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Issue Involves: OPO 02412N

Issue Reported by: Hospital 41473N
issue Reported by: Hospital 46029N
Issue Reported by: Hospital 35577N

Issue: Hospitals 41473N, 46029N, and 35577N reported this event through the OPTN Improving
Patient Safety Portal.

OPO 02412N allocated the lungs, heart, liver, pancreas, left kidney, and right kidney from a
donor who had undergone massive transfusion with ABO O blood products. The OPO
subsequently determined that the donor was ABO O. Testing later revealed that the donor was
actually ABO A1.

Hospital 41473N received the heart and transplanted it into an ABO B recipient. After release of
crossclamp, the heart stiffened and became edematous. Hospital 41473N was unable to get the
recipient off of CPB, and converted to VA ECMO. After six days the heart recipient was re-
transplanted. The heart recipient is doing well and was discharged home 22 days after the
second transplant.

Hospital 46029N received the liver and transplanted it into an ABO O recipient. The recipient is
doing well and is not expected to have an adverse course related to the incompatible ABO.

Hospital 35577N received the pancreas for an ABO O recipient. Using blood taken during
procurement, Hospital 35577N re-ran donor ABO and found a mix of A and O blood types.
Hospital 35577N called OPO 02412N and was informed of the massive transfusion the donor
received, and that OPO 02412N had one indeterminate blood typing result. Hospital 35577N
aborted the procedure and did not transplant the intended recipient. The pancreas was later
discarded.

Hospital 03283N received the lungs, the left kidney, and the right kidney. The lungs were
transplanted into an ABO O recipient who showed immediate signs of rejection and was put on
ECMO. The lung patient died the next day.

The left kidney was transplanted into an ABO O recipient. The graft is functioning well and
Hospital 03283N believes that the ABO incompatibility will not affect graft function.

The right kidney was discarded after the ABO discrepancy was found.
Relevant OPTN Policy:

2.6.A Deceased Donor Blood Type Determination: “The host OPO must develop and comply
with a written protocol to resolve conflicting primary blood type results.”

Donor Analysis: The donor was _Nho was in a motor cycle collision with
head trauma. There was no available pre-transfusion admission blood on which ABO typing
could be performed.

The donor was 5’ 6” tall and weighed 130 pounds, resulting in an estimated total plasma volume
of 2356.00 mls and an estimated total biood volume of 3926.67 mls. The massive transfusion of
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12 units of PRBC, 10 units of FFP, and 3 units of platelets resulted in administration of 3700.00
mis of plasma products and 3000.00 mis of blood products.

Relevant Correspondence:

Inguiry to OPO 02412N - sent on December 10, 2018

Responss from OPO 02412N - received on December 24, 2018
Second inguiry to OPO 02412N - sent on December 26, 2018

Second Response from OPO 02412N - received on December 28, 2018
Notification letter to OPO 02412N - sent on January 4, 2019

Third Response from OPO 02412N - received on January 16, 2019

Member Response:

OPO 02412N reported:

e Pre-transfusion admission blood was hemolyzed and therefore unable to be utilized for
ABO typing.

s The first ABO was drawn post-transfusion. This sample was “run on the Ortho-Vision
Analyzer” and had an indeterminate result. The blood bank technician ran forward and
reverse testing, which resulted in a forward ABO of O and a reverse ABO of A. The
blood bank reported the ABO as O “since it is hospital policy that the forward results
indicate the red blood cells and reverse could be impacted by the fresh frozen plasma” a
patient receives during transfusion.

e The donor hospital also does not report indeterminate results per internal policy, so the
OPO was not aware of the initial indeterminate result.

¢ More blood was drawn and was sent to an outside lab for serology testing. This lab also
found indeterminate ABO results with forward typing indicating ABC O and negative
reverse typing indicating ABO A. This was the second ABO result.

o Had OPO 02412N known that the first ABO typing was also indeterminate in addition to
the second typing at the serology lab, this would have been a “red flag.”

+ Athird ABO was drawn at the donor hospital and resulted in a forward and reverse
typing of ABO O. OPO 02412N considered this ABO as confirmation of the first ABO and
a resolution of the discrepant ABO typing found at the outside lab.

e The Clinical Allocation Technician (CAT) notified the Clinical Donation Coordinator {CDC)
and the Administrator on Call (AOC) of the indeterminate results. “Given that there
were two” ABOs drawn at the donor hospital “on different dates with the same results”
the “AOC did not notify the Medical Director of the ‘indeterminate’ results.”

o The CAT uploaded the two ABO O results into DonorNet and these were verified by the
AQC.

e The CAT notified each transplant coordinator that the donor was hemodiluted and
therefore PHS Increased Risk. “Given that there were two” ABOs drawn at the donor
hospital “on different dates with the same results” the CAT “did not notify the
transplant programs” of the indeterminate ABO result. This information was also not
specifically called out in DonorNet, however, the indeterminate ABO was available on
the serology results attachment.

¢ The day after procurement, Hospital 35577N contacted OPO 02412N to alert them that
the blood sent with the pancreas resulted in ABO A. OP0O 02412N then alerted the

Senate Finance Committee — Confidential UNOS_2_ 000014076



SFC OPTN Hearing
Exhibit B.6

other receiving centers, but the heart, lungs, liver, and left kidney had already been
transplanted.

o The Root Cause Analysis determined no human errors, no staff training or competency
issues, and that both OPO 02412N and the donor hospital followed all internal, OPTN,
and CMS policies related to ABO typing.

e The “present nature of procedures for massive transfusions, use of ‘A’ blood type fresh
frozen plasma and the impact on ABO typing is not recognized in both the [donor]
hospital Blood Bank process and donation area process for allocation.”

o At the time of the event, OPO 02412N “did not have a clear process for when an
indeterminate result was communicated” besides “either drawing another sample or
checking for an available sample.”

e At the time of the events, OPO 02412N “did not have a clear process” for when an
indeterminate result should be escalated.

OPO 02412N corrective actions:

e Animmediate containment plan was initiated: If blood typing results for any test
indicate indeterminate results, or if the donor has “been on a massive transfusion
protocol,” OPO 02412N will immediately “place further management of the case” on
“hold” until the AOC and the Medical Director discuss the test results and decide how to
proceed.

¢ The Medical Director will contact the Blood Bank and/or Lab Director/Manager to
“discuss the indeterminate results on the donor evaluation and organ allocation.”

o The Chief Clinical Officer developed the “Hard Stop Playbook” which outlines when hard
stops will be implemented. This playbook was emailed to pertinent staff and reviewed
during a staff meeting.

e OPO 02412N will monitor 100% of cases of indeterminate results and massive
transfusion protocol for documentation of discussion between the AOC and Medical
Director.
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11/28/2018 Patient Safety

Marc Leslie - UNOS-UNS ébbl ‘7“!69‘"_ '

Had b

Improving Patient Safety  Related
Safety Situation [ Return t
The goal of the Improving Patient Safety system s to collect information about safety related incidents occurring system-wide, in order to increase organ utilization and decrease the morbidity and mortality of { Return®
fransplant patients.

What is a Safety Situation?
A situation or activity that affected or could have affected patient safety.

What to report:

« Any patient safety situation
« Any cther situation that causss a safety concern from a transplantation, denation, andfor quality perspective.

Please report such situations in a timely manner.

Below you will find the most current information for ;Ruztion-‘(ou can complete the following tasks on this page:

« Access a printer-friendly version of this safety situation
* Add resoluticn Information

Reporting Institution: « _-Transplant Hospital{Member)
Type of Safety Event {Choose all categories and subcategories that are applicable):
: Communication
' Data Entry
. Transportation
Packaging/Shipping
¥ Labeling
“ ABO
i Donor ID
* Required information missing
| Transcription error
© Switched laterality for Labeling
* Incorrect test results
: Blood/nedes/spieen fabeling issue
Missing label
: Other (please describe in the description field below}
Recovery Procedure/Process
Transplant Procedure/Process
< Testing
. ABO
“#* ABQ error or discrepancy
ABO misinterpretation
ABO subtyping error or discrepancy
ABO subtyping misinterpretation
i Biood transfusion caused misleading results
:..0 Switched samples
- Switched source documentation
.7 Inadequate sample for testing
.- Other {please describe in the description field below}
. HLA
/ Infactious Disease
Other (piease describe in the description field below}
--- Organ Altecation/Placement

Other (please describe in description field below)
https://portal.unos.org/PatientSafety/Situations/Details?id=101519&TRKR=3RjzEMGISItPVbVCriHHWDA4BLNSiyfyl4weOOirhtbSOIXcr7UBIQ%3D%3...  1/2
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Patient Safety
The Issue reported involves the following (choose all categories that are applicable): &«
# Recipient/Candidate
Waitlist ID: ]
Donor Organ/Extra Vessels
.. Other {please describe in the description field below)

No Waitlist ID: -

Date Event Occurred: 11/27/2018

Detailed Description of the Event: « Patient received heart from donor that was high risk secondary to hemodilution, ABOs ran as O neg, recipient 8, ABO

from 11/24 (date of injury} and 11/25. Serolegy ABO was apparently indeterminate, also dene on 11/25. No details of
this finding on donor summary page. Heart stiff and edematous once off cross clamp, unable to get off CPB, converted

to VA ECMO. Redpient remains on VA ECMO at this time, Notified by donor PO

at 0300 this merning that

pancreas team ran ABQ and was A. We then ran an ABO here which also reveal tobe A

Has a root cause analysis (RCA) been completed?
Please specify additional details regarding the RCA:

Please upioad any relevant attach s

Contact Infonnatlon o

Wheo at your institution should UNOS contact about this case?

Yes = No . InProgress
RCA wiil be done but hasn't been started as we were just notifled of issue at 0300 today.

First Name: - Last Name: = -
Phone contact (Enter at least one):
Office: _ ext. Pager/beeper: ext.
Mobile: _ ext. Other: ext.
Emil: 4 2 & = o e &
Other contact info:
UNOS Only
Reported by e ]
Initial UNOS Action
Date: = 11/28/2018 Staff member: _
Status: # {In process ¥ Urgency: & Medium ¥
Category: + icatial ¥
Potential policy violation: {7 YES 4 NO
Committee notification? {7 YES 4 NO
Type of Safety Event (Choose all categories and subcategories that are applicable):
L Communication
i Recovery Procedure/Process
i Transplant Procedure/Process
i Testing
Organ Allocation/Placement
i Other (please describe in description field below)
Attachments
A i NO “b Choser‘
Mamum File Size 20MB
Correspondence/C t:
Comment Date . User «

; 5/, 2
print=Y&id=101519&TRKR RerMGlSI‘leVCdHHWDMBLNS!YNMWEOO!mtbSOIXcr7UB|Q°/o3DWo30&CTXT 3leEMG|SlthVCriHNwDMBUlSfyfyl4we001rmb90!Xcr7UBiQ°/o3D°/o3D)

Copyright © 2018 United Network for Organ Sharing. All rights reserved.

https://portal.unos .org/PatientSafety/Situations/Details?id=101519& TRKR=3RjzEMGISIt{PVbVCriHHWDA4BLNSiyfyldweOOirhtb90IXcr7UBIQ%3D%3...  2/2
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1/2/2019 Patient Safety
[

(/PatientSafety/Default.aspx? CTXT=CTPt48gaRkVKOgaW 1b9fquFwYPakiOKfQ1WAKEPkPArxU23f160qFQ%3D%3D)

Haday

Improving Patient Safety Relatec
Safety Situation - gx:: :

The goal of the Improving Patient Safety system Is to collect information about safety related incidents occurring system-wide, in order to Increase organ utllization and decrease the mortidity and mortality of transplant
patients.

Fat, What is a Safety Situation?
7 ! A situation or activity that affected or could have affected patient safaty.

What to report:

s Any patient safety situation
= Any other situation that causes a safety concern from a transplantation, donation, andfor quality perspective.

Please report such situations in a timely

Below you will find the most current information for stuat'sor-ou can compiete the following tasks on this page:

o Access a printer-friendly version of this safety situation
o Add resolution information

Reporting Institution: = —-T p Hospital( ber)
Type of Safety Event {Choose ali categories and subcategories that are applicable): »
“... Communication
Data Entry
: Transportation
Packaging/Shipping
Labeling
.; Recovery Procedure/Process
_ Transplant Procedure/Process
' Testing
#: ABO
# ABQ error or discrepancy
ABC misinterpretation
ABC subtyping error or discrepancy
ABO subtyping misinterpretation
Bloed transfusion caused misleading results
 Switched samples
Switched source documentation
i Inadequate sample for testing
: Other (please describe in the description fizid belowy)
© HLA
“..- Infectious Disease
- Other {please describe in the description field below)
Organ Allocation/Placement

Other (please describe In description flald below)

The Issue reported involves the following (choose all categories that are applicable): x

#. Recipient/Candidate
Waitlist 1D: [ No Waitlist ID:
* ° Donor Organ/Extra Vessels
Other (please describe in the description field beiow)
Date Event Occurred: 11/27/2018

Detailed Description of the Event: v Pancreas accepted from UNOS- Donor was allocated as biood type O. Patient in OR 11/27/18 2305, induction 2320,
Initial Incision 2349, Tissue was [abeled as O when received by biood bank. 2239 received notification that the corresponding
blcod sample was typed in our blood bank as A- mixed field (i.e. some donor sample RBCs were A, some were O). Surgeon
notified and procedure put on hold. The transplant coordinator phoned host OPO -) and was told the donor was
hemdiuted due to massive volume of blood products. OPO reported ABO verffication was compieted after transfusions on
13/24 and 11/25 both O. Third ABO 11/26 was "indeterminate” with O and some A. This was not disciosed at the time of

https://portal.unos.org/PatientSafety/Situations/Details ?id=101521 &TRKR=CTPt48gaRkVKOgaW 1bSiquFwYPakiOKIQ1WAKEPKPArxU2JfI60qFQ%3...  1/2
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Matching organs. Saving lives.

CONFIDENTIAL MEDICAL PEER REVIEW

December 10, 2018

VIA SECURE EMAIL

ocar 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 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 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 an ABO typing error atH for donor
I Our preliminary analysis indicates that the donor was typed as ABO O after a
massive transfusion in the donor hospital. The donor was assigned and matches executed
using ABO O. The ABO assignment process did not appear to account for the transfusion.

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
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CONFIDENTIAL MEDICAL PEER REVIEW

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 the ABO typing of this donor:

Provide a detailed review and timeline of the ABO typing for this donor including:
o A description of the samples used to determine ABO, including if each sample
was pre- or post-transfusion;
o All ABO typing tests, including any indeterminate testing;
o When and how the typing error was identified;

s Provide a root cause analysis, if available.

» Provide a complete record of tfransfusions and a copy of the hemodilution calculation
worksheets for this donor.

e Was them Medical Director, donor hospital blood bank, AOC, or
any other individual consulted about the ABO interpretation?

 Describe what was initially entered into DonorlNet and communicated to the receiving
centers about the donor's ABO and transfusion history. Specifically address any
communication regarding the indeterminate typing.

s Provide a review of the communication to the receiving centers about the ABO typing.
Describe the status of each organ (i.e., transplanted, pre-transplant) at the time each
center learned of the issue.

¢ Provide your Standard Operating Procedure and/or policy for donor ABO typing. Include
any quality assurance steps and tools or resources that are used to assign donor ABO
when blood is drawn post-transfusion.

o What corrective actions have been implemented or are planned to prevent recurrence of
such an oversight? Include any documentation that supports these corrective actions,
such as revised policy, staff re-training or education materials, stc.

The OPTN bylaws and policies guide the sequence of allocation and wait listing practices of
OPTN members in an effort o assure equitable organ allocation for transplant. The bylaws and
policies alsc 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 fransplant-related patient safety and
living donor safety.

The MPSC, and in certain cases, the OPTN Board of Directors, perform the peer review
functions of the OPTN. Please be aware that this correspondence and all documents and
information requested by UNOS staff, on behalf of the OPTN, are protected by applicable peer
review statutes and will not be disclosed. For this reason, all associated reports, inquiries,
deliberations, findings, recommendations, and actions must be kept confidential. This means we
will not be able to provide you with the results of our investigation.
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| look forward to hearing from you by December 24, 2018. Responses can be sent via mail
email and/or fax. | can be contacted at
Thank you in advance for providing the additional information requested.

Sincerely,

Safety Analst UNOS
Member Quality

CC:
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December 24, 2018

Safety Analyst
UNOS Member Quality
United Network for Organ Sharing

Dear S

We are in receipt of your letter dated December 10, 2018 regarding Donor ID ||| R
requesting a complete understanding of what occurred. in your letter you requested that we
address the following issues related to the ABO typing of this donor:

e Provide a detailed review and timeline of the ABO typing for this donor including:
o Adescription of the samples used to determine ABQ, including if each sample
was pre- or post-transfusion;
o Al ABO typing test, including any indeterminate testing;
o  When and how the typing error was identified.
-Response:
Appendix A includes the detailed review with timeline of the ABO typing for Donor AFKY198.
o The samples used to determine the donor ABO typing were obiained post-
transfusion. ABO# 1 was drawn on 11/24/2018 at 23:09 at the donor hospital
and the results indicated “O” negative, ABO #2 was drawn at 11/25/2018 at
19:50 at the donor hospital and results were also “0” negative.
o The serciogy sample sent to VRL for donor eligibility testing included ABO typing.
The sample was drawn on 11/25/2018 at 19:00 post-transfusion and the final
results for ABO typing were “indeterminate” on 11/26/2018 at 13:49.
o On 1172872018 at 01:38 the [ o unication
Center received a call from transplant center that accepted the pancreas that
when they re-ran the sample that accompanied the pancreas their ABC testing
results were “A”. The Communication Center notified the OAOC of the call.

o Provide a root cause analysis, if available.

-Response:
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B currently working on the root cause analysis of this incident. We are pending a RCA
meeting with the donor hospital tentatively scheduled for January 10, 2019, We are also
planning on condicting a joint RCA meeting with the donor hospital, [ EIEIEIEIEIR IR

ERER R oot program and [JENEIRIR This meeting will be schedule for

early January 2019,

s Provide a complete record of transfusion and 2 copy of the hemodilution calculation
worksheet for this donor.

-Rgspanﬂe:

Appendix B includes the record of the transfusions and the hemodilution calculation worksheet.

s Wasthe JEIEIEE B IR ' ccica! Director, donor hospital blood bank, AOC, or

any other individual consulted about the ABD interpretation?
-Raspame:
The Clinical Allocation Technician (CAT) notified the Clinical Donation Coordinator {CDC) and the
ADC of the “indeterminate "results from VRL. The AQC was notified by text message and email
on 11/26/2018 at 02:29 that the ABO typing was uploaded to DonorNet and that the VRL
results were “indeterminate” based on the documentation from the VRL report. Given that
there were two hospital ABQ drawn on different dates with the same results of “0 “negative, s0
the AQC did not notify the Medical Director of the “indeterminate” results.

s Describe what was initially entered into DonorNet and communicated to the receiving
centers about the donor’s ABD and transfusion history. Specifically address any
communication regarding the indeterminate typing.

-Resmme:
The CAT entered the '0” results and uploaded the two hospital ABO into DonoriNet on
11/26/2018 at 14:28, The CAT notified the AQC that the ABO results were uploaded to Donor
Met via text and email. The AQC verified the "0 "negative ABO typing in Donor Neton
11/26/2018 5t 15:00.
During allocation of each organ the CAT notified each transplant coordinator that the donor
was hemodiluted and was placed as a high risk donor based on the PHS dlassification for
hemodilution. The recovery surgeons each signed the High Risk Disclosure form. . Given that
there were two hospital ABO drawn on different dates with the same resuits of “0 “negative,
the CAT did not notify the transplant programs of the "indeterminate” resulis,
Appendix Cincludes:

¥»  DonorNet verification documentation
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3 CAT ABO verification form- [ O 1.110-5 CAT ABO Verification
»  Signed High Risk Disclosure Form-[[JER O 3.033-1 High Risk Disclosure

e Provide a review of the communication to the receiving centers about the ABO typing.
Describe the status of each organ {i.e., transplanted, pre-transplant} at the time each
center learned of the issues,

W response:

The CAT during the allocation process notified each transplant program of the donor ABG

typing results of “0” negative.

The status of each organ at the time-was made aware and notified each program of

the discrepancy is outlined below:

Lung- B transplanted

Heart- transplanted

Livef‘»-transpianted

?ancreas—- pre-transplanted- discarded after notification
Right Kidney-pr@tfampianted— discarded after notification
teft Ki{ineyM—traﬁspianteé

e Provide your Standard Operating Procedures and/or policy for donor ABO typing include
any guality assurance steps and tools or resources that are used to assign donor ABO
when blocd is drawn post-transfusion.

N rosponse:

Sew Appendix D

#  What corrective actions have been implemented or are planned {o prevent recurrence
of such an oversight? include any documentation that supports these corrective actions
such as revised policy, staff re-training or education materials, etc.

T Rresponse:

The IFIR £ xccutive team including the Directors of Quality Systems and Communication and
the Medical Director and Associate Medical Director met on 11/28/2018 a1 08:30 and
developed the containment plan to be implemented immediately,

—{:anta%ﬁmem Plan to the ABO Incident

indeterminate ABO typing- if blood typing results - for any test - indicates that the sample
results are indeterminate- vl immediate place further management of the case on
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“Hold” until the Administrator on cali { AOC) and the Medical Director discuss the test results
and decide how to proceed. This discussion will be documented in the donor medical record.

Patients on Massive Transfusion Protocols- if a patient who is being assessed and/or

managed as a donor is/or has been on a massive transfusion protoco!, [l immediate
place further management of the case on “Hold” until the Administrator on call { AOC) and
the Medical Director discuss the how to proceed and the impact of ABO results. This discussion
will be documented in the donor record.

The Containment Plan was communicated to the AGC and COC ill in a meeting heid on
11/28/2018 at 11:30am.

The Containment Plan was communicated to _ Quality Analyst at UNGS on
11/28/2018 at 13:00 via email.

The Chief Clinical Officer developed the -Hard Stop Playbook (see Appendix E) which
outlines when hard stop will be implemented. Hard Stop Playbook was emailed to the Organ
Recovery Services Managers {Clinical Donation Coordinators, Clinical Allocation Technicians and
Clinical Donation Specialists. The Clinical Recovery Manager reviewed the Hard Stop Playbook
with Clinical Donation Coordinator and Clinical Allocation Technicians on December 13, 2018
during their staff meeting.

If you have any questions or need additional information, please contact me-
_ Director of Quality Systems at | " vie cmail at

Sincerely,

Director Quality Systems
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Appendix A
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11/28/18 | D4:18 cacc il

0415: Called and spoke with | «i:H RS G iet her know our ABO
came back as A negative. She did niot have any questions but stated she
would probably follow up with me {ater this afternoon.

11/28/18 | 11:18 Called and spoke wizh“in the-blood bank.“}tood bank ran
ABQ and subtyping off of the OR blood samples we sent with the kidney
and donor blood type came back as A {1) negative.

11/28/18 | 12:37 onsocll e entry 11/28/18 0840: Spoke with the blood bank 8o g
to inquire about whether or not the blood on hold for the coroner is pre-
transfusion. The technician in the biood bank stated that the initial blood
draw done at the hospital, upon admission, was all hemolyzed and
therefore thrown away, The course of events were such that the pt, went
from the ER, where she was massively transfused, to the OR. it was after
the OR that another panel of blood work was drawn. So, there is no pre-
transfusion bicod in the hospital at all, including the coroner biood on hold.
11/28/18 | 15:29 ceol

Late Entry - approx. 0730 - s/w [ Medical Director - Dr. I to inform
her of the potential ABO determination error and the subsequent potential
for incompatible ABO transplant(s).

Case Summary;

I iciod 11/24/18, post motorcycle vs tree accident who sustained multiple
significant injuries including Grade 1 liver laceration, fracture with deformity of right upper extremity,
cerebral edema with downgoing transtentorial and tonsillar herniation incompatible with life.
Ermergently taken to the OR where she received approximately 7 units PRBC, & units FFP, 2 units of
pooled platelets intraoperatively with O negative blood. ABO samples obtained post transfusion on
11/24/18 23:09 and 11/25/18 18:50, both indicating donor as O negative. The donor was classified as
increased risk due 1o hemodilution using the PHS Increased Risk Disclosure Classification. After
authorization for donation was obtained from next of kin, blood werk for serology was sent to VRL Lab
which results were determined to be “INDETERMINATE”. Given that the two hospital ABO were drawn
at different interval and the donor was acknowledged as “High Risk” allocation of the organs was
initiated based on the O negative ABOs. Organ were allocated to:

HearT: [EE
LUNGS: I

uver: IR
PANCREAS:
INTESTINE: No list run, 209 {Multiple pressors)
kipnevs: 1& 2 to |
Donor was taken to the OR on 11/27/18 at 07:00 with cross clamp at 09:30- all allocated organs were
recovered and transported to accepting centers.

11/28/18 at 00:52 the [Communication Center received a call from transplant coordinator at [l
reference to the donor blood typing. The call was referred 1o the Organ AOC. The AQC spoke with the
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2. The tests completed on the hemodiluted specimens.

3. The hemoditution caloulation used for the hemodiluted specimens, if requested.
BN ccsoonse: Bl G ciermined thot due to the volume of blood products ond the blood
sarnple obitain post transfusion the donor was increased risk due to hemodiution.

MOTE: Hemadilution caleulation s conducted 1o evaluats the donor’s serplogical visk for oross
sontamination due to hemodiicied sample. Donor was identified as invreased risk for cross
comtarnination due to hemodiiution,

Al centers were notified of the increase risk and sent the High Risk Disclosure form O 3.033-1 High
Risk Disclosure for the recovering surgeon signoture.

2.6 Deceased Donor Blood Type Determination and

Reporting

Haost DPOs must develop and comply with a written protocol for blood type determination and reporting
that inchudes all of the requirements below.

2.6, A Deceased Donor Blood Type Determination

The host OPO must ensure that each deceased donor’s blood type is determined by testing at feast two
donor blood samples prior to the match run. The host OPO must develop and comply with a written
protocol to resoive conflicting primary blood type results,

Deceased donor blood samples must:

1. Be drawn on two separate occasions

2. Have different collection times

3. Be submitted as separate samples

4. Have results indicating the same blood type

The host OPO must document that blood type determination was conducted according 1o the

OP(Ys protocol and the above reguirements,

_Ses;:mfse: Blood type determination wos completed using two different somples drovwn on
fwo seporote oceasion with the same resulls.

ABU #1 Drownon 11/24/18 23:08

ABC B2 Dreswn on 11/25/18  19:50

2.6, C Reporting of Deceased Donor Blood Type and Subtype

The deceased donoris not eligible for a match run until the host OPO completes verification and
reporting as follows:

1. Two different qualified health care professionals, as defined in the host OPO's protocs!, must
each make an independent report of the donor’s blood type to the OPTN Contractor.

2. if the donor’s blood subtype will be used for aliocation, a qualified health care professional

st report the subtype fo the OPTH Contractor. This report must be verified by a different qualified
haalth care professional according to the OPO's protocol.
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3. Both gqualified health care professionals must use all blood type and subtype determination source
documents to verify they:

a. Contain blood type and subtype {if used for silocation] results for the donor

b. indicate the same blood type and subtype (¥ used for allocation) on the two test results

¢. Maich the result reported to the OPTHN Contractor

The QPG must document that reporting was completed according to the OP0O’s protocol and the above
requirements,

if donation must be accelerated 1o avold organ waste, the host OPO may instead compiste these
reguirements after the match run, but prior 1o organ release to a transplant hospital. The host

OPG must document all of the following:

1. The reason that both blood type tests {and subtype tests, if used for allocation) could not be
completed, verified, and reported prior 1o the match run,

2. W there are conflicting primary blood type test results, the host OPO must follow 13 protocot for
resolving the discrepancy and must re-executa the match run if the final ABO result is different from the
initial ABG on the original match run.

3. That all requived blood type and subtype determinations, verification, and reporting were completed
prior o organ release to a transplant hospital.

—Reﬁpome: Verification of ABO was conducted by two qualified heolth professionals in
DonorNet. The first independent verificotion occurred on 11/28/18 14:29 and the second verification
occurred on 11/26/18 ot 315:00. The verificotions were done by the Clinicol Allocation Technician end
the Organ AGL,

Centers for Medicare and Medicaid Services

2178 {Standard) §486.344{c) {3} Ensure that the potential donot’s biood is typed using two
separaie blood samples.

Interpretive Guidelines §486.344{c} {3}

Verify through the sample of donor records that two distinct samples of blood {e.g., during current
patient admission and/or OPO evaluation] were collected from the donor at two different times and
submitted as separate specimens for ABO blood typing. If one test was already performed by the
hospital, then the OPO need only perform one additional test. “Spiit samples” (that is, submitting two
specimens from a common sample derived from a single blood sample collection) do not meet this
reguirgment.

2181 (Standard) §486.344{d) (2} {i} The OPO is responsible for two separate determinations of the
donor’s blood type;

Iriterpretive Guidelines 8486.344(d} {2} (1)

See § 486.344(c) {3)
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-ﬁ’esyaﬁse: Blood type determination wos completed using two different sumples drown on
two seporate orcasion with the same residis.

ABC #31 Drawnon 11/38/18 23:05

ABQ #2 Drown on 11/25/18 19:50

Z182 {Standard) §486.344{d} {2} {ii} If the "identify {sit] of the intended recipient is known, the OPO
has 3 procedurs to ensure that prior to organ recovery, an individual from the OPO’s staff compares
the blood type of the donor with the blood type of the intended recipient, and the accuracy of the
comparison is verified by a different individual; Midentify is 3 misprint in the regulation text and
shiould be identity.}

interpretive Guidelines 8486.344{d) (2} i}

The QPO must have policies in place for compliance with OPTN requirements that, in cases where the
recipient is known, two separate persons must compare the blood type of the donor and the binod type
of the recipient. At least one verification must be performed by an OP0 staff person.

Tl B B Response: bonor and recipient verification occurred in the OR with the intent surgaon and
the JE I uatified Health Professional for each organ on 11/27/18 07:55. The verification is
documented on the & 4.020-2 Pre-Recovery Verification,

2183 {Standard) §486.344{d} {2) {ii} Documentation of the donor's blood type accompanies the organ
1o the hospital where the transplant wHl take place.

Interpretive Guidelines §486.344{d) {2} (§il}

Review the sample of the donor records to confirm that the QPO forwarded documentation of the
donor blood type to the transplant hospitat with the organ. This documentation should use an assigned
identification number in Heu of the donor's name.

2197 {Standard) §486.348{¢} The OPO must develop and follow o written protocol for packaging,
iabeling, handiing, and shipping organs in 2 manner that ensures their arrival without compromiss to
the quality of the organ. The protoce! must include procedures to check the accuracy and integrity of
labels, packaging, and contents prior (o transport, including verification by two individuals, one of
whom must be an OPO emplovee, that information listed on the labels is carrect.

interpretive Guidelines §486.346(c)

The OPO should develap its writien protocols for packaging, labeling, handling and shipping organs and
the protocols should be consistent with OPTN rule 5.0 Standardized Packaging and Transporting of
Organ and Tissue Typing Materials.

The protocols must also require that an DPO staff member verify in writing that the ABO indicated on
the container label and the donar information documents being sent with the organ are accurate. A
second person, other than the person originally performing verification of the labeling and
documentation requirements, must also vertfy thelr asccuracy in writing. Review the sample of donor
records o verify that the OPD has documentation to confirm that this double confirmation oceurred and
was documented.
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Transtusion of blood products within 48 hrs prior 1o specimen draw or asystole Date-Time Blood
Type Volume

1172472018 21:25 Biood Product - KBC 360.0
1172472018 21:40 Blood Product - RBC 250.0
11/24/201% 22:14 Blood Product - RBC 250.0
1172472018 22:18 Blood Product - RBC 250.0
§1/2442018 22:20 Blood Product - RBC 250.0
11724/2618 22:22 Blood Product - RBC 230.0
1172472018 22:50 Blood Product - RBC 250.0
1172472018 23:30 Blood Product - RBC 250.0
1172472018 23:40 Blood Product - RBC 250.0
1142572018 05:58 Blood Product - RBC 250.0
1172572018 05:58 Blood Product - RBC 250.0

Infusion of colloids within 48 hrs prior to specimen draw or asystole Date-Time Colloid Type
Valume

1172472018 21:30 Colloid - Platelets 400.0
1172472018 22:16 Colloid - FFP/Plasma 600.0
11/24/2018 22:22 Collowd - FFP/Plasma 300.0
11/24/2018 22:26 Colloid - FFP/Plasma 300.0
1172472018 2230 Collowd - FFP/Plasma 3060.0
P1/24/2018 22:35 Colloid - FEP/Plasima 300.0
1172472018 22:45 Collowd - Cryopreciptiale 100.0
11/24/2018 22:53 Colloid - FEP/Plasma 300.0
1172472018 22:55 Colloid - FFP/Plasma 300.0
11/24/2018 23:55 Colloid - FFP/Plasma 600.0
11/25/2018 00:10 Colloid - Platelets 200.0
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HIGH RISK DISCLOSURE orrvo [ oo [ B

This donor maets one or more of the PHS criteria outlingd below as determined by the medical/sociatl history, physical examination,
andfor laboratory evaluation & has been identified as being at increased risk for recent HIV, HBV, or HGV infection. The risk factors
that apply o this donor are checked below. Source: The PHS Guideiine for Reducing Humsn Imprnodeficiency Virus (FIV), Hepalitls B Virs (HBY), & Hepalitls G Vinus
{HCV) thirough Crgar Transplantation (2073).

PHS High Risk Factors for Recent BV, HBY, or HCV Infection:

140 People who have had sex with a person Known or suspected to have HIV, HBV, or HCV infection in the precading 12
moenths,

2 1O} Men who have had sex with men (MSM) in the preceding 12 menths.

3 | 3 | Women who have had sex with a2 man with a history of MSM behavior in the preceding 12 months.

4 i {1 | People who have had sex in exchange for money or drugs in the preceding 12 months.

5 | O | People who have had sex with a person who had sex in exchange for money or drugs in the preceding 12 months,

6 i m People who have had sex with 2 person who injecled drugs by intravenous, inframuscular, or subcutanaous route for
nanmedical reasons in the preceding 12 months.

710 A chiid who is £ 18 months of age and bom te a mother known 1o be infacted with, or at increased risk for, HIV, HBV, or
HCV infection.

s 10 A child who has been breastfed within the preceding 12 months and the mother is known to be infecled with, or at
increased risk for, HIV infection.

o | o Peopie who have injected drugs by intravenous, Intramuscufar, or subcutaneous route for non-medical reasons in the

receding 12 months.

10 1 O People who have been in fockup, jail, prison, or & juvenile correctional facility for more than 72 consecutive hours in the
preceding 12 months.

1o People who have been newly diagnosed with, or have been treated for, syphilis, genorrhea, Chlamydia, or genital ulcers in
the preceding 12 months.

PHS High Risk Factors for Recent HCV infection Only:
12 | O | People who have been on hemodialysis in the preceding 12 months.

PHS High Risk Factors for Disease Transmission:

13 | OO | A medicalibehavioral history could not be obtained or risk factors could not be determined.

A hemediluted specimen was usad for serclogical testing and the donor's risk for infection is unknown. The following tests
14 fﬁ\ were compieted using hemodiluted specimens:

This form has been reviewead with AQC Date 11}2 54 g Time _ <045
by Nurse Clinician: -

The racipient transpiant cenier accepts solg responsibiity for cammunicating all pertinent information regarding the transplan!, the donor organ and
attendant risks to the intended recipient before transplantation and for oblaining the informed consent of {he intenided recipient.

This form has been reviewed by the represeniative of the accepting transplant center or designee:
Center | ContactName (print) - | Signature -~~~ = | Title =

- I ~g-1g| OFC%
W ko
I

e Lg% crlsy

The NG will sign the fornt that contains signafures from off centers on-site fo recover. The CAT will sign the form that contains signatuces from alf olher centers.

-Staff Signature— Date i/ Z,«}_S /_é{ 8 Time Q 7'53/

O 3.033-1 tigh Risv ™ losure, Rev 14
P, Q2710117
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1212812018 Secure Message: RE: Secure: RE: [JJJJj Response
Exhibit B.6
Help | Forget me on this computer (Log Qut)
stfiat] e

CISCO

Secured Message . Reply | | ReplyAll | | Forward

from:
To: Qunos.org>

CC:

Date: 12/28/2018 09:17:22 AM
Subject: RE: Secure: RE: [} Response

Good Mor

nin
Below is “ response to your questions in your email.

Question #1

The Joint RCA between and
scheduled for January , 2019. T can try to have nreliminary

RCA findings completed by 1/18/2019 but will need to confirm with

that any findings and corrective actions involving their
organization will be available by 1/18/19. I will reach out to their
quality department on Wednesday 1/2/19 for their timeline.

Question #2

Sample #1 was on 11/24/18 at 23;09

Sample #2- the VRL sample was drawn for serology testing and not
specifically for ABO typing- ABO typing is part of the testing panel.
The results were indeterminate. [Jj had initially planned to order
another ABO unless we could locate a hospital ABO with a different date

and time that verified the primary ABO result. found a second
hospital ABO - with a different date and time - so we did not re-run the
ABO typing.

Sample#3 was on 11/25/19:50 - this sample was used as the 2nd ABO
Sample #4- there was not any additional samples drawn since sample #3
was available, drawn at a different date and time and the results were
the same as samplef#f 1.

If iou have any additional questions please email me.

........... original Message:

Date: 12/26/2018 01:44:44 PM

subiect: Secure: RE: [JJ] Response

I have read through your response.

First, Do you know when the full, completed RCA will be available? This
case will be proceeding to the MPSC for the February meeting, and my
deadlines to have cases ready for review is 1/17/19. I can extend the
date to receive the RCA to no later than noon on Friday, 1/18/19. Will
the RCA be done by then?

ﬁle:l//C:lUsers-\ppDalalLocaJIMicrosolt/thowsllNetCacheIContenl.Ouﬂook/NVBOBYNOIsecumdoc 20181228T061722.himl 13
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Root Cause Analysis {RCA) Worksheet and CAP

NCR#
Date of Event: 11/24/2018 Day of the week: Saturday Time: 21:08
Donor {D# UNOS an'- Department(s): Clinical Recovery Services/m Hospital

Date of RCA Meeting: 01/10/2019 3 ABO incompatibility
Attendance:

Was the event reported to an external agency: Yes
Name of Agency: UNOS/AOPC Date Reported: 11/28/2018- UNOS 11/29/18 ACPC

Define the Event: {What happened, when did it occur, who was involved, what was the outcome, what steps in the process were affected)
event Details: || NEEEENEEEE: < —itted 11/24/18, post motorcycle vs tree accident who sustained multiple significant injuries including
Grade 1 liver laceration, fracture with deformity of right upper extremity, cerebral edema with downgoing transtentorial and tonsillar
herniation incompatible with life. Emergently taken to the OR where she received approximately 7 units PRBC, 6 units FFP | 2 units of pooled
platelets intraoperatively with O negative blood. ABO samples obtained post transfusion on 11/24/18 23:09 and 11/25/18 19:50, both
indicating donor as O negative. The donor was classified as increased risk due to hemodiiution using the PHS Increased Risk Disclosure
Classification. After authorization for donation was obtained from next of kin, blood work for serology was sent to VRL Lab which resuits were
determined to be “INDETERMINATE”. Given that the two hospital ABO were drawn at different interval and the donor was acknowledged as
“High Risk” aliocation of the organs was initiated based on the O negative ABOs. Organ were allocated to:

HEART:
LUNGS:
LIVER:
PANCREAS:
INTESTINE: No list run, 209 (Multiple pressors)

KIDNEYS: 1 & 2 to [

Donor was taken to the OR on 11/27/18 at 07:00 with cross clamp at 09:30- all allocated organs were recovered and transported to accepting
centers.
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11/28/18 at 00:52 the- Communication Center received a call from transplant coordinator at. in reference to the donor blood typing.
The call was referred to the Organ AQL. The AQC spoke with the coordinator a t. who indicated they has tested the blood they received
with the pancreas and the ABO came back "’A”A. stated that based on the ABO findings that declined and would discard the pancreas. OAOC
began contacting the other transplant program for an update on the status of the other organ recipients. The lung recipient was doing poorly
and showing signs of ABO incompatibility. The heart recipient had been placed on ECMO post-transplant and was also doing poorly consistent
with ABO incompatibility. The left kidney recipient was doing well. The right kidney had not been transplanted, so the center was declining

and would discard the right kidney given the situation with the ABO. The liver recipient was doing well. Blood Bank re-ran a sample at
11/28/18 which results indicated A negative. In addition, Anti-A titers in the lung recipient were elevated consistent with an ABO incompatible
reaction.

Containment Plan

indeterminate ABQ typing- if blood typing results - for any test - indicates that the sample results are indetermiﬂate—- will immediate
place further management of the case on “Hold” untit the Administrator on call { AOC) and the Medical Director discuss the test results and
decide how to proceed. This discussion will be documented in the donor medical record.

Patients on Massive Transfusion Protocols- if a patient who is being assessed and/or managed as a donor is/or has been on a massive
transfusion protocel, will immediate place further managernent of the case on “Hold”  until the Administrator on call { AOC) and the
Medical Director discuss the how to proceed and the impact of ABO results. This discussion will be documented in the donor record.

01/10/2018- RCA Updote of Case Review:
An initicl ABO typing sample wos obtained in the Emergency Departiment prior to the start of the muassive transfusion protocol initiation,
but wos hemolyzed so another somple wus requested by the Blood Bonk. This somple wos obtained on 11/24/18 at 23:09. This sample wos
run on the Ortho- Vision Analyzer. The results indicated an indeterminote results so the Technician ran o forward and reverse testing which
indicated the forward results were “0” ond the reverse of “A”. "“0” negative wus reported us the ABO type from this sample since it is the
hospitol policy that the forward results indicote the red biood cells and reverse could be impacted by the fresh frozen plasmo a patient
receives in massive transfusion protocol. The sample drawn on 11/25/2018 at 19:50 was requested by the Blood Bank because the patient
had heen re-branded with a new 1D representing her actual nome which was not initiclly know in the Emergency Department. it ish
policy thot when u potient is re- branded with o new ID bond o new type and hold is drawn. This sample indicoted o forward of “0”
negative and reverse of "0 negative. The results were reporied as “0” negative.
in discussion with the Blood Bank Supervisor and Technician present during the RCA- he stated that_ Hospital was
comfortable with the results obtoined from the Ortho- Vision machine because the machine will detect the “double cell” so it is specifically
used during cases of hemodilution.

Policies and Procedures
Please list the policies and procedure related to this event:
1.110 Specimen Drawn for Donor Evaluation
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Supervisory :
e factor

TN

Gt
Was management made aware of the
. event timely?

o
ediately.
Hospital- CEO contacted the hospital’s CEO

R o

R R N R R KRR
32 B N R
2 S e e ety

Are there any other factors that could | Nane identified.
have influenced this event?
=1 What other areas or services are National discussion of these types of evenits and communication of any

impacted or might have a similar corrective actions.
1 event?

ROOT CAUSE ANALYSIS

RCA /Event Type What was the root cause of the event

The hospital’s process reporting of ABO typing and indeterminate results does not directly impact the
patient who is receiving the massive transfusions, but does have an impact of the donor allocation process
and reci ts.

Both and IR +ospital followedtheir specific policies both internally and national
regulatory policies. The present nature of procedures for massive transfusions, use of “A” blood type fresh
frozen plasma and the impact on ABO typing is not recognized in both the hospital Blood Bank process and
donation arena process for allocation.

Literature Search: Cite any books, journal articles, and standards that were used or considered in developing the root cause and CAP.

Literature search did not reveal anyrelevant books, journal articles and standards regarding massive transfusion, hemodilution, ABO
typing and organ allocation.
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Action Plan and Monitoring
Containment Plan
indeterminate ABQ typing- if blood typing results - for any test - indicates that the sample results arg indeterminate:

® will immaediate place further management of the case on “Hold” until the Administrator on call { AGC) and the Medical Director

discuss the test results and decide how to procesd.

» The Madical Director will contact the Blood Bank and or Lab Director/ Manager 1o discuss the impact of the indeterminate results on the

donor evaluation and organ allocation.

® This discussion will be documented in the donor medical record.

Patients on Massive Transfusion Protocols-

s if a patient who is being assessed and/or managed as a donor is/or has been on a massive transfusion protocol, - will immediate place
further management of the cass on “Hold” until the Administrator on call { ADC) and the Medica!l Director discuss the how to proceed and
the impact of ABO resuits.

= This discussion will be documented in the donor record.

Monitoring Plan
e Monitor 100% of ali cases of indeterminate results and massive transfusion protoco! for documentation of discussion between AGC and
Medical Director. Monitoring will include:
= Donor ABO
= indeterminate Results and or Massive Transfusion Protocol with # of blood products
= Documentation of:
e (Case hold
«  Discussion between ADC and Medical Director
e« Case Qutcome

- - Signature for closure: _ Date: 01.16.201%
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Date:  January 16, 2019

Concerning patiem_ a patient at our facllity beginning November 24, 2018, we have
reviewed the handling and processing of blood bank specimens received on this patient beginning with
her initial entrance to our Emergency Department as & trauma.  All specimens were processed and
hardled sccording to policy and procedure, including initial and subsequent typing, and the emergency
release of blood products.

Thank you,

Director of Laboratory Serviges
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