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v' Washout period

v Concomitant medication

Patient

CAR-T infusion

) i CAR-T levels in
Apheresis to collect CAR-T Lymphodepletion the body
T cells manufacture chemotherapy to make
room for CAR-T
Bridging therapy
& & & T
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, P], July 2022;309(7963)



' k : | v' Rescue medication
\ ) J]ON 7 v' Infection prophylaxis

v’ Vaccination

CART infusion

CART expansion

1 1 L - Days
14 28

o
~J

Prolonged cytopenias
Hypogammaglobulinemia
Infections

\ CarHLH

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

Baumeister SHC, et al. Front Oncol. 2022 Mar 24;12:841117
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‘ Tocilizumab }f ,%E;zfglﬁ Tocilizumab 200mg/10mL/Vial

+ 230 kg : 8mg/kg
» <30 kg : 12mg/kg

EERG auppam - t

FE3E:NS; 2 W 100mL ;55 @:60 575 18 :100mLihr;
- BIEIET - EEEE EEEER NS v

*ﬁ*ﬁ%ﬁ,ﬁ - >30 ke : HILA NS B 0.45% saline - ZZF]100ml PR -

+ <30 kg : AILA NS ¢ 0.45% saline + FEZFI50m]

o ] Dil-Ee LS Litbd g

& f " RE SxW 3848 n Vial 769.6 mg
*ﬁ*%%%fﬁ%ﬁ + NS: 24/]\!1:% } e

« 0.45% saline: =:E4/\3%
4 895 60 [ mins @23 - 60- 1440 mins
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6290 Package #1 Dewar #NPB2020390789G Condition Monitor #86277 1041525018 AsiafTaipel -
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[remperature Data
|Sample # Exienal Temp *C|
Evomatng Spsing Plan State. 1 15.40|
S R 2 1540
(CANSUNE S B 55
e R-«;\‘\ 4 1540
; A e 5 540
6 15.40|
L 1540 . L=
e 540
] 15.40|
10 540
fir o tisagenlecleucel o osns mxony
2 530 - Suspension for IV infusion
Cultured, genetically modified
i =e O KYMRIQL™ T ctisoscn e
5 5.7 Target Total Volume 10mL-50mL per bag Dispense with Medication Guide
ks o e
[ Contans 2101625 X10°
T 1620 Coppsamoni 350 i R ———
18 1620 ' IIMY“(:/,:]" 20% (vIv) 0f 25% HSA, mv. (vM of 10%| Imlan 40 (LMDY/5% Dextrose
il 16.%0) 120°C; vapor phase of liquid mnnvm
] 6.3 5 ummmnmwmm e Ws o MN 2000
f 4 e Wiz 1 e
[z 1630 tosst Doy
- z 630 Mol skt o nactons sbst s 13078
B 6.3 - Mid.by: Novartis Pharmaceuticas Corporation
[ Hrri Pl 107350 w o
24 [ U Lo 244 KR cor Gt
[ = 630 . 1-GA4-IVMRAN (1-844-450-6747) @ @
= ] i 1 NOVARTIS 5004685 © v
JE2d 16.20)
28 1620
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Certificate of Analysis (COA)

Drug Product Tests

Items Criteria Date Reallgy |
Viability >70% 2023/06/01 a6
Cell number 1.2 % 10* cells/mL 2023/06/01 125 10° gellghml. |
ety | co3Tvee T om 2023106120 988%
ernr\rpnri(y CD3"Tap* <3% 2023/06/20, 0.01%
VHH' 230% 202306105 il 63.9%
Potency PNy > 100 pg/mL gmmfzﬂ 204.4 pg/mL
specific lysis (%) =50 % 2023106/19 63.6%
77«;;"@ "“;‘j:":j:m‘e’fh’::"" Negaie, W) 2023/06/16 Negative
Mycoplasma PCR Negafive 2023/06/02 Negative
Endotoxin B W'L;L’ <0.5 Bl 2023/06/26 <05 EU/mL
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Biosafety cabinet
Class Il Type A2

EY 3ml stock Heparin.
+ 7ml NS.
+ 5ml #ifE.
=» Total 15ml

1. £/ 20ml ZE§t - 18G #tiR
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