SFC OPTN Hearing

Exhibit 1.65
From: I B :inghopesc.org>
Sent: Wednesday, April 12, 2017 5:11 PM
To N .
ce: I I
Subject: SCOP Response UNQOS Inquiry Donor ID ||
Attachments: SCOP SHSC Response to UNOS Inquiry regarding Donor ID ] Missed Flight.pdf

Attached you will find the SCOP response and supporting documentation to the inquiry regarding Donor 1D || I -
kidney missing Delta Airlines flight. If you have any questions, please do not hesitate to contact me at ||| | GG

%

£
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Aprit 12, 2017

Safety Analyst
UNOS Member Quality

an Sharing

vesr vir. [

We are in receipt of your tncident Handling Inquiry dated ] 29, 2017, regarding the kidnay
altacation for donor [ 1o vour letter you requested that we address the foflowing the
issue related to the transport of these kidneys:

» Plaase provide a detaiied explanation of wihy the Kidneys were uniable w0 be placed on
the scheduled flights. Please incdude a descriptive timeling,

Appendix A includes the causal review of the inddent including the timeline.
s Please provide a root cause ansalysis, if available.
The incident was reviewed by MNX Courier in conjunction with Delta Alrelines. MNX indicated

that the root cause was failure of Delta Airlines to ivad the right kidney on the originally
booked filght and subsequent flight to LAX.

» Please provide your Standard Operating Procedures and/or policies for sending organ
via aivlines.

Appendix B indludes policy 0 4.140 Labeling, Verification, Packaging and Yransport, section §
i Yronsportation poges 3-6 and O 4.140- B MNX Resources.

= What corrective action, if any, have been implemented or are plannad to prevent
recurrence of this type of issue? Include any documentation that supports these
corrective actions, such as revised policy, staff re-training materials, etc.
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Case Review: Kidney Allocation — Missed Fiight
Event Type: Allocation
Event Date: 03/02/2017

Donor iD: *

Review Type: Causal

Brief Donor History:

involved in 3 MCA without heimet with agonal respirations on the scene and
was intubated. CT scan of the head showed bilateral SDH and SAH with multiple skuli fractures
and 5 feft fateral frantal contusion and effacement of the veniricules with probabis bilateral uncal
hermiation. Palient was too unstable for apnea testing, detenmination of brain death was

confirmed by nuclear medicine brain flow study. Patient was pronounced on 02/28/2017 15:21.
Censent for donation oblain from NOK- daughter on 02/28/2017 17115,

Event Details and timeline:

_Date Time Details
FOR1I201T7 1 22:24 OR time set for 9300

: 03/02/2017 1 02:45 RELIMINARY (PRE-O.R ) PLACEMENT LIST

' i Heart: KYUK for #11. Surgeon is ] I 110 (2cnv). [
Il #it bring 2 assistants. Tail # is 509AB landing at D245,
Ceordinator is 317,528.1615.

Liver: VAMC for #1. Surgeon is [ ] e
i wifl tie assisted by i WD and
rom the OFD, Taidis . landing et 0230, Coordinator

sHITINEGEGEGzG @ 714.337.3528.
Liver BAJ: SCMU for #2.
Promethera will back up the liver for research, 877.433.1916.

Kidney: CACS for#1. Ceordinator is [ N NGNGB @

. 424.603.7979.
Kidney: SCMU for #3. Coordinator is Jorjjj} I I ©
843.824.4070.

Lungs: (200} poor organ funciion, Declined by HAM for research |
: as they have no emphysema research needs currently. Declined
{ by NDRI for smoking b

Pancreas: {209) MHx. Dadlined for research by Promethera
because Pl does not have digbetes. Declined by HAM for cold
ischemic time, researcher is off and vent lime. NDR! declined for
. age and missing labs.
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C»hf}rm 2

intestines: (209) MHx. Not offered for research since lissueis io

Cross clamp at 07:18

Organ Perfusion Manager called the Clinicat Allecation
Technician {CAT) to advise that OPC Data is iniTx, thatthe
kidneys look good and if CACS still wants a bx, it will probably
adg 2-2.5hrs of cold ime. She checked with MUSC and they
want the left kidney. The CAT uploaded the intraoparative and

organ data to Dnet and then, at 0933, called
h abdominal ransplant coordinator on can with CACS.
Advised that they ¢an have the R kidney, local backup, organ

data is in Dnet and that bx will delay shipment up t0 2.8 hrs. She
will discuss with her team and would call back,

The CAT conft rmed with merd;nalor One Leqacy Cez!af-oSlnm

The CAT ghoned MNX, spoke with 2 CSR, and setup
shipping for the R kidney to CA. Kidney will depart CHS vie
Delta flight 1389, arrives ATL 1541, departs ATL via flight 1218
at 1808, and arrivas LAX at 2010 with delivery by 2245 PST.
Order # is I ¢ is in will call status prior to activation,

The CAT received a call from coordinator with CACS, advising
that they witl accept the R Kidney. The CAT thanked her for the
update and catied MNX, spoke (o @ CSR and executed the
iogistics plan. He will get a courler enroule immediately
{SenseAware # is I "¢ CAT then sent a text to OPC
Mor advising that CA is accepting the kidney and sant her the
address and ¢.¢.'d this to ACC.

CAY received a call from Nikld, a CSR with MNX, who advised
that the kidney outbound for Cedars-Singi was not placad on the
infended flight {Della 1218) and then someone misiakenty pul
tomorrow's date for fly oul. Kidney should now fly out on Della
fhght 1128 and amive at LAX at 0008 PST with delivery by 0200.
She said her manager Karen is involved as is upper
tnanagement trying 1o resclive this. They will give me an updale
later. CAT notifiad Legacy Ore (OPO) at 2035 and spoke to

a coordinator, explained what had happened with
the kidney missing the flight, advised of new anticipated delivery
tdme, and answerad her quastions. The CAT then updated ACC

Fope™
e recovered,
03/02i2017 | 0718
0310212017 1 09:26
03022017 1 10:25
0322017 1 10:38
0310212017 | 11:24
Q3/02:2017 | 20:28
at 2049,
030272017 1 2153

The CAT received a call from & shift supervisor at MNX,

wha advised that even though they sent 2 map o Delta based on
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A non- conformancs report was enterad by the CAT. The case was sent to MNX for qualily
roview and dentification of root cause of incident. {Ses altached BNX case rovisw)

MMY root cause- Fallure of Deliz Alilines o oad the right kidney on the originally bocked Bight
and subsequent flight o LAY,

Corrective Action: MiNX has reviswsd this with Dells Management and they are aware of the
savarity of this incident and will brief their ramp parsommeliramp manegement.
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Standarg Operating Procedurs Sceument Nurber | O 4140
Tgen Recovery Services Manual Hevising Mumber 12
Revision Date | 970801
Labeling, Verification, Packaging, and Transport
Pane2ofé
Position Aesnonsibilll

F&C
i Labal and peckage specimens.
ORPG
ORC L shel internal organ containers, snecimen containers, and organ rensport conlainers.
CAT
NG Ensure by thorounh verification that iabels and packaging are complele amd aooursle In
APC comparison 1o source documents,
PG
;;gi“ Facilitate the ansport of the donalad organ (o the loosl ansolant program, oF i?"z% axport of
égﬁa he orgen 1AW the arangements made by e sccepting cenier,
Al sinft Use signderd precaullons 1AW 3 3.080 Bleodborne Pathogen Policy whan %‘zamémg

specimens and organs,

4} Muterisls sndfor Eqguipment
&) Bpscimend{s! o be sent for lesling.
b} Lab requizition form,
o} Lab specimen ansport box,
41 MLA specimen ananor box.
&) Appdicabde organ ansport contalner for sech recovered organ.
1 Packing iape.
gy OFTHN iabels,

1y Welios.

iy Bintmpard sticker,
i} Bichezyd bag.

ky Zip ties
8 Procedurs,

a} Labeling Specimens.
B A4 specimens must be labeled with £ 4.748-2 Specimen Labef,
# Coroner Blood will be labeled with o hospilal sticker 1AW § 21,080 Coraner/Audonsy Cases,

Hesponsible

Person Stapn | Agtion
Complobs the knoves information on 0 4,740-2 Spechmen Label,
= For informetion that s upknown ot the Hme e label Is compleled, such ag UNOE B o
¢ gt ABDY dosument "PHAT
fabeler %

o “Pre” and “Post” pansfusions are indicaled on © 4.940-2 Specimern Labe! fur blood
samples

e If Blood is drawn Fom the donor's mother, i will be labeled with “-mother” Iollowing the
donors LETE#,

b Lebsling Verificalion for Specimens.

Responsible .
Barson Step | Action
¢ sheior ¢ Acopyof the completed O £.740-2 Specimen Label wil be given lo tha verifier.
Tha igbel verification will ocowr durlng 3 Hme-out where each om on e lebel in
verbalized with the Isheler and the verifier,
Labsler 5 | e The UNOSH LPTH ABO, and DOB will be verifled with 2 source document such as
Verifier DinnNet, the ERIR, or 2 laboratory protuced test resull,
e Al other Boms on O 4.746.2 Specimen Label will be reviewsd Io ensure that
information s present
Yarifiar % Discument he verificalion in the EMR on Referre®> Orpan Dooor Task Chacidist,

%0 a BT BeaosBEnG maz o Srmen oE F Y Fow e

UNOS_3_00008882
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Document Numbee | 3 4,940

Standerd Operaling Procedure
Organ Recovery Services Manual PV —

Fevision Dale | S90S

Labaling, Yerification, Packaging, and Transpont
Page S B

UNOS_3_00008882

o Packaging & Transport of Spechmens.

Responsible

5 Sien | Action
PEST
Complete an applicabls requisition form for each draw me of samples being sent
Fa0 . = £} 1.900-1 HLA Deceased Donor Reguisiiion,
M : s Berclogy Lab Reguisition,
s AR Lab Reguisition.
e MATLah Remsition
Package he spenimens in the aporopriale ransport boy for shipment 1AW the shipping
FRG a instructions located inside the transport box,
P s Fiaos the applicable complated raguisition formis} inside the ransport box.
¢ Complete all labels affined in the box, a5 anplicable,
» Sarology, BAT, and ABC spedcimens wil be ransported from the donor hosplial 1o the
fab for lesling.
FEO 5 »  HLA specimens will be ansponed from the donor hospital to he HLA b ol MUSC.
O » Fre-ransiusion or sdmission blood wbes, # gvailable. will be kansporied with the MLA
spacimens 1o be siored 2 the Charlesion office.
o Al sracimens will be ransnored in g tnely manner,
Local couriers may be used to banspud specimens.
= Domplete any necessary peperwork {a.g., Bill of Lading, courler billing form, ¥ 5.080-¢
Danor Sorvices Provider Relmbursoment Qrder, 1o} and dosument the LPT# and
the ype of spacimen on the aoplicabls Torm.
i & lncat courder i unavailable, MK will be usedd for courler sarvices.
ii? 4 ¢ Cail the Customer Cenler o arangs ansporiation with MRNX

s Fecord the following information in the SMM Calf Noles:
First and last name of the courer,
Diate and dme of pick-up.
Job mumber,
Intended destination.

Ko 3 4, 140-8 MNY Bosources for furiher datsls aboul MMX courler servites.

o Praparing the Disposaide Shipping Box for Recovered Drgans.
5 One disposshie

shipping box por organ [of argens enbloc) will be used, Disposable shipping boxes are single-uss

orly and re-use 15 prohibited.
Responsible s
Barson Step | Action v
P i Place the bichazard bag inside of the disposabis shipping box.
L OB 2 . Figos the insulsled containgr inside of the bichazerd bag,

QR 3 Miace o regular plastic bag beide the nsulaled conlainer,

[ 4 5 Pl a tin loneer of wel foe aoross the boltom of the requisr plastic bag,
Complete he applicable exterior OPTN lsbel and sacurely aifix the label o the oulside of
tha disngaable shipping oK,

o0 & = Enswe g shipping information b completed on the labs! prior o the organ deparling

for all organs being shipped on commercial girlines.
+ The exieror OFTH labels may be lavered on the nuiside of the disposabls shipping
bus, 85 nesded. with the identifving information remaining visitle,

ry Infunnation of LoPaint, Ing,

B e e A s aa
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Docurment Mumber | 24148

Organ Recovery Bervices Manual Sevision Number

3%

Hesdsion Dale | OWO8HE

Labeling, Verification, Packaging, and Transpont
Papadof§

UNOS_3_000088827

@} Praparing the Gooler for Revovered Orgars.
i} Thers may bo tmes when 80 organ & packed iIn g cooler bslead of 2 disposable shipping box (2o, the organ i
o0 large for ths box, el
§) Conlers my not be used when ormans are being shipped commercially, such a3 with o courler sevice or
aormpercial alting, in hows cases orgens must be packaced By a disposable shinping box,

Rﬁz%éifjfg% Htap | Action
IR i Line the copler with 2 binhazard bag,
Y 2 Put @ laver of wat loe in the bottom of the biohazard bag,
Complats he spplicable axterior UFTN iabel and securely alfix the abetl o the oulmde of
the cooler,
o % s Ensure ol shipping information iy sompleted on the label prior o the grgen deparling
for all organs belng shipped on oo il alrfines, '
= The exierior OPTHN labels may be layverad on the outside of the é?ﬁ?ﬁs&%} & shipping
by, 8% needed, with the Keonilving information remaining visibie,
Gool iers may be re-used when the cooler has been aa&ﬁeiﬁ withy @ 10% blsach solsfion
and & provious isbels have bean removed. . :
e Bhing & 10% blasch solution: This solulion ia g’jms,aafg«:é éas?zfzg aach avant and aaplres
R0 4 afier 24 hows. B i mixed by using the appropriale botfle. Bleach s added in e

Beach B #ne and then waler B added o the %}ﬁéziﬁ to the waler 8 e cresting & 0%
bleach solulion
= Doggment he cleaning on the EMR Orgen ﬁmw Task Cheokish,

{3 Labeling and Packaging Drgens for Transport, ]
iy Al organs, vessels, and specimans must be packagsd In 2 sterdis environment.

Responsibls

Porson Biep | Actlon

OPG 1 Corpplate the anplicable interior OFTH Iabel,

ope 5 After the oraen is hendsed off of the back iable, seourely affix the inferlor OFTN izbel o the
outgrmoes! laver of the organ packaging.

PG 3 | The labeled grosn is placed direclly inlo the Iabaled disposable shipoing container,
Cover the organ with ios.

ORG 4 s Donument the tme the organ was placed on ioe on the exterior OPTH lebel and on

G 4.440-F Orpan Packaging and Labeling Verifivetion for sach orpan,

LR & Securely close e inside plastic bag ground he ice in & manner ko prevent lesking,
As applicabls, place the labeled and verifisd biopsy specimen, nodes, soleen, vellow op

OPG # | tubes flissue lvpe samples) and red op Wwhes (ABC confirmation semple andier
toxoplsama sample) on lop of the closed plastic bag insikies the nsulsled container,

3 Close he insulaled contalng,

ope 8 Close the biohszard plastc bag securely around the insulpled conlpingr in a mannsr io

revvand leaking,

Flace g copy of the donor record indo 2 plastic bag and placs sulside of e bivhazard
phastic bag.

= &

e Al grgens, oloding organs thet are recovered and ransplanted in the sams hosplis
will include 2 copy of e donor recard,
R 10 1 Close the disposalis shipping contginer and seocure e fiaos with gacking tans,
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Rovision Date | O0OBNHG

Labeling, Yerification, Packaging, and Trangpornt

Page S of €

UNOS_3_00008882

gt Transporting Midneys on the LilePort Kidney Transporier,
iy Lifefort Kidney Transporiers are permitted for transporting kidneys,

Responsibis

Parsan Step | Action
Refore re-using the LEePort Kidney Transporier, aff labels from the previous donor must
OPG ? be removed,
. The casseite conlaining the organ must be abelad with the wrgan bype, ABG, ABD
OB 2z subtype f applicable, and UNDSHE
Place a completed Exlarior Perfusion iabel on the id of the LifePort Kidnoy Transporisr,
R 3

Flace a completed interiny OFTH label on he handle of the LilePor! Kidney Transporier.

1} Organ Pachaging Verification,
B Veriication of the labels snd pachaging i3 performed before the organ is transported.
By Labuls mey be comrscied 1AW O 5.000 Labeling of Organs and Tissue Produgts.

Hesponsible
Parson

Sten

Action

LR

gy

Engure the following tams arg in sach orgen transporn oonlsines,

The comrect orgen.

Bionsy specknen,

Tisaue typing mslarials ( spplivabde).

Yeszels (i applicablal.

A completa donor recond 1o inchide ol loas! the Iollowing:
o Diongr DRAL

o Death prongungemend

o Serclogy resulls

o ABL ivping source dosumanis

o Donor gvaluation documaniation.

o Donor maintenance documenislion,

o Doegnentaiion of inlrgoperative mesrgoemend and organ gnalomy,

PG
Verifier

nee sach packages has been verified, complsle O 4, 4487 Orgy
Labeling Verificetion,

&

Prerkaging end

“Choen placed on lce” is the dale and thne that the organ i paclaged i
frananort condainer and covered by ke

iy Transporigtion

Hazponsible
Parson

Step

Aotion

NG
Desiones

iake the avel srrengements for lpoat recoverias. This includes both arrivel and deperiurs
srraignments for the locel recovery samis)

&

Aurange the ground ransporiation for any oulside leams comin
Flhight arrangements for oulsids recovery leams v :
loam

]
o
3

i

£

The heard, lung, Bver, kidneys, and panoress may be ¥
recovering surgeon back o the ansplant center.

The kidneye and pancreas may remain in he cusiody of th
& oourier for rgnsport o §e accenting canter, delversd ¢
OR, or redurmed o the LiePoind office for perfusion or diso
The st and jast name of all personngl whn sseums Susiedy of the orgenis and e
date arad drae will be recorded & the EMR Call Noles,

i frresoeprmilnad s 1
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Standard Operating Procedurs

Docwmend Phurder | O 4945

Organ Resovery Servives Manual Sevision Nusmber

12

Favision Date | D018

UNOS_3_00008882

Labaling, Variflcation, Packaging, and Transpost
Pagebof g
Wialke ransporiston arangaments for il organs pest-recovery i conjurslion with the
accepting center. MMNX will be used for ransporialion of 2l exporisd organs.
« Gal the Cuslomer Center 1o make kanspuriztion rangemenis,
+ A Sensefware device musl be seauely altachaed 1o sl axporied kidnsy boxes by the
OPC.
o Provide the un® rumber on the Sensefware devioe o the Cuslomer Senles,
= Once the device has been aotivaled by the Customer Cender, altech the deviss o
e box.
e o Confirmalion emails wil be sent i the OPCICAT gt predelermined ransporiation
oA ~ ; rostes
GEe 3 iervats,
o The MNX courler will remove the device once il reaches the destinslion and relun
o LiaPaint
« Record the fnllowing information in the BMRE Caff Notes:
o Pirst and last name of the courier.
~ o Diate and Sme of pickeup,
o Job number,
o irtended destination.
= Transplent Cender contact first and fast name.
Bew ( 4.140-8 MK Resources Tor furlher delalls about BNX cowler servicss.
in cases whare the organ resovery and the rensplant lake place 8t MUSBD and the organ
can be ensporied vig 2 sledie corrider, condunt & Hme-oul” with g mamber of the
iransplant loam prioy 10 eaving the dongr OR lo confifm that the correct organ s enlified
for the corract fecipient iior 1o bansplant ’
GPG » Document the lime-oul in the BMR Call Notss,
HC 4 »  Sigr the organ in with the MUSC OR front desk.
¢ Record the firs! and las! name of the MUBC emploves who racelved the organ alang
with the date and time in the EMRE COsff Mofes.
= The organ will be bagged 1AW the applicable crgan peckaging policy and labeled 1AW
3 4,448 Labeling, Yerification, Pachaging, and Transport, siorsd n a basin with
ton, and coversd with a sterile covering neinr i belng removed from e recovery sulte,

&) Abltachensnis,

al O 4.140-2 Bpecimen Label.
by O 4. 14027 Qrgan Packaging and Labeling Verfication,
o} O 4,148 MY Resowrces,

¥t Beforenced and Related Procedures.
a} F 5000 Donor Senvioes Provider Relmbursement Ordar,
b3 L 5008 Conducting the Uniform Risk Assessment Interview,
o3 L 17.000 Blond Sample Sullability,
) L 19.000 Refersncing Flacironic Record Keeping Syslems in Procadures.
&} L 21008 CorpnerfAuiopsy Cases.
£} O 1.082 suthorization oy Donation,
g €2 1,110 Specimens Drawn for Donor Evaluation.
g O3 2.080 Donor Meirdenanos,
& O 4,130 Recovery of Tissue Typing Materal,
08210 Use of the LiePor Kidney Transporier,
ky G 2.900 Labeling of Organs and Tissue Produgts.

5 B 3.800 Biood borne Pathogen Policy,
8} Standards and Reguistions.

23 Associaion of Ogen Procurement Organizations {AOPD) Slondards, CL &5 and 58 6.8,
b} Cenlers for Medicare and Medicald Services {CMB) 42 CFR Chapter IV, § 488.248 (gl

o OPTN Polivies: 220100, 22014}, 181,163, 184, 185, 188, and 184

P S Y ‘. “ » v cute o8 ow
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