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T ARR: B G IRE SR

(R b

HEIEH % Axicabtagene Ciloleucel Injection
DUEPFE: AlJi Lun Sai Zhu She Ye

6577

WEVERU s AL 68 mL/A%, HA 4245 H ARy 2.0 x 10Nt CD19 CAR-
T 4 kg 1A .
Afikbr: CryoStor® CS10 AT (F 5% HIIEWHD, Sk, AME&EA.
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KA FERE L N CD19 MG PUEZA A T (CAR-T) 4if, HTiE
ﬁ:

1 —RARFEAIT oA — R IT S 12 MANERIIRAK B 40k 5%
(r/r LBCL)o AR BURE N A AFAbE By, i e S L5 2 10 R A 2e A v edis o

2. BEAHE S Rl B RGBT R E R EEETER B AUtk R R A B,
FEREMER B A R (DLBCL) dRFREA! (NOS), JERAMGK B 4 fu itk L%
(PMBCL). =45 B 2 ik C 88 A6 PRk T8 %% 4417 DLBCL.

(3]

AMATRZ )y 68 mL/A%, HARHIE N 2.0 x 10°MHT CD19 CAR-T 4ifiil/kg /A H (7]
EZEH 1.5 x 10°~2.0 x 10°/MT CD19 CAR-T 4ifitl/kg /AT, fmN 2.0 x 108N
CD19 CAR-T 4ifin/5 & .

[FERE]

TR MR IR VR T 2208 A DR A i S AT B R A A i T o

o Pt EAAEA

o R Ik

o RIS

o EFE BOME RS AR R AR L B AR ILAC . W EE B
5 B EARIRFEANILES, T2 HEA

B IR A
LETT U BRI C A0 B AT 2 AT A A S Bt T F
BishE

AR SETERT IS 5. 4 0 3 RER K R BEERG 500 mg/m? FIGUA R 30 mg/m? ik
AT BRI R LT
WERTEZ
AT 1N, TR ZBEE SE Y 500~1000 mg A 171 R s%E bk 45 FH 2 45 B
12.5 ~25 mg.
2 SRR v
T W VR AR S SRR A R R ) o TS A I R I, R U R AR S R I AR B )
ORAS i T8 BB M S 2 B S R R
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o WREEH O BEAR R AR, N A

o WAEEHBERE, AR RS, IR R SRR LS
BT 57 BASkRAE LS (5 BARE

o SRR AR BRI R, R, W A BUE T,
MRFTEBETHUMER (IA) SRR ST U A R A IR A
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o R 37°C KRR, HERAS TR LK. BORA ST A
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9 807 KA RO AR B 2 AT, RER . ORISR A
— BRI, TRV, K 7E 20°0-25°C K R ATLURAE 3 /i
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o TELIE LTTVRRT R N VPR ARSI BT AL A A AR L

o ZEYLIKIRYT NLE BT I A2 G R VA TT 2 960 I 8252 i 2R LIk 45 24 S SR TR T A B
BRI B 5 N D4R S A0 B R kAT

o VRS EREA TR AR I A BT AL P I A 10 K, DAMERANA R TR
EEEAE (CRS) AERFIMIE RGFIE .

o HUUEFTEREAR NG 2D 4 JH A T B GV A R I B AL BT

[(RRRBz]

RZEWRERSE
AT PR B 2 AR R T AEBEANIEAT ) 2 O IRIRET T (ZUMA-1D) th BT
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Axicabtagene Ciloleucel & #7241, LA Bi i 4 S8 5 W 7E i [ 1EAT ARG R AR i
A, USRS AN BEAT M 2 O IR R BT ST (ZUMA-7) 14858 T Axicabtagene
Ciloleucel J& #1941

ZUMA-1 IGERBFST

ZUMA-1 — TR RBFTT, 25T 108 B R AR TE B i E 77 itk
JA (NHL) B2 1A B S0 HERE RIS 1) CAR-T 4ifieyr, ARV A
2740 H.

B LA R CRAEFR =20%) B4 CRS. K#. M. KM E. O3,
DT RO ROEGE . FERR. VS RBGWER YRR . O B FRE
UL R B R AR L MR AL, DR RSk R . S2% R E R AT EARR
SN o B WL E AN RN (>2%) ALHERR . R Bl R  R BAE R A
Mgk R O AR RERERG B A KB ORI . PR
s SN =57 (13111 D2 B 172

L (Z10%) 3 ZEbh LA R SRR A E A R0 s b i .
e RIBUIREAB . IRIMA . CRS. AL ARG

1 ZUMA-1 #F 7S, 45% (49/108) i35 7E4iE Axicabtagene Ciloleucel Ji7 %52 +E
HREHUIRIT .

H EIERBF

At (BT FEESIED EREINLLT 24 FIk e g AT MR R IR R 7T v,
96% 2 T A HE -5 Ik L 200 R 375 ok FAL BEAR ORI AN ROBE, 2 FER I N ML 3R G0 e
100% 8 #H KA SRR R . il WA RN CRAEFE=Z20%) fdF: K
Rl v 0 i SO 1 o 21 R A 4 3 SN O = = B =N 1
HERE AT R FFhRE SRR . AR TR AR O R, Rk
HAWA . 7S RIE OFTE. ML E . AT R, = 7.
PREBEAC, Oy, Wl ek, REAIE. B VUE. ICSIRE. SRR, %
W ARBERR MLAE . 17% M08 R A AN RN, /AL LR 7™ A B R 4 -
RIS W PRI R E . R . R B, BEK. AU TR
FEEAAE ORTFE . FREERE AL/ IRk I

B (Z10%) 193 HERLL AR RN AR R SR e, At
BB MM BORR A R BT (RBERR MURE . ICBH MLRE . SR T RE S

EREIGRBE T, 5 79% (19/24) 52k i B Joi 288 [ i e sl LBk o i

SRYUREMRHA IR 2 R




F 1. ZUMA-1 BRSEER A BRI >10% B & WAL A BB

P EBERPTI (N=24)

ZUMA-1 (N=108)

RABRENH
HHARE ﬁ?ﬁ/ﬁm >3% (%) mf‘fﬁ >34 (%)

S VR R A B RRAL B R

R 100 46 86 16

P - - 46 3

E 4 0 40 0

K e 21 4 19 1

zZh 33 0 9 2
ERRE

PR B A 100 96 86 80

MM B AR 75 50 62 40

M BB 100 96 49 45

BRRRIR 8 0 44 2

R T PRAI 33 0 16 0

C-JR i AT i 75 0 - -

MR AT 67 3 R

IR T 5 54 3 -

127 4 R A 50 3 R

G IR 11> 46 3 R

I P 0 S T e 2 4 -

LT 2 0 R

IR ES 4 R RIS 38 38 B

MARLE T 17 8 B 8

I T 13 0 R _

T ZRR I R T 8 4 - 12

RARBHANT & 8 4 10

JRET 4 - - 15
M B RGO

Al [ 8 ] 4 68 45

S A RN R i | - \ - 34 31
B RGRER

575 46 4 38 4

oty 29 0 34 0

Wit 29 0 26 1

TR 8 0 23 0

2 12 4 14 1

0+ - - 11 0
SERGETR

ALK TR TR AT [ 100 ] 4 94 13

A P FhER 25 1 LS © \ 8 | 0 15 0
R EFII

R4 ML 25 0 40 7

IR EE T fE 29 0 40 1

ICBA AR 4 0 35 11

fRAH L 58 16 33 3

I RR e 21 21 29 19
SR YU R IR A 7] 5/27




PR ;zlgzﬂﬁ (N=24) ng\;&-l (N=108)
BERE (o0 >34 (%) (o) >34 (%)
MK - - 11 3
[Eee 13 0 - -

FFHE RG5O
TS fE S 58

BRI BB RS A SRR
IZ )T RAg ¢ 19
JE AR © 17
S 15
ULy 14
KA 10

B RGBR
i * 57
S € 45
b 31
S 21
Rifi 18

M S E SRR
fR 57
4 UL 15
JiiR <R 10

IR RS R YRR
el 32
! 30
I R A ™ 3 19
i A 13

DR R
LE L 57
DR © 23
[¥ap:a ] 10

BYBBREIITR
ES LS 26
TR 16

p 13

\ \ [ 7]

l l [ ]

B 0 [ 2 [T & 1T 1 ] 5

AR P EIGARBET, Ak 5 2021 45 10 A 28 H: ZUMA-1 BF5¢ 24 A H 4047, @1 H#8 201845 8 A 11

Ho 22t e i R af s .

AN AZIE NCICTCAE (4.03 KD 4344

AR N CRS RAESE: Ladil, OHRHEH . R R, B BRI .

AR ARE AR SRS 1 — AU IR, AR — i

a.  IEH AT M2,

b. KT A SR R KR AERRE A SMEAK . IRIER A S B2
KA K .

e fRPIPIERER I S (G TR ER AR 1 MAE L 1 S BR AR I G
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d. EF)RER G EENLAE

e MRS B

£ R EAEARIAT . IRERPRE . UK R TEREES. RO, BENGE . AR . A2 B R
RABCE i, WERE, SRk, cPEEERT . CAR-TARMIAH IR LEATE

g CRREIEL. SHAE. SSEL.

ho kR IRERE. e AL ER BT, L5, RIEL RSRREEEL. B3,

1

J

W3-

i A AR LS . B AR AP AR ML .
MR AR OE KR R AR, FRRKAREE . M RERAK R Ik e BREESE. PRERBKIILRE. 81
HONH KRS . 3 E N A

ko BRI .

L DEBCELFE . R, R ER .

m. PR R LR NP e WEUR R SR AANER , REIREE

n U E AR OE L, SO

o OHRFEAIEOHRE . B CEANED. i R AR R OB EQTIMMIERC . ST
OHARF . AT EYROAn . SO oAl .

P AR AR AR« AT IS o

q.  HOIREASE A MEET R, OhhE .

ZUMA-7 W5 BRBFST

1E ZUMA-7 i T Axicabtagene Ciloleucel ff)2¢ 4=, ZUMA-7 & — T & M 4k

¥t LBCL 8¢ LBCL B X K ## %5 Axicabtagene Ciloleucel (N = 170) sibrifEiayT
(N = 168) [MIBENL TFBME. ZHOITIT . B WA 2 5 R B IR PRk R R T

& BRI ML AR R AR 1P AR E N o AR HERR T AR BN A RS AR B N\ I S8 ELAF
TEHRHRMHZ R G0 (CNS) Fdi At ik A A sl i /8 Gl afiL ) 95 s 7™ = Bl i il 1
JRGL BURAT B B S VR R G S AT R . WEJCEER ANC =
1000/mm?, MiL/MRITFE = 75,000/mm®, JLEFEER# = 60 ml/min, AST/ALT < 2.5 X
ULN, @L< 1.5mg/dL.

% Axicabtagene Ciloleucel JA¥7 1% A PE NBERI P ALAERE S 59 & (JE: 21-80
B): 62% NP, 54%BFE AL T FE AR MEL (ECOG) RREIRA TR/ N 0,
46%EHEN 1.

Axicabtagene Ciloleucel #2# WLITAESLEG A RN CRAZFE=20%) BAFER .
CRS. 77 MRMLE Wi Cahidid. 5. k. O, EULR&R . Kk
PRI R RE L e R RIR WD R . R SRR . Skew . K.
B RIEL BEUE. AL, S0%M R KA TP E AN R RN . iR L E AN RO
(>5%) 4% CRS. KIM. M ARILE . A HE B S5 K e AL R T 25 o 2% 010 i
FHRAEEGOEAR R

B UL (Z10%) =3 ARSI AN [ N AL HE Ak MERL A R e i
AL

67% (112/168) [ 7E4E Axicabtagene Ciloleucel J5 %52 7 FLERSAHIRIT -

SRYURFERHATIRA 7 7/27




2. ZUMA-7 HEDH>10%85% Axicabtagene Ciloleucel YEYT I B # R A KA B RS

RGEBENHE ‘ Axicabtagene Ciloleucel (N =170)
EERE | FESE (% | >3%% (%)
MR B RATR
rh LR B IR 44 43
7R 42 30
RN R R ek A RE 31 31
ML 13 8
LS TR
DBt i ° [ 43 [ 2
DHH \ 14 | 3
Bl RG5HR
JIgvs « 42 3
s 41 2
g ¢ 20 4
[ 20 0
[ 19 0
NS 9 0
B LTS LS kR e d0A
R e 93 9
i 52 6
FEIR 28 1
K e 24 1
M52 10 0
Z7 8 0
HRERGER
R TR S A HE [ 92 | 6
G P R R 25 1 g \ 11 \ 0
BRE5BRETR
AR W3 I R 26 8
s 15 4
1 10 5
10 1
BEL 100 95
bk RN T R 98 94
VR L R 94 94
2178 A R 91 40
IR B 81 26
B> 72 12
M ERE T 69 11
TR R I T e 62 6
RAEMRE I 2 T 54 6
R REFRIR
AR ML 26 18
AERH i 26 6
LrRRIE 25 4
i MBI 16 4

SRR A IR A A
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REBRFHE Axicabtagene Ciloleucel (N =170)
HERE RS (%) >34 (%)
R4S i i 16
A (A 26 A i 13
AN Mg 12
REEIE 12
ST B RS S A SR
HHEILA R 39
B Rkl 15
ERMERGITR
o5 3 47
K K 41
R 26
k! 25
Rik 21
JE 22 ™
TR
KIR
e
B R W SR RGBR
B L
R RS BB REER
12 1 @
B
BERR B B T RSB
By \
T PR
G © | [ 11

#EIAE: BAME R T IS T TG 0 2 B, R SRR A T B A SRR A R 5 b — AR R SR 1
SZER, AL E R B

HERAE P PRI % STRE T FDA R b b i ik =3 9 HLE 3 A IR i 32 0 AR A Lt
AN =3 9 A IR 2 TR E .

LURSEp i N CRS RS BRIMBG . OE i, DR O3, G, B, ek, R RZ L S
KA RERIR . BN S AR, e, WEIhREAR AL WK, GRS ORI, BRI, VRIR e
Beos AR A L

LA E AR OEE . SR .

AR AT O RN L OBNEGE OB QT M. WIS SR OB SR S EEWAMAR

Sl TV Wighidi . Eibushidd.

NSRS . ZE 7.

MM ERRON. BERAE . IO, B, AR

RAEAT RN

W AR Z . Wz

AR TR AR G A KA. AR . R AR S IRIE

SRR HME R WK

HBENUA PR OIS E LA SRR SN TR CER MR IR TP B B

WU B AU Rk .

FEFRERRTRFENLAAN B 20E . NIAES. DAL .

O AR REUIRAS SR RIZAE . AR AR, RIS, RORBUIRE . BUUKP TR, I

MG WEARR. BESHAE, 2. W Bk, DIZZHL RHEIE . RRORE S R

Wi H RGN PERE, PREERG .

Sk LA S R S

PR R e NN N 1 G N
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me R R BEHERRGRL . AR SR, B AR
N RARALE IR PR S .
o, WEAEEE. W, B ER . K%, SHdE. B,
b BIRERA AT WU . NBEEE I
a W, . E AR
o BOEBIERE. M. SRR, ORI, 9. B IR, ROREOE. LS. SOEMER I
.
s RIEQEIRIE . BAMESRGAT. B g,
Fofth 25 2 AR T 10% 00 HAT M A 25 SCHOAS B RS 458«

o MR F GG B (9%)

o DM E S I (1%)

o IRAELN: MRHE (7%)

o BURRRRIEL: BPEIR (8%), MRERAE (4%)

o KREMEFEYN: LR (6% WIRRIE (3%). WIFEZE (2%). THHHER
Q2%) FIERE (2%)

o IPRFELE. JIRAKTLA: VRRAE (8%). MIREBNE (6%). WPRIEH (2%)

o MEMSR: FIE (9%). AT (8%)

REBRREIA RN AESL
R FRERSTEHE (CRS)

{#] Axicabtagene Ciloleucel V47 /&, W fig KA B sl fe S LA ¥ CRS R Bi. 90%
(381/424) #:% Axicabtagene Ciloleucel JAJ7 [AEE & &k UL (NHL) BHKRET
CRS, H 8% K=3 2% CRS (Lee #Zihritt). K B 4ifwkR (LBCL) E& T 93%
(258/278) K4 CRS, HH:1=34¢ CRS [ 9%. {452 Axicabtagene Ciloleucel i577 J5
SETZM LBCL &9, A 46 0TI CRS S 7EFr4E. ZUMA-1 W 58 ) LBCL
B, CRS BAMHPALN ARG 2 K (GuRl: 1% 12°K), CRS WA ArFFEER ]
7R GGuHl: 2 % 58 K). ZUMA-7 W57 LBCL &%, CRS &AM P[] 4T
Ji 3K GEHl: 1% 10K), CRSMIAFAMFFEEN TN 7K Gul: 2% 43 K.

ZUMA-5 JFFt i kR B 25 &bk B8 INHL) SR8 1T 84% (123/146) %/ CRS,
Hrf =3 2% CRS Ny 8%. 7E$%%% Axicabtagene Ciloleucel Y497 JGAET- ] iNHL B 1, 1
BB FHHETIH CRS I ERFSL . INHL % CRS RARI AL 4 K Gl 1%
20 °K), CRS WP RLRFEER Ay 6 KGR 1227 K).

AT BB HIE, CRS MR (=10%) AIHKEH (85%). (KILE (40%)-
DEIEE (32%). FEAR (20%) B (22%). SkIE (15%) FEST (12%). Al RS
CRS HIZEH ™ EHF AR OHAR (BB FEIM SO FREAE. OE
Y, RPIREEN . GO BEE L. BAMEIB RS S 2 A 6 A0 I 40 T i B 42
I I AR/ E A 5 AL £5 A 1E (HLH/MAS) o

ZUMA-1 JG8: 58— A S ERA ST, 41 §I8 ReiEiatE LBCL B
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Axicabtagene Ciloleucel ¥077 . TERFEAEAE 1 G 3 2 TR SR B0 AN B 25 ]
BEeh 2y (% 3) ik E T, CRS KAHN 93% (38/41), i 3 4% CRS KAEHN 2%
(1/41), TG NI 4 288 5 2eF k. CRS KAEMFAIF Ry 2 K (Gul: 1 £ 8
KD, CRS R FFEEmt N 7 K GER: 2 % 16 K.

ZUMA-1 JE 81058 — AN e A BN Sy, 40 #)S EixE i LBCL i #252
Axicabtagene Ciloleucel Y597 . TEFESZ Tl 1H: Je i S [l (35 0 K Axicabtagene Ciloleucel
BEERTS BB 1 RANES 2 KD FFHAERFEAPAE 1 Qaefim 4 THFRER B yuURy/eU: ik
[EEE (£ 3) M32ikE T, CRS KAEFN 80% (32/40), HZikH HBL 3 %okl I CRS.
CRS RAERHAIBFIA A S K (JEH: 1% 15K), CRS MRS E R 4 K (FEH:
1E 11 R REMSCHUR HITE I R, (AR R TEAMA S IERE LU AT R 2
4 2% CRS FFSAE RS R RS ML R, RILR G5 FE M I IR R T v 7 i
P S5k 7 o

FEIGRTE TS, 2 AMIAITIE, CRS KAEZRN100%, B 16IHBE (4%) K4
34% CRSAb, AN 1802 2% (Lee 2014 43 ZiksifE), £ 1 Bl FH LTI CRS {h£
WS . CRS AR 1.5 K GERl: 1 % 7 KD, CRS MHALFELER A 11.5
KO(JEH: 6 % 58 K)o CRS MEERI (>10%) WI: K#H (100%). LK

(42%) LETFE (33%). Z /1 (25%) WU (25%). 8V5 (21%). ki (17%)+
O JIEER (17%) FAFSIRERE (13%).
CRS MM FEEE W, DEEFEH ],

HWERRHLE

{#ifl Axicabtagene Ciloleucel J&J7 f5, I f&& A A sl fe AR dr (W wh 2 R eitk
({335 ICANS). $%3% Axicabtagene Ciloleucel i577 ) NHL ## 4, H 78% (332/424)
RAETWHERG# M, KA =3 90005 25%.

ZUMA-1 W7 87% (94/108) 1) LBCL ¥ &4 7 & Ageditk, Hbh=3 %1
& 31%, ZUMA-7 W50 74% (126/170) [ R4 THE R85, Kb =3 200
i 25%. ZUMA-1 ' LBCL B2 R #e b R A Az (8] 4 K GERL: 1 % 43
K, MARGFHIEN DAL A4 17 K. ZUMA-7 h LBCL M4 R G 8E1
RLRAER Ay 5 R GERL: 18 133 KD, PALFRFEER ) 14.5 K. 77% (112/146) 1]
iNHL BERAEME Rk, Hh=3 405 21%. #& Rg 8RR [ 6
K GEH: 12 79K, WL REEEPA RN 16 K. LBCL i h 98%[ %
ZRATEMEA INHL J 2 99%[H#0 2 R Gu 8 K E/E Axicabtagene Ciloleucel fi1E f5 (¥ 8
JE, Horb 87%I1) LBCL 4 Fll 74%[f) iNHL 3 7E Axicabtagene Ciloleucel it /5 1) 7
KM KA.

LA TR BEAE, BENIME REH T (210%) B (51%). kIE
(43%) R (29%). k% (21%). KilE (18%). 5% (15%) AIKAR (11%). i

HEYUFEMRHEARA R 11/27



R R B K% 173 K. Axicabtagene Ciloleucel 36 1] SR K15 . AR M
AR AR A AR Y T . 8 45T Axicabtagene Ciloleucel 97 [ i
R A SBE R i K ORI CRLARIR R R ) o

ZUMA-1 JEZ 58— A2 TG,  TERR A | R E s sk s Ry
AR Y (R 4 2R Ed, MAERGHEERERN 78% (32/41), 3 ah
2R AERN 20% (8/41), JoiBH I 4 HEL 5 GFft. #hE R AEN
PRLNEDN 6 K GEH: 1 % 93 K, AR 8 K GulE: 1 £ 144 K.
ZUMA-1 JEEEA 55 A A VERTFRIAS, 4562 0 P o 2 [ e O FLYE R R AR 1
PRI R 45 P FEBR SR PURI/ER R TR K [ RE I 2, WA RGEERAEEN 3%
(33/40), 13% (5/40) [ ML 3 Gak bl bahg REuFeE, o 2 Bk 4
LRGSR, SH 1 IZIREN 1 BREN S BMERGH . W RETERE
Bh LR A 6 K (GBI 1% 274 KD, HARFEERTIA 12 K GER: 15 190 K)o
TR P A0 P B 5 2K REIR T CRS AIARZE ARGk 7T k42 S 80 Mg M 4 R 41
KA R G R FEE R], ZEIR CRS f R A A] Kok /b CRS RESERA]

hE IR, EZARGITE, 2% (1024) BEREMESREHEE, 8%
(224) BHERE 3 BB EME ARG #E, 1 BIBEEIL T ARG dPET AN
2o WARRGEVER AW 7R GEF: 6% 15 K), PR N 1.5 K

GEF: 2% 24 K. ¥ RIAZRGHE 510%) ARH.
ML RGFEM AN, DEEFEH.
SRR

BH B Axicabtagene Ciloleucel 1897 J5, Bl fgss KA ™ H il fis K AR A &S, 46%
) NHL 838 KA (A HAD; 17% 088 K AE =3 Gy, Horb R e i 5 4
MRS 5 12%, BTG 5 5%, G 3%, FLREGE 1%.

HEIGRBE A, 21% (524) FBE KA, G4 16 4 JURIEAE.

1 T R DL R g ).

TEL M LTI NE

TEMRTIALBEALTTY J5 M4 Axicabtagene Ciloleucel Ji&, A fi 23 & AR B R4 50 () 1.
UMLK . 39%(1 NHL 4 7F Axicabtagene Ciloleucel 5V Ji 30 AW AMAF7E R AR 3
ELLL LA s, R R R AN D (33%) /MR SE (13%) F1ET
1 (8%).

T EIGRBE T, 33% (8/24) HIBFE AR TS 28 RIN AR 3 Lk
DL L i 40 A s 2D, LA I N RO A E (21% ) H R4 IR A (13%) R 7L I

(7%
200 Bk /DR R L (v T )
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TEPTRAARE (1 A

#2252 Axicabtagene Ciloleucel ¥RY7 ¥ 85 I B A AE B 200 PR AR e RIS AT At BR 2R 1
AT . 14%0%) NHL &2 455 7RI RIERER (LAEAS R -

FEIEARE A 13 618 (54%) Wi AERE .

AR PR B 1 OfORE ) M O L (v R ).
S R

Axicabtagene Ciloleucel LA 554707 fh 4044 A2 AT RETE o A1 FH Al DK 2 W B
(ELISA) fEMEII5 FMC63 (i CD19 CAR [ IATIIA) 45 &Pk, KiP
Axicabtagene Ciloleucel I %% )5 1. ZUMA-7 fil ZUMA-1 1 11 Bl H (4%) 4A25m1sE
LeBi FMC63 HUIAKMEE EABATE, ZUMA-T 1 BB (1%) IISEEAIIZS o0
¥, {HYE Axicabtagene Ciloleucel #3245 ELISA fiii i i 45 #OMPHYE . #E ZUMA-S i,
19 BIEE (13%) TEFELRI HUAATIGE RONBTE, 3 1 (2%) BRZRIHifma g 5
PP (1) 535 7E Axicabtagene Ciloleucel £ 24 Jii ELIS A it isf k& 45 S M BH . fdi ] CAR
A5y (ScFv.  BUBEFIZER: 7)) AT IIETEA i g 45 R W, a2
Axicabtagene Ciloleucel JfJ7 H. ELISA i &5 4L N PHPER 3, 7EFTA A ] &35
BoikBItE . (HEAIEYE R M Axicabtagene Ciloleucel 7EiX 4% % i (A UGT 1 5h f12 40
FEAME, BUA BUEM 2 At R A SO . 7 E G RO 21%00 83 (524) TERFTE
TR AR I L3 AT AT FMC63 Hifd, IR AR FKC876 A 5% S b sl #0s v»
AR 5 G
LEHERAZR

TEHLHES Axicabtagene Ciloleucel FAHZGHAMIRIL T LA RANR . T b2 Nl
Bk ty, HFEARSIEME, Bk nl G800 0 5 oF 5 A 2 Bl e 5 250 2 55 B
HHK R
HRMBRGIN

AR B2 DU R . 7 M R R R 2R AS

[#E1

X B BT AT AR AT R AR
[ERHMR]

—BERE
LT ARG,  WRATAE DU DG R SE IR i -
o ZHIALST ST EAN R BRI O MHE SR 0o I 5 B2 B ML D o

SURYURS MR IR A A 13/27




o OREEHIIIE SRR

o ESIMEREYIUE L (GVHD).

B RIRIT R RN, SRR ES B AN TR

AT BB, EARMIRE L TR A B . A, B
S5 B B S A G AR AR AT G L B PR UURISIC . WRANITRE,  AhgfiE A
e
HEBERAR

AR RPN R OR B ThREAN AL JHFThAE. ST REA B0 I REA 4R R
FH A RERE A 5 2 B ERAS RRSE R B SEI, TR DG -

BEREPRMEZ RS (CNS) WER
MTCTEJR R ME CNS Ik 87 B8 R A A S I 2800, JOVEAE 2 B R 5 AR i R

R:/3K 2 o
IR FRRRLEESE (CRS)

AR SIRIT R, T g R AR S Bl R A A I AN IR PR SE A RE (CRSD, PR
[URRRM Y SidAf i, fReS&aEDd 2 MFIERIEERR. MiE, BE5%
BELEFRAFA L VT R AR BRI S BRI MU R AR 10 H, A H
CRS FIERFARLE . Hiyd 5 75 ZE NS B3 CRS MPEREATE 4 J& . @UUEE — B
CRS [WAEREIALE, S EDMEE. —HHBL CRS, ZBISHL T RAIT. FEskmdtin
7 BFERR SR B B S B R R TR T

U CRS SR BB IhRelarg (i, JF. . QR M. Bk, 75 CRS
BT, WAES R AESAEAS BRI BAG . FLAT HORR 3 R SR O T REAN A ) B
4% R ERE I AP bR AT R, 51 8 SR P R S 0 B P A

CRS (iS5 ZEHERR 4 5 JRE SN FAl R R CRLER IR L) . — HLR A R A AR
LA AE, OSBRI iR R AR SRR

N TR B TE AR CRS A b AR W3 1 70 2 34T 96 22 R/ 5 s 4T 1
254 E (HLH/MAS) .

TR THOTR PR R B RE I, A Ak S B R A7 A0 . RHERE {3 A
BEEF (TNF) 550717 A fAH G CRS.

B FREB A AF (CRS) &2

MR I PR INHA & /R TAEAE CRS WS FIAIT HAR SR R A BRI 1 )5
Mo WIRIREEAEAE CRS, WHEIRZE 3 PR GIT Wb T . Wi & 2E 2 /UL | CRS
COT MBI TT T0 SRR ML 38 75 B AR IR R 480 ), IS AT 5 o 47 1 L
FIEEWEI . anifg K™ E CRS, i 55 [E AT 5 O3 R Al O IE T RE . ™

HEYFEMRHARA R 14/27




Holifa R A CRS, 5 8 BN SCHHATT

R 3. CRS MR RALFRE W

CRS 44 *

FETRERH

BERAERE

1%

TC S J AR RER AN 7 X
WIT (IR #H. Bl EZ .
S LA A2

Wi 24 ANEREIR (Bl KR
O R, MR 2 Kk

IR 3 RIFHER AR S, ik
25T 1 I ZEKA 10 mg.

2%

SEIRFE T, I H T
S

TR, WNEIKRE<40%

s BRI, MBI TT EAE R
N R — b o 0 245 S A
R, B

2 s E . b

FRIKAS THEER A 8 mg/kg, 4
Zin AR 1 /R ORI
800 mg)-

WMTEE RS CRS HIRERE I
PRESEE, W EEIN A 8 /N 5T A
FHEBR AT

24 IR ZH 3 FIFERR
Pis BICAH 45

TR R 2, 2 I FEBR R
HUATT -

ks T i 2K 10 mg, fEH
1.

GRS, W TR 1
PATE T, F kSR AE R
HKEmE, HEMEE N 1R
PAR S 85 R 48 I R 75 B i

WEREAR R B, 4% DL IE
AYAHATE R

3%
SR TR, AR

FTEPA, WMNAIRE=40%,
BRAG ML, 5 KA Bl % bl
I 259, R

3 PAEHIER 4 QEANT

28 2 i CRS HEATALEE,

WREAR S, 4% RS 2%
AT R

ks T EEK 10 mg, HEH
3.

WU R 2, W Bk
PO AT, IR Ak B
IR, AR 1
AR, AR5 AR AR IR i 2R
TH R

PR A S, 4% 4% CRS

PO S R P k-
K MRGENT (CVVHD) B

4 GBS EEN (RANEE T

e

m AT,
FrkA T HIRE R 1000 mg,
H 1K, FFsE3R.

45

& B A A REIR o WURAE AR B3, % Bk IE Y

2 2 2% CRS HEATALTE .

WK s, % bl 2 g
AT E L

PO HEATE L, SR Ak S B
JRIE Y, AR 14
UL, AR5 MR I R i 28
B

W R B, HE ke
J& 1000 mg, BEM 2-3 RELHAR
WIT. 4

Leeetal. 2014.

VERFERR UL 75

o a0 o

SLRYUR IR A IR 2 A

KT RGN IS WA 4.

BAGHIT 4G (EARRRTO: BIORE R A2 &G, ParE e, SHuElE. 1VIG Al ATG.
IAHERF T 2R e AT R S e
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BRE

AT G, WIRER BRI EUE S A A R gistE, WL CARRR D
AR ZE R GEHT R R A A S kD 975 Sk A 2 AR FT RERE N e
BE LA R IANBETA DEDERE 10 R, B4 B2 R GURORA 4
fEo SLSS, BRI RGUIRAALE 4 5, JFRRIT
HERTBHLEE

U8 028 R GRS B RS AR AT S R R SR A (ICANS) FPER AN
MAE (% 4), HERRILMb TR M RGO R . B R 2 HE B R G
/ICANS I, 5 BRSO P R SR L . B R 2 7 E s e B A A 22
GERFPEIN T Z B SCRRRT . R TARM M A R Gk, HIBMA L R
RGOS Ao ML RGN P E W ILR 4.

R 4. MERKRYESGRIEHRY

SR 3#& CRS KRR CRS
S 3 LR PIAZIRIT 1 K CRS.

I T 1AM EER A 10 mg.
BEAN, IR T 1 RBBZERFA 10 mg.

% W2R 2 RJFREMR A S, O A
2R 2 RIGAEROR B, ) S ks T g | ks P HbZEKHA 10 mg.
Kha 10 mg.
B A e LA PG S T R A
BIRE 3 ARG ZRTT 2 % CRS. B TR 10 me, 5 4
e

SRS, ERIKSS TIIEKREL 10 mg, BEL 4K
LUE ST NG € S D eS|
A, HEEBERN | AT,
IR AR I DA T 2 T ol -

PIESTRNE & i R ) N A
2% | AR 1 RERLT, SRR I R 2SR
B .

WURAER AR 25, W% DL R 3E 2 2%

TR R A it U DL 2 e AT ST

B,
B S A e LA PG S T A R A

SR 3 BRI IR T 2 2% CRS.

kT H IR e 1000 mg, #FH 1
Ko

eAh, FRIKGS TR RJE R 1000 mg, BEE 1K MR, e R E
HEAT R, IR 4k S R 2K
B, HEMCEBEN 1T,
IR AR I R 5 223 Tk

3% WSRO, % R T 24 0 AT
Rk BB, HE BN 1R
HRLR, SRS AR R T R A

WU, Wi 4 QkiTin

WAGERAREGE, W% 4 JOEATET . oo

SEYUR MR IR A R 16 /27



5 A A B P AH TR A1 o

B 3 R BUA 2557 2 4 CRS. Tlikess T BRI 1000 mg, FFH 2
1Ko

ke ¥ AR e H 2K :
BeAh, Eehke ¥ IR 1000mg, HEH 2 R W bR ]

AT L, 3 44 i %
s, W b, [T TS DR S
448 IEARSEAE Y R, HAEEREN 1% BRI IR 2 TLE T A

DL A AR W 5 ST ‘

WORRER R 3, 5 Rk T
WRRER ARG, HEFHIKS T KSR 1000 4 o RN
. 5H 3 Kok O :iz}hujz 1000 mg, #FH 3 R HUT
% R AYFH e £ PG SR T BT R KA o
a.  PUERESET A RIHRE A AR E R
b, BT EHE (EART): MM R, "2, SR, M. TVIG A1 ATG.
o EIANHERE B AR G B T R
ERBY

TR A S5 R R R A B B S A A R, VRO DA RN e A IR R X
G PE RGO A, AR AR S o AR S i 200 00 A8 TR P R R A
E, JFEHTIE 2R YT . S R F BT WU IR 29T 8 ML T R P AE F L 250

36%I1 NHL & £ Axicabtagene Ciloleucel iy 5 4% 21 & #ivt: b b 4t iyt /b
FHAREH KT CRS. — B RA RN IR D, VP A R G AR LI 1 Bt
AR ANBR ARSI RERTT .

TE I B H (552 Axicabtagene Ciloleuce T ) |, G T AL
A FIESEMENL S PRI Y, E AR AR O L R B A R T P R A ot T
G R REEREGE (i, NJEZ R T5-6[HH V-6 28 A JC 9 73 HEAT 14 2 A AR i 115
JR[PMLD . 12K A R G FE A (1 G 2 il 62 v 2% 8 HHV-6 fidi 28R PML ¥ n] fig
P, IEEEATIE SR
Z R B PR

NFER B MIRMZYIRITRY, BETTRA SRR E (HBV) LS, #59
o T R AR R PRI 28 . DD REREVE AN GE T . FE R AN M - A = P B O SE i 2
AT, A% AR GG PRAE 0 HBV. HCV 1 HIV BT i 2
I 48 fl kAo

TR AN M RS A, R T AR S OUEE A, W IR
SRE Yo A SR i IS M 0 L 4
{EREMERE A f5E

P2 ARGIRIT B PR A B AN AR RS AR M ER R IAE, T AR

SLRYURSEMRHATIRA 7 17/27




NL)e AR S YATT i R I G2 BR AR KT, SRECTI et i n] T A AR 3
AT B BR A 1 B AR TT AR I R
TR BB

i A T A I TT ) B2 S5 B R BRI T 1 2 AV . TR T AR AR T 40 B B T
AEERTT D 6 J . A TR IR B A VAT S G YK AT S AN A LA S A T AT
T FEREF
RN

B AT RS R AR I R R . T S S R AL A A B OO, AT RS T AR
SV T HIE AR (DMSO) Bk ¥ R K5 R T
SRR PENG PR

SR AE B AR SRR TT 5 1T RE R AR Ak R M R o T L M b S T
-FURIMARRYE T ANMARSCTEPE IR, IR R YR, DUIRIGIT AR SR AR I
Kl S .
MRS RBLRAAE (TLS)

fE/RAELH] TLS, HEZEWHERE™E TLS. T K TLS KUK, FRER T 8 s
7T (1) SR T PR AR S i 1252 A B LA B PRI . RIS TLS AREIR AR 44
T, UnRAERI R T S bR AR AT A7
X R0 £ P B AR 7 (RIS

AR AR VR B R RE A O, T TRER AR A RGF I (LR
PR OB B R AR ) o F3E B G 2 i g S AL B VR AR SE R LA, E R E
Ja /b 8 A EEME RGN RNV IHIE .

[ Za g I LA

BRI LH

BRI LA MR, TSR
BRI

it B R R Y RN WG e AT V75 R 2 M AT ) 8, 1 2 B RS R AR
BEREIZIALTT(E R, BL TR T BF A E R i TR AR E L, £
TSI T A S I TT S5 BEZE R BRI ) (R i
SR

I 1 TC A SR R 2tk 8 o (P A S OB o S X A R HEAT S AR B

SEYUR IR A PR 2 A 18/27




BFIERTTC, B TCIEPF A AR SR L T 2 XL A . AR T R e R 4
L AR R TR, Wk g o A A, R REXT AR L AR T,
WAE B kAN FIE, AN TR ok, AT R, B
BAMEYR R S R EIEAT I 18

LBk ]

HATHAE AR TS NFL W B R FLI Lok, AR oo 32 520 2L 22
JUATAETEAE (1A -

-]

B TE 5% T A it T2 D0 S BRI R o S scirts, A A A ot T
AR LA T SIS

DLEAH]
FE LB 18 % LU /b4 2 o I A T S A i ) 2 A VR AN 2t
[(ZERH]

AFhTE ZUMA-1 RS . ZUMA-7 PRSI AR B8 22 i i R A v
BUE T ZE B, BCLEFE R 2B R LIRS T ZHR R

(ZHEAR]
HIARBT TN L o

(254 P A2k
HIARRBT LN

(Znit ]
HIARRTT LN

DRz ]

HRE

ZUMA-1 IR IR 56 H46E Axicabtagene Ciloleucel Ji, JEIEKGI 4 J& A I35 -H 40 A
T A IR TR 237 (R 7R AR A R VPAG 2 2805 S R e 43-H 14 40 i R -7 i
K7t 1IL-6 TL-8+ IL-10. IL-15. TNFa. IFN-y fll sIL2Ra %5, XAEYbREDLE
Axicabtagene Ciloleucel 11 /5 14 KPIEFIEAE, EHEERMITE 28 KAMKE FIFELL K

SLRYUFAEMBHEATIRA 7 19/27



T 51 CD19 CAR-T U ISR RN, THTE B 20 A BRS 2 Rl A7 78— B ]
ZUMA-1 IGFRIREG T, 45% () B (e R 2Rm, AMA b AR B B4Hf; KZHBRELE
HI3ANH (80%) FIE 6 M (78%) I, AR AR I B 4ifE; 75 24 NHI
34k TR SRR v Al B R, 75% 00 5 2 TR D 2 B 1A

o] 35 R VT o [ AR A N (R 2R3N 0 S VPG T 24 B Il R 16 Fhok
BN, AHE IL-15. IL-6. TNF-a. IL-lra. IL-10. IL-2. IL-2Ra. GM-CSF.
WikifF B. IFN-y. CRP. Ferritin, IL-8. MCP-1. IP-10 f1 VCAM-1. ZHLiEHHi4
RO BEAEA S 2 5T, —MRAE 14 RPUASIEA, JERIBWEREE 4 HE 34
AWMLY . hEEHN B AR T AR S7%M
REE] B AN ASSHTERT S9% M0 BE RAGE B 400: ik 7 RE 2 AE, 2459
B 83% K 100%I1) 3 AAGM 2] B 4. BEYy 3 NHAM 6 NI, 235145 40%F1 83%I1)
BFSME AR PRI E] B A B bR, 2 PIBEUI I 12 S H B ITE
AN R E] B A1 AR S .

ZUMA-T RIS, AR b PR b 7k B S ZUMA-1
SR —B, AE ZUMA-T BF 5T 24 A H I RREELE MR LBCL i, 61 B m] P4 s o
21 B (34%) fEFELEHTRAGINE] B 4N, KEHUEHAESE 3AH (43/69 BT P4
FH[62%]) FEE 6 NH (8/13 FI AT ¥ B [62%]) AREME B 4Uf. 25 24 MAKF, 24
BIRT PR £ i 20 5] (83%) AR E B 41M.

BRE A%

ZUMA-1 iR56407% Axicabtagene Ciloleucel &, $iL CD19 CAR-T ML AIFRIL it
Y, BEIZW IR, &3 ARETRELKT . H CD19 CAR-T 4 (U (E KTt
LTE Axicabtagene Ciloleucel fiiiE /a1 7~14 K. E# GUEl: 23-76 £ F¥EGN
Axicabtagene Ciloleucel ] AUCo-28 FIl Cpax AT 355 541

SME fLHT CD19 CAR-T 4 Ece 5SEWEME e MEGHr &) 2IEH
Ko HEGEMEMEL, FEERMIELE (0=73) FRHFHL CD19 CAR-T 4 Coax FHK
PR (43.6 NMAI/UL vs. 212 NMI/WL)  NIEEMREF 1 205%. IRIFEM B b
£ AUCo28 WIEZRARFHE 1 251% (557.1 RxZifid/uL vs. 222.0 RKx4HfI/ul) o

HOy B T A TR SR UM B S [ B IR IT CRS A A RGTHEE . @I A
AUCo28 Fll Cooax KL, NEFEERBITE L (n=44) (1] AUCo-28 Al Cunax 7 5 9 AL FHFEER
BHUEE (n=57) ) 262%F1 232%. ZELldh, JH R B R B H (n=26) 1)
AUCo.28 FIl Conax 73 N AL FH B SRR 3 (n=75) (1 217%H1 155%

5] 5 B S RTE v ] B e 9 AR 2408 1 a3 5 ZUMA-T BFFUAHAL. Ab
JE LB CD19 CAR-T 41 i v Lk Wb [a) 4 f5 55 8 K (Jall: 7~29 KD, whfir
Crax 4 129.1 NHAE/UL, H4A7 AUCo25 J9 820.3 x4/l A 3R15 B UL L2 1) HeB 1)

SR YRR A IR 2 A 20/27




Cunax I AUCo.28 BEIRBEAR T IR15 5 MR B, 3RS PR A CR MR Coax F1
AUCq.28 A ik H 35 22 5

1E ZUMA-7 W 7E1f LBCL 3% (n=162 I r] VP4 &35 ) o, 14t CD19 CAR T 48
M AR SR MR IR e A2 (CR) B2k (PR 1R IEASE. 5% MAHLL,
L (n=142) [P AIHT CD19 CAR-T A Couax ZK-F 5 15 (28.9 4HAI/UL vs 10.5 4l
L), NEZEMREF (n=20) [ 275%. k& (n=142) MIPLL AUCos NICLEMRE
(n=20) 1] 418% (292.9 RxZHffl/uL vs 70.1 Kx4HHl/uL).

RIAT A S I B R 5T

Y

TS TC N2

(7782059

ZBRUERGMRITEREREEREX B HRMEE: ZUMA-1 HREK

IR TR 2l T/IDWIRRIRE:, 7ESIE 108 F1E shiv Al B i
Axicabtagene Ciloleucel X¥ & & BMEIA TEIZZEME B 4R AEHE 73 Stk LR e A8 28 4 19T 3L
g Atk o T AR R T3 SOl IR 9R 77 M TR BUE B A48 A0 (HSCT) J&
| ENE R ZFFEHERR T el Rl T4k HSCT, 3 X2 2 4 ik B9800 52
ECOG BEIRZA VoA 2 4rsUA b, Aaxhibk 24t HohF 100/uL, JILEHEBRENF
60mL/min, AR T 2.5 555 LI, CAFH M HA8T 50%, BfkiGsh ™ 5
Pl

I RO RE T THWIGARIRER Y 101 183, FHZUREISAY GHiddls 2008 WHO 7325
4% : DLBCL (N=77), JGEHNKK B 4k 8 (N=8), &Itk R #1k v
DLBCL (N=16). {%{f2016WHO 4}, ZUMA-1 [ DLBCL i£# {14% DLBCLNOS,
FeAth DLBCL WAL R 44530 B 40tk (98 (HGBCL). 47 5l MYC. BCL-2 1 BCL-6 Ik
AV S T, 30 BRI (FRAFE/E MYC #1 BCL-2 AL RE), 5618
#£ MYC/BCL-2 8§, BCL-6 #: A E () HGBCL (WITHiM=4T), 2 #il°h HGBCL k4%
67, 66 {9 5 MR 40 SR U5 AT DLBCL 4326 (4R U B [GCBEIE 1L B 4 7Y
[ABCD), 494125 GCB %!, 17y ABC #.

TE I EL A0 i 77 PR TAL B JS . Axicabtagene Ciloleucel ¢ fik i v H b5 1 & 4
2.0x10°CAR-T 41 Hit/kg  fz K57 H . 2.0x10°% 40 B ) o 9tk B0 40 fl 3% B4 i Ak 3808
Axicabtagene Ciloleucel #VERTHS 5. 4 Al 3 KF KL BERE 500mg/m? AT HIE
30mg/m?. 7 F 40 BAL SRR b P 200 355 Bk TRAR B2 IR AN SO VEEAT MR e A7 . T i)
T EME i RE5% Axicabtagene Ciloleucel fiiiF 2 /DRt 7 K.

111 B32 i sR i 3 b, 101 14252 T Axicabtagene Ciloleucel ¥397. 1 4
K]]8 RSO A2 52 27 IR YT, HABAT 9 01 B AR B2 1R YT R SR R g it
HEYUFEMRHA R AR 21/27




EqSE| ey 3 a0 NS =X TN Eil DR S et RS ot st 0l e sR W W e R VAT B |
N7 R GuHl: 14 £ 51 ), MEAAI R S A 16 24 K GEHL: 16 %
73 K)o HAFE N 2.0x10°CAR-T 4l fid/kg.

TEEZIRIT IR R, AR N 58 & (K : 23 % 76 ), 67%NH 1, 86%
NEIRNF . BEAERZ 0 IR A h O 3 28 (ERL: 1 % 10 70, 76% I EH
X LR R R T MR, 21% N AR HSCT Z 5 1 SENE K.

F BT A SN T B IE R AT T (mITT) S PP 23 3 2 1Pl 1 25 0
e (ORR). REL ARG fRFFELIN ] (DOR). JoikRAAFH] (PFS) Ml A:
A (09,

FEM BTN 6 D, B2 IRT I B B E MR 2 ORR A 72%,
SEALEME CR N 51%, ORR 3% @& T HUETRE M 20% (P<0.0001). IRAFLEMRI AL
k094 H Gl 0.8 % 624D, ST ZEM (PR [MEEMLL, 3k
REA R (CR) IEH BRI M EK (R 5). 13 CR M 2 FlH, 76k
YT RO R RasE, 7 BIRAIERE N PR, MfERR At 1a] 20 AN H (G 1.6 %53
ANHD #l CR.

1E 24 A HIWBEVI 24T, ORR K& CRZF551 74% H1 54% o SRAFLRARI v AL 6]
N0 GERE: 0.8 2 120 M. HheEIrach PR B AL, 3R CR MEH
RPN A K (R 5). K15 CR 1Y 55 BlEE T, 7 Byl SaT emtae,
10 BT BATAE N PR, HIRTE 12 S H 568 CR.

1E ZUMA-1 [f T ARF5CH, 7 49 22 #% 5% Axicabtagene Ciloleucel 11357, 5 & #H
SRAFEEME, AEE 4 BI3RMF CR. £ 12 MHMBEY b, 3 BIER 352 Axicabtagene
Ciloleucel #iyE )5 24 NHI4ERF CROIRA. 78 24 MHIIBEVI M, X 3 BIEBHE
Axicabtagene Ciloleucel 4iiE )5 30 & 35 /4N H 34EHr CRARA

£5. ZUMA-1 IR HIC 4

#Z Axicabtagene Ciloleucel34)T I BE (N=101)
BRI REVTR H) 6N A 1248 244N H
HEMEMHE (ORR) * (%) 72 72 74
(95%CD (62, 81) (62, 81) (65, 82)
SEALEMRE (CR) (%) 51 51 54
(95%CD (41, 62) (41, 62) (44, 64)
WATME (PR (%) 21 21 20
(95%CD (13, 30) (13, 30) (13,29)
ZMRFFSEI T (DOR) *0 (J)
v o7 i 9.2 14.0 NE
(SEED @ (0.03+, 14.4+) 0.0, 17.3+) 0.0, 29.5+)
AT CNCRIDOR (1)
NE NE NE

HRYUR MR IR AR 22/27




P (0.4, 14.4+) 0.4, 17.39 (0.4, 29.5+)
D

ST RCNPRIFDOR ()
ERIVATS 2.1
G (0.03+, 8.4+)

spRBETI ] (D 7.9

AR D
A NE NE NE
(95%CD) (10.4, NE) (12.8, NE) (12.8, NE)

6N A0S (%) (95%CD) 79 (70, 86)

12N HII0S (%) (95%CD 60 (50, 69)

2440 A0S (%) (95%CD) 51 (40, 60)
CL, #EfEXIE: NE, Rl GRIEFD: NA, THdH
a R 2007 AT R TAEALRRAE, ARAE IO 5 AL
b LEFFAERRIEE, DOR I WA E IR . Sk S 50060 M2 R ).
0 Kf%ﬁ?iﬁifg
P EEAERBTIS: FKC876-2018-001

TR TRRCME . O IRERRT A, 7 24 15 b E R IR AR 2% M NHL BB

PP A T ORI e A . ML 27 BB AR, AT 1 B R S
FIEARIEHBATIRAE, 1 ] R R R G2 AR S iRTT, 1 BB DI 3 YeE 7
IR EL AT Bk AL 3 AR R TG . RR M AT B R 5 UG FKC8T76 [l (1) r vy B ]
J923.5K GEH: 16 %36 K.

24 GIRFEZ 75 ZUMA-1 AR 5] (97 b EL 40 A6 77 22 R0AH [ 1) H AR5 AR S
PR 2.0x10° CAR-T 40u/kg PR ), 7 1 20 R bk ES 41 Bl 35 Bk T b 34 2
(AN AP BT R0 IT o 24 DI AR SIRIT MR b, IRYE 2016WHO 4026, 19 &
%3 DLBCL NOS, 168E T T 4iH/2L 2 40M K B 40MIk 8 . 2 B SR 2 ke K
B AR ELRT, 2 5 IR I vk LR 4 b ¥ DLBCL.  88% 4 2R 8 Ji5 4k 697 Ja HEie
A% N R R AR, 8% A A L T-A A G 2 R 71% X R LRIGTT SR yT 8Ok
kg (PD), 25.0% A% ifaE (SD).

FEYT AN mITT PSR Lugano 2014 Wbk BRI RCVPAt A HHE VY- Ak 1)
ORR, RES7 R4 54045 DOR. PFS 1 OS. mITT 41 24 5 52 A b I 2820 Bl
3ANA B O 2 SV Al (R 58 R RN 33%, TR RN 46%
mITT #7724 1) 58 A f it Ja 25 /D By 24 S H R, BFSUE VPG 9 ORR 9 79.2%,
Hrp SRR RN 42%, TR N 38% (K 6). MEHImA LY (20214 10 H
28 H), mITT 401 24 #1152k, {7 OS N 24.8 4 H (95% CI: 5.55 NH-NE), 2
£ 0S A 54.2%. K15 CR KR E T 64 12 F1 24 AN OS 4 100.0%, 1 PR
HZ T, 64 121 24 D H T OS #5308 66.7%- 44.4%7F1 22.2%. mITT 43 #r4E

SRYUFEMBHATIRA 7 23/27




PEEMEBZREF, AL DORNS2MH (95%CL: 2.04-NE). %[ 4 s kT
SCHAT LR ST, 10 13543 CR 1932 #Fh, Az DOR MAGEE]: i 9 B3k PR 19
ZkFh, $fz DOR N 2.0 MH (95% CI: 0.62-2.20 4~ J1). mITT 4 24 §1Z2 i F
i, AL PES N3 AMNH (95% CI: 1.97-10.74 4 HDo 343 CR (132, 4L PFS
WAIEE], MRS PR ARG, PALPFS 3.0 M (95%CI: 1.54-3.12 ).

6. o EBBHEERT AT

BRI TGRS M EE (N=24)
FMEMFH (ORR) * (%) (95%CD 79 (58, 93)
SERGERE (CR) (%) (95%CD 42 (22, 63)
AR (PR) (%) (95%CD 38 (19, 59
BMRFFEEI T (DOR) () Prfiff ¢ (95%CD 52 (2.0, NE)
70N CR [ DOR (1) W fl (95%CD NE (NE, NE)
BTN PR DOR (H) HALE (95%CT) 2.0 (0.6,2.2)
TR (), hiifl (95%CD 3.1 (20, 1D
ML (D, AL (95%CD 24.8 (5.6, NE)
2441 0S (%) (95%CD 542 (327, 71.4)
CL, BEIX; NE, AATpHl CREED
a. MU 2014 ST PR AR ALRRAE, RARHIE IO TS5

b, TEFTH SRR EE T, DOR A A WG H PO e . SR ekt 3 B0 0 F 2 ) ffef ]
c.  Kaplan-Meier fi it

ZUMA-7 @Eﬁﬁ.

— TTE RS L ) % UM R SR 2 7E A 11— 2 Sy AT 5 I S R EHE IR
£ LBCL [N B8 P Axicabtagene Ciloleucel [ % MERIBEHL. P 2t
5 (ZUMA-7; NCT03391466) . [ WA 4% 52 5k sixEin PEtk ARG T, 2 Ak
HSCT MWTEMEE N o BB i BARTE JE R M VA PR BTE — ST seils 12 MA W
WL R . ST SRR AEAE SR PEARG B A0MOIR R AT i A AR 22 R itk LR o
[RRE o 1 508 75 BEAT SR RTRYT IS B U™ Y DL K ECOG MR fipiRAEs =2 .

3% 359 {7 s 44 101 (LI BEAL 53 Fid 44252 Axicabtagene Ciloleucel H T 51k — 2k
FRAERTT, ZZARdEVR T S 2 803 AN T, X TAF] CR 8L PR 1EH,
4k 2 VA kg7 R E R HSCT. 2 M — 2R IR 7 1R R 2 R0 2R 20 4 68 R 2 (1 [ B T s
TREO BENL o 4L AT 23 2

FETEWALIT G, SRR BkAmTE H bR 2.0 x10° CAR BEPAETETE T 4ifu/ke (kK
FVFRIE: 2.0 x10% 41ff1) ¥ Axicabtagene Ciloleucelo ¥ ibk 77 52 i it ik i ¥4 ol 9 fiie
500 mg/m? FIFIEFLE 30 mg/m? 4k, Pi#¥I7E Axicabtagene Ciloleucel 45255 5. 4
13 RéT. FifH:% Axicabtagene Ciloleucel 1537 5218 & I/ By T PRI #2252 W
WZAD TR AE E A0SR ARFNE AL ST Z ) EAT AR e vR 7 A IR A B R [ B, 7o
VFGS T Siudar i 1) 8

TESARTFENEES, BB IR 59 & GER: 21 F 81 %), 66%H %,

HRYUR E R IR A F 24/27




83%ANEN, 6% NN, 5%NEN. LWt K DLBCL NOS (63%), HGBL ff
mAE MYC A1 BCL-2 R/t BCL-6 FHE (19%), LIJ% JE M Pk itk B8 ) K 4n i 4k
(13%) . BETE, 74%0 B#AAEE RGN LBCL, 26%1 && £ —LRiB)T )G
R2AANEE.

TEBENL /AL 252 Axicabtagene Ciloleucel Y67 [ 180 5 J& 1, 178 f5ilFz5Z 1 4H i H
KA, 170 BilE5 Axicabtagene Ciloleucel 77, o 60 i (33%) 252 B i 25 [l A
ERIT. 8 BIEFH (4%) TEAUMSERA G REZIRIT, EEFEREERERE, E
NRFEMSIET . A RA S fhig i R 7O T Az R 18 K (Gu
13 & 49 KD, MAYIM R AZF] Axicabtagene Ciloleucel 4iE i -F A7 I ] 26 K (Ji
. 16 % 52 K)o LA 2.0x109 CAR FHPEZNE T 40fi/ke (JEE: 1.0 & 2.1x10°
AHil/kg) o

1E 179 BIBENL A FCHEZ R iR y7 (M B b, 168 B F 152 TR 5TIRTT, 62
(35%) =52 1 il AT IR S0 7 S8 E 1) HSCT. AREZ HSCT e W A /2
S ANRCEAR T B

A AR AR At BT A 2 R R S AAE ] (BFS). A ALE 25 I
7. Axicabtagene Ciloleucel 2 184~ H I (11 11 EFS %4 41.5% [95% C1: 34.2, 48.6],
FREIETT 49 17.0% [95% CI: 11.8, 23.0].

7E Axicabtagene Ciloleucel 41, JAF|CR M EF MG THF {2 DOR 2841 H (95%
CL: 269, NE), 53| PR MM EE N 1.6 ™H (95%CL: 1.4, 1.9).

fE EFS EEAMMTIIHEAT T A7 W s 007 o A A7 I 0% mp 140 BT A R
TR AR SS%BENL oS Z AR TR YT 4100 B B 5452 T J7 &4h CD19 5E [ CAR T
T .

R7. ZUMA-TRIB R EGER

ey Axicabtagene Ciloleucel FRUETRYT
(N=180) © (N=179)

TRAEFY"
TR, 0 (%) 108 (60) \ 144 (80)
thh % () [95% CIJ 8.3 [4.5,15.8] | 2.0[1.6,2.8]
3 2R [95% CI 0.40[0.31,0.51]
53 JER Bk p fE <0.0001
BEEZWEME, % [95% CI| 83[77, 88] \ 5043, 58]
ORR Z5, % [95% CI] 33 (23, 42]
Sy p fE ¢ <0.0001
TEALRMRE, %[95% CI] 65 [58,72] [ 3226, 40]
YRR, % [95% C1] 18[13,25] | 18 [13,24]
T REFY
[ A 93 (52) [ 81 (45)
AL (HD [95% CI)° 14.9 [7.2,NE] \ 5.0[3.4,8.5]
3 2R EE [95% CI) 0.56 [0.41,0.76]
Cl, BfEKX[E; NE, Lkfliils

SRYURF MR R AR




HRAEAN ST o A5 2 03 22 PPAL 1 [E PR TR 4 Lugano 4325 (Cheson 2014).

EFS & SCY MBI S5 R R . LIRS 150 RVME IR RGOk E . FHIEHTI A
T B0 S5 DA 5 PG e 7 YA e 1 o

Kaplan-Meier it .

R4 Cochran-Mantel-Haenszel i%. 3T FrAT 432400, AR — 2ty MRS EURMEAATE. —SifiT )R 6
AMAWER, PLE—RIRITE>6 E<12 AN AWK B LR AR 0 R RIS 16 80847 402 .

ATRHE RN T BB AN A i ) 23K

[(ZzEE]

i

B 3O S SRS — FEEI CD19 RIFERMEIR 1k T Ui REsrik, W 5RIE
CD19 [ 4H B AN I B 4ipss & . BFFRoR, 4Pt CD19 CAR-T 4l 551k CD19
MIENANMS, & 5, CD28 Fl CD3-zeta FLHIMAS MBS MIFZUE S, S5 T s
o BEHE . SRAF RN T REFE 0 I SOE LN HIN ARG I . X RGBT R
15 CD19 4RI~ A -

f=32 L

XERE 3 B EF I CAR-T 4 St AT 1B RRAAL . (VIS) 70#T, VIS 227
Fetk, AL A VIS U BER A3 T (TSS) MHE, NEARE 5%
B VIS A7 TAME T, TR € VIS 2280 T 4t S5 .

IR T3 CIGAT AR R AR SRR RSO 5L

[e5e]
AT BB A RT 2R 150 $RIRED o ERJS I R B

A b B N A SRR T R R T S (KT E T 150D , )
G LI AT B B HARRY, A AEAS 5 0 T B U A 8 e 7 A T R T

[a%]

AN EEETY CS250 7 A%, ANV SRR G, A AR RIA A
PN RREE, G VRAT SR IR B B TR R

€:pe i)

ARTESARATD (RTETF 150 S| WA ER 12 47, SRlEAITE
20~25 CHAF T RT3 /I

[HATiRvE]

SRYUF MR IR AR




iR EMbRAE:  YBS10372020
€52 385D |

[E251E7: 20210019
[EHHFTREA]

Rk S RYIREMREEIR AR

MM RE CRgD BB SR X R R i 222 5 s 2
HEE S : 201210

HAGAIE E 5 i%: 400-086-7995; 021-50350608

[P4k: http://www.fosunkitebio.com

| G4 |
ATk LRI YR IRA R
el R TTI AR ORI R A B 2277 S5 RPN 15T 5

HBE4miD: 201314
AR AL 25 15: 400-086-7995; 021-50350608

[4k: http://www.fosunkitebio.com
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