery: “Organ recovery will only proceed after circulatory death is determined,
inclusive of a waiting period of circulatory cessation to ensure no auto-resuscitation occurs.”

2.15.1 DCD Potential Donor Who Converts to Brain Death after an Organ Offer Has Been Made:
“When a DCD donor converts to brain death, the host OPO must re-execute the match system
and allocate organs according to the organ allocation policies.”

Relevant Correspondence:

Inguiry to OPO 26130N - sent on February 14, 2019

Response from OPO 26130N - received on February 28, 2019
Second inguiry to OPO 26130N - sent on March 1, 2019

Second Response from OPO 26130N - received on March 1, 2019
Third Response from OPO 26130N - received on March 6, 2019
Notification letter to OPO 26130N - sent on March 13, 2018
Fourth Response from OPO 26130N - received on March 20, 2019

Member Response:

OPO 26130N reported:

o The first brain death declaration was made November 24, 2018.

® On November 26, 2018, OPO 26130N discussed with the family the benefits of BD and
DCD donation. The family elected DCD donation because they did not want to wait for a
second brain death declaration and wanted to be present at the time of extubation.

o On November 27, 2018, a second brain death declaration was made. Approximately
fourteen hours later, OPO 26130N again approached the family about brain death and
donation. The family responded with an understanding of brain death, but would only
move forward with donation if they could witness asystole. The OPO decided to run the
donation as a DCD despite the BD declaration.

e Donation was scheduled for November 28, 2018. That morning, communication was
sent to staff to clarify that a death note was not needed because the donor was already
declared brain dead. Case notes that afternoon include instruction to await cardiac
standstill, which would be documented by hospital staff and confirmed by EKG.

o The OPO met with the abdominal team and reported that because the patient had been
pronounced brain dead, staff did not need to monitor vitals after extubation.

e The family was present in the OR at the time of extubation. The mother said that she
understood her daughter was gone when she was declared brain dead, but she wanted
to be present “at the time of the final moment for emotional closure.”
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o A DMC explained more details about the withdrawal process, and mother and brother
agreed to leave the OR after extubation.

o After extubation, the mother “became traumatized, changed her mind about witnessing
cardiac standstill and left the OR and instructed the OPO to proceed with organ
recovery.”

o The OPO chose to recover organs based on the previous day’s brain death declaration,
prior to asystole, based on “verbal agreement from the mother and brother.”

e Matches were not re-run because the OPO “did not consider stopping the recovery
process, re-intubating, and re-running organ offers as a brain dead donor due to the
high probability of losing family authorization and the additional strain on the family.”

OPO 26130N corrective actions:
o OPO staff will no longer permit brain dead patients to be DCD donors. If a family will
not authorize brain dead donation, the OPO will thank the family and shut down the
case.
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From EHEEEEEEUELE
Sent: Monday, December 10,2018 2:21 PM
To:

Subject: DCD concerns

Attachments:

This is a follow up from our conversation taday. | have copy and paste the email | spoke to you about. I've also
attached the brain death note on the bottom of this page for the other case we discussed. It was a pleasure speaking
with you. Thank you again for taking the time to listen.

Best Regards,

From:
Sent: Wednesday, November 28,2018 9:10 AM

Subject: active case

Good morning team,

I wanted to take this opportunity to clarify some items as this ||| case is very vnique.

This is ot a DCD case, the pt is brain dead. It is considered just a withdrawal
The match run list is ran as a DCD due to ischemic time.

When documenting please make sure to document it as a withdrawal.

AWV~

There is no need for a pronourking physician as the pt has been declared dead.

Please reach out fo any of the managers if you have any questions.
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Matching organs. Saving lives.

CONFIDENTIAL MEDICAL PEER REVIEW

February 14, 2019

VIA SECURE EMAIL

oear IR

The United Network for Organ Sharing (UNOS) serves as the Organ Procurement and
Transplantation Network (OPTN) under contract with the Health Resources and Services
Administration (HRSA) of the U.S. Department of Health and Human Services. Under that
contract, UNOS staff review reported or identified patient safety and/or public health-related
concerns associated with organ donation and transplantation occurring within the OPTN.

UNOS' Member Quality staff screen all reports to determine whether the matter suggests a risk
or threat to patient safety or public health. Often additional information is heeded from the
involved OPTN member(s) to finalize the assessment of threat. If the matter is assessed as
both time-sensitive and serious, this department will alert OPTN leadership and, under that
direction, work with OPTN member(s} to alleviate the threat.

UNOS' Member Quality Department staff also screen all reports to determine if there is a
possible violation of OPTN/UNOS bylaws or policies associated with the matter. Again,
additional information is typically needed from OPTN member(s) involved in order to complete
the assessment.

We are currently reviewing the recovery for donor [l] Our preliminary analysis indicates
that the donor’s family authorized recovery as a Donation after Circulatory Death (DCD) on
November 26, 2018. The donor was pronounced brain dead on November 27, 2018. On
November 28, 2018, DCD matches were executed, organs were allocated off these matches,
and organ recovery occurred, however, the DCD Flowsheet indicates that hemodynamic
measurements were not obtained and cardiac death was obtained via crossclamp.
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CONFIDENTIAL MEDICAL PEER REVIEW

We are contacting you to obtain a complete understanding of what occurred. We appreciate as
much detail as you can provide. Any information you provide that suggests a potential policy or
bylaw violation, or which may pose a threat to transplant or donor patient health or public safety
may be referred for review by OPTN leadership, including the Membership and Professional
Standards Committee (MPSC), and in some cases the OPTN Board of Directors.

Please address the following issues related to this donor recovery:

o Describe the communications with the donor family prior to recovery and why they
authorized DCD donation. Include what was explained to the family regarding DCD
donation, brain death donation, and the family’s reasons for wanting a DCD recovery.
Please include case notes from the family coordinator(s) on this case.

s Pertaining to the withdrawal of life support:

o Was the patient extubated?

o Where did the extubation or withdrawal of life-sustaining medical support occur?

o Were family members present for the extubation/withdrawal of life-sustaining
medical support?

o Did the family have an expectation of cardiac death prior to the initiation of the
organ recovery process?

o Were any OPO staff members or recovery personnel present during the
extubation or withdrawal of life-sustaining medical support?

o Was circulatory death achieved through cross-clamp or by natural circulatory
cessation after the withdrawal of medical support?

+ Explain the decision to recover the donor organs prior to cardiac death, including when
that decision was made, how that decision was reached, who was involved in reaching
that decision, and what information was provided to the family after that decision had
been made. Provide documentation, such as case notes, of these discussions, if
available.

o Did this DCD donor convert to brain death? [f so, provide when that determination was
made, and explain and provide documentation of the reason for not reallocating organs
from brain dead match runs when the DCD donor converted to brain death.

+ Was a root cause analysis or post-case review performed in response to this event?
Please provide the results, if available.

+ Were any corrective actions developed in response to this event? If so, include
documentation that supports these corrective actions, such as revised policy, training
materials, etc.

The OPTN bylaws and policies guide the sequence of allocation and wait listing practices of
OPTN members in an effort to assure equitable organ allocation for transplant. The bylaws and
policies also guide safe and effective practice connected to organ transplantation and living
donor care. UNOS is responsible for monitoring compliance by OPTN members with these
OPTN obligations, as well as for processing reports of transplant-related patient safety and
living donor safety.
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of Levaquin 750 mg daily. Cultures continue pending GS + and properly covered
Respiratory status improved AC 13/450/40%/+5 7.40/41/122/25.4 ABG on 40% CT of
chest indicated possible ARDS with a new pneumothorax to the LL measuring 2.1 cm.
Finding discussed with MD |ElJElll Patient is stable at this time, we will continue to
monitor. Patient UOP 75-400 ml over night with one dosage of Albumin 25 + Lasix 40 mg
Electrolytes (Mg and Phos) replaced per hospital electrolyte replacement protocol. IR liver
biopsy completed at beside per request of ] OR booked for 12:00PM, per family
request. Pending: family update of case

11/28/2018 at 09:17 — The family was granted 2 extra hours, recovery OR is set at 14:00, the
following is from the allocation coordinator’s documentation.

Received a call from -and she stated she was able to get us an extra 2 hours as per
the mother which means the OR time is now set for 14:00 this afternoon. [ went ahead and
updated -at -with the new OR time and that as soon as we have the Liver Bx
results we would be contacting him.

11/28/2018 at 09:49 - The coordinator on-site documented that the next of kin will be amiving to
the hospital at 13:00. The following is documentation from the coordinator onsite at the time.

Received report from DMC .egarding family dynamics. Mom was asked to provide us
with more time to go to the OR. Mom kindly accepted to push OR Back but no longer than
14:00. She is planning to arrive at the Hospital around 13:00 and required to be explained
about the process once again. She is aware that T will be here for support and willing to
help family and navigate their concems. Currently, no family at bedside DMC was
able to speak with OR Charge Nurse and OR was rescheduled for 14:00. HD [ -nd
[ will be heading to OR to touch bases. AOC -h&S been updated

11/28/2018 at 12:11 — Pre OR huddle is conducted. The plan is that while the donor 18 brain dead,
il proceed with recovery as a DCD and cardiac standstill will be documented by the
hospital staff. The following is a note from the Administrator on Call who was on-site.

Late entry - [ was onsite to provide support for withdrawal in the OR. Per DMC-
RT will be extubating, RN will be advising of cardiac standstill time, confirmed by EKG,

and DFA We providing family support. There are no needs at this time. [

reminded DMC o ensure administration of Heparin 5 mins prior to extubation.
11/28/2018 OR sequence of events:

At 15:40: Time out;

At 16:05; Heparin is given;

At 16:10; Moment of Honor;

At 16:12: First incision;

At 16:19: Cross clamp;

Senate Finance Committee - Confidential UNOS_1_000026520



SFC OPTN Hearing
Exhibit L.114



SFC OPTN Hearing
Exhibit L.114



SFC OPTN Hearing
Exhibit L.114



SFC OPTN Hearing
Exhibit L.114



SFC OPTN Hearing
Exhibit L.114



SFC OPTN Hearing
Exhibit L.114

Cailnd and sooks with ! di- S0dl gave them & primary offer Bor the Hese Lunos ond Pancreas for research snd ahvnthen &
bk to Llvee diaasreh offar - She iooaiionn oF the 14000 OR tiime sad b reantidned thay winiitel Ba calling e Bl wiE A spasendn ety

Comments: On-Site

11/ 0%:3
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Commeants: On-Site

1172 H
Recaived report ?r"sm F Patient stable, MIVF: 0.9ns 75 MU/HR Levophed 2 magd/min Vasop: 3.02 units/min Vitals between Normal
Limits, Last CMP and U/A documented, Liver ﬁzopsy result pending: we will have the results in 1 hr by Fathology abs report. Huddie with
ICU staff DCD process was explained to them Plan: Go to OR for Abdominal recovery as a DD Donor, Waiting for family to arrived.
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Pathology 1ab about the Bedside liver Bx spacimen and spoke with and she statad they need at
- to update her on this matter,

Laimd and fc;iiowed u;} with
least 2 hours 1o have this resulted and they recetved the sample about an hour ago. Will contac

{omnenty On-Sike

TS G0 5
bar nursing sunervisor . brain deats notes are approved,. IR recuested call back with ME information, e K to foliow un

Family Dynamics

13./ 132
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3. Your response states that a pre-OR huddle was held at 12:11 and the case notes report that the OPO would
recover as & DUD and that cardiac standstill would be documented by hospital staff. Provide a clear explanation
of the decision to begin recovery prior to cardiae standstill, Include when that decision was made, how that
decision was reached, and who was involved in reaching that decision.

e The decision was reached between front line staff and leadership on call that day, just after
extubation (16:10) the legal next of kin (mother) and the brother exited the OR, allowed recovery
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“N/A” for this on the authorization form. Also, we will no longer g:exggi);ltglﬁ%)lgts as
a DCD.
183 DFA Policy Review-Moved to March
11} UDRAI Review-Moved to March
12} Monthly role plays-Moved to march
13) Talk for success-Project distribution: Discussed-projects will be assigned

when we do each annual review,

14) Staffing changes-Hiring: We will be Eosing-and -at the end of
the month. Hiring 3 DFAs ASAP. Please send recommendations to me.
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Subject: Tl WGENERAL STAFF MEETING

Location: I 157 FLOOR CONFERENCE ROOM

Start: Mon 3/18/2019 11:00 AM

End: Mon 3/18/2019 12:00 PM

Recurrence: Monthly

Recurrence Pattern: the third Monday of every L month{s) from 11.00 AM to 12:.00 PM
Meeting Status: Meeting organizer

Organizer: IRlR

Required Attendees:

Optional Attendees:

Categories: Orange Category

Regards,

I T
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Administrative Assistant
Executive Director

CONFIDENTIALITY NOTICE: The information contained in this transmission may contain privileged and confidential
nformation, including patient information protected by federal and state privacy laws. It is intended only for the use of the person(s)
named above. If you are not the intended recipient, you are hereby notified that sny review, dissemination, distribution, or duplication
of this communication is strictly prohibited. If you are not the intended recipient, please contact the sender by reply email and destroy
all copies of the original message.
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CONFIDENTIALITY NOTICE: The information contained i this transmission may contain privﬁz’:ged@:&!}!}pﬁgﬁ%ﬂgﬂ 14
information, including patient information protected by federal and state privacy laws. It is intended only for the use of the person{s)
named above, I vou are not the intended recipiont, vou are horeby notified that any review, dissemination, distribution, or duplication
of this communication 8 sirictly prohibited. If you are not the intended recipient, please contact the sender by reply email and destrov
all copiss of the original message.
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move forward with organ donation but will only due so if she witnesses asystole. Mother
understands gift of life will not be maximized as a result of running a BD potential donor
as DCD and continous to firm on her decision for emotional closure. Leadership was
made aware during our PM report. Case will be ran as a DCD due to family dynamics,
despite BD.

On 11/28/2018, the day of recovery, the OPQO staff documented the case as brain dead, run as a
DCD per the family’s request.

Clinical Uidate

11/28/2018 08:00

S: Brain dead patient s/p MVA-drowning. Family requesting DCD due to emotional
reasons. See family dynamics note for further details. O/A: Hemodynamically stable Vitals
WNL gtt Levophed 1-3 meg/min Vaspressin 0.01 units/mim T4 § meg/min MIVF NS 75
mL/hr Latest CMP, PT,PTT, INR of 05:20 continue pending *Trend of Na to be monitored
for possible Fludrocortisone 0.2mg daily addition Most recent WBC 11.33 As discussed
with P%Dh Cefepine to be D/C and replaced with Zosyn 3.375 Q6hrs and addition
of Levaquin 750 mg daily. Cultures continue pending GS + and properly covered
Respiratory status improved AC 13/450/40%/+5 7.40/41/122/25.4 ABG on 40% CT of
chest indicated possible ARDS with a new pneumothorax to the LL measuring 2.1 cm.
Finding discussed with MD - Patient is stable at this time, we will continue to
monitor. Patient UOP 75-400 ml over night with one dosage of Albumin 25 + Lasix 40 mg
Elcctrolytes (Mg and Phos) replaced per hospital electrolyte replacement protocol. IR liver
biopsy completed at beside per request of OR booked for 12:00PM, per family
request. Pending: family update of case

Comments: On-Site

11/28/2018 09:09 NN
Received report from DMC NP aticnt stable, MIVF: 0.95s 75 ML/HR Levophed 2
mecg/min Vasop: .02 units/min Vitals between Normal Limits. Last CMP and U/A
documented. Liver Biopsy result pending: we will have the results in 1 hr by Pathology
labs report. Huddle with ICU staff DCD process was explained to them Plan: Go to OR for
Abdominal recovery as a DCD Donor. Watting for tamily to arnived.

The OPO continued to proceed with the case as a DCD until it was time to proceed to the OR.
Please find below entries into the medical record from various OPO personnel regarding Pre-OR
huddle, AOC note, and coordinator onsite summary, all demonstrating that the OPO planned for a
DCD recovery.

Pre-OR Time Cut

117282018 12:32 [
Pre OR Huddle cempijiii ia,i In attendance: ) LOC, -LOC,

OAC, DMC, SRC OR set for
14:00 DCD Intent: Liver, Kidneys All items on guidelines reviewed. No concerns at this

4
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time. 1. Patient name, hospital, UNGS ID 2. Time of OR: Are they aware of instruments
needed? 3. Has the tamily been notified? Are they planning on coming back to the hospital?
if so, is DFA support needed? 4. Is the ACIN uploaded/verified for all surgeons planning
to be present in the OR? 5. Organ Alert by the QAC; update with OR time. 6. Intent
to OR for transplant and research, document note in iTx. 7. Is this a shared Tissuc donor?
If Yes, 6 red tops and 6 lavenders tops need to be drawn, please fill tubes as much as
possible. 8. Is Increased Risk form signed by accepting centers? 9. If ME case, are there
any restrictions, or special requests/pictures needed? 10. Any positive cultures on
iTransplant? 11. Any positive seros on 1Transplant? 12. Date and time of last UA. If UA
older than 6 hours, order a new one. 13. DMG updated in iTx (Donor Management Goals
tab) prior to the OR? 14. Copy of all orders since authorization of the case. 15. Any pending
labs or testing? 16. Who is taking photo of organ, vessels, TT materials and blood in
packaging box? 17. Reminder to ensure the Organ Donor Related Information Verification
form is signed, dated and timed by all surgeons and OPO coordinator prior to incision. 18,
Have we reviewed the hospital policy? What is the wait time after cardiac arrest? Has the
policy and pause time been reviewed with the pronouncing Physician? 19. Who will be the
pronouncing MD? 20. Do we have Heparin and TPA ordered? 21. Has the RN, RT, OR
staff and MD (or their designee) been made aware of roles in the OR including waiting 60-
90 minutes for pt to expire? 22. Who will be writing death note and is MD aware that it is
needed ASAP? 23. Will family be present in OR? If so, who will be responsible for caring
for them?

Comments: AQC

11/28/2018 15:16[11E 1

Late entry - I was onsite {o provide support for withdrawal in the OR. Per DMC-
RT will be extubating, RN will be advising of cardiac standstill time, confirmed by EKG,
and DFA ill be providing family support. There are no needs at this time, |
reminded DMC to ensure administration of Heparin 5 mins prior to extubation. |
then had to leave to another priority case.

Comments: By Phone

11/29/2018 14:(}4L

Late entry OR 1800 11/28/2018 Summary : We have a meeting with OR staff,
Abdominal team (Dr. |EIFIRIEIE i)r.- Dr. Anesthesia ,

SRC,s ) we discuss the procedure as instructions to be a Widrawal in the OR per family
requested before to go for recovery since this patient was pronounced BD in 11/27/2018 at
0600 am, we did not need to monitor Vitals after extubation in patient pronounced death
before, everybody was in agreement and we proceed to WDLS in presence of the family
inside the OR. The family was notified by myself and DFA before the procedure
in details and was in agreement, without complaint . Family was scolted after extubation
and moment of honor to the waiting room again without complication or issues. Cross
Clamp at 16:19 (Time of Cardiac death). No warm ischemia time. DFA support
the family before and after OR. Successfully recovery Liver and Kidneys.
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As a result of the potential complexities arising from such rare cases, the OPO has adopted a new
policy of not pursuing such cases in this manner in the future. The OPO welcomes any guidance
from UNOS on how to approach dynamic cases such as this one where an OPO is required to
balance a donor family’s wishes with maximizing the gift of life.

Please do not hesitate to contact us should you have any guestions or require further information
regarding the above case,

Reoards

Executive Direetor,-
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General Staff Meeting
Agenda {03/18/19)

Mission Statement:

VII.

VL.

Xl
XIl.

Executive Director Report - Dr. -

a. Brain dead donor as DCD

Medical Director Report — Dr.-
QPO Operations Update -_

Clinical Update/Donor Family Services Update ,...-

Surgical Recovery/Allocations Update —-_
Quality Update —-

a. cal

Finance/Administration Update —-
Hospital Development -

Community Update —

Human Resources Update —

Team Review
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