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This letter is in response to United Network for Organ Sharing’s (“IUNOS™) March 13, 2019 follow
up correspondence advising Life Alliance Organ Recovery Agency (“"LAORA” or “OPQ”) that its
management of donor- is being referred to the Membership and Professional Standards
Committee (“MPSC”) / Policy Compliance Subcommittee (“PCSC”) for review. As per your
correspondence we are submitting this letter and exhibits for consideration by the PCSC. Please
note that we have not attached our prior submissions from February 28, March 1, and March 6,
2019. For ease of reference, we have indented any paragraphs excerpted directly from the donor’s
medical file, with portions highlighted for emphasis.

INTRODUCTION

The OPO treated donor [JJJii] 2s 2 Donation after Circulatory Death (“DCD”) recovery
pursuant to the donor family’s request. Specifically, while the donor was declared brain dead on
November 27, 2018, the family requested that they be present in the OR to witness cardiac
standstill. This request forced the OPO to adjust its standard process, and advise the staff that at
this juncture that neither a pronouncing physician nor a death note is needed. Accordingly, as a
result of the family’s wishes that they observe cardiac standstill, a DCD match list was run and the
organs allocated pursuant to that match run. Subsequently, upon extubation, the donor’s legal next
ofkin (donot’s mother), became traumatized, changed her mind about witnessing cardiac standstill
and left the OR and instructed the OPO to proceed with organ recovery. At that point, the OPO
proceeded to honor the mother’s wishes and take the appropriate steps to maximize the gift of life,
i.e. recover the organs based on the previous day’s brain death declaration. For your convenience
please see timeline below.

! Please note that excerpts are as they appear in the medical file and as such may contain typographical /
gramratical errors.
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DISCUSSION

In light of the brain death declaration on November 27, 2018, i.e. prior to any organ offers being
made, the OPO believed that it was not in violation of OPTN policy 2.15.1 (DCD Potential Donor
Who Converts to Brain Death after an Organ Offer Has Been Made). Specifically, in this case,
the brain death occurred before any organ offers were made, and not after. As such, the OPO did
not believe this policy applied in this case based on the fact that match run was conducted as if the
donor was a DCD. Below are excerpts from the medical record in chronological order:

DCD Aproach

11/27/2018 03:36 EST

DCD Approach Information: Early Interaction implemented? No. Brief synopsis of
conversation: DFA [ and I were introduced to LNOK | (paticnt's
mother), patients 16 year old son "JJJjjij and a few siblings of the patient, as family
advocates from the University of Miami working in conjunction with MSMC. After
exchanging pleasantries and hours of family support provided, explanation of WDLS/ME
process was discussed. At that point DFA [ and I decided it was appropriate to bridge
into the topic of OD. We discussed the benefits of BD and DCD donation, and after much
consideration the family as a umit decided that they did not want to wait until BD
declaration, and want to be present at time of WDLS, s0 they have chosen to move forward
with DCD donation as patient would have wanted to help save others lives. Teddy bears
and memory pins were provided to family, as well as my personal number should they
want to speak with me for any reason. [JJjj and I were able to continue to offer support
until family decided to leave the unit for the evening to rest. Authorization form and
UDRAI was completed, family is currently working on completing moment of honor to be
read pre-OR. Organs / Tissue / Eye Consented?: Organ (YES), Tissue/eye (NO). Research
consent?: yes OTE Restrictions: No tissue and no eye donation or research, for body
integrity issues. Time constraints?: Yes, to be in the OR by Wednesday 11/28/18 at noon.
Private donation?: no Family notification 4 hour pre / post OR?: yes both. Directed
donation?: no Pillars of Essence Aftercare Program?: yes Tree of Life Program?: n/a ME
Case?: pending Body Release Form completed?: pending Copy of ID obtained?: No, not
available. LNOK Contact (Name, Relationship, Phone Number): |||} I (mothen)

uneral Home Information: pending, family is making arrangements to take
the body to || for 2 family viewing there. Family dynamics / Special instructions
not listed above: Mother and sisters have the [ name.

Following the brain death declaration, the OPO engaged the donor family who insisted on
witnessing cardiac standstill.

Family Dynamics

11/28/2018 00:17 EST

Late entry Witnessed conversation between DMC [ and LNOK at 19:55. Mother
of patient understands patient is brain dead and has a time of death (notes are not yet
published on itx due to corrections pending by MD 1 and 2). Mother of patient wishes to
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The unexpected variable in this case was the donor tamily’s reaction in the OR. Upon extubation,
the mother, who is the legal next of kin, became emotionally distraught and was escorted out of
the OR by OPO staff members. She then requested that the OPO proceed with immediate recovery.
The OPO staff believed that asking the mother for paperwork, or permission to re-intubate in order
to be able to re-run the match run list as a brain death would be far to traumatizing and insensitive.
Furthermore, it was likely that such a request would have resulted in the family rescinding
authorization and depriving the waiting recipients of their life-saving organs. As the donor was
previously pronounced brain dead, no pronouncement was needed. In addition, the family had
authorized and requested that recovery proceed, albeit orally. Based on the family’s request and
state of mind, as well as the exigency of the circumstances to maximize the gift of life, the OPO
team decided to honor the family’s wishes and continue the case as a brain dead donation despite
extubation. Below are notes from coordinators involved in this family-driven, unusual case.

Comments: By Phone

11/28/2018 19:00 EST
Late entry Mother [Jjjij and brother [ arrived at the Hosital just minutes before OR ,
we briefly gathered in patient’s room to make the pertinent arrangements for the WDLS
process. When required, we escorted patient’s bed to the OR. Personalized Moment of
Honor was read and then patient was extubated. We exited the OR and mom became very
distraught.1 deemed appropriate stay with them for family support and I was able to address
their concerns about next steps since they are planning a viewing in _Around
18:00 mom decided to leave and politely asked me to call them once OR finished. Received
anotification from DMC [JJjj with the OR outcomes. A call was placed to Brother [
who was very grateful for our communication.

Family Dynamics
Betancourt

11/29/2018 19:42 EST

Addendum to DFA note from 11/28/18 at 19:00 Mother ] and patient’s brother [
arrived at the Hospital just minutes before OR time, however, we had enough time to
discuss the pertinent arrangements for the WDLS process. Mother had previously
requested to recetve an explanation about the OD process one more time. 1 was able to
present at length the process and Mrs. - verbalized understanding. When required, we
escorted the patient’s bed to the OR and we gathered in a private room waiting for the
bunny suits to be ready. While there, Mrs. - shared with me that she had given birth
12 children but mostly Males, therefore she made a vow to God expecting a Daughter in
return, finally she had a daughter and today her daughter was living with God. She
mentioned that she understood that her danghter had gone already when she was declared
BD, however she would like to be present at the time of the final moment for emotional
closure. D\AC- had previously joined our conversation and was able to provide them
with more details about the WDLS process. At that point, both mother and brother agreed
to leave the OR right after extubation and not to wait until cardiac standstill, as previously
requested. We proceeded to get into OR, Personalized Moment of Honor was read and then
patient was extubated. We exited the OR quietly, however when we got the private room
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mom became very emotional, she shared that she eventually will be fine even though she
will need some time to process that she won’t see her daughter again. | deemed appropriate
to stay with them for family support and 1 was able to address their concerns about next
steps since they were planning a viewing in || iMotber thanked me many times for
our support and the way we’ve turned this tragedy in something marvelous. Around 18:00
mom decided to leave and politely asked me to call them once OR finished. Received a
notification from DMC [JJij with the OR outcomes. A call was placed to Brother [}
who was very grateful for our communication.

Subsequent Corrective Action

Upon receipt of UNOS’ February 14, 2019 correspondence, the OPO leadership met on February
14, 2019 and decided to create and implement a policy banning the pursuit of brain dead donors
as DCD donors. The decision was based on the rarity, complexity, and the difficult emotional
status of the donor family. The decision was conveyed to the OPO’s family service team members
(See OPO’s March 6™ submission along with associated exhibits). Furthermore, the OPO family
services team members will receive training on how to relay to donor families the OPOs policy of
not pursuing BD donors as DCDs.

The newly implemented policy was presented to the OPO staff for input and discussion on March
18, 2019. Please see attached:

Exhibit A: OPO policy not to pursue BD donor as DCD
Exhibit B: General Staff Meeting Agenda

Exhibit C: Clinical Staff Meeting Agenda

Exhibit D: Staff acknowledgment of new policy in Q-Pulse.

# @& & &

Please note that the leadership on call (LOC) for that particular day is no longer employed by the
OPO.

CONCLUSION

This case was a brain dead donor, to be conducted as a DCD per the family’s request to be present
at the time of cardiac standstill. The family changed their mind in the OR after extubation, which
presented the OPO with the challenge of managing incongruent values, which were in this
particular case prudence, maximizing the gift, being sensitive and supportive to the family. The
OPO chose in this case to be sensitive and supportive of the family, while simultaneously
maximizing the gift of donation.

This donation process, like all others, was family-driven. In this case the mother was
understandably highly emotional, which led to a deviation from the original plan. At the end, the
donor family was supported without additional stress, their wishes were honored, and successful
transplantation of organs took place allowing the family the comfort of knowing their loved one
saved lives.
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TITLE: Brain Death Donors as DCD Work
e Instruction | SOP-C0O-45
LIFE ALLIANCE MNumber
ORGAN RECOVERY AGENCY .
UNIVERSITY OF MIAMI Effective 3/18/2019
Date
Revision 1
WORK INSTRUCTION/SOP Number

1.9

2.0

3.0

4.0

50

6.0

7.0

8.6

PURPOSE

To provide guidance when a donor has been declared Brain Dead, but is under consideration to be
conducted as a DCD donation.

SCOPE

21 All donations of Brain Dead patients that might be conducted as DCD donors.

RESPONSIBILITY

3.1 All Life Alliance personnel.

DEFIMITIONS

4.1 AOC - Administrator on Call

4.2 DCD - Donation after Circulatory Death

43 LAORA - Life Alliance Organ Recovery Agency
4.4 LOC — Leadership on Call

MATERIALS/EQUIPMENT
5.1 N/A

PROCEDURE/INSTRUCTIONS

6.1 In accordance with UNOS policy 2.15], Life Alliance procedures allowed for a patient
who has been declared Brain Dead to be conducted as a DCD donor in limited special
circumstances, for example:

6.1.1  Authorizing party has requested to be present in the operating room to witness
extubation and/or cardiac standstill,

6.2 The Life Alliance Organ Recovery Agency will no longer conduct the donation process
from a brain dead donor following DCD protocols.

DOCUMENTATION/ATTACHMENTS
7.1 N/A

REFERENCES

8.1 P&P-CO-48 Surgical Recovery Policies and Procedure (DCD Recovery)
8.2 SOP-CG-5 DCD Perfusion Operating Room Procedure
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