SFC OPTN Hearing

Exhibit C.29
From: lifeconnection.org>
Sent: Tuesday, July 7, 2020 10:00 AM
To I
Ce: I
Subject: [EXTERNAL] RE: Secure: UNOS Request for Information - OHLC - Donor -

Attachments: unos I o

Importance: High

Please see the attached document that is the follow up for the information requested for Donor- Please
confirm that you have received this email with the attachment.

Thanks,

Our email addresses have changed!
Please note our emails will now come from lifeconnection.org.

The contents of this message, together with any attachments,
are intended only for the use of the person(s) to whom they

arc addressed. 1f you are not the intended recipient, you are
hereby notified that any disclosure, copying, distribution, or
use of the information contained herein is strictly prohibited.

If you have received this message in crror, pleasce notify us
immediately by reply electronic mail and then remove all traces
of the electronic mail message from your system. Thank you.
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i Life
Connection

" of Ohio
CONFIDENTIAL MEDICAL PEER REVIEW

July 7.2020

Safety Anaiyst UNOS Member Quality

Orian Procurement ond Transplant Network

Thank you for your inquiry. Life Connection of Ohio recognizes and takes sericusly any potential
disease fransmission. We have reviewed donor -(zmd the questions that were presented
to Life Connection of Ohio and provided cur responses below.

1. Describe the donor hospifal’s communication regarding the donor’s cause of death
during the allocafion and procurement process. Include any nofes or discussion of brain
malignancy as a differential diagnosis.

Life Connection of Ohle's response: Life Connection of Ohio received this referal from St Luke’s
Hospital on 3/29/2020 at 04:25 EST. The admitling diagnosis provided by the hospital RN was
infracerebral hemorrhage. The RN stated that the patient also went fo the operating room for g
craniotomy. Llife Connection of Chio performed o medical record review of the patient on
3/29/2020 at 09:20 EST per Life Connection of Ohio Policy RS-4 {Atachment 1}. During the medical
record review, there was no documentaiion of a brain malignancy. The surgical operative report
was reviewed and there was no mention of a possible brain malighancy or sending o specimen
for pathological review {Attachment 21, The polient declined neurclogicdally and was declared
brain dead. No mention of brain malignancy was documented in the discharge note
{Attachment 3).

2. For the donor brain biopsy, describe the following:
o When OHLC was aware that a brain biopsy had been taken;
o When the donor hospital was aware of the inifial biopsy result;
o When OHLC was informed of the initial biopsy result;
o Any delays in notificotion from denor hospital fo OHLC, and any regsons for  these
delays

Life Conneciion of Chio's response: Life Connection of Ohio was made aware that a brain biopsy
was taken on 4/22/2020 ai 13:59 EST {(Attachment 4) via email/fax from Community Tissue Services.
The donor hospital {St. Luke's Hospital) per the surgical pathology report received « specimen on
3/30/2020 at 09:50 £ST {Attachment 5}, Within that surgical pathology report, the final diagnosis
was electronically signed and verified on 04/01/2620 ot 10:23 £5T, Life Connection of Ohio was
made aware of the initial biopsy result on 4/22/2020 at 13:59 EST (Attachment 4). Life Conneclion
of Ohio was not made aware of the final biopsy results due to the report being signed on 4/7/2020
at 12:06 EST {Attachment &). The Recovery Services exited the OR on 4/2/2020 at 01:08 EST. This
report was final 5 days after the orgon donafion recovery.
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Due 1o this patient being marked deceased and discharged the hospital did not notify the unitor
aottending physician.

3. Did OHLC to communicate fo evaluating centers any information regarding a brain biopsy
or findings concerning for mafignancy pre-fronsplant?

Life Connection of Ohlo's response: The maich lisk for liver, Pancreas/Kidney-Pancreas, Kidney,
and Intestine were run on 3/31/2020 af 10:18 EST. Heart and heartfiung match lists ran on 3/31/2020
af 16:31 EST. Onice these lists were run allocation started on il organs. Below is a breakdown of
each organ and when the accepting center responded o the initial offer that organ becoming
primary. The surgical pathology report was not verified and signed untit 4/1/2020 af 10:23 EST. Life
Connection of Ohio did not have any information on a bicopsy o provide during altocation.

Liver - 3/31/2020 ¢t 12:11 EST

intestine- 3/31/2020 of 10:53 EST ~ List exhausted

Kidney - 373172020 ot 11:55 EST

Kidney- 3/31/2020 ot 12:19 EST

Pancreas/Kicney-Pancreas- 3/31/2020 ot 11:40 - Ust exhousted
Heart- 3/31/2020 ot 23:09 EST

Lung - 3/31/2020 af 18:22 EST

4, DonorNet indicates thai OHLC was aware the donor had o craniofomy and a head CT
that could not enfirely exciude an underiing mass- describe what steps OHLC fook to
follow-up on this testing fo rule out other possible causes of death or malignancies

Life ConnectHion of Chiv's response: The impression from the inifial Head CT w/o Conirast that was
performed on 3/28/2020 at 13:24 EST stoled, "Underlying mass or infarct not enfirely excluded”
{Attachment 7). The MRI Brain w/ and w/o Confrast that was performed on 3/28/2020 ot 15:36 EST
{Atlachment 7} did not stale underlying mass but did show the patient had o cerebral
hermorrthage of unceriain etiology. The subseguent head CT performed on 3/29/2020 af 17:38 EST
{Attachment 8} sfated an “increase in the amount of inferventricular hemorrhage compared to
the earlier exam.” There was no documeniation during the craniotomy that a specimen waos
recovered and sent for a pathological exam. The Head CT performed on 3/2%/2020 showed an
increase in bieeding with no underlying mass present. i also did not mention a mass was removed
while compared 1o previous Head C1. life Conneciion of Ohio was not gware of the specimen
seni {0 pathology and the second Head CT did not state there was a mass removed based on
previous Head CT.

5. Describe what OHLC communicoted fo the receiving centers after being nofified of the
biopsy being faken.

Life Connection of Ohio's response: Once life Connection of Ohio was notified of the biopsy and
the biopsy resulls Life Connection immediately nofified the fransplant centers who accepted
each organ. Life Connection dalso submitted o Potenticl Disease Transmission Report on 4/22/2020
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once all accepling tfransplant centers were nofified. Life Connection of Ohio uploaded ihe Brain
Biopsy repart o DonorNet from the Michigan Medicine Laboratories {Attachment 9).

6. Describe your standard operating procedure and/or polficy for the evailuation of donors.
Notfe Whether this includes review of all available medical records. Did Staff follow that
process in this case?

Life Conneclion of Ohio's response: Life Connection of Chio foliows an infernal recovery policy for
Donor Evaluation/ Acceptance of Donors this is Policy-RS-4 [Attachment 1}. Once a PTC reviews
all avaitabie medicdal records the PTC must enter a note within Life Connections of Ohio EMR that
a medical record review was complete per Policy-RS-4. This was completed and documented
within the Life Connection oh Ohio's EMR [Aftachment 10]. Ufe Connection of Ohio siaff
completed and followed Policy-RS-4.

7. What corrective actions, if any, have been impiemented or are planned as a resulf of this
evente If comrective actions include revisions to existing documents, please provide those
documents with the changes easily identifiable [i.e., highlighted changes, e1C.)

Life Connection of Chio’s response: Life Connection of Ohio recognizes the gravity of the situation
and the possible disease transmission that could occur. Several areas have beern addressed 1o
prevent another occurrence, Life Connection of Ohio has updated Policy-R5-4 o include the PTC
to review dlf pathology reporfs during the inifial donor evaluaglion {Attfachment 11). Life
Connection of Chio also has an updated PTC checklist within internal EMR. The checkiist now has
the PTC reviews ali pathology reports prior to going fo the OR [Aftachment 12},

Please do not hesitate to reach out if you have any further questions.

Sincerely,

Enclosures {12}
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ATTACHMENT 2
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3 st. Luke's Hospital
Patisnt Name:
MRN: Agdmits 32882020
Fide Disoh $22026

DOB/Ags/Sex: - S5 years Famale Admitiing: _

Bischarye Documantation

3

Docanant Type: ischarge Summary

Bevice Date/Time: §EF2020 150 BOT

Regul Stalus: Auth {Verified)

Oooument Subjent : Discharge Bumynary

Sign Inforawgtion: _wxzezs 18518 EOT)
Admission nfermation

intracrania bigsd

Hosplial Sovsa

Piftpfive your famets was mi suddeniy fell on the flocr. Upan bay svival to fhe B8 patient was voriling,
Had right-sided weakness. Facial dronp and leR side gaze Savalion. OT of the head was dons showsd intragranial besd, Patient
sympoms continued i deteriorsie. Puifent was admitied to the floor and was ke doen ko the G G evacuation of hanstoma, Fallest
whviousiy had been intubalod by wrilical care prior 1o the surgery. Patient’s condition cantinued hara 3, Falisnt had suspicion of buing brain
dentf. This was canfirmed S Keungiogy, Organ donstion was salied ans patisnt was behen e B ongan wvesiing. Palieniwas
dedared dead 31 821 pay. on Q4012020
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£ 3t Luke's Hospital

Pafiznt Name:

RN Adoit IR0
Fipd: Disohe G0

DORAgeSe: - 55 veats Fomale Admitting:

_ Surgical Pathology Report | . {
Ansession: Coflected Dot/ Time: Faceived Date/Tims; Eatholonist:

200001278 SFRIR0Z0 21:41 BOT FJOR020 QUAN EDT h

Surgical Pathology Report

Pinal Diagnosis

Brain, "left tomporsl hematomz®, blopsy:

Malignant brain tumor with small calis, GFAPY and COS8.
Kig7 profiferative Index is approcdmately 80%. See Comment.
Ewensicaly signed by

Varlfzs O&QY2050 1

MMISH

Commernt
The matenal wilf be sext 16 the Universtly of Michiyan for ancliany studivs and final diagnosio interpratation,
intradeparimental coneulislion huw been compisied an this tase.

Clinteal nformation
Frocedure: DRANIDTGRY.
Prevperative diegnosis: MEAD PARN, BULE OUT BRAIN TUMOR.

Spechnen Source
LEPT TEMPORAL HEMATOMA

Gress Deserlption

Recewad in krmalin in & comainer labaled with he patients narve, identifians, and "ot ompora! hemaloma” are muliple
saft dark brown sid geay Hissue fragments aggregsating 10 2.7 € 2.2 % 6.2 2m. The specimen is Sered and subraitied in
oo in A%, L)k

Microscopic Bescriplion
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fisyue block Al Synaplopinsin shows ot o wesk stelning m smal wmaer cells, Chromograngn is nagative. COS8 i
positive in small colls, KI-87 is bigh {approsimately 80%) Pancyiokeratin, TTF-1, SOX10 and telan-A are negative, GRAR
i positive I small oslie, HD4S is negative. Binmssanic axandnaticr confirms the above Finel Diagnosis, Nidkh
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s datermingd B Utk Abaranst of aEneval 1 501 ReoRssere. These ieald e user Loy cimical peposss. They shauid net De mgerded a3
bvesigationst of for resganch,
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=+ Slinical Doturentation Contert on Following Page
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ATTACHMENT 7

iﬁs 5. Luke's Hospital

Fatient Name:

dARD: Adenits JRRG20
Fin: Digehv 473202
DOBiAge/Sex [ 55 veo Female Admitling

 Emergency Documentation
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moderate shit of midline structures 1o the nght noted, Ruplured
widdie cerebral arery anguystt nowd cause s sppeananes,
Fortion of the blowd may be extaporsnchymal, Underlying mass ar
infarct not entively exclutied,

Tha thie resull was called by myself by phons to_

$A0 at 1133 P n 32B0E0,

Stat repding provided.
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yetuce madistion dose 10 &8 fow as reastnably actisvable.
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KR Brain w2 /o Contrast

IMPRESSION:

1. Large ledl cerslyal hemorhage of uncerialn sticlogy invebdng the
basal ganglia and portions of the frontal and tempors iohes as
desoribad shove

2. Thene v mass sifact with midling shift and comprassion of e
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3. Prominent cerebaliar lonsils niay ripresent 8 Uhlsr ype |
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* Final Report ™

Reason For Exam

L7 BrainiMead wic Lontrast
Higtoyy: Iniasranisd hemrrbage

EvamTachutgus Secial axial CT inages of S brain wive cbtained withont IV conizast, Sagittal end coronal reacustrie@ion images were provided.
Comparizon: Head £ 3282020

Findings: Thers are post craniotomy exgicad changes aloag the el frottal bons with interved piacernart of ventricular sutheter with the bp duactad to
e fourth venizicle. Thers ia interval dacrenss i size of the venticdar syshon espenialy on the sight with prominent 1 men sight subfidelne ik
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degree of diffune vazopenic sdevas with epivepter 2t the lof temporsl inbe avd midbeain,
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ANATOMIC PATHOLOGY CONBULTATION REPORY
Grder Numbar,  OD20.7048
Fleat Nushwe:
Last Names
LR
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