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v" Concomitant medication

Patient CAR-T infusion
CAR-T levelsin
Apheresis to collect CAR-T Lymphodepletion the body
T cells manufacture chemotherapy to make
room for CAR-T
Bridging therapy
@ . 4 L 4 @ =3
Effect of concomitant
Wash-out Wash-out Wash-out medication on CAR-T
pre-apheresis pre-lymphodepletion pre-CAR-T levels and persistence

The Pharmaceutical Journal, PJ, July 2022;309(7963)



v' Rescue medication

v' Infection prophylaxis
v’ Vaccination

x|
5
Nuna
| S——

AR,

CART infusion

i
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CART expansion

1 1 | > Days
T 14 28
CRS :
* Prolonged cytopenias
e * Hypogammaglobulinemia
‘ ‘CarHLH * Infections

(CRS: Cytokine release syndrome, ICANS: Immune effector cell-associated neurotoxicity syndrome,
carHLH: Immune effector cell-associated hemophagocytic lymphohistiocytosis-like syndrome) O

Baumeister SHC, et al. Front Oncol. 2022 Mar 24;12:841117
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» NS: 24/\8%
» 0.45% saline: =;24/\i%
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« 230 kg : 8mg/kg
« <30 kg : 12mg/kg

Tocilizumab 200mg/10mL/Vial

% NS B:100mL; 3 8:604 % 2:100mL/hr;

- FIEEN - BoE
- 230 kg : JILA NS 5% 0.45% saline - ZEEF100ml
* <30 kg : JIA NS 5 0.45% saline » ZEEF(50m]

* EBiRERE: 60 L
* EFAEEline - FEEEMELILAIV line
- MBI EFEERE P8/ » FIEEIN ER T &S 3E

EEERE NS v

100.0 a mL

(oF ] Di-L8 LSS i-E L 3

N |

a2xm 3.848 Vial 769.6 mg
EHME | STAT v I
TR 60 . mins @ R . 60~ 1440 mins
s 100.0 mb/hr EEPUMP
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Order #248498 Package #1 Dewar # NPB2021130064G Condition Monitor #86277 1040971361 - In
Progress

N,

[remperature Data

Wt 1 QT 207

tisagenlecleucel o rcas axony

Suspension for IV infusion

Cnarec By

—— O KYMRIAH" Cultured, genetically modified

frre—————" [, ‘ For autologous use only

Do S e Target Total Volume 10mL-50mL per bag Dispense with Medication Guide
Dosage: See prescribing information.

Contains 2. 10' 102 x 10° CAR-posiive viable T cels
Cryopreserved in: 31.25% (v/v) of Plasma-Lyte A, 31.25% (v/v) of 5% Dextrose/0.45%

' ‘sodium chloride, 20% (v/v) of 25% HSA, ‘0’. (v/v) of 10% Dextran 40 (LMD)/5% Dextrose
and 7.5% (vv) DMSO
Store at < -120°C; vapor phase of liquid nitrogen a“"‘e John °°°

Pr Identify inter 1t and et

4 D e gt oty a2 NIm ie
DD M bmﬁnla Expiry. 01-JAN-2018
Mol evaiaed fo infectious substances Bach 12045678

3 MId. by: Novartis Pharmaceuticals Corporation
Maﬂk?ﬁlnl N.I 07050

S License # IAH com
l-MI-‘KVmﬂAH(I -G“-‘SO-C"?I

U NOVARTIS 5004685 © Nowsrts

| 09032022 141233
Ed UHUN2022 141519
28 00032022 141728
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Certificate of Analysis (COA)

Drug Product Tests

Items Criteria Date [sK
Viability >70% 2023/06/01 936%
Cell number 1.2 % 10° cells/mL 2023/06/01 125 10° gellghmL
Identity oytve | s 2023/06/20 98.8%
i A”;,;umy CD3"Tap’ <3% 2023/06/20 0.01%
VHH' >30% 202306105 o ) |
Potency IFN-y > 100 pg/mL 2023&07/26 204.4 pg/mL
specific lysis (%) >50 %, 2023106/19 63.6%
Sterility i Negative Of,  2023/06/16  Negatve
Mycoplasma PCR Negative 2023/06/02 Negative
Endotoxin LAL <0.5 B, 2023/06/26 <05 EU/mL
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Bulk Configure

SN 21982309
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2 loggers found
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@ Data Report

FIIB Created Date: % J|}2d 11:04:36
o: 4 e shewn ase base on LITC +08-30 and 34-Hour clock [DO-MMM-YY HH MM 55]

tempmate.

Device Information

LLLLLL

Descripion: Tampartuns Resoding

Logging Summary
Tx

Racon Mode Siop when tl Stant Tane. 25 434 DESa3s
Siop Condiion: Bus BinpTine  36jul3d 110438
Stop Mode:  Stop by Bution Elspasd Tme: 000 02H 10M 005
Data Foims: 131
Alarm Zone Alarm Del: Total Time No. of Violations __ First Tri Status
Hiover B0°C DODID0H DM (Sinj  DOD D0S4 0OM 005, o [ ox
L: baiow 20°C DODIOGH DOM (Sin}  DOD 00S4 0O 005 5 A oK
Temperatur

o L mana com iE] Fils Name: TMMZ00102237.pa
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Biosafety cabinet
Class Il Type A2

IC |
1. £ 20ml Z=&t - 18G #tEE

EY 3ml stock Heparin.
+ 7ml NS

+ 5ml ZAffE.
-=» Total 15ml
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