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fHoriE R B Uik (DLBCL) FERFERY (NOS) , JR AR K B 40 itk
(PMBCL) . =25 B 41 A bk B8 A g8y 14 bk 98 #% 4. ¥ DLBCL.
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ABARFRZ) Ry 68 mL/4S, HFRFIEA 2.0 x 10T CD19 CAR-T 40 fifl/kg 1A (A]
P 1.5 x 106~2.0 x 10°41 CD19 CAR-T Ziffl/kg A E) , BEH 2.0 x 1084M
CD19 CAR-T 4Hi /5| &
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SRAT E AR R e, R IRERAE . W R AR DU AT R, 3
EOEPAEET IR () sSER R 2T (Rl EVREAA R A .
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AT HRRR 2 AR R B T AEBRANEAT I 2 RO IR AT (ZUMA-D 2T
Axicabtagene Ciloleucel J5 222, DL B 2O B8 33 S AE Hh AT I I PRl 3 v 1)
Zatt, ARSI SHAT I Z RO IEKEF 7 (ZUMA-7) H 5§ T Axicabtagene
Ciloleucel J& )% 41k .

ZUMA-1 G RBF T

ZUMA-1 A— B/ RRE T, izt e 108 612 R MERYE B A AR 8 75 itk 2
B (NHL) B2 TR E IR M HEE I EN CAR-T 400y, " AzBEvi AN
2141 H .

R WIAR RN CRAEF=20%) 5 CRS. K#. M. KME. CahidiE.
o7 Sk BAOE . . IEVE . REVER RG> . Bl BRE. R
. R B R R e MR (L. OVER RISk R . 5% R A TR E AR
SN o F5H T TR AN RN (>2%) M Rk IR ge . R #E b b gi
JgRD . VR L O . R, BTN A . KiE. DIERE. EPHRE
Y, 1B R AR .

B LI (=10%) 3 HELLA ERIAS R B HE A #E R LA B s D B . K
B RIGHH R e (RIME . CRS. HRE. FIfiliatE g,

£ ZUMA-1 ifF 5+, 45% (49/108) &3 7E4fiE Axicabtagene Ciloleucel 54252+t
EREPIRIT
o E s R 5

IS (B HE VD R ENA T 24 I ER B AT IR R 7T . o,
96% 52 1\ K A2 55 Ik ELAH M 37 B TUAL B AR OGO A R RV, EERIUNMB RS FH -
100% 838 KAES AR AR R RN 5 AR KRB (RAEZFE=20%) A K
HVERL AR TR . T ARARTT BRI T, /MR R . C RN EE A I
EEHE AT RAIE . FFShAE R . M 5w M 4E 5 ARG, g ER
AW GE. KIUE. OFFbE. MARBREARET S AR . =77,
RE R, Oy, B, Wik, RESOMGE. B, JUE. R MmE. k. %
W ARBERR M. 17%M B R R RN, 2/ B 1B 0™ B AN R B AL HE -
RS R R AN E . R IR 2. B Hin. BEK. RN R
JREFAAE DFTt . MRERRE AN /MR E o

BRI (Z10%) 13 REbl AR RN AHE: PR 2%, gt
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R 1. ZUMA-1BFREH B RRR H>10% 85 MR KA R R B

FEIGERFR (N=24)

ZUMA-1 (N=108)

REGB/EIL
HIERE mﬁ/%;g& >3 % (%) %ﬁﬁé& >3 % (%)

4 B PEIRI B 28 2R AL & P IR B

R 100 46 86 16

57 - - 46 3

FEK 4 0 40 0

7K b 21 4 19 1

Zh 33 0 9 2
SR AE

Hp PR 2 T R A 100 96 86 80

IR VTR 75 50 62 40

20 T PR 100 96 49 45

AR IR 8 0 44 2

PR E FEAIG 33 0 16 0

C- N & AT+ = 75 0 -

MiGRE B = 67 8

il S i 54 8

I A 4 2 1 i PR AR 50 8

o R B D 46 8

I LR I S = 42 4

LETFE 42 0

IOk EL 0 P TR BRI 38 38 -

MABL T 5 17 8 8

117581 %5 BB T v 13 0 -

R A T = 8 4 12

RETREFE AT = 8 4 10

JRIEET = 4 15
M BB RGERIR

1M 83 41 68 45

SR B rp e 2 R i - 34 31
B ARG R

iR 46 4 38 4

il 29 0 34 0

g i 29 0 26 1

fEEA 8 0 23 0

J5 12 4 14 1

1+ - - 11 0
%IFE RGN

41 o IR - BRI SR B AIE 100 4 94 13

TR PP ER S (1 IDAE © 8 0 15 0
R R E TR RER

R I 25 0 40 7

% B I 29 0 40 1

AR IRE 4 0 35 11

AR IR 58 16 33 3

R I IMTE 21 21 29 19




Py ;iﬂg@lﬁﬁ (N=24) - ;g;;{s 1 (N=108)
HIERE (%) >3%% (%) %) >3 % (%)

K - - 11 3

HERERD 13 0 - -
AR R G50

JHIhRe R 58 13 - -
BB B8 RS o H R

izB) DReEng 4 - - 19 1

RSN 13 0 17 2

Rl 13 4 15 1

IR 29 0 14 1

KT 4 4 10 0
BRME RGN

i 8 4 57 29

S ¢ 25 0 45 1

iz Bl 33 0 31 2

kg h - - 21 1

FAE - - 18 6
1 59 B IR

iE 46 8 57 15

7 1ML - - 15 6

JiilRE ) - - 10 1
R RS B RIFEER

i K 4 0 32 11

nZ ;! 37 0 30 0

I PR 3 ™ 8 0 19 3

) s AR 4 0 13 2
DR B TR

LB 8 0 57 2

DR © 4 4 23 7

INAB=3:7] 33 4 10 6
B R AR BRIEIR

AR IR 975 i 11 B - - 26 16

o3 13 I g - - 16 4

Y TR S e P 20 4 13 9
TR

B - - 17 6

FEIE 8 0 11 1
B A R A R RGN
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DU IR N CRS RAEZ: Oadil. OERE. B#HG L. S8, B AafmRinE.
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BRI RIEILAEZE. WL,

JRAR PRI IR

W AR AR RS . RORBORPIRAS . BUUKP R bR k. BEIRE 2 . AU 121228, e
WKL . WEHE, Sk, P, CAR-THMA IR LE AL
JIMEIEI . SR SR

RBUREEIE ShE. B ERIIBERG . K. B REFREREL. BRal.

RIS EARARMLE . B2 PEARIL S &P R -

111 V6 CER RPN 1711 IRV 71 SN N 17 e SN 77 Y 1 o N 2 P T N2 71
B NER KA R E .

BB EUAIE T .

W EL AR PR BRI R S .

WP PR A 45 S PR e 0 o PR PRI M . S AP L IR A

LA RGO, SO

ODERFEARROEAT . BB LN R S AR S S O EQTIIREK . AN 4E
OEANG . E EEAMEAE. = ErEodd ., SOk, Sthoshid .

p. RGN R IAE IR AR ARG -

q  HIREASEFIEER. UK. BIREsiE .

ZUMA-7 SRR 5T

£ ZUMA-7 HH3F4) 1 Axicabtagene Ciloleucel /12241, ZUMA-7 & — T 5 R 4wk
167 LBCL 8¢ LBCL Bk B & #4525 Axicabtagene Ciloleucel (N = 170) EibrvEiATr
(N = 168) MIBENL. JFPE. ZHOF . B AR 5 R BOHE T Ik LR VR T
& B ARIE T 40 A A I R N o R HERR 7 AR B A gk N ) 28 35 Bl A7
PR RS (CNS) Fim Can el BROR A B & shifn ) 95 52, 7 21 sl ik 4 i 1)
G, BURA B S REMEER TR E R RGN EE . HARESR ANC =
1000/mm?®, [ /MR £ = 75,000/mm®, WIEFERR#F = 60 ml/min, AST/ALT < 2.5 X
ULN, SJHAZERE< 1.5mg/dL.

$:% Axicabtagene Ciloleucel J&77 12 M NBEIFRALAERS S 59 & (JuH: 21-80
%) 5 62% M. 54% A RS E AR AR BMEAL (ECOG) 1AREIREPE N 0,
46%EFH N 1.

Axicabtagene Ciloleucel 7 WLIAESEIG EA RN (K AEZFE=20%) AHE K #.
CRS. 757 fRIME Wi, OahidE. EE. kI, o, BRIl ERE. Kk
AR A PR . TR R ORTR B R R EE. BARIR . k. K
A RIE. M. (B, S0%M BE KA EHAR KM, &% LA™ EAN R KR
(>5%) A CRS. K#H. M. CIE AHE B 5 R G FRG E %6 o 2% B
TR FIONEAN R o

B ILE) (Z10%) =3 RARSRI A B SIALHE KB b R4 ek L i
A I

67% (112/168) [ E 7EHTT Axicabtagene Ciloleucel J5#:32 1 LR BAHIAIT -

- - Sae

e =3 -x



£ 2. ZUMA-7 FZE /D> >10%$5 Axicabtagene Ciloleucel Y837 K885 R A KA B R M

RGBRENR Axicabtagene Ciloleucel (N =170)
EHEARE FES% (%) | >3 % (%)
M Kk B2 R G50
r PR 2 kD i 44 43
EEglin 42 30
AR e 4 kb 31 31
IR 13 8
LS E R
LA I @ 43 2
DR © 14 3
B W RG5ER
JIGY5 © 42 3
DI 41 2
JI5 5 ¢ 20 4
B 20 0
g i 19 0
EES 9 0
& BN R AR AR AL Tl R B
R e 93 9
P57 52 6
FER 28 1
K e 24 1
M2 10 0
Z7] 8 0
% RAIEH
Y R R SR A AE 92 6
IR FRER S A IfE 11 0
B 52 BRI
AFE B S 1 R 26 8
g3 B 15 4
L RE RS 10 5
TR SR 10 1
HRmE
SE %y 100 95
RV T B 98 94
A BN % 94 94
fiikARE=g ]2 9] 40
HM/MRCE B 81 26
B> 72 12
IR )R T = 69 11
P SR AL B = 62 6
REAFIRA L L Z T 5 54 6
KR R E FFRER
ARG I35 26 18
AR IR 26 6
AR 25 4
e MIUAREE 16 4




RGBRENR Axicabtagene Ciloleucel (N =170)
HIEARE FEEH (%) >3 % (%)

A ME 16 1

/% 2 I E 13 1

A TE 12 6

IR IMAE 12 1
e NN A I

B B UL 39 1

EH) T RE R | 15 4
BRME RGIIR

i I 47 18

D 41 3

= 26 1

k! 25 4

RAE 21 7

Ji Rl pR 225 ™ 11 2
R

AR 13

L 12 4
B R B U R R G

B DhReA 4 P 11 2
R RGE B R NRERSR

% 1 27 1

Sl A 22 9
BBk R B2 T AR ETR

B | 17 | 1
MR

R ML S \ 47 \ 11

#E I RMEM TS TR 2 E B, SOSXTREE M W B AT SRR S T 22 /b — AN IR R S5 1)
SRE R, TAZEE 5B

#ERINE PR AU RE s TSR FDA X A H A VLA s /b =3 9 B B 8 TR e ) 52 1l AR A HL A 1
R k> =3 2 HAT BB G 32 il T3 H)E

PUR SRt N CRS A3 BRMIEAG . (LEhidel, OHURHE . O3l . 115, Bl Wik, KRk =, S8
KB BRI . B EULAZSR . SR REL kR BN A . BREE. PRIRADE. ORI PRI IE
Be AR AT I o

a.

@ +o a0

LA LA, SV

ODHARFAROERE . FEL Lg%, Ll QT MR, WIS, S Oait s, E BN
R E MY/ P UL N =R ¥ P € TN X W U

MEERAENTE . EmR .

PR OREIR . IEEAE . M. R, AR .

KAITE RN

PWHEFEET . =71, HZ.

KB FEAR . TS AR U B K AR R ARFEAR A AR K HRAE
JEI R AR K S i 7K o o

ERILAZOR R BRSO/ KT R W B R IR A LA R
WU S0 ARV ERR . IR .

BB D REFRT EIENLAAS B i WUAEZE . LA AL 7).

W R . B VLR . RAZGE B RRE. EAREE, AMIBERS . RIRBORDIRAS . BIUKE R,
B, MEAR. BEHRME. S Hfs. Bk, 08, BHE. BHREsEE. Ak
Wi BRGNS, VEHE. PR

S IR LA IR A SR

IR FE MO R L RIRATI . BRI .
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J AR AR R . FEMERR MO . R . RHERGE . RS A E AR .

SRR AL SR MR AT B R R =

WERAREEE. Bl 2. ERAERG. 25, S B

BB UE B I, UUEFTh s 180 S IR .

R BRI PR R R B .

RBEFERIE . Feg . IR R KIEVERE . 2992, ALBEL JRFE. BRIREE . BEIE . JRFEVE RS FISERR
2.

s RIEGFRIE. BAMEERSGEIE. B RMnE.

FoAt 5 A AT 10% AR A AR SLIIAS RSN L4 -

o MRRMERG N BENERS (9%)

o DB 01 (1%)

o RFBESH: MWMFE (7%)

o KRR IIRIE N BYGEMR (8%) , MREEAE (4%)

o KB ZGTN: HLHFFRE (6%) « HRRME (3%) « WIFEZE (2%) . TH BB
B (2%) FEHE (2%)

o WHRFEZ. MRHNEGI N VR (8%)  BIREFRTR (6%)  PRIREEM (2%)

o MEMESN: mILE (9%) . MR (8%)

RRRERA B R AESI
L FREH SRS 1E (CRS)

i Axicabtagene Ciloleucel ¥&97 J&, I ReK A EarElfE X AE AT CRS KN . 90%
(381/424) #:% Axicabtagene Ciloleucel JA¥7 FIHEE AF &M (NHL) BERET
CRS, HH 8% =32 CRS (Lee r&brifE) - K B MUkt (LBCL) &+ 93%
(258/278) kA4 CRS, HH=3 2 CRS 5 9%. fE#%5% Axicabtagene Ciloleucel 377 5
FET-H) LBCL B h, A 4| B SET-I CRS FHAER 4. ZUMA-1 052 1) LBCL
B, CRS KAEMHAIN T NRNES 2 K GEH: 12 12 K) , CRS K7 Fr4Lm A
RTR Gull: 2% 58 X)) . ZUMA-T #5iH ) LBCL &5, CRS KA AL AN
iR 3k (JEE: 1% 10K) , CRS BIHRALFFEENAY 7 R (G 2243 °R)

ZUMA-5 Wit it AR E AT ek B8 (INHL) B35 H 84% (123/146) K’E CRS,
Hrh =3 2% CRS N 8%. fE#3% Axicabtagene Ciloleucel J697 J54E T/ iINHL i, 1
Bl B H BT CRS FA{ERFSE, INHL B35 CRS RARIFAEIN 4 K GEl: 158
20°K) , CRSHAIFRREERTE N 6 K (GulE: 1227 R .

CAMMAEEFEHN, CRS EZERI (=210%) AFFAMK (85%) . KILE
(40%) - LEhIdHE (32%) . FEHE (20%) . BE (22%) . SkIF (15%) Al 55
(12%) . "JHeS CRS FHXRAHEEFROHRRT CEHEE B =08 E) |
BIae A s, OJiaE . W, OHEE. BMNEBIRGAIE. 24T LA
W I 40 A M 9 E 2EL 23 4 P 14 2 i/ B R A BV A 25 S 4E (HLH/MAS)

ZUMA-1 JG8: 5 — N2 e g E s, 41 B8 REEE % LBCL B #%

TL T o5 3
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Axicabtagene Ciloleucel 697 FERFELAFAE 1 GFAF M 5 W42 32 FRER B PO/ B R Joa 2 ]
BEen 2y (R 3) BIZikEH, CRSKAEFN93% (38/41) , HA 34 CRS KAFRN 2%
(1/41) , TR E NI 4 Kok 5 HFHF. CRS KAEMHPANTE N2 K Gul: 1 £ 8
KD, CRS By ArFe£Emt Ay 7 K (JEH: 2 & 16 KD

ZUMA-1 JG8:R5 A2 EE G H, 40 I K EOEE M LBCL B2
Axicabtagene Ciloleucel 1697 . FEFESZ BT M K B 28 E BE (25 0 K Axicabtagene Ciloleucel
BRSSO KA 2 XD FEEAERRSAFTE 1 FH A R4S THORR B PR/ E R TR
ElE (£3) 2R EF, CRSKRAEFN80% (32/40) , T2k #H HEL 3 4 s Ll I CRS.
CRS RAEMAIR A S K Gul: 1E15K) , CRS AL FFEER N 4K (JEH:
1211 R o REFHHLSI TG AR, (B B A MR & IFRE DU AT B R
A 4 2% CRS FIFFEEAIE RGBS AIEOL T, BERE7 REhE B i T a7
Fy PRURS: 22 3R 2 o

HEIGRIF T, B2 ARIEBITIE, CRSKRAEFN100%, B 1HIEE (4%) KE
34 CRS 4k, HARIN 1802 %% (Lee 2014 5 brife) , A 1 HIEFTESLT R CRS 1)
RWE . CRS KA MHFABIEN 1.5 K (JEH: 1 & 7 X) , CRS MHALFREEN[E] N
115k (JalE: 6 £58K) . CRSHFZEERIM (>10%) GFhE: K (100%)  {KIMLE
(42%) + LETFE (33%) « =5 (25%) « WUF (25%) « BE (21%) . kIF
(17%) « O (17%) FRFDhRERH (13%) .

CRS [ i A s i, [y s Em] .

MERAFIM

ffiH Axicabtagene Ciloleucel 697 J5, W HE &K 4 Ear 8 G A an AP &8 R G 514
(BHFICANS) . #2% Axicabtagene Ciloleucel 3697 I NHL S35+, 15 78% (332/424)
RAETHE RGBT, Hh=3 %005 25%.

ZUMA-1 W7 87% (94/108) [ LBCL H kKA T WA ARG d M, Hbh=3 %W
5 31%, ZUMA-7 W50 74% (126/170) HIEH KA THE ARG #ME, P =3 %K
i 25%. ZUMA-1 J1 LBCL HHE A RGFIE K AR AR [A] DY 4 X (JuH: 1 £ 43
KD WAERFEMERPAFEERAA 17 K. ZUMA-7 # LBCL & A RG24 1)
LRI SR (GER: 12 133 K) , PALRFEEREN 145 Ko 77% (112/146)
) INHL B3 RAEME KRG EME, HA =3 905 21%. #4 RGEEEPE R AR A AL 8] N
6 X (GuE: 12 79 °K) , fERGFIEPALRFZEN Ay 16 K. LBCL FEH 98%HH]
g R TR INHL B T 99%Hh4 R4t 1% K 4ETE Axicabtagene Ciloleucel i
Jal 8 A, Hrh 87%M LBCL & Al 74%M iNHL £ ¥ 7F Axicabtagene Ciloleucel %
0 T RN KA

LA BEEYE, BEWNMAERARE (Z10%) GREMNHE (51%) « k@
(43%) « EE (29%) . k=& 21%) . KiE (18%) . EZ (15%) KK
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(11%) o MR FFEEN KA 173 K. Axicabtagene Ciloleucel & il S & FE K15, [
B KA R NS R O AEE AN E A, WA A Axicabtagene
Ciloleucel 697 1 i35 K A2 BOAEAE AN ™ 25 i /K b A s AR AR )

ZUMA-1 JR 8255 — DR eMEE BIRNG,  FEFFEERAE | ISR AT
B R A 2 (R 4) iR, MERGFEIERAEZEN 78% (32/41) , 3 %M
ZRAFIERAEREN20% (8/41) , Tl KP4 kS JFfk. MaERGHIERENR
HALIFEI Y 6 R GEE: 12 93 KD, HALRREEREDN 8 K GEHl: 1 %= 144 KD .
ZUMA-1 Ja 82058 — A AR BN A, 352 PRI P B o S [l I O HAE R i 2B 1
I 53 25 7 FE Bk R pUA/E R R [ I ) 2 K E T, e REEERE RN 83%
(33/40) , 13% (5/40) M2t Il 3 HEk bl e R, Hoh 2 BIRAE 4 i
LRGS0 1OIREKE N VRN 5 BMAERGFIT. MAERG/IERE
RPN 6 K GEll: 15 274K , PAFLER TN 12K GER: 121908 .
T AL F B SR E BEVG T CRS MIMA RGERIE A Gt FBUE UMM A R 45
PEBE KA R R PERFLRIT (], 4Ei8 CRS [ AR [A] A9/l CRS FFELi [A].

i E IR ARHE 7, B AR IRIT G, 42% (1024) BHERAEME RFAHEME, 8%
(2/24) BERKE 3 HB EWERGFHE, H 1 GUREIEILC A RGTFIETIAR K
2o MERGEFEHERAEWPAETDYy 7 K GERE: 6 & 15 KD , HALFFLEREY 11.5
K GEHE: 22 24K) . RELKMERGHE (510%) MR

W2 RGUEE L IR EE 0 DR EI] .

JEERR

B % Axicabtagene Ciloleucel J697 )5, T RES KA EH B fE M ARG, 46%
) NHL B RAERG (A ; 17%MEE RAE=3 Sy, HpRiEUHIRE
TR 5 12%, IG5 5%, THEREYLE 3%, FEEEY S 1%.

FEIEARTIFI R, 21% (524) BEHRARY:, W5 1 6] 4 FURTIE.

T B B AN B L [ R

FE B [ M BRI N

TEW TR FEAL YT 5 Mo diE Axicabtagene Ciloleucel J&, W AE<s A A= Bl ER S5 E ) 1L
YU D . 39%[K) NHL 53 7E Axicabtagene Ciloleucel #iyF: 5 30 KIS AT AELE A 2 F 1) 3
e ai DL R gn B b, EFE T R gk D (33%) /RO GE (13%) AI3E
ifl (8%) .

G IREFTE T, 33% (8/24) HIBFHEAR MG 28 RISAIAEIEARZZ M 3 Bk
PA_E A 2 ek b, RS I N (21%) R EERLEBIR A E (13%) FET I
(17%) .

i 29 P/ 5 e W R B L (9 R ]
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M AT AR 2 7 M

F%2 Axicabtagene Ciloleucel J697 1) & 7l fe & 4= B 40 F A= PR AR PRk EE
IMAE. 14%F) NHL B il AR Rk EE B MAEAS B S o

HEIGRHE R R 13 Bl (54%) EHELAMEREA.

ISP FhBR A 1 IE ) M AN 2 00, DvE Rl .

S IR

Axicabtagene Ciloleucel F A 540/ mfudd A R mTREME . 56 FH B I S 2 W B2
(ELISA) RERLIl 5 FMC63 (#i CD19 CAR HJEIRHTIK) 45 & MHtik, RIFAh
Axicabtagene Ciloleucel ()% % JR7 1. ZUMA-7 A1 ZUMA-1 H 11 6 i (4%) A2k
X3 FMCB3 FiiRAa i gs BoNFHYE, ZUMA-7 b 1 il (1%) HFELAG 45 51 B
¥, {HYE Axicabtagene Ciloleucel 2524 5 ELISA ik i 46 I 45 BONBHM: . #E ZUMA-5
19 Hil s (13%) (EERZRIN Pkl g RO, 3 ] (2%) F:A I Hrisfr il 45 51
FH4E ) 835 7 Axicabtagene Ciloleucel 4524 f5 ELIS A fifide i AU 45 SR N FHYE . 84 CAR
YA AR 3 (ScFv.  BEEAIER: ) HEATHIMUEEA I S5 R, BT %
Axicabtagene Ciloleucel ya77 H. ELISA ik 45 ZABHTER B, 76 AT A K [E] 5350
PRI . (BAAIFEE 8] Axicabtagene Ciloleucel 73X L & dh (4] 4G T BE 5 f7 24 F0
FEAME, B R et R A e . AR IR A A 21%00 538 (5/24) FEHTSE
T R PRSI 3 L3 TR AEAE 3T FMCB3 Fiodk, S8R KA FKC876 ik Al 5% SN Bt 8 3
WARKAE B S MR .

LHEHALE

7ML )5 Axicabtagene Ciloleucel FHZG AR AL LA FAR RN .. BT 2R RN
AR, HEARELERC, BT ReCiEMER T k4 el e 5 241 2 & B

E Y LERTIN

BN BHER . DU . A A R e AU 1R SRS
BRERTIN

B
Vi

T Y B R

[£#E]
X P S BT AT AR AT B A 4

FA3 /AL 27 T’



[ERFEN]

EEEEEN
AR P P R

BB AR IRIT 5 T RE R A AR R VB AE IR . ¥ BCMA Al CD19 2% K& 1
H R T 48 589775 (945 Axicabtagene Ciloleucel) 87 M R G EMEMRE RKAET T
AR M Ao o A P A S O A PT RE I RS T AR PR R, A% CAR BHE A,
HrRe S BEmE R, TELG WM KB . — BRI T 40iHEE
PERDEE, RERRE A, DAISRIGIAT M SRR AR A Skl (48 5
—EEEI

BT AT RS, WAL LU T G O B 7 B e

o ZHTAIT FEM M EA R RN ARKE L F 2 iR N O I S B B I

JE) .

o RIEIRTE PR GY

o WEENMERMEYPIE W (GVHD) .

B AR YT Ja AR, ARNIERRES T . A4 TR

AR T BAREH, EARFIGO T A GRS ot B H A . FvE A i, B
EE B 5 A it 7 S B FNR A S B B B bR LS . W SRANUL L, SRR A
il o
FEBEZE R

AR R R R BT DR A 4. HIhRE. MiThae A a0 ThRe A2 &
HATREE A 5 2 3 Bl A BN 5 SR B, 7RO .

FORPE PR RS (CNS) #EH

WA A CNS bk ELR B R A AR i 236, JEdAE I N P 5 A i DX
B2/3R 2 o

20 Rl PR ZR & iE (CRS)

A SR TT 5, W REAR A B BE S AR A B 4 DAL TRE ISR A RE (CRS) T
W OARKMY o $HEARZAT, #iRC&E 202N FEMFTRAS. Wit)E, &F
i EAESRATA b L VR R AP B )IE B L =R 10 H, HAEH S
CRS HPAEBIRFIALE . a5 5 2 I 3 CRS MEIREALE 4 J . @CEE — H
CRS HJAEIRBUALE, SZRIEEE . —HEH CRS, ZHIEW4 T3 FHAIT . FEERBPIA
JT ERFEER PR £ B B 2R [ B R B T

C&1 CRS SR EIIRERS (Flin, AR 5. O M5<. e4h, £ CRS )
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TEOLT, PIRES R AEJEAAS B 2 B . B B ORE S B UL IR A 2 1) %
I 422 8 EORE IS ARV AT B B, 0 A B R SR R O B B S i

CRS K2 Wr 75 B HE R 4 B JORE [ B HAR R B (BFERGY) o« — B RAER KM
PERLA IR E, NOPEAS G I S AR B L AN A SRR T

JNL 2% FEAE B TR 2R MR CRS B3 PPk i P bk T 2 2340 B 3 22 i/ 5 W 20 B s
ZEGE (HLH/MAS) .

TELE THERR PR B R [ B J AN k2 38 R RF A7 e . ANHERE AL FH IR IR
LT (TNF) $5FU7ING ST A A% CRS.

T TR S5 1F (CRS) HIEZ

AR I R R I € A S AFE CRS. PRAS ARG T HoAl 51k A #v . SREURMIC I I 7 Ji
Ko WARMREEAEAE CRS, NEZIR 3 @R IGHEAT AR B E kA 2 2Lk CRS
Chsxst FMBLYR ¥ T8 S NL 0 A1 I s B R R SR R RAED IR AT 457 852 14 o L M 977 AL L 46

VEANEE M. B E AT E CRS, 5 225 R REAT R A 0 5l B AVE A o JIE T RE o

MeE B SE KA CRS,  f5 E55 8 BRI SRR T

R 3. CRS A R S A 1L

34

CRS 4% »

FEEREDL

BERRIE B

1%

Tof& b A A BREAR SRR XAE
ER N1 IR NI =N
SN INAPTN )

W 24 /NI EREIR (Bl Kk
O KME, WHEE 2 gk
.,

R 3 RJEREIRAR BGE AR K
25T 1 FIHLZEKAS 10 mg.

2%
RER T E & T, JFH T
IR

i B, TN E<40%

o BRI, ANBUIR T B
BN — A s 25 R A
Zefft, Bl

2 HanEEE. P

Fbk e T LR Pl 8 me/kg, 47
I AT 1 /N O
800 mg) -

WMEE AR CRS KRR TIG
IRESRE, A ZEIN A 8 /N B R A
RIFEER BT

24 /NN AR ZH] 3 FIFEER
Pl B 45,

W RAEIR S, 2 ARk
LRI .

Felk et 7 Hh ZEKFS 10 mg, &FH
1 K.

AN AGREIR S, a0 b g d% 1
AT E B, IS B
Kby, HEM™EREN 1R
PLTR AR5 MR A8 W IR 7 22
B -

I SORER AR 23, M3% LA R &
AL BATE L.

3%
FEAR T o T, JFH )5
H 3R

IR, TN SRR E>40%,
BRI, 7 ERF R L M
M EZ4), B

3 A E R EE 4 G E N T

W8 2 4% CRS #E4TAbTE ,

WAAERGE, 5 Bk E SR
BIHEATE B

ke T KL 10 mg, AEH
3K

AR IR B35, % R T =
AT, IRk SRl R
R, EEFEEMEEY 1%
BRATR, AR5 MR I R 7 250
TR o

A5 T/HE 27 ]




o IR AR, W% 4 4% CRS
BATE .
ik 2s T IR JE 2 1000 mg, %
H1Wk, #F2:3 K.
4%
f& Je A i B IR o U AREIR B, 4% BRGE Y
2 2 % CRS #EATAbHE, WHHATE R, ki
T BRI SRR 2 R M 5 k- R, HEMEEEN 1%
H K MBGENT (CVVHD) B | W SREIR o, 3% BIRE M9 | s BL R, SR 5 MR 48 I K 75 2%
AT B B
4 R/ EEME (BRIMERABETT
D . WA R B, HIEHIR)E
e 1000 mg, HH 2-3 REEA
7.

Lee et al. 2014.

RTMERFHEMHMLEES I 4.

TERFELR PP TR .

BRI (EARTD « FEBEwmER. sZEmyl. mel e, Wk, IVIG fl ATG.
B AR T P 2R G A R o SIS ol i 3R

MERGEN

A BT A, ARER AR s KA am i R g atE, R LARKM]Y .
AR R GURIA AR O AR BSOS I > 99 52 AE 38 B4 ARG R BESE N . e )
B T BAESRS R A B T U R MRS 10 K, HARH Hleh e R GURE IR
fiE. HvE)a, @ ENNEE R RGEIRARAE 4 4, JF &GS
MERAZ M EH

I B A2 RGeS R R A A e B VE SR AL (ICANS)  FRIAEARAN
L (R 4D, REpHAb SR 2 RGUEIRI RN . BE kA 2 Rl B R gt
/ICANS I, 75 ZERFE 0L S SR AN B I 6 e A ™ B e M A dr A 42 &
L PEIN G B EAE M SCRRRST o X TR IO M R m ik, RS 2 LB
WP ARt KRG RNE D B LA PR 4.

R 4. HERATHSRISCEE

®oo0oTew

SR 2 FH K CRS ARIHK CRS
ZRER 3 PR RPTA 57697 1 2L CRS.

BIKA T 1 AIHBIERES 10 me.
JEAR, EBKEAT | ABIEKES 10 me. ’ g gy

. W 2 RS W
IR 2 RIGIERARSE, WESEKS THZE | kS T KR 10 mg.
AKFA 10 mg.
2 FEALFH 72 A T SE T R A
SR 3 PHEER BT 257097 2 2L CRS. Ffkes T ZEKAL 10 mg, HEH 4
Ve
2%

UEAh, ks T HLIERFL 10 mg, BEH 41K

a0 FREIR DO, KA B o 2K [
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UNRAEIR S, ARER i B R i, EL ™
AR 1 IR, SR A AR I R 7R 2 s
BT

U RAER R B35, W% BLR 3 2 g0 3 AT
H

Wi, BEAEMHEREREY 1 LT,
B AR i PR 5 R T A

W FEIRR B, M4 DL R & 4
R HEATE HL

% e AE /e A PSR TN R A -

ZHRER 3 HFEERRPIL I69T 2 L CRS.
AL, Filbkes T HRJE % 1000 mg, BEH 1.

SRR B, A% IR S ) AT P

Filikeh 7 Ik JE & 1000 mg, #EH 1
o

I SRR IR, 3% bR 3 2 253
BEAT A HL, R4k Sk 4l ] B 5T 6 [
B, HEMEREEN 1 HET,

3| AL R, Ha Ry 1 | CHEEE) | A
SRDLT, 4R I R A T ARG HRIR VA P T
WA W 4 GO SRR, W Sukin
B 7 2P TR R 1
I 3 PHLBRIPUALITRIT 2 9 CRS. Rk T HRJEJE 1000 mg, R:H 2

%
’ # ‘gé\ R ’ ’ 2‘/_’0 .
SEPb ROBET T TRIEE 1000me, B 2IRe |y gm0
HATEH, JH4gks i1 25 (]
WA, W s i, |0 TR PR BT
R s EATEE, A | AL F,
4% HARSALF BRI, EHRTEREEN 1 | op o p i o o 3555 M 5

SCAR s SR JE AR i R 5 EE AT

WARAEIRAR G, B FR kS T Wk JEJE 1000
mg, FFH 3 REEAITIE .

WARREROR B, B kes T H
KRJEH 1000mg, FH 3 KEERST
b,

% JEAL I 2 L v 3E T BT A A

e R T R AR R TEARE .
AT RS EART) « PORER. "2 &R, P e, M. IVIG Al ATG.
AR T 2R S8 A P B o SR B s

i U8

B e A i Je R R R AR T B R A A R,

PR IARKMY « A IRKRE
XHIEBE RGUE G B, AR AR o A e S 20 N R TR R RE R AT
PRAE, FFEATIE AT . S OCHE M BT WU 2T 3 L PR A P DU R 250

36%f) NHL £ 7E Axicabtagene Ciloleucel fiyE 5 Ml 52 21| i #HE A MR 40 B o 2L,

HATREIF R T CRS. —H AR INE P IR 40 ML/, NPPAR IR G 15 DU T 1 4t
AR AN AR SRR -

FE S B AH BB (U542 Axicabtagene Ciloleuce VT IIEE) 1, M TG LK

A7 /AL 27 T’

A AN PR, CUAERRECE OB G 91 a2 B T A R B R % P o 2 1
JEYY) R S (B, NJEEIR BE-6[HH V-6 1% 48 Fl JC 9% 55 304714 2 4 4 o 11 57
TR[PML]) o fER AL R G FAF 1) G i) B b 2% 1§ HHV-6 Jili 28 A1 PML (1) 7] g




P, JFHEATIE 2 A2 AL o
A B R0

NH¥ER B 40pZ5iad TRy, BT RAE I R E (HBV) FBEGE, 59
AR R A R4S . IR TS AISE T . AR R A T AR P il O B i 2
B, SO CIE RIS RS X HBV. HCV 1 HIV T2 .

1t £ R Y

T EA AT SR dE e, B A RE 2 BB man s, R TAR
JREY o A b e Lt ) 2
R ERE (5 MU

AT EE RE B A A A RS AR AR R R A EE, P AR X
RLY o AR T B I G BR R E KT, SREXTB A it A SRR PR BT AE R
SOHAT e R A B AGRTT BB I R K .
IR

I AW FEAS A iR 9 IR B2 5 BRI i s 2 v 1 Ak . AT 4R I A R T B
AEERATZ /D 6 AL A dhif T TR B 2107 5 o 5 VK SR AT 32 A i A FH i 0 B 2 1 AT
T BEFERY
R N

BEAS BT RE e R AR U N, IS SO N A G A B BUR N, W RERE T AR
P SR (DMSO) B3k B (1 R K & R BT

PR EAE (TLS)

B/RUEER TLS, HEARE/E™E TLS. A 7S TLS XU%:, PRER T 8 s
B f ) £ 3 T 75 A b A A 42 52 0 P A il A T PR VR T . BT TLS AREIR A4
fiE, kA RFA TR E S AR HETE R T AL

it 25 B A P 2R AE 0 O RS M

AR it 0 2 BRANRAE SN e A O . T AT RE AR AR RS AT (AR
MRS AR B R A D 5 FR S e G 25 T R A L R ATV A SR L2, EL A i
JaE 8 B EEMARGEARKMIHIR.

(8 RmAB L]
Bt

B VAR A RIRIT AT, SR S GRINGS
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BRI

i LA eIk hr AN B I i HEAT IR R 2 4R AL T B R, 1 S B A S AR
BB AL TT RS, LA TS TR ARMRER . mTREREMRESE, T
IRARPBEICT A iR 7 i TR 255 SN 1] (1 38

iR/l

H A A A ORI L P S8 TR A A N Bt o SO XA S AT SN A AT R B
BVERE T, P TEIR PP A U R e R 5 2 0BG L A e . Ad 2SRRS4
RILE AR A FETERMLE], R SR ia s, Wl gext s )L sk,
B B RG> . R, A dR AR N AR vk, T HA BT R, B
RAMEIRT 25 EIREITHEAT I8

e .34

HET M ANE A MR T2 NFL il N3 R FLI Lok, A dt 0k 42 52 R 7L 1Y) 22
JUAFAETEAE I AR o

=P

H AT TR T A AT I B RS . shPscie b, A Pl A b
FAER LA E IR .

[JLER%]
£ JLELEL 18 % LN /D4 B o i R LA W 14 22 VAT Rk
[ZERA]

AdhfE ZUMA-L IR . ZUMA-7 I RIS A R e PR 6 B = T i R A
QAR T RERE, rAZE4RE SR LR AT EH R .

(ZYIAHEEM]
IR AR

(25 A Z5 4w ]
IR AR

(ZYidE]

B ICAHRHE T A A
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Q)2 SZEED |

B

ZUMA-1 s AR5 h#6vF Axicabtagene Ciloleucel &, B 4 J& Py i o 40 i
Rl AR R0 H AR 53— (R 9 B AR A AR R VP A% 245 25057 S B o 43 ) 48 B L 1~ A 4
K76t 1L-64 IL-8. IL-10. IL-15. TNFa. IFN-y Al sIL2Ro %%, iX&&4:¥kn EW7E
Axicabtagene Ciloleucel iyE/5 14 RMNIARE(E, BHEARTE 28 RNIKE FHEL K

H 151 CD19 CAR-T 41 M FrI 48 [ B, FHUTT B 20 i 7 AR B i 2> RF SR A AR — BT [
ZUMA-L I R Y, 45%M) 8 E fEJRER I, A R AN S B 41/, REZHEHAE
B34 (80%) FIEE 6 NH (78%) I, AMEIM A ARKINE] B 40fd; #E5 24 RS
Ak T FR B AR I T PEAS 3, 75901 38 rT A Il 21 B 41 g

S0] O FEVE S AE T [ AR R N B 24X Bh 7 S U VRAL T 24 ) R ITE 16 ApoG
BN AL, B4 IL-15. IL-6. TNF-a. IL-1ra. IL-10. IL-2. IL-2Ra. GM-CSF.
WikifF B. IFN-y. CRP. Ferritin. IL-8. MCP-1. IP-10 f1 VCAM-1. ZFh L& />4
Rk FEAEA i 2 Ja Tt E, —MRAE 14 RNIARIEE, JF HalF R E 4 82 34
AME LK. FEEHET B A AERSE R : AMEERAT 57%M 8 #H
AR E] B 4B AT RT 59% M B F AR F] B 4l favd 7 KA 2 /G, 3l
A 83% ¢ 100%[1 7 At il 21 B 40/, BFEV5 3N H A 6 SIS, 37046 40%H1 83%!(1)
B AME AR A R 2 B S BuREOERT, 2 kY 12 A H R
A0 AR AS I 2 B A4 T

ZUMA-7 I RS H, AR 7 b7 A F R S ZUMA-L
FAR—F, 7E ZUMA-T W 5CH 24 A H I EREE25 i LBCL B35 7, 61 il iF4h g
A 2111 (34%) FEFELZERT ARAGIE] B 40, KEZHBUREIESE 3N (43/69 T E &
FH[62%]) A 6 AN H (8/13 BRI PFA 3 [62%]) KA E] B 0P, 25 24 MHK, 24
BT PR B AT 20 6] (83%) FIRLINE] B 4 .

EZUAIbAE S

ZUMA-1 {36473 Axicabtagene Ciloleucel J5, # CD19 CAR-T Zi 2 ## Bi itk
Y, RS IRET R, A2 3N H BRI K . PT CD19 CAR-T 4l (1) U8 /K F H
PL7E Axicabtagene Ciloleucel %ivEJG 1 7~14 K. F# (JEHE: 23-76 %) F: 5%t
Axicabtagene Ciloleucel ) AUCo-28 Fll Crmax % . 35 521

SRR L HT CD19 CAR-T 44 5% Mk (e S MG/ M) 2 1EM
%o SLEMEML, KEEMIEE (n=73) AAN$HT CD19 CAR-T 4l Cmax HH7/K
P (43.6 NHMU/UL vs. 21.2 NEHMI/UL) , N TCZER I 205%. 3RS SRR el
K7 AUCo.28 N TCZEARG ) 251% (557.1 F>ZH/uL vs. 222.0 F>ZH/uL)
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0y BB T EAR R YU R i R E RIS R IGT CRS Mt Rg ik, it il
AUC28 Al Cnax KIL, N FFCER BB E (n=44) [ AUCo28 F1 Crnax 70 BN A N FHFLER
BHEE (n=57) M 262%F 232%. FEAAHE, S B R R B (n=26) 1)
AUC28 F1 Cnax 73 N A N B2 5K B BB R B E (n=75) 1) 217%H1 155%.

i) 5O BV SR ] R AR N IR 2 Bl ) a5 ZUMA-L BEFARBL. 4b
JA M4t CD19 CAR-T 4 iy b Ar s b I 8] iy e 2 8 K (WUl 7~29 KD, Hfis
Cmax N 129.1 NHMI/uL, 167 AUCo28 4 820.3 K >HUMI/uLl. AR FRAG7 WL fiFE 1) £ 2 1)
Cmax M AUCo08 BEARBRR TG BB M 5, MRS PR 1 CR B E ) Crax M
AUCo8 R~ B35 2 7

£ ZUMA-7 BF 58 () LBCL &% (n=162 IR vFA4 38D o, 14t CD19 CART 41
ML E B S R WE MR e %M (CR) B2 (PR) JRIEMX. 5REMHEHLL,
GefiR# (n=142) HJFAIHT CD19 CAR-T 4 Crnax /K-FEE /51 (28.9 41/l vs 10.5 41
L), ALEEMBEE (n=200 I 275%. ZME (n=142) KA AUCo.0s NLLE AR

(n=20) K] 418% (292.9 Rx4HM/uL vs 70.1 R>xAHfE/ul) .

ARBEAT A 5 BB 4 FH 05T

BAE
HIAHRH A Z
[ RiA% ]

&RV E RGBT R R R BAERER B 48R EE: ZUMA-1 5 RS

— IR R, 20 T/ IRREE, 7R3t 108 7 B v VP4l B
Axicabtagene Ciloleucel %f & &K BME/E 1R 28ME B 40 iR EE A7 bk T U8 I R 3 197 4%
gz Atk . FFA 2 AF I B3 T Bl (R T R BE B ARG T4t (HSCT) J&
| FRNE R & TEHERR T Jeni 2 id [k HSCT, A HAXHRE 2 Guitk IR o,
ECOG RREIREWA N 2 478 bL b, etk A p v 20T 100/ul, WUEHEBR /DT
60mL/min, FFEZEERT 2.5 1B EIR, (MRS M3 8URT 50%, BefliE s v m 8 sk
TR .

7 RPEAS T TG AR BREG 1 101 1 g, JLAHZURIRAL CIRAE 2008WHO 4328
BF5: DLBCL (N=77) , JRKRHEK B 40k R (N=8) , JEIMEbk R ibn
DLBCL (N=16) . #%& 2016WHO 4325, ZUMA-1 H{#] DLBCL &3 4% DLBCLNOS,
HAt DLBCL VY F1 7 2% ) B 4l bk 8 (HGBCL) . 47l MYC. BCL-2 fll BCL-6 IR
AP R, 30 HIDXERE (FIAAE MYC M BCL-2 A RIL) , 5H#14
£ MYC/BCL-2 B{ BCL-6 3£ E ) HGBCL (RFThiA1=4T7) , 2 iy HGBCL JE
KRB, 66 1] B3 AT R 4 41 B SR IE 4T DLBCL 4338 (B & H .0 [GCB]EGE 1L B 4
H[ABCD , HH 49 %15 GCB 2, 17 #5125 ABC %L,
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7E 90 B2 41 P 3 B TRAL BE 5, Axicabtagene Ciloleucel H % & ik % vE H A5 77 &= N
2.0x10°CAR-T 4H Mi/kg ( fix K75 & . 2.0x10% 40 g ) . bk B2 40 Jifo 35 BR 70 Ak 72 N
Axicabtagene Ciloleucel iVERTSE 5+ 4 A1 3 KENKHEABEEI%Z 500mg/m? 0% H7iE
30mg/m?. fF [ 20 A 5 SRR B 40 B B A B 2 TS Ao VR i AT M ey . B AR YY)
i EAE B %% Axicabtagene Ciloleucel fiyF 2 /MMERE 7 Ko

111 52 S s R i g b, 101 14852 T Axicabtagene Ciloleucel V697 . 1
DRI i) £ SR WO AR B 52 1% 7= e T, HoAhAs 9 B i 8 R e 52 067 2 B R H B it Je
B A M SRR S R AR T N BRI A BRR B 7 s i A A AR 1 R AT B ]
R1TR GEE: 14 251 K , MWE4IMERBEER AL Dy 24 & (JuH: 16 &
73 K)o HALFIE A 2.0x10°CAR-T 4iffi/kg.

TERZRIT RS T, P EER A 58 % Gul: 238 76%) , 67%N5EMH, 86%
NEINRNF . BEAEBSZ I FEIT R B P A 348 GER: 121000 , 76%MEH
Nof LR R 2RI IT MR, 21% N E R HSCT 2 )5 1 SENE K

F BT A SO E TR IERIANATT /05 (mITT) 27 P 5 23 52 VAN IR 20
ZEfRZE (ORR) o REX SAFEEMFFSN A (DOR) « LHERAEEN (PFS) Fli
AR (0S) .

FE S (RFEFETTA 6 M), ERIBITHEERERWNEMEE ORR H 72%,
FERLZME CR N 51%, ORR W3 & TZeiRER 20% (P<0.0001) o SRAFEM AL
a9 094N H (WEl: 0.8F 621D , S&ETHCANMA LM (PR MEZMLL,
PAFTE M (CR) PUEFEMREMNHERK GRS o R CRI 5261 EEH, 74
BT RO R RaE, 7 BIEsVIVEiE N PR, BIERRAIRE 2.0 AN H GER: 1.6 &
531 H) #K CR.

£ 24 A FHEIBEVT 73, ORR J CRZ 535108 T4% M1 54% o SRAGFE M1 vh 67 I (7]
N1LO0AH EE: 082 120 M) o ST A08 PRIEFMLEL, K1 CRIESE
CEARFFEENAI K (R 5) o K18 CR I 55 B, 7 Glm)yr ROTAS AR RE T,
10 Bl F 4197 3P4k PR, BIRTE 12 S H B8 CR.

£ ZUMA-1 ) T BABF 7R, 7 ) i35 352 Axicabtagene Ciloleucel (3677, 5 &3
PATEMR, BF 4 BI3R1F CR. £ 12 NHMBEV b, 3 35825 Axicabtagene
Ciloleucel #ii¥ 5 24 ™ AN4EFRE CR RA&. 75 24 ANHMBEVI Tl , X 3 BlEHTE
Axicabtagene Ciloleucel #i7E )5 30 £ 35 /™ H {3 4ERF CRIRZ .

5. ZUMA-L 113l RiRE T L=

% Axicabtagene Ciloleucel¥&¥7 i 8% (N=101)

T3 JL 7 e T 61 A 129 A 2440 H
EUEM% (ORR) @ (%) 72 72 74

(95%CD (62, 81 (62, 81) (65, 82)

22 /4L 27 T’



SERGMAE (CR) (%) 51 51 54
(95%CI) (41, 62) (41, 62) (44, 64)
W ERE (PRY (%) 21 21 20
(95%CI) (13, 300 (13, 30 (13,29
CEMRAF4EIA] (DOR) @b (H)
rh o7 i 9.2 14.0 NE
AT SCNCRIFIDOR ()
rR A Al NE NE NE
GiED (0.4, 14.4+) (0.4, 17.3+) (0.4, 29.5+)
BAET HCNPRIFDOR ()
7 Af 2.1 NA NA
GiiED (0.03+, 8.4+) NA NA
rR 7 RE A CHD 7.9 15.1 27.1
SRR CAD
A NE NE NE
(95%CD) (10.4, NE) (12.8, NE) (12.8, NE)
6™ HHIOS (%) (95%CI) 79 (70, 86)
124 A0S (%)  (95%CI) 60 (50, 69)
244 HII0S (%) (95%CI) 51 (40, 60)

CI, Bf5XI; NE, Aulitfli CRIEF]D ; NA, TR

FRYE 2007 FEAET I E bR TAEAARAE, MRIEMAIPH T RSTHEE R

EATE R EE T, DORANEREMEMHIHERFE. EREEN BT H 2 RIS .
Kaplan-Meier {11

“ S AREEM A

F R R 58 :  FKC876-2018-001

— IR L R 2 HLIGIRITTE, 1E 24 ) B B R BMEVR AR 28 1 NHL &
HPEAG AR i BT RO 22 4 . a3k 27 B e AR, A 1 )RR R i o
FIBEARIBHATIRAE, 1 B8 Rk e R Be s 2 A iy, 1 S R Ji e £E
IR EL 4T V7 B TR A 3 2 TR R . AR A R R B T 4R FKC876 [B1 i iy Hh A B[]
H235Kk (Jul: 16 £ 36 K) .

24 BIBHFEZ 75 ZUMA-1 AH [F] B35 8k LA A Ak 7 77 22 FIAH 1R A H AR 714  d
& CPALFIEA 2.0x10° CAR-T Aliffl/kg AAEE) , 7 E 20 B 5 RN IR CL 40 M35 Bk Tl Ak 21
Z ARV AT AT o 24 BIEEZ AR SR B, MRHE 2016WHO 4325, 19 41
£ 4 DLBCL NOS, 164 T T /4L 4Lk B A0k ER . 2 61 4 )5 & SNk
K B 4k SR, 2 BN BEI Mk R #5101 DLBCL. 88% A —£REk M 5 £k iR T Ja M
1B, 4% NIERMEE, 8% N EARE MMM IE E K. T1%8E N RKEIRIT BT
NPIEEE (PD) , 25.0% AT (SD) .

FEIT A& SN mITT EFRHF R E R Lugano 2014 Wk B 7 R4 A ETEAl 1K)

o

aoo
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ORR, KRBT 544G DOR. PFS A1 OS. mITT £ 24 9] 58 B A Shadii Ja 2 /0 FE v
3 BB E STV o 2R R VS R TE R E N 33%, BT R AR RN 46%.
mITT 51 24 1 58 A it it Jm 2 /D BEDs 24 A H IS, W WA ORR N 79.2%,
HA S EEBIRFN 42%, SBTEMHRN 38% (R 6) . HEHIEH B (2021 4 10
H 28 H) , mITTHM 24 B3z E&+, F4L 0S N 24.8H (95%Cl: 555 NH-NE) ,
24E OS KA 54.2%. HK1F CR 2R E H 6. 12 F1 24 4 H ) OS F14°4 100.0%, 1fi PR
132 H, 6. 12 7124 DN H I OS H3HIN 66.7%. 44.4%H1 22.2%. mITT 53 HisEr
PR MEARZREF, FAL DOR A 5.2 A (95%CIL: 2.04-NE) . %A A
ST R0EAT W S #r, 10 BI3K7F CR 32k, oz DOR MRk H]; 1 9 #3545 PR
)52 R &, A2 DOR K 2.0 MH (95% CI: 0.62-2.20 N H) - mITT ££1 24 )52
Zh, JfL PFS N 3.1 MH (95% CI: 1.97-10.74 M) o 343 CR 2Rk E d, Az
PFS AR H], 1M3KTE PR KI2ik&H, J 42 PFS 4 3.0 MH (95% CI: 1.54-3.12 4>
H)

K6, EEMERB I R0 &

X IO FESRIET R EE (N=24)

BMEME (ORR) * (%)  (95%CID) 79 (58, 93)
SRR (CR) (%) (95%CD 42 (22, 63)
R (PR) (%) (95%CD 38 (19, 59)
CEARFFSENTA] (DOR) () PHIfZ{E © (95%CD 5.2 (2.0, NE)
BTN CR 1 DOR () Hfif (95%CD NE (NE, NE)
BT RN PR 1 DOR (H) H4Ai4H (95%CD 2.0 (0.6,2.2)
Tt EAGH (H) . FAME (95%CD 3.1 (2.0, 11)
SR (B, BAME (95%CD 24.8 (5.6, NE)

24 4~HIOS (%) (95%CDD 54.2 (32.7, 71.4)

Cl, B5X[E; NE, AnJibfl CRIAED

a. ARE 2014 BT E B LAEAbRE, R FEITAhLE R .

b.  FEFHEZMEE T, DORNINE RS MEEM HIAR s, BREESBOET H I B rEE.
c.  Kaplan-Meier 11

ZUMA-7 s R R

— WU 2 A5 2 BTN I R AE N ) — 2 S AT Ja tHILE R Bt g
P LBCL FR N B3 P PF Axicabtagene Ciloleucel H ZERIBENL. FFathE. £l
e (ZUMA-7; NCT03391466) . & MR E R EER IEME R G, & HK
HSCT M EARIEN . B3 75 B AR R VR YR BUE — 830 y7 e s 12 A
HILE K. SRR AAAE R ARG B ARtk R . AT ART AR A A 48 55 0 vk EEL 98 5
ORI e o 7 008 77 AT R BB YT s EEG™ B G LU ECOG 1R RERAS =2 I # .

3 359 #3411 I ELBIRE ML 5 L 22 8252 Axicabtagene Ciloleucel #.IREST B 4%
PREVRTT, bR A 2 50 3 AN RISk, 6 TIA R CR B PR R,
4k L AT AT A AR HSCT. $ BT — &0 7 1R8I 4 28 4 % 1 8 1) (B B Pl s
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BHO BENL /> 2H AT 9 2

FEFE ALY 5, PRURER K AE H FR7TEN 2.0 x10° CAR FHETE M T 40fi/kg (K
FUEFFE: 2.0 x10® 41D # Axicabtagene Ciloleucel. I k77 28 Fh i ik dhn v A Wk I e
500 mg/m? FEUAHE 30 mg/m? ik, P ITE Axicabtagene Ciloleucel 45 25 HI 5 5. 4
M 3 K& T . ATA 52 Axicabtagene Ciloleucel 7677 M52 A 1L R IT7 PRABH LA B2 52 1
MZD TR LE A M RARAE WAL ST 2 (34T M6 7 A RS R s 2 [ i, 7o
VR T 9500 B AT e R R

BRI R NEE T, BENPAERANSOS Gul: 212 81%) , 66%NHME,
83%AHEN, 6% NILINN, 5% ANEN. 2HEHEH &K DLBCLNOS (63%) , HGBLff
A MYC 1 BCL-2 F/8% BCL-6 BHE (19%) , DL 836 1 Ik B8 1 K 4 i 4% 1k

(13%) « BARTIE, 74%MEE AR R EMERYE LBCL, 26%MEEE—LiIGIT G
R2MHAHNEKR.

TERENL 77 liL #2352 Axicabtagene Ciloleucel Y397 1) 180 il 3w, 178 #5252 F 40 i .
KA, 170 ##:5% Axicabtagene Ciloleucel 677, Fr 60 1 (33%) #5252 7 i [ BEMr
FRIT . 8 Bl (4%) fE AP RA G REEZIGTT, FEFERZRRERE. M™E
ANRFAEIET . NAGE R AR = fizim e i O R A ey 18 K G-
132 49 K) , MNHEAEHKARZ] Axicabtagene Ciloleucel firyF: 1 - A7 (8] 26 K (&
Fil: 16 2 52 K) . HAi7E N 2.0x10° CAR PHIEAEIE T 40f/ke (FEH: 1.0 & 2.1x10°
Mh/kg) -

179 BIBENL > B sz bR e a7 B v, 168 HilEE B TARMIR 50T, 62

(35%) Wil 1w AT OB 98 07 S R0E ) HSCT. R$E5Z2 HSCT s WL 5 R &
XN R ST B = R

TG N bR ST o AR 02 E R F AR (BFS) o AR &S5 I,
#* 7. Axicabtagene Ciloleucel 2 18/ H I ) 1iti 11 EFS #69 41.5% [95% C1: 34.2, 48.6],
FRUEVEIT 4N 17.0% [95% CI: 11.8, 23.0].

7t Axicabtagene Ciloleucel 2191, X% CR I EE 1kt H A2 DOR N 2841 H (95%
Cl: 269, NE) , 1A% PR AEZMEENN1.6TNH (95%CL: 1.4, 1.9) .

f£ EFS EZA M #HAT 7 ARAE AR A AT . S AR TR T AT B S
THEE AR, S5%BENLBL S ARAEIR T AR B E B G T /R4 CD19 %17 CART
BT

FT7. ZUMA-THIAE 45 B

P Axicabtagene Ciloleucel WRERIT
“HA (N=180) © (N=179)
TEAEAH P
HHEL n (%) 108 (60) 144 (80)
FALE (H) [95% CIJ° 8.3 [4.5, 15.8] 2.0[1.6,2.8]
73 )2 W EE [95% CT] 0.40[0.31, 0.51]
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g Axicabtagene Ciloleucel RHEYRYY
A (N=180) (N=179)
a3 EXT B p E <0.0001
BEEMNEMAE, % [95% CI] 83 [77, 88] | 50 [43, 58]
ORR Z 5, % [95% CI] 3323, 42]
EpfE Y <0.0001
SERLRMAR, % [95% CI] 65 [58, 72] 32 [26, 40]
B EARE, % [95% CI] 18 [13, 25] 18 [13, 24]
Tt REFH
HHEL n (%) 93 (52) 81 (45)
ifr ¥ () [95% CIJ¢ 14.9 [7.2, NE] 5.0 [3.4,8.5]
53 )2 KU HE [95% CI] 0.56 [0.41, 0.76]

Cl, Bf5XI; NE, Jikfliit.

a.  FRHEAST AR RSV I E BR T/EZH Lugano 479% (Cheson 2014)

b.  EFS ESCNMBENL M H BB REE R . HEIFEFEH 150 RPN IIREEMNERTRE . TFHHkEEnG
97 BRI Ao Ji PR 3 3500 1 v s B TR B D

c.  Kaplan-Meier fti i}

d.  H#E Cochran-Mantel-Haenszel %o X THrA 3 B0 4T, MR —ZIBT RS RAMEABIE. —ZIBIT7)E 6
MANER, UK—8GITE>6 Z<I12MNANE R FI LA F W HE 0 E RS 88087702 .

e.  ABMESITFRMN T BEIHEZA G M2l .

[(ZEEH]

ZEEH

B R B S — PR R CD19 WZERMEAH I Bk T 4Hfteieyris, SRk
CD19 MM A Al B Aiffiss & . Bt iRon, 243t CD19 CAR-T 4l 538i% CD19
L4 & f5, CD28 Al CD3-zeta JLEEs i B0E TINS5, FE T HME
oo SEEE . SRAF RN D RE 40 Wb S SE A M R A AL R o X RAFEAF B TR
ik CD19 20 it A%

BHEMA

Xk 361 CAR-T 4= &3 AT 1 2R R AL S (VIS) 43T, VIS 250
Bebk, RGBS S . VIS IR IIER B 5T (TSS) Mk, 1WA ARE 5%
1 VIS A7 TAME T, TCUESRIEREE VIS 2 530 T 40t e 5

W A BT O FE AT AL B . AR FA M A BUR R A

a9

A T BRI A S IRTE T 150 $RIKED o B RS 7 S ASBE R
1o

S i 6 250 I A A OB T A U R AT is . (IR 2 1 1504 IR %) » W
R BN BT bR, A i T SO R AL 18 S A T AN TR

(R3]
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A N EEEOY CS250 77 ihAE, AN B R AR &, WM
P bRRE, G A7 Ja RS i BT SRR

(%041

AFESHBRES KTET 150 #HIKE) WERINEEN 12 4H, Eal)E0#E
20~25°C A FERAT 3 /NI o

(AT AR ]

i EM bR UE:  YBS00492024
(bS]

E 257 S20210019
(@ RZEIESZ PN

2Rk BEYU (R AR AR A F

bR R E CRED BB SRS X SRS 367 5 3 B X 12 102 %=
MR gmiD: 201210

BTG FIAE 505 400-086-7995; 021-54188753

P3E:  http://www.fosunkairos.com

(44l ]

M FR: BEYE (LD AVRHEA R A

Al BT AR DO RS A B 2277 5 RE TR 2L 1 5] fE
MR E gmtD: 201314

S AL E S 19: 400-086-7995; 021-54188753

PE:  http://www.fosunkairos.com
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