SFC OPTN Hearing

Exhibit B.7
CONFIDENTIAL MEDICAL PEER REVIEW

Staff Summary

Please note that this accompanying summary information is included to only supplement the original
documentation, and assist the Committee members in their thorough review of the source
documentation provided in the site survey, desk review or case investigation packet.

Please review the summary of potential policy violations and corrective action plans in the attached
packet to determine if a policy violation exists, to determine if the corrective action plan addresses the
problem, and to identify an appropriate recommended action. Please provide a basis for your decision
in the comments section.

Case Description: Lab 614270 reported that OPO 660760 shipped a kidney to an accepting center. The
accompanying tissue typing material label did not include the donor ID, a second unique identifier, or date
and time of draw.

Possible Action {based on historical MPSC action in similar cases):
s Notice of Noncompliance for Policy 16.3.C

MPSC History:
+ November 2019: Notice of Noncompliance for an allocation error
¢ July 2019: Release from monitoring
s March 2019: Notice of Noncompliance and monitoring for an ABO determination and reporting
error that led to incompatible transplants
e January 2018: Notice of Uncontested Violation for shipping a kidney without required information
on the external label and required paperwork

Survey Information: A routine on site survey of the OPO occurred on February 6, 2018. The OPO had a
clinical score of 96 percent and some administrative errors. The MPSC reviewed the results of the survey
at its meeting in October 2018 and recommended that UNOS conduct a follow-up desk review of the OPO
in one year.

UNOS conducted the follow up desk review on September 26, 2019. At its meeting in February 2020, the
MPSC reviewed the results of this survey and recommended that UNOS conduct a follow-up desk review
of the OPO’s compliance with Policy 2.6.B in nine months.

OPO Volumes:
Year Donors Recovered Organs Recovered
2017 166 626
2018 181 632
2018 183 702
2020 65* 211*

*As of June 3, 2020

Historical MPSC Actions: The MPSC would typically issue a Notice of Noncompliance in cases involving
tissue typing labeling errors. The MPSC has considered higher actions {Letter of Warning, etc.} if the
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member has a significant compliance history, if the nature of the violation poses a significant patient
safety risk, if the member did not adequately correct the root cause of the violation, etc.

Voting Instructions:

e Vote YES if you agree with the proposed decision above.

e Vote NO if you feel that a different action is warranted; you have concerns about patient safety, the
member’s history, or CAP; or you would like for the case to be placed on the discussion agenda. Please
leave a detailed comment include your recommendation and any concerns.
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Issue Involves: OPO 660760
issue Reported by: Lab 614270

Issue: Lab 614270 reported this event through the OPTN Improving Patient Safety Portal. OPO
660760 shipped a right kidney to the accepting transplant center. The accompanying tissue
typing material label did not include the donor ID, a second unique identifier, or date and time
of draw.

Relevant OPTN Policy:

16.3.C Internal Labeling of Blood and Tissue Typing Materials: “Each separate specimen
container of blood tissue typing material must have a label...The label must include the donor ID
and at least one of the following identifiers: Locally assighed unique ID, Donor date of birth,
Donor initials...Additionally each specimen should be labeled with both of the following: 1. The
date and time the sample was procured...”

Relevant Correspondence:

Inguiry to OPO 660760 - sent on February 25, 2020
Response from OPO 660760 - received on March 9, 2020
Notification letter to OPO 660760 - sent on March 17, 2020

Member Response:

OPO 660760 reported:

e QPO 660760 used TransNet to label the specimen containers of tissue typing material
for the right kidney.

* During kidney perfusion, a plastic biohazard bag containing the tissue typing material
was stored in the pump. When OPO 660760 staff lifted the lid to the pump, the plastic
biohazard bag stuck to the lid and fell to the floor breaking two yellow top tubes. The
containers of blood and lymph nodes were unbroken but contaminated.

o QPO 660760 staff used water and a towel to remove blood on the specimen containers.
OPO 660760 indicated that although specimen containers were previously properly
labeled, the required information was erased during the cleansing process, and that
staff did not identify the erasure or consider relabeling.

e  OPO 660760 attributes the erasure of required information to “defective ink of
TransNet label”.

¢ The accepting transplant center notified OPO 660760 of the labeling issue and provided
pictures of the specimen containers with blank labels.

OPO 660760 corrective actions:

e QPO 660760 reinforced with staff the importance of being careful when opening the lid
of the kidney pump to prevent dislodging any stored materials.

e QPO 660760 instructed staff to review labels to ensure that information is intact and
noted that TransNet supplies provided by UNOS, specifically the ink, is subject to easy
erasure,
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UNOS Safety Analyst Note:
e UNQOS supplied printers do not use ink. Information is written using thermal energy to

prevent smearing and erasure, onto labels able to withstand cold and wet conditions
within organ packaging.

e This event was reviewed with a UNOS staff member with TransNet expertise. He
communicated that there have not been reports of a similar issue.
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OPT ORGAN PROCUREMENT AND
TRANSPLANTATION NETWORK

CONFIDENTIAL MEDICAL PEER REVIEW

February 25, 2020

VIA SECURE EMAIL

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 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 UNOS and/or OPTN Membership and Professional Standards
Committee (MPSC) 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 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 a labeling error by— .) for donor-. Our

preliminary analysis indicates that tissue typing material accompanying the right kidney, specifically the
separate specimen containers of lymph nodes and blood, did not have labels indicating the donor ID,
any other identifiers or the date and time the specimen was procured.

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 UNOS leadership, including the MPSC, and in some cases the OPTN Board of
Directors.
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March 8, 2020

Sate Analyst
UNOS Member Quality
Organ Procurement and Transplantation Network (OPTN)

Dear .

We are in receipt of your letter dates February 25, 2020 regarding the labeling error for donor
- Below is our response to the questions you poses in the letter:

* Provide a detailed summary of the event and specify if staff deviated from-
protocol. incude why ‘taﬁ'did not use Transiet o label the separate specimen
containers and explain why the error was not identified during the labeling verification
process.

Response:
There were no deviations from il rotoco! - [P oficy 04.140 Labeling,
Verification, Packaging and Transport section E Labeling and Packaging Organ for
Transport (see attached policy Appendix A} states
i} All organs, vessels, and specimens must be packaged in a sterile environment.
it} All organ labels are created using TranshNet.
iit} All organ and specimen labels are verified by two qualified health care
professionals using source documents before leaving the OR.
iv) TransNet is used as described by UNOS to automate the labeling process.

Transnet fabels were used to label the blood tube and the container containing the
tissue  typing material {lymph nodes). {See attached Transnet audit log Appendix B).
The case review and interview with the involved staff indicated that the tissue typing
material and blood tubes were in a plastic biohazard bag stored in the kidney pump
while the kidney was being perfused. When the Clinical Donation Specialist {CDS) lifted
the fid the bichazard bag was stuck to the lid and feil to the floor which cause the two
yelow top tubes to break. The red top and spleen/nodes container were unbroken and
covered in bioad. The CDS used water and a Yowel (o ¢ean the tubes before
repackaging and shipping the kidney. The tubes were iabsled but it appears that the
when the labels were cleansed after the spill the information was washed off. (See
pictures of the bichazard bag and tube Appendix C}

Senate Finance Committee — Confidential UNOS_2_000014173




SFC OPTN Hearing
Exhibit B.7

»  Provide a root cause analysis Tor this event, if available.
Ses aitached causal analysis

=« [escribe actions taken by-m resolve the issue with the receiving right kidney
transplant center and/or tissue typing lab ance the error was identified.
-was notified by the transplant center of the labeling issue and received pictures of
the tubes that were labelad but the information Is washed off,

= Describe any other labeling errors reported ’m-bgf receiving transplant centers for
this donor. Note whether the error resulted in any delay of transplant, if applicable.
There were no other reported labeling issug reported m-bz; any of the recebdng
trarspiant centers,

»  What corrective actions, if any, have been implemented or are planned as a result of this
event? If corrective actions include revisions to existing documents, please provide
those documents with the changes easily idertifiable {L.e., highlight changes, etc.}.

The Transnet labels and printers zre supplied to the OPO by UNOS and # appesrs that
the ink was able to be washed off with water and a towsl. We have encouraged siaff
to be rmindful when opening container or id 10 ensure that whatever is stored s not
digtodie and has the potential to falt and break.

if you have any questions or need additional information,_please acr me gither by email at

Sincergl
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Causal Review

Donor-
08
DOD

Cross Clamp 02/07/2020

Donor History:

17 year old male with reported fever, chills, URl and flulike symptoms on 01/24/2020. Was seen
by PCP on 01/25/2020 but tested negative for flu and strep throat. It was determined
symptoms were viral. Was seen again with no improvement in symptoms and started on
antibiotics. His fevers continued and 02/02/2020 reported to experience left leg weakness and
facial drooping on the left side. His symptoms progressed to the inability to use his feft side
extremities and falling hitting his head. He was taken to the ER and head CT scan indicated a
&mm midline shift and right side extra axial fluid collection which was feit to be blood or
empyema, He was taken to the OR for craniectomy. When the dura was opened pus came out
unider fairly significant pressure. He was left intubated, transferred 1o PedsICU and started on
broad spectrum antibiotics. On 02/03/2020 a third CT scan was performed indicating an 8mm
raidline shift with a significant amount of edema but no significant extra axial fluid collection.
He was transferred 1o another hospital for a higher level of tare but progressed o brain death
and was proncunced on 02/05/2020 at 10:00 via clinical exam and apnea testing.
Authorization was obtained from the mother on 0270572020 st 12:45.

Organ allocation final disposition:
Heart-
Lungs- ruled out in the OR

L%ver—-

Left Kidney*-{for Kidney/Pancreas)
Right Kidney-JElIR

pancreas- [l for Kidney/Pancreas)
intestine- not recovered

Recovery/Event timeline:

02/07/2020

16:27 Donor taken to OR
16:57 incision

i8:47 Heparin given

18:58 cross clamp/initial flush
18:02 nades recovered

18:35 liver recoversd
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19:40 right and left kidnays recovered

20:32 right kidney placed on pump

02/08/2020

06:40 right kidney taken off pump to ship to-

Incident interview with Clinical Donation Specialists regarding labeling of lymph nodes and
biood tubes.

Per CDC - the tissue typing materials were stored in the kidney pump while the kidney was
being perfused. When the CD5 lifted the lid, the tissue typing was stuck to the lid and fell on the
fioor. This caused the two yellow top blood tubes to break.

The red top and spleen/nodes containers were unbroken, but covered in blood. CQSs-ased
water and a towel to clean the tubes before repackaging and shipping the kidney. Given that
the tube and container were labeled with a Transnet {abel prior to being placed on the pump
they did not relabel or see that the information on the label had been wiped off during cleaning
off the blood.

Root Cause:
Defective ink of Transnet label allowing for the information to be wiped off if label becomes

saturated,

Corrective Action:

The Transnet labels and printers are supplied to the OPO by UNOS and it appears that the ink
was able to be washed off with water and a towel. We have encouraged staff to be mindful
when opening container or lid to ensure that whatever is stored i not dislodge and has the
potential to fall and break. 5taff have also been told to review the labels to ensure that the
information is intact.
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