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CELLULAR THERAPY PRODUCT NOTIFICATION AND !
FOLLOW-UP OF POSITIVE MICROBIAL CULTURE

Infuslon Data; DIN ()T > Z A AN

Danor; Mmolagoue DAnogenalo: ] Related [ Unrelated ”"m“"m
Praduof: MPO,Apher@Bls [JHPcMarrow Ul HPC,Cord [ Othar
Data GTL reaeiuad notiioation of positve mictobiology results_(Y/AA 4] AZC [ inpatient L] Outpationt

Fosifive mlcrablal result known priar o nlualon (complete geetibns A Band ¢) [ after infusion {(complete aaatlon A)
CULTURE RESULTR: Complefe Inlllal aulture Infarmallan, adding spacliic culture information as it becomes avallable.
Please attach aopy(ies) of results as they beooma avallable.

Cullure poallive on day (o of _F Gram Staln: M/}4’
Organem 10; oy heeterd it [rpsphilatlavin

Benaltvi: LI NA

NOTIFICATIONS{ [atiime of Inltlal poeliive oculturs]
Traneplant Phyalofani__ New K, Al o~ Notlflad or (data) @‘/@7 /39’ by (OTL Tach)_ 2k

CTL Medical Difactgr Dy 56kt fatebal/— Notled on (date)_(3A/87/2.7— by (CTLTech)_5
Apheresla QA: [ NA Notifled on (dete) by (CTL Tech)

Call Therapy Lak QAM%M Notiflad on (date) /32/01 /76— by (OTLTech)_ T4
Clinioal Program QAL__ K\ rak X4 Notified on (date)_JRA 1)@~ by (CTL Teah)_TTh
Sestlon A -Tranaplant Phys{elan Aclmowledgement:

lam awste of the positive microblal result of this product, have informed the reciplent andfor legaf guardian(s), and have provided
Information regarding poxentlal Meks of recelving of having racelvad an infusion of this product,

(Plaase document recipiant and/or legal guardian notlﬂcmlﬂ\ W providsd In Cerner)
Transplant Physician Stgnature; Vﬂ ’44 /‘é‘ Date&lﬁ[zﬂz‘_

Section B ~Heeipieni Stalement of Understanding: /
| heve been Informed thal there was a positive culturs result for the product | will be recelving. | have heen Informad of the potential rleks

of racelving this product and heve had the apgortunity lo discuss this issue and fo ask questions.
patet, 0% /92 /208? .

v2/82/22 11:21:35

34643

Raclplent (ar legal guardlan) Slgnature: -

Section C - Approval to release product:
Since an alternative product fa not availabls, this product will be Infused dus to urgent medioal nesd for transplant, | take responsiblilty far

the daclsfon to Infuse & product with a kaown me '
~ Transplant Physlclan Signature: Dala: 24/ 2 / 2022

| agras with the transplant physiclan's dacisibn to {lfuss this pmguﬁan/d approve produot releass.

CTL Madlcal Divactor Signaturs: Data:_
ACTION P H
Reclplent Is gurrently an approptlate anflblatics. L] Reciplent will ke started on appropriate antlblotios.
[ FDA Nolification not required [JcTL QA Notlflad FDA (Dste)
L1 other
DUTCOME;
QOuteoime Reported By_- L mm e ni v el vty » Date oo oo o -
Pragram Director Slgnature._ Date!,
Clinical Plogram QA Signaturat Dats;
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