SFC OPTN Hearing
Exhibit J.71

Issue Involves: OPO 01072N
Issue Reported by: Hospital 06432N

Issue: Hospital 06432N reported this event through the Improving Patient Safety Portal. In
October 2018, OPO 01072N offered a heart to PTR #41 on the HR/LU match at Hospital 06432N
who needed heart and lungs. Hospital 06432N requested the lungs, but OPO 01072N reported
that they had been placed and refused Hospital 06432N’s request that the OPO rescind the lung
offer. In February 2019, OPO 01072N offered a heart to PTRs #19 and 20 (same candidate) on
the HR/LU match at Hospital 06432N, who also needed lungs. Hospital 06432N requested the
lungs but OPO 01072N reported that they had been placed and refused Hospital 06432N’s
request that the OPO rescind the lung offer.

Relevant OPTN Policies:

6.5.F Allocation of Heart-Lungs: “When a heart-lung candidate is allocated a heart, the lung
from the same deceased donor must be allocated to the heart-lung candidate.” (Policy in effect
prior to October 18, 2018)

6.6.F.i Allocation of Heart-Lungs from Deceased Donors at Least 18 Years Old: “If a heart or
heart-lung potential recipient (PTR) requires a lung, the OPO must offer the lungs from the same
deceased donor to the heart or heart-lung PTR according to Policy 6.6.D: Allocation of Hearts
from Donors at Least 18 Years Old.” (Policy in effect as of October 18, 2018)

Relevant Correspondence:

inguiry to OPO 01072N - sent on February 13, 2019

Rasponse from OPO 01072N - received on February 20, 2019
Second Response from OPO 01072N -received on February 27, 2019
Notification letter to OPO 01072N - sent on March 8, 2019

Member Response:

OPO 01072N reported:
e Forthe October 2018 allocation:

o Lungs were placed for PTR #3 from the standalone lung match to local Hospital
37788N.

o The heart allocation had not yet started due to donor pressor requirements.
OPO 01072N waited to obtain an echo to allow the donor to stabilize
hemodynamically. Lungs were allocated prior to obtaining the echo.

o Local hospital 37788N accepted the heart for PTR #1, but declined
approximately two hours later and OPO 01072N continued with heart
allocation.

o Hospital 06432N entered a provisional yes for PTR #41, who also needed lungs,
and when notified they were primary, requested the lungs. OPO 01072N
informed Hospital 06432N that they had allocated and placed them the day
before.

o Hospital 06432N requested the OPO contact the lung center and ask them to
decline the lung offer, and the OPO informed them this would be a violation of
OPTN policy.
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o After numerous conversations with Hospital 06432N wherein OPO 01072N
refused to rescind the lung offer, Hospital 06432N declined and OPO 01072N
allocated the heart to PTR #42 at a different center.

o Given the high pressor requirements, and that all heart recipients status 1 and
status 2 in Zone A did not require lungs, the decision was made to begin lung
allocation prior to obtaining the echo.

e  For the February 2019 allocation:

o Local Hospital 37788N provisionally accepted the heart for PTR #5, pending
crossmatch. The OPO made backup offers for PTRs #6 and #7.

o About an hour later, Hospital 37788N accepted a lung/kidney offer for PTR #2.

o Hospital 37788N received positive crossmatch results for PTR #5 and declined
the heart approximately nine hours later. PTRs #6 and #7 also declined the
heart and OPO 01072N restarted allocation.

o Hospital 06432N received a primary heart offer for PTRs #19 and #20, who also
needed lungs. Hospital 06432N requested the lungs and OPC 01072N reported
that they placed the lungs prior to the heart being declined by the primary
evaluating center.

o Hospital 06432N requested the OPO contact the lung center and ask them to
decline the lung offer, and the OPO informed them this would be a violation of
OPTN policy.

o After numerous conversations with Hospital 06432N wherein OPO 01072N
refused to rescind the lung offer, Hospital 06432N reported that they would
code out for their center.

o Six hours after the initial offer and after multiple attempts to contact Hospital
06432N to get them to enter their refusal code without response, OPO 01072N
entered code 830 for the center. OPO 01072N was unable to place the heart
and reported that these unnecessary delays led to organ wastage.

o Delaying the lung allocation for potential heart/lung candidates in Zone B would
have caused unnecessary delays in this case.

o UNQOS staff requested documentation of communication between OPO 01072N and
evaluating heart centers whose PTRs also required lungs, but OPO 01072N declined to
provide information “requested from a position by the complaining center of assuming
ill will or intentional or accidental avoidance of allocation policy, such as logs or
recordings of all communications.” In a follow-up request for additional clarifying
information, UNOS staff followed up on this request, encouraging OPO 01072N to send
documentation of communication that the OPO believed would help highlight or explain
the OPO’s efforts during this time. In the follow-up response, OPO 01072N declined
sending any “recordings or stuff that is tangential unless absolutely necessary” and
included a communication to staff wherein OPO leadership stressed the need to ensure
UNQOS staff “is not trying to go after local Hospital 37788N...”

e Aroot cause analysis was not performed.

OPO 01072N corrective actions:

o When a center refuses to provide or confirm decline codes, placement staff will enter
code 898 and specify that the center refused.
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CONFIDENTIAL MEDICAL PEER REVIEW

February 13, 2019

VIA SECURE EMAIL

oeer I

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 heaith. Often additional information is needed 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 two lung allocations by _ Firs, our
preliminary analysis indicates that on October 16, " the heart from donor as
offered to PTR #41 on the heart/lung match, who also re g ired lunas ™' frven wvataadng
center requested the lungs, butﬂ tad already placed the lungs
from the standalone lung match prior 10 making heart orfers.

Second, on February 6, 2019, the heart from donor was offered to PTR #fjjj and #jj}

(same patient) on the heart/lung match, who also required lungs. The heart evaluating center
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= Attempts were made o recontact' to ask that they enter PTR
refusals,-did not receive a response so code 830 was
entered to allow progression of allocation, since the prior codes
were not able to be confirmed.

entered code 830 for PTR #139 and #20.
= See above details for explanation regarding“ entering the refusal

codes for‘.

o Was a root cause analysis or post care review performed as a result of these
allocations?
= Neither an RCA or post case review performed

o Provide your policies and/or Standard Operating Procedures for offering heart and
fung from same deceased donor. Were those protocols followed in this case? If not,
explain why not.

= OPTN policy for Heart lung allocation was followed.
= Attached is current
= OPTN allocation policy takes precedence of OPO policy.

o Were corrective actions developed as a result of this event? If so, include
documentation that supports these corrective actions, such as revised policy, training
materials, etc.

= Instructions have been given to placement staff that if a center refuses to
provide or confirm refusal codes, they will be entered as 898 and specify
that center refused

Please feel free to contact- if you have further questions.

Sincerely,

Director Quality Systems

Cc:

, Vice President Organ Operations
Vice President and Chief Medical Officer
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