#2021 4E 06 H 22 H

BB H: 2022401 A 17 H
BB HM: 20234205 A 15 H
BB H: 2023 4 06 A 21 H
SR HI: 20244 12 A 13 H
SRXRBHH: 2025402 A 07 H
SEANRBHEHI: 2025 4 08 H 27 H

(GIp-Ste S Ip QL RT

At O P At T, 3 A4 1 U B R A BR TS T T AR B B A

%

S
&

£EL: fREFERESE. HEARSGHMNG LM MR RL MR

o EZZYAERTHNEZSLEMMATRMESIE (CRS) , BIEHHMRK
RREGHNN. FEEZHAKNATEENHEREREERFNES.
R RSB mS R R a R LERER R AT mENX B REFHICRS.
(B CEE=m] D

® EZ ZLHAYAITHIEE, #BE CRS K45 CRS £EfRf5, #AsESLKEH S
ZEREGHHERETERN. £ ZIASBTRBHNBERGEM,
HIREEEREIFAT /SR REBERREGT. (W LCEESFmM] )

® 5 BCMA #1 CD19 WEREEIRE A T HpakeRiT’s (83 Axicabtagene
Ciloleucel) AT MARGEMHMBELXET THEEMME. (I LEESE
m] )

(554 7K]

AR B FRE R

AR 281"

JIHH 4 Axicabtagene Ciloleucel Injection
PLUEPFE: AJi Lun Sai Zhu She Ye

(]

MR AZIN 68 mL/AY, HAPEGZHERTIE N 2.0 x 1051 CD19 CAR-
T 2 ffd kg 1R 5
R4 CryoStor® CS10 A (& 5% AR , b4, AMEEE.

[H#R]



At OAURAT T A AR T B AR VR B VR AT A AL, BRI Oy A R
ARGENDE iR ER S

[&RLE]

At A FEFEREE R CD19 KRG PR E1E T (CAR-T) 40/, H TR
Ut

1. — 2RI ST R — 2 e b7 e 12 M HWE R K B 4 Mtk B2 55
(r/r LBCL) o ASIERNCRE A P&t BT, BT el 3R (58 2 00 s A e A 200

2. B 4B DL E RS YT B E R EEIATER B ARk R RN S,
FEVRIEMER B 4HAMkE (DLBCL) dEFFEHRY (NOS) , ARG K B 40tk 5
(PMBCL) . =2 B 40 bk E 963 A6 bk 9 7% 4k 1Y) DLBCL.

(A% ]

A SEFRZ) N 68 mL/A%, HARFIEN 2.0 x 10°/NMT CD19 CAR-T 4l fi/kg 1A= (7]
BTG 1.5 x 10°~2.0 x 10°/Mt CD19 CAR-T 40 ffi/kg A , #iEh 2.0 x 108N
CD19 CAR-T 4H /71 & .

[HAZEHE]

VA MBURR IR TT 2250 A0 = AR 1R A I B T A i iB T .

S =R L (!

o FLRERIKAE

o RB 1R

o BESME RS A A L i AR R R E SR LS . IR E S
5 2 SR IRFTAULES, TE25EA

2 B R B B
FETT AR Bk A0 PE AT Z B DA AS el BE I )
Tkt 2

AEERTIES 5. 4 F0 3 REFMKEEBEREIZ 500 mg/m? FIFIAHE 30 mg/m? i
1T BRIk L g P A TT
BVERIHZ

ASRNERTZ) 1N, IR ZBE R 3E My 500~1000 mg A1 AR 51 i ik 45 FH 2% i 47 B
12.5 ~25 mg.

s i e 2




i P VA A ot SR R A (I 8] o TS A A SR I 18], U B i R R K T AR I 1]

i DRAS It £ J8 3 HE % st 28 I R R E

o WHINEE S MERTTRCET, BRAZRTEE FO0HE B S R S B R AR IR
R

o MRBHE SO EEERATIEEAN, BN E TR A G AR,

o HANEESMEEE, WRFETBUIAMT AR, IR ERA SRS BN EEE
BT 5 ARER R L B S B ARAT .

o REETEr RN, RIS, WOR AR AT (R, 3
EAEPTAEET IR () B R 2T (Rl EVREARA A .

o EPEPERITHIITEL, DR AR E TR AR A B R

o fEHIZY 37°C K ERIAK, BHE T RRIRATILIKE . BERSETASY
PAr ORI AL Qi vl W gnife sk, 154k stin Sl S48 sy, LARAN
T35 2RI BN BRI A B . S 2 /T, A EeE . BO A/ B S A b .
—HERE, R AMTE 20°C~25°C 564 N AT LARAE 3 /Nt .

R

o IPLEARE .

o RERTAERE SRS IR, BORE A 2D 2 AR RFERR R 58 B BOROR

o B2 IR e o

o ERVUE A RL R BKOE E AR A i

o HRIAEE B B AR B BB AR AT

o ERVERT AR AR KR o

o JEILE I EURENARAE 30 2Bk PUREA L AR AR N BT WA BB R A

o RAhFVEIN], RRSETAE, IR R

o RPN EYRETEE, AR ESKCLFE R R, BRI
IRE SN RN
AN EAR T AR B, EEIEERST RAENU R TT IR Y B MR AT A B

AR E, DU Gl A% Qe A% 4 -

M

o R EWVERIERAE AN VP A I BT HUR A A

o ZEPUEIRYT AL BAT I s BV E IR VR T S F 1R R 1 2R Bl 45 24 K B B iR T e
BRI B 55 N R R AR B R AT

o HEAR RS AERATE PR ARSI A B MU A RN 2> 10 R, DAREERGH A TR
JREREAL (CRS) AEIRAPL: R G #E1E

o EBUREERTEA MR 4 N EAEL VRS AT IR BT WU PR AE
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[(FRRR]

RV 4

AT HRER 2 AR R B T AEBRANEAT I 2 RO IR AT (ZUMA-D 2T
Axicabtagene Ciloleucel J5 222, LA R 2O F833 S AE Hh AT I I PRl 3 v 1)
Zatt, ARSI SHAT I Z RO IEKEF 7 (ZUMA-7) + & F& T Axicabtagene
Ciloleucel J& )% 41k .

ZUMA-1 IIGERBE R

ZUMA-1 N— T/ PRI 5T, 28 Fi b 108 415 R MEVG 1 B AR 2 Atk 2
B (NHL) B2 TR E R M HEE I E N CAR-T 4006y, W AzBEvi I AN
2141 1.

R R RN CRAEF=20%) fFF CRS. K#. M. KME. CahidiE.
Py Sk BAOER . . IEVE . RPVER PRI Mgb . l BRE. R
. R B R R e MR (L. OVER RISk R . 5% R A TR E AR
N o F5 T TR AN RN (>29%) M R IR e R #E b b gi
JgRD . VR L O . RGBT AR 4. KiE. DIERE . EPHRE
Y, 1B R AR .

R ILE) (Z10%) 3 i bl B RgAS R S NG A e R A g/ o T . K
B RIGIAR R e (RIME . CRS. HRE. FIfiliEt .

£ ZUMA-1 it i, 45% (49/108) 3% 741+ Axicabtagene Ciloleucel 5425+t
EREPIRIT
o [ I PR 5T

A (PIECFEESRD ERENA T 24 Bk R S AT IR R 7. Hop,
96% 32 1 H A L5 bk A0 BIE BR AL PRAR G AN R N, EERIUN M R G R
100% 8 H ZAE SRR RS H WA RN CRAER=20%) WiF: K
A RNV O gl AN 23tV 0 o 4 AN | RN 11 R4 Y7 o 0 (NI O = A 4 = B o AN
HERE AT S AUHILE. HIhRe R . MR 7R MeFgEsE AR EIR. SRR
AW BBE AR ORI ML BB = ST R, =0,
REFEAG. O J75E . Bl MRk, REAMAE. mEL DUR. RS IE. oM. %
WL RBERR MUAE . 17%000 88 R A AN RN, B T IR ™ A RSN AL 47
R R R VERLA gD E . RIS etz sz B, BEK. 4R R TR
JEREAE DTy HREERE A LN E .

BRI (Z10%) 1 3 HEUL EAN RNV ALRE: VR g A k. I aipit
BOPRAC MM BORAR. A S0 (RBERR MR . IRAFILAE . A ThRE R

R EImARPT T, A 79% (19/24) 323803 1 I 52 57 28 [ R s B BR 9

AT /FE27 71



R 1 ZUMA-1BFFEEH E I AR AR P 210% B E B B A R RS

RGWENR

FEIGERFR (N=24)

ZUMA-1 (N=108)

HIEARE mﬁ/%;g& >3 % (%) %ﬁﬁg& >3 % (%)

& SR A H AL & R B

R 100 46 86 16

57 - - 46 3

FER 4 0 40 0

7K b 21 4 19 1

=] 33 0 9 2
KR E

Hp PR 2 T A 100 96 86 80

MR EEAR 75 50 62 40

20 T PR 100 96 49 45

AR IR 8 0 44 2

A [RAIC 33 0 16 0

C- [ N AT 75 0 -

MiGRE B = 67 8

1 IR 1 54 8

I A 4 2 1 i PR AR 50 8

o B ER E D 46 8

I LR it S T v 42 4

NS =] 42 0

IOk EL 40 P TR BRI 38 38 -

MABL E T 17 8 8

158 % BB T v 13 0 -

WA I & 8 4 12

RETREFE AT = 8 4 10

JRER T =i 4 - 15
M3 Kk B2 R G5

1M 83 41 68 45

SR B rp e 2 R i - 34 31
B W RS

iR 46 4 38 4

Wl 29 0 34 0

X i 29 0 26 1

fEEHh 8 0 23 0

i8] 12 4 14 1

HT - - 11 0
%I RGN

4 B PR R R S A 100 4 94 13

RPN ER S (1 IAE © 8 0 15
Rl BB R

AR IR 25 0 40 7

&8 I 29 0 40 1

AR IR 4 0 35 11

IR IRE 58 16 33 3




Py e ;iﬂg@;lﬁﬁ (N=24) - ;g%h;? 1 (N=108)
HIEARE (%) >3 % (%) (%) >3 % (%)

R TR IAE 21 21 29 19

Jii K - - 11 3

TR E> 13 0 - -
S

HFTh RS | S8 13 - _
BB R H RN

iZB) DReEng 4 - - 19 1

JE AR 13 0 17 2

=R 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
1B 59 B IR

R 46 8 57 15

7 1ML - - 15 6

il - - 10 1
R RS R

T K 4 0 32 11

nZ ;! 37 0 30 0

P PR e 8 0 19 3

liagsabii 4 0 13 2
DIESR BB

Bt 8 0 57 2

ODERH © 4 4 23 7

NAB=7] 33 4 10 6
B R AR BRIIR

AFE B S 1 R - - 26 16

93 B L - - 16 4

Y B B G P 20 4 13 9
BRI

W% - - 17 6

FEIE 8 0 11 1
B A R A R RGN

Dy fEAN 4 @ | 12 4 | 12 ] 5

Bk EIRRT T, #uk BE 202145 10 A 28 H; ZUMA-L 5T 24 4~ A 504, BukbHEN 2018 4E 8 A 11

H. kg EdE Rk

AR M#HE NCI CTCAE (4.03 fR) 732K

DU SRR N CRS RAEZ: Oadil. OERE. B#HG L. S8, B AafRinE.

DU ARABAC R IR SEFP 5 10— LA SR S, AN & e — A

a.  JEITHFEY . WX

b,  JKMEFEEHAKM . GtKM. B AWM. AR SNEAKM . HRIEE B K. S E MK
KL K .
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MU A FIER 5 1 L 0 550G P PR 2 P IR L S BR A FI GG
NIRRT A . LS.

TR PR AT TR PO

B AL RE IR . PR A . UK T R PERRBRs . . BRARGE 2. RO . O, K
RASEAE . il WERE. Bk, R PERUR . CAR-TAMUM SRS & 1t -

SRR SHARE. B,

SLRAREEE, LB, M. THRAME. KW, K. R, B,

(ML SRR L P o ST MM LI o 2Pk IR

A ELFE LR IK AR . JRMEIKIIAR . FRTE. FORKARIE. Ji RILARIKIEE . IhRR e, PRRESE. MRSk, B
R RIS B A

SRRV . AR R

WM ELFE . M. MR A

IR B R 4 2 PETR S0 . IR IR R BT IR 3

ORI A O SO E .

R AR O L BB OB, B SR . A A SR . O P EIQT I K . AN
OHARFE . B EHIAMG . B EM OB, B . SO ET .

D. B A B R A B R R G

0. BUWEEAAEIEAMERG. MU, EIRE.

ZUMA-7 IG R R

£ ZUMA-7 FF3F4) 1 Axicabtagene Ciloleucel /12241, ZUMA-7 & — T 5 R 1w
161 LBCL 8¢ LBCL 1 1k 5 Kk & ¥ 15% Axicabtagene Ciloleucel (N = 170) EitriEiasr
(N = 168) [IBENL. FFHcHE. 29090, B MR 2 R BRI R G IT,
J& R 40 SRS R P PRI N o AR HERR T AR N RS RE5 3 N 11 S5 A7
XA RS (CNS) Fip Can b BROR A B & SRafin ) o5 52 7™ 2 sl k4 il (1Y)
YL B SRR T E ARG RS ENAIT R . TFRESR ANC =
1000/mm?, [ML/MRITFE= 75,000/mm’, HLEFERRZ = 60 ml/min, AST/ALT < 2.5 X
ULN, SJHZIE< 1.5mg/dL.

F:5%2 Axicabtagene Ciloleucel ¥ 97 i 2t AR R AR 59 & (FEH]: 21-80
%) 5 62%NT M. 54% B LR E AR M MEA (ECOG) #RERIRAEVF N 0,
46%EEH N 1,

Axicabtagene Ciloleucel f# WLIAESLI EAR KN (RAEZH=20%) BHE R
CRS. 57 ARIM A Wi Oahidig, IBI5. I, o, SaULRER. K
HVER A PR R E L FEAR . PRI KRR W R R REL. BARIR . k. KA
B RIE. MR B S0%MIEFH KA EAR RN, & L™ EA R R
(>5%) $E CRS. K. Wi AR E . A W7 IR 1B G R B G P it 28 o 2% &8
T RAEBINEAS R M o

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

67% (112/168) [FHEEMiTE Axicabtagene Ciloleucel J5#:5% 1 LBk B HLIATT -

o a0

- Ta

°©os5 3~~~



£ 2. ZUMA-7 &/ >10%3:5% Axicabtagene Ciloleucel Y897 I 83 RAE A B R N

RGBRENR Axicabtagene Ciloleucel (N =170)
HiEARE FESE (%) | >3 % (%)
M Kk B2 R G50
r PR 2 kD i 44 43
FE 42 30
AR e 4 kb 31 31
ML/ RE 13 8
DR E R
LA I @ 43
DR © 14 3
S EERS
g5 © 42 3
il 41 2
JI5 5 ¢ 20 4
B 20 0
A 19 0
1+ 9 0
& SRR A AL B R L
RHe 93 9
P57 52 6
FER 28 1
K e 24 1
i 10 0
Z 71 8 0
%I RGHW
Y R R SR A AE 92 6
IR FRER S A IfE 11 0
B 52 BR5%
LS LIRSS 26 8
g3 B 15 4
L RE RS 10 5
TR SR 10 1
HRmE
SE %y 100 95
PR A0 B TR B 98 94
TR EL A PR T B 94 94
MLATHR H FEAIC 91 40
HM/MRCE B 81 26
B> 72 12
I8 & BE T = 69 11
WRRZ L AT & 62 6
REAFIRA L L Z T 5 54
Rl BB R
AR I 26 18
AR IR 26 6
AR 25 4
e I RE 16 4




RGB/ENR Axicabtagene Ciloleucel (N =170)
HIEARE FEEE (%) >3 % (%)

A ME 16 1

/% 2 I E 13 1

A TE 12 6

IR IMAE 12 1
B BB R RN

B B UL 39

EH) T RE R | 15
BRME RGIR

i I 47 18

D 41 3

R 26 1

k! 25 4

RAE 21 7

Ji| Rl #2255 ™ 11 2
FBHRE

AR 13 0

L 12 4
B A B R RGP

B IhReA 4 11 2
MR RG HRRERR

% 1 27 1

Sl A 22 9
Rk B B2 T R

BT | 17 | 1
MR

% ML ¢ \ 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 AN RE s TSR FDA XA H i PR AR s /b =3 9 B B8 Tk e ) 52 1l AR A HL A 1k
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.  LAEEEOAE, SO,

DR AR O WL 0shidsg. DHE QT [EIMER. A, S Oahid g, RSN

F EVROEhIE . SN, RO shd .

MEERAEITE . EmR .

PR OREIR . IEEAE . M. R, AR .

KAITE RN

PO T . Z ) .

KB FEAR . TS AR U B K AR R ARFEAR A AR K HRAE

JEI R AR K S i 7K o o

h.  EHUAZREEERIIAAR. S0m. KR WM. B AR, IBIAZ . BaEs LA & i
WU S0 ARV ERR . IR .

i IZEhIIREREAS CAENLAAS B EWE . WUAEZE . LA RILIE ) .

i R RN BIURESECE. RIZEE. isH%kEE. AR, AR, RIRBRPIRAS . BV TR &
B, MEAR. BEHRME. S Hfs. Bk, 08, BHE. BHREsEE. Ak
Wi BRGNS, WEHE. PREEVENR

Ko SIS IR AR SR S

Lo SkR@disks, ROMEkR. RKETH. SRR,

@ - o oo

T /FE27 T



J AR AR R R . FEMERR MO . A . RHERIE. MRS Rh R A B 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.

iR S EAE R B EBRG AL B R.

Fott 5 A= AT 10% A A AR SLIIAS RSN A4 -

o MRRMERG N BENERS (9%)

o DB 01 (1%)

o RFBESH: MWMF (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 RN AESI
L FREHESA1E (CRS)

i Axicabtagene Ciloleucel ¥&97 J&, I ReK A Ear el e & AEarH CRS M. 90%
(381/424) #:%% Axicabtagene Ciloleucel JA¥7 FIHEE AT &M (NHL) BERET
CRS, H1 8% =32 CRS (Lee 73 ZitnitE) . K B4HMEM R (LBCL) ¥+ 93%
(258/278) kA4 CRS, HH=3 7 CRS 5 9%. fE#%3% Axicabtagene Ciloleucel 397 5
FET-H) LBCL B2 h, £ 4| B SET-I CRS FHAER 4. ZUMA-1 BF 52 1) LBCL
B, CRS KAEMHAIN T NRNES 2 K GEH: 12 12 K) , CRS K7 Fr4Lm A
RTR Gull: 2% 58 X)) . ZUMA-T #5i 9 ) LBCL 5, CRS KA AL A K
iR 3k (JEE: 1% 10K) , CRS KIS Ay 7 R (G 2243 °R) .

ZUMA-5 WF U S ME AR E 7 &8 (INHL) 51T 84% (123/146) K ‘E CRS,
Hrh =3 % CRS N 8%. fE#3% Axicabtagene Ciloleucel J697 J54E T/ iINHL i, 1
B EFHFET I CRS HARN{EFRRSE . INHL 55 CRS KAEMHF AN 4 K Gal: 12
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) |
BIRe e, O W, OUHEE. BANEBIRGAIE. 28T ZHM
W I 40 A M 9 E ZEL 23 4 P 1 20 R/ B R A BV A 25 S AE (HLH/MAS)

ZUMA-1 J2:05E — 2B SR, 41 #18 keHEG % LBCL B2

T LT o5 3

H107 /4277



Axicabtagene Ciloleucel 697 . FERFELAFAE 1 GAF 1 142 52 FRER B PO AN/ B R Joid K ]
BEen 2y (R 3) BIZikEH, CRSKAEFN93% (38/41) , HA 34 CRS KAFN 2%
(1/41) , T E R 4 HEk 5 HFEfF. CRS KAEMFANTE N2 K Gul: 1 £ 8
KD, CRS By ArFe£Emtalh 7 K (JEH: 2 & 16 KD

ZUMA-1 JGEERI5E A2 g HEAG F, 40 #I12 KEfEE % LBCL B2
Axicabtagene Ciloleucel 1697 FEFESZ BT M K B2 [E BE (285 0 K Axicabtagene Ciloleucel
BERT B 1 ORAIEE 2 KD FHHAERFEATAE | QAR AL THEBR B PN/ B R
[EEE (£3) 2R EF, CRSKRAEFN80% (32/40) , T2k #H HEL 3 4 s Ll I CRS.
CRS RAEMHAIR A S K Gul: 1E15K) , CRS AL FFEER N 4K (JEH:
12 11 R o REFHLSI TG B ARERE, BB A MR G HRE LA AT RE R
A 4 2% CRS FIFFEEAIE RGBS AIEOL T, BERE7 REhE B i T a7
F JRUISE S 3K 7 o

HEIGRIF T, B2 ARIEBITIE, CRSKAEFN100%, B 1HIEHE (4%) KE
34 CRS 4k, HARIN 1802 %% (Lee 2014 3 brife) , A 1 HIEFHTESLT R CRS 1)
RWE . CRS KA MHFABIEN 1.5 K (JEH: 1 & 7 X) , CRS MRS [E] N
115k (JalE: 6 £58K) . CRSHFZEERIM (>10%) GFh: K (100%)  {KIMLE
(42%) + LETFE 33%) « =5 (25%) « WUF (25%) « BE (21%) . kIF
(17%) ~ 1w (17%) FRFIhRERH (13%) .

CRS F s A s i [ s ] .

LR FM

ffiH Axicabtagene Ciloleucel 697 J5, W RE &K A4 Fam B & A an AP 48 R G 5 1%
(BHFICANS) . #% Axicabtagene Ciloleucel 3697 I NHL J &+, 15 78% (332/424)
RAETHE RGBT, Hh=3 %005 25%.

ZUMA-1 W7 87% (94/108) ] LBCL B kKA T WA Rgid:, Hbh=3 %K
5 31%, ZUMA-7 W50 74% (126/170) HIEH KA THE ARG #3ME, P =3 %K
i 25%. ZUMA-1 J1 LBCL #E A KRG TR AR PO Ay 4 X (EHE: 1 £ 43
KD, WERFFEVER ARSI 17 K. ZUMA-7 # LBCL &4 RG24 1)
LRI SR (GER: 12 133 K) , PALRFEEREN 145 Ko 77% (112/146)
) INHL B3 RAEME RGEME, HA =3 905 21%. #4 RGEEEPE R AR A AL 8]
6 Xk (GuE: 12 79 °K) , MAERGFIEPALFRFZEN Dy 16 K. LBCL #EH 98%HH]
M RGEMEA INHL B35 99% M4 RSt 7 PE K AEAE Axicabtagene Ciloleucel %ivE
JE ) 8 I, H 87%FF) LBCL &3 F1 74%f) iINHL 3 7£ Axicabtagene Ciloleucel %
0 T RN KA

LA BEEYE, BEWNMAERARE (Z10%) GREMNHE (51%) « k@
(43%) « EE (29%) . k=& 21%) . Ki%E (18%) . = (15%) KK

/27T



(11%) o M FFEEm R B Kk 173 K. Axicabtagene Ciloleucel it 7] S8 45 K1E. [
B M AR NG R RO AEEN K ™ EHAF . A Axicabtagene
Ciloleucel 577 1) 88 3 J AL EUHE A 0™ 25 o 7K e A CELFE AR A PRI ) o

ZUMA-1 G — e S RN,  fERFEERAE 1 (I 2 FE 2k S oA/
B R RELR 25 (R 4) WzilE T, MERFTHRET N 78% (32/41) , 3 HA
ZRGFNMERER NN 20% (8/41) , ToEE I 4 Juk 5 BFEM. MERGEFNIEKER
Ay 6 R (EH: 12 93 KD, g Ey 8 K (GEll: 1 & 144 KD .
ZUMA-1 JG 8288 AN VRS RN, 232 Tl v B o 25 [ i 5 FLAE Rt A 1 s
PRI RIS T FEER P PUA/a R BRI B R 2 X E , A RAFTERAERN 83%
(33/40) , 13% (5/40) [F32i#F I 3 ek Lh Brha R A, Horb 2 1% & 4 i
ZRGEMEEM, HE 1OIZRAE N1 RRERN S BHAERGE. MERGRIERE
R ALy 6 )k (FUR: 18274K%) , WPALRFEEN DN 128 (JaR: 12 190K)
T P A P 7 SR [E B YR YT CRS I KRG ME T e & S ECE | NI & R 5
PEEIE K AP RSB PERFSERT [A], 4EIR CRS B9 R AR 8] f2 /b CRS RF4EHT[H] .

HEIGRPT AR, E2ANBITE, 2% (1024) &5 REMERGTE, 8%
(224) BERA 3 HHUL LA R TN, F 1 FUREEIET RS RE I A
2. WERGHERENFARTEY 7 K GERl: 6 £ 15 K) , ARk 11.5
R GEHE: 2&2 24K  &ELAIMERGEHE G10%) NEHIL.

L RGERRE IR B DR FHI] .

JEERR

B Axicabtagene Ciloleucel J897 )5, W RES KA EH B fE M ARG, 46%
) NHL B KBRS (A ; 17%MEE kA= Sy, HpRigHIE
TR 5 12%, ARG 5 5%, TREREYLE 3%, FEEYE 1%.

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

T B B AN B L [ R

LB ) ML R D AE

TR AL HAL ST S KT Axicabtagene Ciloleucel J5, AT RE4x A& A= IR 42550 JE 1 1.
YHRIR/ > . 39%M) NHL i 7E Axicabtagene Ciloleucel #ivE 5 30 KM FELE R 2R 3
e VA LR A g, EAE PR AR LA (33%) + IMBIRAE (13%) FI3T
M (8%) .

HHEIERBEFE T, 33% (8/24) KB LA ML IS 28 RIS ARG 3 HEk
PA_E o i g0 B ek b, A FE MR RE (21%) « AR GE BRI E  (13%) F3E i

(17%) »

I 40 A/ ) WA B L DRI
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1% AT TR 28 1 M AE

$:5% Axicabtagene Ciloleucel J697 1855 AT Ge & A2 B 40 - A= A5G A PN A0 R i
IMAE. 14%F) NHL B il AR Rk EE B MAEA R S .

HEIGRHE R R 13 Bl (54%) EHELAMEREA.

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

GBI

Axicabtagene Ciloleucel FA 75340/ mfudd A R mTREME . A58 FH B I S 2 W B2
(ELISA) REKLl 5 FMCB3 (#i CD19 CAR HJEZIAHTIK) 45 & MHtik, RIFAh
Axicabtagene Ciloleucel [ %% J57 1. ZUMA-7 A1 ZUMA-1 H 11 6 i (4%) 4R 2Rk
X3 FMCB3 FiiRAa i gs BoNFHME, ZUMA-7 b 1 il (1%) HFELAG 45 51 B
¥, {HYE Axicabtagene Ciloleucel 4524 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
[V (1) 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 y&77 H ELISA ik 4 SRR TEM B, 76 AT E K [E] 530
PRI . (BAAIFEE 8] Axicabtagene Ciloleucel 73X L4 & th (4] 4G T BE 5 /724 F0
FEAME, B R et R A B . AR IR A A 21%00 538 (5/24) FEHTSE
T R eI 2 37 T AEAE ST FMC63 Biodk, R K4 FKC876 #ivE A 5% s B Bt s 57,
WARKAE B S MR .

LHEHALE

7Rt )5 Axicabtagene Ciloleucel FHZGAMEIAIL A FAR RN .. BT 2R RN
AR, HEARELERC, BT ReCiEMER T k4 el e 5 241 2 & B

HRYLERTIN

BN BB DU 7 A R S AU R SRS
BRI

B
Vi

T Y B R

[#R]
X P 8 B AP AR AT B A 4%

13T /327 T



[ERFE]

EEEREN
SRR PN e

B AR IRIT G R R A AR R VB AE IR . #E ] BCMA Al CD19 2% K& 1
H R T 48 589775 (945 Axicabtagene Ciloleucel) 877 M ARG EMEMR G KAET T
AR M AR o P A S O A RT RE HE IESGR T AR PR, U3 CAR FHHEIMIE
HA Rt SBEmE R, TELG RN MBI . — 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 AR, EARFIGO T A GRS A B H A . A iy, B
B A5 B 5 A it 7 S AN A S B B B bR UL . W SRANUL L, SRR A
il o

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 .

FEORMARME RS (CNS) #EH

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

2 R ER S iE (CRS)

A SR YT JE, AT RE A Bl BUE S A i AR AL ORISR A E (CRSD B
W OARKMY o $HEARZAT, #iRC&E 202N FEMFTRAS. Wit)E, &F
i EAESRATA b L VR R A AP B IE B L =R 10 H, HAEH S
CRS HPAEBIRFIALE . HaiiE 5 75 S I 38 CRS MEREALE 4 J . @CEE — H
CRS HJAEIRBUALE, SZRIEEE . —HEH CRS, ZHIEW4 T3 FHAIT . FEERBPIA
JT ERFEER PR £ B B 2R [ B R B T

O CRS 5K HIIRERERG (Fldn, A B OAIIG) #H5C. B4k, £ CRS
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THOUR, Arfes AR BOR B A 1A . A B R E LI ReA 21 B
IS % AR WSS AR HEBEAT B B, 49 Q1 2 B8 SR T 75 Bl P S i

CRS (112K s ZHERR 42 5 JORE SN B HAR R AL (BRI — BOR AR A
PEREAHRRIR A AE, NP RIS DA R AN AR SRR BT

IS 7% FE AL B B 22 i CRS F8 3 P47 I 4948 L 2H 23 4 g 184 220 0/ s 4 i 3 A

225 1F (HLH/MAS) .

FEZ8 THEER A PUAN B B SR B ), AR G QRS B T3P SR A AL o ANHESE A5 F Bt BT 4R
SEIH T (TNF) $EHUIGRIT A AR CRS.

S TFRE 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
Chtst FMBLYR ¥ T8 S L 0 A1 I s B 7 PR SR R R AR, IR AT 457 852 1Y o v 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

£ 3. CRS VA R AL FEE N

3

CRS 4% ®

FEEREDL

B RIE B

1%
T S B e A R, L7 R
B CRAG B, HE
S DA, 25

2R 24 NI JRREIR (BN Kk
O REGE, WHE% 2 it
M,

IR 3 RIFREIRR 8, IR bk
25T 1 FIHLZEKAS 10 mg.

2%
RER T E & T, JFH T
IR

i A, TSI E<40%

o BRI, ANBUIR T B
BN RO I s 25 ) ) A
Zefit, B

2 HanEEE. P

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

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

24 NN AR ZH] 3 FIFEER
Py S 47

W RAEIR S, 2 ARk
LRI .

Felbk et 7 Hh ZEKFS 10 mg, & H
1 K.

AN AGREIR S, a0 b g d% 1
AT E B, IS B
Kby, HEM™EREN 1R
PLTR S R 5 MR 398 W PR 7 2530
B

0 SFRE AR AR 23
AL BATE L.

W 4% PA R 3&

3%
REAR 5 25T 1, FF T Us
LR -

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

3 HasE R 4 G AN T

W8 2 4% CRS #E4TAbTE ,

WAAERGE, 5 Bk E SR
BIHEATE B

ks 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
T TR o

EARDNE DT



o WERAEIR AR 2, 4% 4 2% CRS
BATE .
ik 2s T IR JE 2 1000 mg, %
H 1k, g3 K,
4%
f& S HE A (PRI o SRR B, 4% E R E
S8 2 2 CRS BEATALFE, WHHATE R, ki
T BRI SRR 2 R M 5 k- R R, BHEEEEN 1R
F K MLGENT (CVVHD) By | W SOEARSGE, % FlRE M9 | 8L, AR5 MR IR PR 75 R
AT B B
4 JIEFHME (BINEARA
D o WREROR B, B ETR)E
e 1000 mg, HH 2-3 XEEA
7. ¢

Lee et al. 2014.

RTMERFHEMHMLEES I 4.

TERFELR PP TR .

BRI (EARTD « FEBEWER. AZE 85y, melEe. 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 )
BH T AR RN B T I R MRS 10 R, HARH Hleh 2 R GURE IR
fike FvEa, @M EE R RGUEIRARAE 4 14, JF &G IT .
MERAZ M EH

I B A2 R GE R R e R R A S e B VE SR AL (ICANS)  FIAERAN
L (R 4D, REpHAb SR 2 RGUEIRI RN . BE kA 2 Rl B R gt
/ICANS I, 75 ZERFEL 0L S A AR AN B I 8 e A ™ B e M A dm A 42 &
L PEIN 5 B EAE M SCRRRST o X TR IO M R m ik, M 2 LB
WP ARt KRG RNE D B LA PR 4.

F 4. MERGENELRRAER

® o0 o

SR 2 3K CRS AKIHK CRS
SRR 3 PR RPIA ZIEIT 1 L CRS.

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

% W 2 RSk, WEH
IR 2 RIGIERARSE, WESEIKS THZE | Bk T KR 10 mg.
KA 10 mg.
2 FEALFH 72 A T SE T R A
SR 3 PRSI 257077 2 2L CRS. Ffkes T IEKAL 10 mg, FEH 4
Ve
2%

BEAk, EEkeE THIZEKIR 10 mg, &EH 41K,

n FREIR SO, K A B o 2K [

F167 /42777



RN, ARERAE ] R R I, HE™
BRI 1 I, SR A AR I R 7R 2 s
BT

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

B, HEMEREEN 1 HET,
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 HHEERRPIA ATEIT 2 L CRS.
Ak, 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, HEMEREN 1 HET,

j é*éj; fli}K‘ ET’ ) LR é PR
S e e S R P e
AR AL, TRk 4 GO T SRR, W Sukin
g
PR 2 2 ROPE T 1
B 3 LR 45T 2 2 CRS. Miken T BT 1000 mg, &H 2
o
) i ‘é/El\ b v ’ ‘/_’o N
AN, ERbkgs T K E 2 1000 mg, BEH 21K AR B T b R 4 5
HEAT T HE, I 4k 4% i 3
SREARECE , W A g, |y JEAR SRR R PR
UM n GUNBTER, |y, g Rieh 1 HET,
4% FRARSAT ] BRI, ELA S EREEN 1 ) pp = e i b 78 B T B

VAR, SRS AR I PR 75 ELE AR

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

WARREROR B, B kes T H
RJEH 1000mg, FFH 3 KEERST
b,

% JEAL e o T 3H T BT R R A

e R T R AR R TEARE .
FAGRIT B (EART) « POBAMR. "%E 8yt Hage. AuiltiL. 1IVIG M1 ATG.
AR T 2R S8 A P B o SR B s

i Vo8

VR AS b e B AR AR T e K AR G, R LARRM]Y o A IRRE

SCHITEENVE RGO G B, AR A o A i i A 250 0 R R (R IR AT
PRAE, FFEATIE AT . S OCHE M BT WU 2T 3 L PR A P DU R 250

36%f#) NHL £345 7E Axicabtagene Ciloleucel fiyE 5 Ml 52 21| i #HE A MR 40 B i 2L,

HATREIF R T CRS. —HRA R INE P IR 40D, NPPAt IR G 5 DU T T 1 4t
AR AN AR SRR -

FE S R AH BB (U542 Axicabtagene Ciloleuce VT IIEE) 1, M T AL

H1T7H/HL27

Y Gy RS ML e, 9 O 4 4 5
B ARHEFRIE (B, AR 25-6[HHV-61 J A1 IC 325 71 2 KL PE R 1957
JR[PMLD o fERAME RGHATI G A B B 25 & HHV-6 X 2 A PML [¥77] BE




P, JFHEATIE 2 B AL
ZRH RS

NH¥ER B 40ppZ5iad TRy, BT RAE O R E (HBV) FEGE, 59
AR R A R4S . IR SR AISE T . AR R T AR P p O Fe i 2
B, RO CIE RIS RS X HBV. HCV Il HIV T2 .

it 248 g gD i
T EA AT SR dE e, B A RE 2 BB man s, R TAR
JREY o A b e Lt ) 2
R PR 3 H I AE
BRI A FRE B A A A AR A AR R B EE, TR DA R &
RLY o AT B I G BR R E KT, SREXTIR A it A SRB PR BT AE R
SOHAT e R A B AGRTT BB I R K .
TR
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 TR
BUR N

MEAR ST RE S R A R N . P B O N R A B O R, R g TR
P SR (DMSO) B3k B (1 R K & R BT R

PR RS EAE (TLS)

/R UEER TLS, HEFEAREE™E TLS. N 7K TLS X%, JRERTT & E = i
1 f P B8 3 T 75 A b A A 42 52 0 P A i el A T PR VR T . BT TLS FREIR A4
fiE, kAR FA T E S bR UETE R T AL

Xt 28 Tt 5 P AR A 7 HI 5

A it 0 2 AN RAE SN e /A . T T RE R AR RS AT (IR
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 RmARB L]
B it

B LA R A MR IT R, R S AR
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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,
BAE B kA > R, AR AR N AR bk, T HA BT R, B
RAWEIRT 25 EIREIMEAT S .

Ve .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

SN =P

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

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

ATE ZUMA-L GRS . ZUMA-T I PRIRES . s RIS K b 75 5 i wh
B T #ERE, IILLZEEHGEAER IR T E RS =,

€L/ LR (D
IR AR

(25 A Z5 ) Hmi ]
IR AR

(ZYidE]
HIAHRH A E

19T /427



[mRZ#E ]

B E

ZUMA-1 I R 56 h#67E Axicabtagene Ciloleucel &, B 4 J& Py i o 40 i
Rl AR R0 H AR 53— (R 9 B AR A AR R VP Ak 245 28057 S B o 43 ) 48 B XL~ A 4
BRI 7-14n IL-6. IL-8. IL-10. IL-15. TNFo. IFN-y F1 sIL2Ro 2%, XE:¥ks S0
Axicabtagene Ciloleucel iyE/5 14 RNIARIE(E, BHEARMTE 28 RNKE FIHEL K

741 CD19 CAR-T 4 i (4 [ R R, Tiit B 20 i 7 A iG> RE S A7 AE — BET T
ZUMA-L I PRRERH, 45%1) B35 fERLZR N, AN AR R A IS B 4 K2 HUEE L
B3N (80%) HIEE 6 NH (78%) If, AMEIMHAREINE] B 40fd; #E5 24 RS
Th AT RE SR AR 0 T VAl B3, 75% 1 B 3 TG 2] B 41

S0] O BEVE S A [ AR AR N I 24K Bh 7 S U VRAL T 24 ) R ILTE R 16 MG
oMYA, B4 IL-15. IL-6. TNF-o. 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. Z L& />4
IR EEEAR S 2 Ja T, —MRAE 14 RNIARIEME, JFH@EFERES 4 HZE 34
AME LK. FEEHET B A ARSE RN : AR RAT 57%M 8 #H
ARETIE] B 4HM: AT AT 59% ) B F AR E] B 40/ Havd: 7 K2 2 /G, 739
A 83% ¢ 100%[1 7 At il 21 B 40/, Y5 34N H A 6 S HIN, 737045 40%H1 83%(1)
A ANE bR A IR B M RE; BoREbr, 2 FIED T 12 S H R EEIE
A0 L AR AS I 2 B 4 P

ZUMA-7 IR REEH, 4iiEE 7. Bt R 7 fEAh 5 T RRERES ZUMA-L
FAR—F, 7E ZUMA-T W50 24 A H I FRER25 i LBCL S, 61 il R4 g
214 (34%) FEFEEI AR E] B 41/, KZHEEFAE 3MH (43/69 17T 1P &
FH[62%]) FEE 6 ANH (8/13 B[ iFN BE[62%]) KA B 4. 25 24 MHES, 24
B AT PR B A 20 1) (83%) RGN E] B 2 i
I UAIWAE 2

ZUMA-1 {56473 Axicabtagene Ciloleucel J5, # CD19 CAR-T #2417 Btk
WAy, BEEIRET R R, & 3N H BRI K. BT CD19 CAR-T 41 ffd [y I B /K ~F-
PL7E Axicabtagene Ciloleucel %ivEJG 1 7~14 K. F# (JEHE: 23-76 %) Fi: 5%t
Axicabtagene Ciloleucel ) AUCo-28 Fll Crmax 3% 3. 35 521

AT CD19 CAR-T 4HiEME SR MM (R MEE n &Mk LIEMH
Ko SHEBMEMLIL, FEEMHEHE (n=73) £AN$H; CD19 CAR-T 40 Cmax 77K
PR (43.6 NMHF/UL vs. 21.2 ANHM0/UL) , N TCZRMR B I 205%. 3R1S Sk B
K7 AUCo.28 N TCZEARG ) 251% (557.1 F > /uL vs. 222.0 K2 /L)

20T /3277



A0 B TR EAERR PN R BRI B ER VG YT CRS MM R F 1. 18k ks )
AUC28 Al Crnax K I, 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)
AUC.28 F1 Crnax 73 A A N B2 5 SR B BB R B E (n=75) 1) 217%H1 155%.

i) O FEVE S VRAE [ R AR N IR AR 2 Bl a5 ZUMA-L BEFEARBL. 4b
JAl Lt CD19 CAR-T 4HAE ) Hh ALk Ut (RN E /S 56 8 X (JaRl: 7~29 KD , Hfr
Cmax N 129.1 MNHM/uL, H67 AUCo.28 A 820.3 K>/l . A FRF 5 S AE ) H 1)
Cmax 1 AUCo8 BEARBR IR TG B MR M B3, 3RS PR 1 CR BB E ) Crax M
AUCo8 R~ B35 2 7

£ ZUMA-7 W52 () LBCL 8% (n=162 f 7] v 3D, 13t CD19 CART 41
M E B S R WE MR T2 M (CR) B2 (PR) (R IEMX. 5REMEHEHLL,
ZfiRE (n=142) K3t CD19 CAR-T 4l Crnax /K5 5 (28.9 4HJid/uL vs 10.5 4l
L), NEEMEF (n=20) I 275%. ZME (n=142) AL AUCo.0s NTLLE AR

(n=20) K] 418% (292.9 Kx4Hfl/uL vs 70.1 R4/l .

ARBEAT A 5 BB 4 FH 05T

B
HIAHRH A Z
[k PR iR5 ]

— &RV ERGHGTIE R REGER TR B MM EIE: ZUMA-1 RS

— IR R, 20 T/ IRREE, 7R3t 108 7 B v VP4l B
Axicabtagene Ciloleucel %f & &K BUME/E IR Z8ME B A1 AEFE &7 <5 ik T JRE A R 197 4%
gz Atk . FFA 2 AF I B3 T Bl (R T R BE B ARG T4t (HSCT) J&
| FRNE R EFTCHERR T Jeni 2 d [ 4k HSCT, A HAXFHE 2 Guitk IR o,
ECOG REEIREWA N 2 408 bL b, etk A p T2 T 100/ul, WLEFEBR RN T
60mL/min, MR T 2.5 LR, RS 80K T 50%, Bk zh ™ =K
QLB .

7 RPN T TG AR EG 1 101 ) g, LAHZURIRAL CIRAE 2008WHO 4328
BF5: DLBCL (N=77) , JRKRHEK B 40k R (N=8) , JEIIEbk R ibn
DLBCL (N=16) . % 2016WHO 432%, ZUMA-1 #1f{] DLBCL &% f345 DLBCLNOS,
HAt DLBCL V74 Fl v 4% ) B 4l itk 2% (HGBCL) . 475l MYC. BCL-2 fl BCL-6 IR
AP R R, 30 HIDXERE (FIAAE MYC A BCL-2 S A RIL) , 5H#14
£ MYC/BCL-2 B{ BCL-6 3£ EHE HGBCL (XTI =3Td7) , 2 %y HGBCL 3E
FRHERL . 66 19 B3 AT HR 4l 41 i Sk IE#E4T DLBCL 4328 (ZE R H.0 A [GCBlEE 1L B 4l
B[ABCD , Hr 49425 GCB &, 17§51y ABC %4,
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TE Ik B 41 B v B T AL PR 5, Axicabtagene Ciloleucel % ik i iE H A5 75 & N
2.0x10°CAR-T 4H Mi/kg ( fix K 7] & . 2.0<10% 40 8 ) . bk B2 40 Jfo 35 BR 70 Ak 72 N
Axicabtagene Ciloleucel ¥iVERTSE 5+ 4 A1 3 KEFNKHEABEEZ 500mg/m? A0 H7iE
30mg/m?. {E 20 A 5 R AN bk T 20 IR R A B 2 TR A e v T MR AT . BT B
i EAE B %% Axicabtagene Ciloleucel fiy¥ - 2 /MERE 7 Ko

111 52 S s R i g b, 101 1452 T Axicabtagene Ciloleucel V697 1
AL ) 25 T AR 2 1% 77 iR T, HoAth A 9 191 BB 3 R4 2 VR T 32 B A HY B st e
B A M BRSO AR T BN RO AN A BRR B 7 s i A A AR 1 R AT N ]
R1TR GEE: 14 251 K , MWE4IMERBEER AL Dy 24 & (JUH: 16 &
73 K) o ALFIEN 2.0x10°CAR-T 4l fl/kg.

ERZRITIEE T, PR A S8 % Gul: 238 76%) , 67% N5, 86%
NI NFT . BRI PR R ECPALE N 34 GERE: 12 101K , 76%ME#H
X LR B JE 2R IRIT YR, 21% N ER HSCT 2 )5 1 EFNE K.

F BT R SN E TR IERIANATT /05 (mITT) 27 P HF 23 52 VAl IR 20
ZEfRZE (ORR) o KB SAFEEMFFSN A (DOR) « LHERAEEN (PFS) Fli&
AR (0S) .

FE S (RFEFETTA 6 M), ERIBITHEERERWNEMEE ORR H 72%,
FERLM CR N 51%, ORR W3 =T HSEIREER 20% (P<0.0001) . RIGZMIIH AL
a9 09N H (WEl: 0.8F 621D , S&EITHCNMHLEM (PR WEZMLL,
PRIFTERLEM (CR) WEFZMRFEENEEK (5 . 5 CRIW S2H1&EE T, 741
BT RO R faE, 7 BIEsVIVEiE N PR, BRI 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 K13 CR I 55 Bl g, 7 Glm)yT ROTAS AR EE T,
10 Bl F 4197 3P4k PR, BIRTE 12 S H B8 CR.

£ ZUMA-L 1) T JAwEFeH, 7 4] 55 325 Axicabtagene Ciloleucel 167, 5 5 34
PRG54 B33 CR. 7£ 12 MHBIME VI 4, 3 FlEE#5Z Axicabtagene
Ciloleucel ¥y )G 24 ™ HUI4ERF CR R £ 24 ANHWBEV /M, X 3 BlEHE
Axicabtagene Ciloleucel #i7E )5 30 £ 35 /™ H {1 4ERF CR IR

5. ZUMA-1 13 AR R T RO &

5% Axicabtagene Ciloleucel¥5JT 3 (N=101)

R RE VI A 6™H 121H 241H
HMEZ (ORR) 2 (%) 72 72 74

(95%CI) (62, 81) (62, 81) (65, 82)
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SERZRE (CR) (%) 51 51 54
(95%CI) (41, 62) (41, 62) (44, 64)
ERYEMREFE (PR) (%) 21 21 20
(95%CI) (13, 30) (13, 30) (13,29)
MRS A] (DOR) &b ()
o o7 fi e 9.2 14.0 NE
GiiED o (0.03+, 14.4+) (0.0, 17.3+) (0.0, 29.5+)
BAEITBCNCRIFIDOR ()
o o7 11 NE NE NE
G ED (0.4, 14.4+) (0.4, 17.3+) (0.4, 29.5+)
BAETBCNPRIDOR ()
H o7 {f 2.1 NA NA
GiEED (0.03+, 8.4+) NA NA
FRSEBE T A CHD 7.9 15.1 27.1
MARERE CAD
o o7 £ NE NE NE
(95%CI) (10.4, NE) (12.8, NE) (12.8, NE)
6™ H K0S (%) (95%CI) 79 (70, 86)
124~ A0S (%) (95%CI) 60 (50, 69)
2440 B I0S (%)  (95%CI) 51 (40, 60)

Cl, Bf5XIH; NE, AA[iFfl CRIZED ; NA, LR

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

o EyE SRR 5T :  FKC876-2018-001

—IRE L R 2O IRET R, AE 24 ) B R B TR AR 28 1 NHL B3
HPPA A G T RO 22 e . B3k 27 IR E e AN SR, A 1 B TR ] A
FIBEARIBHATIRAE, 1 B8 Rk e R Be s 2 A iy, 1 S R Ji s e £E
I E 200 B B I A 3 2 AR H e o AR AN A PR SR 2R 4 FKCR76 [ i ) A7 s [
235Kk (Jul: 16 £ 36 X) .

24 BIEEHEZ TS ZUMA-1 AH B B35 0 A0 B Ak 7 7 S A0AE R H FR 7RSS i
A CRALFIEA 2.0x10° CAR-T Aliffl/kg 1A , 7 F 20 B SRR IR E 40 f 35 Bk Tl Ak 21
Z AR HATIAZAIT « 24 B2 AR GIRIT R EE T, R 2016WHO 4035, 19
##°4 DLBCL NOS, 1§ ~AE T T 408/4L 4K B ik . 2 B8R &K &
K B AR ERE, 2 B IE R bk LR 4% A ) DLBCL. 88% K4 —£REH 5 £k 167 o Mt
1B, 4% NIERMEE, 8% N EARIE MMM IE E K. T1%EEN RKEIRIT BT
RNEFRBEE (PD) , 25.0%A%FifaE (SD) .

FET LN mITT EH A EARE Lugano 2014 Ik BRI ROUTAl Fr AE TE A 11

o

2o
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ORR, KRBT SAL4E DOR. PFS Al OS. mITT &t 24 58 B A S v Ja 2 /0 Bl i
3N AW BB MLV 2 2 VA e e B R M N 33%, I EM I RIR RN 46%.
mITT 51 24 ] 58 A St it Ja 2/ D BEDs 24 A H IS, R WA ORR N 79.2%,
HP B ERMREN 42%, T EMEN 38% (R 6)  BEHERHILEHI (2021 4 10
H28 H) , mITTHM 24 B3z E&+, F4L 0S N 24.8MH (95%CI: 555 MH-NE) ,
24E OS KA 54.2%. H1F CR 2R E H 6. 12 F1 24 4 H ) OS F14°4 100.0%, 1fi PR
ik, 6 12 F1 24 AN OS Z450 7108 66.7% 44.4%F1 22.2%. mITT 43 #réE
SRS MBI Z R E R, AL DOR A 52 M (95%CI: 2.04-NE) o 18 f e Bk
ST R0EAT W 73 #r, 10 #I3K7F CR 32k, Wz DOR MRk H]; 1 9 #3545 PR
)52 R &, A2 DOR N 2.0 MH (95% CI: 0.62-2.20 N H)D - mITT ££1 24 413238
FH, AL PFS A 3.1 A (95% CI: 1.97-10.74 N H)D . 3453 CR 2Rk &H, HiL
PFS MiARIEE], M3k PR FIZikE+, F42 PFS N 3.0 MH (95% CI: 1.54-3.12 4>
H) .

6. o E i R IO T R0

X EOFESBIET N EE (N=24)

BMEME (ORR) * (%)  (95%CID) 79 (58, 93)
SRR (CR) (%) (95%CD) 42 (22, 63)
MR (PR) (%) (95%CD) 38 (19, 59)
CEfRFFERE] (DOR)  (H) PHAL{H © (95%CD) 5.2 (2.0, NE)
BTN CR 1 DOR () Hfif (95%CD NE (NE, NE)
BAETRCN PR 1 DOR (H) HAifH (95%CD 2.0 (0.6,22)
Tt EAGI (A, HAME (95%CD 3.1 (2.0, 11)
BRI (B, PAfE (95%CD 24.8 (5.6, NE)

244 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 G RBE R

— IR A S 2 RPN R N ) — 2 AT e HILE R B ia
P LBCL HJH N 34 R iF Axicabtagene Ciloleucel HH ZERIBENL. FFathE. 2
e (ZUMA-7; NCT03391466) . & MR E R EERIEME R G, & B
HSCT M EARIEN . B3 75 B AR R VR YR BUE — 830 y7 e s 12 A
MRS . T FRARRAEAE R R IENRE B AUk 2SR . AT AnT A X R 28 22 0 bR L2 9 s B
ORI e o 7 008 77 AT R BB YT s EEG™ B G LU ECOG 1R RERAS =2 I # .

3 359 H B3  1:1 I ELBIRE ML 53 BiC 22 8252 Axicabtagene Ciloleucel #LIREST B — 4%
PREVRTT, “EbRAEIe T A 2 50 3 NI ST, i TIA#] CR B PR R,
4k LA T A E AR HSCT. 32BN — £ A7 (1R A 4 8 45 8% 8 1) [B B Pl s
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BHO BENL 7 2H AT 4 )2

FEFE ALY 5, PRRER K ATE H FR7TEN 2.0 x10° CAR FHMEEME T 40f/kg (Hk
FUEFFE: 2.0 x10® 41D B Axicabtagene Ciloleucel. I k77 22 Fh i ik dhn v A0 Wk % e
500 mg/m? FIFEUEHE 30 mg/m? A%, P ITE Axicabtagene Ciloleucel 45 25 HI %S 5. 4
M 3 K& T . ATA 52 Axicabtagene Ciloleucel 7677 M52 A 1L R IT7 PRABAH LA B2 52 1A
M D TR 1E A M RARANE WAL ST 2 (34T 6 7 A PR AT R T B i, 7o
VRS T S A i )RR

BRI R NEE T, BENPAERANSOS Gul: 212 81%) , 66%NHME,
83%AHEN, 6%NILINN, 5% ANEN. 2HEHEH &K DLBCLNOS (63%) , HGBLff
BAE MYC R BCL-2 F/8% BCL-6 FHE (19%) , DL 86 1 Ik B8 1 K 4m i 3 1k

(13%) « BARTIE, 74%MEE AR R MR YE LBCL, 26%MEEE—LIGIT )G
R2MHAHNEKR.

TERENL 77 lic #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 S [h BEMr
FRIT . 8 BIEHE (4%) fE AWML RAR G RIEZIGIT, FEERSRmiRE, ™E
ANRFAEIET . NAGE R AR = fizim e i O R A ey 18 K G-
132 49 K) , MNHEAEHKARZ] Axicabtagene Ciloleucel firyF: - A7 (8] 26 K (&
Fil: 16 2 52 K) . HAi7E N 2.0x10° CAR PHTEAEIE T 40f/keg (FEHE: 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 NI bR ST AR 02 IR FA AR (BFS) o AR E a5 I
# 7. Axicabtagene Ciloleucel ZH 18/ H I )il 1T EFS 6 59 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 2841 H (95%
CL: 269, NE) , %] PR HEZEMEIEE RN 1.6 NH (95%CL: 14, 1.9) .

f£ EFS EEZAHTI 3T 7 R AE AR AT B AAE B R T AT A R
THEE AR S5%BENLBL S ARAEIR T AR B H B G T /745 CD19 %17 CART
BT

£71. ZUMA-THIB Rl 45 R

P Axicabtagene Ciloleucel PRI
R (N=180) (N=179)
TEMHEF
HHEL n (%) 108 (60) 144 (80)
gL () [95% CI 8.3 [4.5,15.8] 2.0[1.6,2.8]
53 )2 AU EE [95% CI 0.40[0.31,0.51]

25T /4L27



g o Axicabtagene Ciloleucel RHEYRYY
A (N=180) (N=179)
Gy IERTERE p (B <0.0001
BREEMNEMRE, % [95% CI] 83 [77, 88] | 50 [43, 58]
ORR %5, % [95% CI] 3323, 42]
5y )= pfE ¢ <0.0001
TEEGMER, % [95% CI] 65 [58, 72] 3226, 40]
B EARE, % [95% CI] 18 [13, 25] 18 [13, 24]
Tt REFH
HHEL n (%) 93 (52) 81 (45)
AL CH)D [95% CI)° 14.9 [7.2,NE] 5.0 [3.4, 8.5]
53 2 R L [95% CT) 0.56 [0.41, 0.76]

CI, Bf5XIH; NE, JTikfliit.

a.  FRHEMST A SV I E BR T/E4H Lugano 4728 (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.  H4E Cochran-Mantel-Haenszel %o X TR 3B 04T, MR —ZIBTHIRE 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 8 B S — FREE M) CD19 WZERMEMHE Bk T 4B fsiirik, nERE
CD19 MM A Al I B Aifiss & . W7t Ron, 24Pt CD19 CAR-T 4l 53%i% CD19
L4 & J5, CD28 A CD3-zeta JLHISAE I BOE TINS5, FE T HME
oo SEEE . SRAF RN D e o0k 2 SE A M R AL R o X RAFEAF SR TR
ik CD19 20 it A%

HHEB A

XK HE 34K CAR-T A MdEAT 7R EHEALL S (VIS 23, VIS 22
Btk RSO S . VIS ISR BIER R BEIT (TSS) Mk, 1A ARE 5%
) VIS S AN, TGRSR IR € VIS 2 3B T 40k Je g ve

V) A0S AT BE AT AL B e . AR FE EE A BUR T AL

a9

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

S it 6 250 I A A SO T A R R AT Is . (IR 2 1 150 4% KD » W
R BN BT bR, A i T SO R AL 18 S A T AN TR

(&3]
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A LR R AS (CS250/CS250KS) , AN RIS 4 B ik A R &, W
AERAMIIE I NEE IS, S A )G AT B TSR AR

[(H%34]

AFESHBES KTET 150 #HIKE) WERNEEN 1248, Epl)En#E
20~25°C A FERAT 3 /NI o

(AT AR ]

ZifhEMbRE:  YBS00682025
€% 3'8=)

E 257 S20210019
(@ RZEIES 2PN

2Rk BEYU (R AR AR A F

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

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

P3E:  http://www.fosunkairos.com

(440 ]

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

Pk:  http://www.fosunkairos.com
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