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ALT alanine aminotransferase TI=T ) RN T AT 2 T—E
ASCT autologous stem cell transplant B Z53 i s fa i A

AST aspartate aminotransferase TANRGXUET I ) NF AT 27 —E8
CAR chimeric antigen receptor 1 CD19 F A 7 HURZ K

CD cluster of differentiation —

CI confidence interval 1R

CLL chronic lymphocytic leukemia YLD Sk A IR

CNS central nervous system FHRX R R

CR complete response SERTER

CRS cytokine release syndrome A S AA S HE R

DLBCL | diffuse large B-cell lymphoma OFE AMERER B Mifa Y o fE
DLT dose-limiting toxicity FH i FR e

DOR duration of response Z&5h I

EBV Epstein-Barr virus Epstein Barr 7 /L X

ECOG | Eastern Cooperative Oncology Group KB HfE Y ARG IR R v —
EFS event-free survival A X N ATHAR

ELISA | enzyme-linked immune sorbent assay SRS O S s I E TS

FL follicular lymphoma JEREME Y o fE

HGBCL | high grade B-cell lymphoma RSV B AfAa Y oo\l

HHV human herpes virus E hIL_XAT A LA

HIV human immunodeficiency virus t MEERET A LA

IL interleukin A=A F

IPI International Prognostic Index ERFHAaT

IWG International Working Group —

LBCL large B-cell lymphoma KA B Al U >l

mITT modified intent-to-treat —

MRI magnetic resonance imaging i S S R 2

NCI National Cancer Institute KE FE LS AL AT

NHL non-Hodgkin lymphoma FERYF Y R

NOS not otherwise specified FERFE A

ORR objective response rate 5 =R

(O] overall survival AT HAR

PD progressive disease AT

PFS progression-free survival SV A A ) P

PMBCL | primary mediastinal large B-cell lymphoma | JF3&M:HEhs R AR B R U o SiE
PML progressive multifocal leukoencephalopathy | #7172 Bl B IME

PR partial response By 228N

SD stable disease BTE

SPD sum of the product of the diameters —

tFL transformed follicular lymphoma T EdR Atk U Nl

TTR time to response 223 & TO IR
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1. REORER

AT AINE (—f4 : TxXR 7527 vala—k) (%, KE Kite Pharma, Inc. (LT, Kite
) ABRFE L= b MM BRI TR L 51 CD19 F A 7 HUR % & 1K (chimeric antigen receptor: CAR)
Fa— RT58ETEZEEESGO T HMIBIZEA LS CD19 CAR T Mifd Z #akHilE & 35,
CD19 (3% < » B M EMEEZIC R E 4 5 KPR TH S, CAR 75 CD19 Huliz FEH L 7 #llfin 2 78
W9 % &, P CD19 CAR T Miflicxf LT, ¥IE, &ML, HEAHIIEIC K 9 2 B8 $1 CD19 CAR T
A D ¥ - FRAFICBT DE B E2R#ET 5, ZAHLDOEMICE Y, H1 CD19 CAR T MifdiZ OV E AR
FMARTL B AR Y o %E (diffuse large B-cell lymphoma : DLBCL) . J& 3 M HERs S B ffa v o
/3l (primary mediastinal large B-cell lymphoma: PMBCL) . JE & $in#ajg it U o /il (transformed
follicular lymphoma : tFL) . K& OV& B B iz V > )& (high grade B-cell lymphoma : HGBCL)
Lo o BAIRYEIES IR LIUEE R A " &EZE 2 T D 19,
DLBCL (I H AR DM Y N EEERIRDK) 46% & 52D & I THY 9, A AL THETT 2 Pk
Y VNI EEND O, 7o, FEBROBRMTH S PMBCL X UL HEME Y L oREICHEIR
DD, AREMEY L ETH DIEMNMEY o XE (follicular lymphoma : FL) X5/ 2~3% DHE T
DLBCL ~fkFHEEE#RZ KT Z LMo TR Y 8 EiRH A kK L7z FLIZ tFLIZhBE S,
FL L0 bEMEENRENE SN TWD 9, HGBCL 1%, 2UHIZHENEITT 53 B Mifja ) o3& &
L T 2016 Ffiit WHO classification of lymphoid neoplasms (ZE A SN 7= BETH H 101D, Zh
5DO—HEDFERIZIB W T, R-CHOP B FRBAh 7 & OREHEISE N L TV D — 5T, B UIEES
PEFRTE O T4 13 THES 12,13 54 3 DIGRAGE O M LN WIFRF T & 28 72 R IRIRE OMENL DN KD
biIvT& T,
A gL, STl Kite fHIC K W BB E D HAv, WSS T/ TR (ZUMA-1 35R) OfER %2 Iz,
2017 FIKE T, 2018 FATIIEKIN T, ZIRIGIHELLBE D2 S PR IEZ I RFE L 7o SUZEES PR o K5 il
BHif Y > i (DLBCL, PMBCL, tFL, % (* HGBCL) Z#hREh R & L TR S, BN TIL,
BB ASREEEED, ZUMAL RBO 7V v v 7R BRTH HENE D HRR
(KTEC19-A-J201 Bk, LLF, J201 #R) CTEGRIIAE APED feiR S 7z 72 o R AR 56 KRR H Bl A 1T
VY, F i AR SN B D R L RGBS M F R L S Y e W R 1T —
WRIG IR\ B2 ST G ME o AR B /i U o 3l * o T, 2021 4 1 A IS AR ZHE Lz,
F 7o, W TIE Kite £ £ 0 —WRIBEZ ICH R SUTENRMEO KA B Mgy > ~EEEICxT 5
WAL E AHFRER (ZUMA-7 38) 2N %M S iz, 5F— =Sk, ZUMA-7 B o pific Lo &
[— IR ST EEA M O SR B AR Y v X E ) oS EUS 2 BAY & U 7= Rl e &R
TH—AEAGRHGE 21TV, TEUT O3 SUTEE O KA B fifa U o N - OVE AR a Y
B IR Y > N, SR MERERE SO B IR Y N E, R ERAIE e Y oS, MR B L Y
YRME 7272 L CD19 HURAIER & Lo A T HURS A I B T MR A OB R IED 72 W RIS
[R5, Z%hEe. 2R XIIMERE S LT, 2022 4 12 A KGR ZEUE L7z, 2023 426 H 22 HiZ, Hi
RGETENF — SRS S XY TR - o = XS Ak S T2,
B, ARdnlE, 2018 4 10 A A A A AEERE R ISR E S,

k12021 4F 1 AZKGEEUSREOZhEE, ZhER IR
LLF O B3 ST EEE M oo RARMR B MR Y > X
cOVEAMERMIARE B AR Y >N, RS MERER ORIR A B e Y o\ E, B RIERME Y o E, S
MEEE B Y > E
72720, U TFOWT bz 5aIcRS,
- CD19 HiJR A AEH) & Uiz % A T PR F BB T Mg is O REEN 720
- BREMSMBEICEISNH 5 BE TH-> T, PIROBE TIHEFRIEL 2 B BREROBE TIELH
FBIALFEEE 1 RILL BRI T L2 5N o 7285 U< 1T H FZ & et B S HR Ll
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2. HRORRFHEFTE

® UKL, H1CD19 ¥ 2 FHUR AR (CAR) #HALZAZEHKRO TMlaldchs, (VI
—2—() JFH « A =X 1] OEBM)

O R SUTHEEEMO KM B AR Y oS EBE RS b U AN R T RER (ZUMA-1 3K
BR) TlX, 24 » AT — X2 EHK (T —F By FA7H 20184 8 A 11 H) DOZEFhF2 X
83.2% (101 7 84 B, 95%CI : 74.4~89.9%. Clopper-Pearson %) T&H Y., 60 » H#%T
—H R (T — 2y NATZH 202148 H 11 H) OEZNF*21% 83% (101 59 84 i,
95%CI : 74~90%. Clopper-Pearson {£) Tdh-7-, 72 ZUMA-1 RERD H A NBE3 ~D
Ty 7R E UCHER L2 ENE TR (J201 3B) (2880 TEMFE2 415 86.7%
(15 #ilth 13 %1l 95%CI : 59.5~98.3%. Clopper-Pearson %) ThH-o7-, (IV—5—(4)—1)
—O WHME 1/ MFRER (ZUMA-1 R5R) K O0Q@ ENE THERER (J201 RER) ) OHSH)
*1 o FIC TWRIGHE LR T ORI SUTEEMED OV F AMEXH A B g Y > 3E (DLBCL), JFFE MMt
RAfa® BHifay >N (PMBCL), WEE#IERMEY o (tFL) 8%
*2: 2007 4 IWG £ Z H W72 IRBRE(LE M XIXTEBR HIEM OH IS < KB ZEZ#E (ORR : 58
2% (CR) XIZHmE%Z (PR) LHEINT-BEOEE)
*3 . TIRIBR VA CHA3E 3o DLBCL, PMBCL, tFL., &M E B fifay o> )& (HGBCL)
B
*4 1 3 # A OB

O RIRIEMLICHRE ITEHARME O KR B Ml Y o REEES 2 xtg & Lz s AR B
(ZUMA-7 &%) *7Cld, A X2 MEFHIM (EFS) *8 ORIl S EEETR R IC iR LT 7
XN THEF L ala—R I BETHBEICREND LR EN., EHEREICH T DA O E
PEMNRRAEEE L7z (P<0.0001, Ehlue 77 v 7 mE), (IV—5—(4)—1)—0 I3 MR
(ZUMA-7 3 5%) | ©OHESH)

*6 : F% T EEIAYE O DLBCL 364 &% (NOS). MYC & U BCL2 & BCL6 Diifi 51> O A i
A D7y HGBCL, JEMatE Y > %E (FL) 75/ U 7= DLBCL, T /i Bk 5 5 A fi i
B MY o8& (LBCL), 184 7¢5ERS#E DLBCL, %M F & DLBCL - T, Epstein Barr
v A A (EBV) Btk DLBCL #%

7 TRIBIE S LC O AR RE LR

*8 : 2014 4 Lugano 737 A% H W\ 7o EM T H Sl 5 FEAm A% BE o fl E 12 # S5 < EFS

O FIREUIHEHAMEO KA B AR Y o NEERE AR L LR T/ MARBRICBs VLT, K
pn 3 H- 472 108 Bl 107 B (99%) ICRIERANRO bivle, EREMERIZYA A v
HOHERERE (983%) . BMAE (57%). #% (30%). IR (28%). HE\ (256%) HThHho7z, [H
WEE DRIV T, AEAREE Sz 16 B4 16 il (100%) ([CEIWEHANED bz, £
7REIMERNE, A N A URRHUERERE 18 B (81%) . I ERED I OMfL /MBI % T 4l
(44%) FHTh o7, OKFBEKFE TOHEED)

—WRIBIR 3 SO EE VA YE 0 B 52 i s i F B A 8 s O R AR Y B M U Xl RS & k)
Gl L7V E AR W T, RS Sz 170 Bl 161 61 (95%) (ZRIVEH 3R
Do, EREWEAIZY A NI A VRHIEGERE 157 61 (92%) . BNIE 79 61 (46%) . IFHER
Ik E 65 Bl (38%) . 97 44 il (26%). #RHk 36 5] (21%) HETh-o7=, (Fhag. R NZ
PEREIB AR ZREE £ C o)

BERARES -BEHE LT, A b I A U HJERERE, infusion reaction, #HfERFG:, &
Y, IKF >~ a7 U U ME, mERED ., BSARBEEERER S Dbd 2 Enb 5, (IVII—
8 FEAE - BIEH DEZMR)
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(1) &EEBEM
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TR - RIRAFEOIEM D b & Ty WA b A o R O B 0 ) 70 RS Y A
P2 F AR Z BT 5 2 8,

[P C OB TR DTS 2 L hvh, SSRGS, —ER ORI RS 7 — 4
PEREEN D £ TOMIL, SERI% %R ORiEIC BT 2 M2 T 52 LIk b,
KA ABEOERFREMIRET S & & bIo, KRORAMR AT 57— 5 25
I L. A O EAE I L B A L5 =

(2) @ - FRALEDOHIREIE
ARblT. AEREAr, RdEfF HHEE T A RS54 OB, EMEAICESXHEHOHELY LT
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II. AFICEET SIEHE

1. BR3E4
(1) ¥4

A T ATV H O ERE
(2) *4

Y LR

(3) BMOHEE
Yes/No & YES |2, #ailliaTé 5 CAR T M4 H K TH %,

2. —fg4

(1) #% (&Gfik)
TXATEF ala—kiL

(2) F8 (W8ER)

axicabtagene ciloleucel (INN)

(3) RTL
gene therapy substances : -gene
substances for cell therapies : -cel

3. BEAXILRMER
%Y LR
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BARAAA

5. EkZEH8 (MfiE) XIIKE
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1. #f

(1) Flfz D XA
TESSAI Gl e i v 1)

(2) MRAOHNER IR
(5~ R D P ~ R I O R (AR

(3) BWAa—F
Y LR

(4) Ryt
Y LR

(5) T Dt
Y LR

2. HEDHRK

(1) #BEHREOEERVEIRS
AdniE, 13y 7 (68mL) I TRk EEAHT 5.

[D%a) &
A A 1 CD19 CAR T #ija 1.0 X 106~2.4 X 106 flil/kg ({A&H)
(Afias s L) (B KPS & 2 X 108 )
% TR PR IR 34 mL
CAFNANEFY REEGTe (B FRE 5%)
0.9%H#iik 7+ ~ U o7 MK 27.2 mL
25%t MIIET VT R R 6.8 mL
BRIMLE B ATk E
PR 735 ¢ ki S0 R i

A OBGE TR T, ~ v AfHEF MR bk PG13 75 Effatk, v o mIiimig, A& dskiile (8
&) . b MIET LT I (BRIME : OREL SR TE  FERRIL, W ONTERIME B A SOIOKIE
PRI J7VE © BRI SOXIERRIM) . b MlLERSkE R T o T = U (BRIME : ORE, R
ki)  VVHBRAY I VB, v UANAT Y RN GEAINDE S 7 a—TF
EEfEH L TW5,
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PRAF IR RAFIERE TR A3 it A
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RS OFRIR 2 BRIET DBICIE., FIEFEBE O FIEICE > TNEY Z GTetiER N v 7 2 L e
PR U CREET D Z L,
RS (CHIRYEE LW b, £, BERAANY JONEMET X TRETHZ L,
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- UVFEAMKHMAEE B Mg »/\E, REMMFEAMEE B Mg v/ \E. REGBRIERKYE

DUNfE. SEMEB MR VB
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(fiFL)

AEOZhRE, BT MEREIX . Kaf B Mo R\ ERE 2t & Lngsh e 1 /11 FE R BR
(ZUMA-1 #5%) . EWNE TR (J201 308 K OV E AR (ZUMA-7 #BR) ORI

o

yj] AE«

RE LT,
MEXIEIHREICEET SFERALDIE

(Fhee. MEXIIMHEREICEEST HIERALDERE)
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ko

(fiFan)
K DR O L e 2R T 2 BT 320 U7 BRRER I A AN b2 B3 OB, /i
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EHEATOAMNKT7 7 L— A ~&E R~ D%
A7 7T L—o R
HIERT 7 = L— A2 K0 FEE) BRI HALER 2 B HT 5,
HINERT 7 = L— AEYOE#HE
BB L7-AMERT 7 = L—3 ZEWM A 2~8CITHEE SR G5 THA LT3
%~ e 5,
EHETOZAN~ERES)
KEDZHERUVRE
ARihzZHE L, FHERNE CREZERSHT (-150°C LLF) THAERTT 5,
BERIORLE
RAGI Y > RERBEE 2 iesB L. MBZIG U CRITALE & L C. A5 5 BRl2S 3 HIH
HWEE T, LTFDO U R E L REIEEIT Y.
YImRATZ 7 IR (EAYELT) 500mg/m2A& 1 A 1[H 3 BMAHEGFHELO T LY S
U UERT 2T )L 30mg/m2 & 1 H 18] 3 ARLEHEEET S, B, BEORREICLY
W ET 5,
AROEBE
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(EE#BETORANKT7 7 L— A ~8E R~ DHHE)

AfE, AMERT 7 = L — 3 A K o TEEHERE CERILS L7 B O RN M BEEZEk 2 JFEk & LT,
BLOEFT CHRLE S NA DT, AMERT 7= L— Y AR OAMERT 7 = L — 3 ZEW OiEIZ ST
Ao L7,

V.

NEp

B9 5HHA 9




(EE#ETOZAN~ERE)

AKII-150°C L F TLETHDL I EDRHERINTWNAL I ENHRE LT,

A K OVY 2 RERER BASIEE O E R OV &1E, A3 SOTERRME O KR B g U > oS S
Fraxtg e Lo 1/ TMRER (ZUMA-1 %) KO ZUMA-1 RBOBAANBEZE~OT Y v
Dy 7B E UCHE - FEhi L2 ENE DFERER (J201 3RER) ORGEICESEHRE LT,
ZUMA-1 B OFE T MIZBW T, ¥ Z7rh A7 7 2 K 500mg/m2 XN 7 /4T ¥ 30mg/m?2 %
A0S 5 HAl, 4 HEl, X3 HANCHESG L, TO%ANLE 2.0X 108 /kg = HiZ& 5 &L
LCHE L, REBEZEOY D RERBREALFZEEO HER OHEZ BE LR, ARERHR IR
Too [AERD LT A 2 HWT, ZUMA-1 SRR O F T8 ) O J201 3R 2 FE L 72/ 5. BaFa
274 BRI NT U ANRENT,

(5 Z2LL B 220X, RlRk Sy O 2 A MEFEAM I 3 D X BRI RF 00 2 42 % FLAR Al R 2R IRF [ &
LCEREL,
BHERBPROLNTWD Z Enb, BEGREOFNMELONLEMEIML L TEL T, RO [k
HiifelE cx ook E LT,

4. AERUVAEXEFFERAECHET SIHERALDIEE

(AERUVAEXIFERAZEICEET SERLEDEE)
BEOAIMERT 7 2 L— AMBAREOREIZED £ TOHOFIEOFEMIL, RUEHGEEE
DRET 2~ 7V EZ BT 5 2 L,
AILE
1. BRa O AEREZED BT, DNA GLEERAZEORMIBIEHN. 250XV Bk
DITRE D SR IEER 2 /T 2L FRIER 2 &5 L%, AhOER5 %2175, KRS
B D AMLE O FERIZOWTIE, [EREE] o2z RTHZ L,

®’E5

2. WEANIAMEEN ANy 70T VWL K3 5T 58FARKAMTH L5 2 L 2R
LTk,

3. KB GHNC, LT OWF O REABEZ ISR NTEEIIE, FIET 5 £ TARLOEK
G452 L,
- AL EOALFHRIEC &2 BE 2RI (RICIiES ., DEE, KiiE) 235380 540, BIE

L TWARWGEE
RO EYUEN R D b BA

4. REFEE5RFIZHEILT 5 infusion reaction (FEEN, EIE, FBLE) 2T 57290, KL
o 1 BRI, Pie A% I VA, ESEFEA ORI 52179 2 &, EmEENTERE
Ak, BISRREAT oL FEIIER LW, F/2, 7TF 74 9% —50H 5T
PEOBEEOERNREALEGAIE A, RAHEOHEREZ LT Z &,

5. A MO A VHHIEGFEREOBR AR 2 T, b U X~7 (Bfa Tl x) Z20n Il
TEDLXIITHERL THBL Z &,

6. HAE LI-ARMEER Ny ZONEYNFZERITHEET 2 £ T, 37°COME IR KM iz AR
RESRSE CRlRT 2 2 L iR -0 T HE IR KA R R A SR D E Y 42 &,
RS O BRI TN &,

7. REEHERAAN Y ZICHEBCRANRD bN-HE. A& E LRI &,

8. AREDOFERIKR & BEIET HBRIE, K EEEE O FIEIZHE > TNEW 2 & e iiE A Ny 7 2 Lk
Y L L CEET S L,

9. ARMLElEL ICHIRAYER Lo &, Fo, BEAANY TONEWE T X TEREGT5Z L,

10. REASOBEGRBA IITDORNWT &

11, Rfnix, AMERBRE 7 4 V2 — %o T T T v 7 A7) —D8lTF 2 —7 TRETDH L,

12. REoBGHNC, EHAREIC CEBRF 22— 2779430797528, KihaLERE
L7ztt, N0 774XV ARBHERA ANy Z 2R KRTlREF L, TEXH720T
ZL Oz #5352 L,

13. ARSI EfE%,. BE T C3HMETIIRETH D Z EnD, @fEE 3 FLUNICES %2 5%
TT5Z L,

14, B FEH AN 720 LT MlangE LWL 213 bZ &,
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(i)
BAEARNOAMIRT 7 =2 L= AN DREOEGIZE LD L TORL RFIUZSWT, JERBEL
lev=aT7 b ({2 AIVEBRN~=2T V) BRI DLERD LT ORE LT,

AL E

1. #1 CD19 CAR T M OEFHIZ Bl R BRIE 2T 2 572012, R BE G AR LA O 512
DWNWTERTE LT,

BE5

2. REWIBHZFMREREL THY, BEORV EXZIETHO2XLERNH DO E LT,

3. REMOEHIZPED A N A U HHIEWERE (cytokine release syndrome: CRS) D &EJE/LD U
AT ENEBEDLBNDD DT OKE LT,

4. BRFBR CITo 2RI 5O FIEICHE T TEHE Lz, £0, BIBREAT v A NIZET R
EIX, RS OIEMEICRE L KIFTRNRSH 5 7= 0%E Lz,

5. Rl 5% OBREARFITHESNICKHEFREE T 57201, KRB CTHEHA L NV X~7 (&
fmFHHz) IOV THEE LT,

6. FRIRFER CIT o 7ol HIEICHE U TR E Lo, B ISR LR IC>Wn T, AR D
LEMITMHENY. L TR W=D RE LT,

7. Ny ZIZHRERLIRADERD b B2 OW T, AMER N Z RIS L TR W2 O E
L7,

8. ARMIIMT L7zt MiiEMidZ &e/zd, FEEFIECOVWTEERENLETHYHE LT,

9. FlfEIE OMIEPESE X, AWM OIEEICHEZ LT T ARENH L T-ORE LT, £, NEY%E
TRTCEETDEZ IOV TIE FFEAN Yy Z I EEOBRMES IR SN TV D DR E
L7,

10. MU FRIBEC X D ARG DO JIE A WET D - D% E LT,

11, KRS ORESRAE RS AMERRET 4 VX —IC L VBRESNDAEER D D7 DRE LT,

12. BHRTOABBKICL DT 74 I U 7T SMEEO — R 72 EEREZ E L CERELE, £
7. ABEEEIRICE DI, TEARE TS OMIEREGT 572DICRE LT,

18. RS ORRBEDOEIR FORLENEZEE L THEE LT,

14, BeH5FOMNEELHT-DIZHEE LT,

5. BRIRALAE

(1) BERT—2/1\v5r—

B DO A% HERH W BN Pog Bt IR j<gs
2 Jite H 5k GRBRIG44) FYPA Axi-Cel 1 58 | K4
%5 AR KTEC19-A-J201 | A ¥k FFEMEEE | IR CRERESUIEE | 1761 AT
HAR (J201) e h e LRk | B R0 KRS B Y > | $1 CD19 CAR T #ija
ENAETN S %) : DLBCL., PMBCL, L LT 2.0x106

HGBCL, X% tFL (s A) | /kg % H.[nlf5iE
% 1/IAH KTE-C19-101 ety FFEMEEE | RICTWIRRUBECHAEX | B 1M : 84l Rl
p NES (ZUMA-1) Bk LR IEE | AT O KT B | S IAH : 111 41
A AT xT)b RN RE B Y > X : DLBCL, | #t CD19 CAR T #lif

PMBCL, XX tFL (& A) | & L T 2.0X 108 f#

%14 (Z4:) DLBCL. | /kg % H[EIETE

PMBCL, 3IX tFL

¥ A (Pivotal study)

24/ —k 1:DLBCL

a4/ —k 2: PMBCL Xix

tFL

UM (L)

27/ — + 3 : DLBCL,

PMBCL, X|XtFL
%14 NCI 09-C-0082 e h e FFEMERE | ZWRIBELARE R SUIEE | 1361 53
p NES Bk LRk | B R0 KRS B Y > | $1 CD19 CAR T #ija

ENAETN S 2% : DLBCL., PMBCL, L LT 2.0x106
% tFL (BRA) kg (12 f1) XiX 6.0
X 106 ff/kg (1 f)
% B [a] g 4

V. {BIRICE 5 A
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B O FH RS HEREHA By Pog B ER BT &k}

52 i i 3k GRERIS4) THA Axi-Cel 1 M H & | Koy
EEE KTE-C19-107 H5hiE IR A L IE | —WRIBHEICH R XOLEERYE | Axi-Cel # Rl
XE., v (ZUMA-7) *2 et =N OKRAMIEA BHAZ Y > o3 fiE | 180
AN IRNEHRE | Ztiak 2L [ $1 CD19 CAR T Al
=L B L LT 2.0%X106
KA — A kg % H[mlH§ 7

N2 U7 FEVETR R

179 4

CD : cluster of differentiation, DLBCL : diffuse large B-cell lymphoma, HGBCL : high grade B-cell lymphoma,

NHL : non-Hodgkin lymphoma, PMBCL
lymphoma

: primary mediastinal B-cell lymphoma, tFL : transformed follicular

*1: A< L b 2EDMERIEL VA 2T B k2 — AT KRR (2022 £ 12 )

BE T/ THHEER (ZUMA-1

HER) RUERSE DHEHER (J201

HER) 12611 2 AMIEEMEAR OER

R

[—==
EFK

g2 iR B

(objective response rate : ORR)

BRI R OR BOIEN CR GERZER) XL PR (B3 2E%))
EHESNTEEFEOEIGE L, 7—% 1y A7 HETIZ CR
X% PR OBEHEIZAB LRI _XTOREERBINE LN
ol BE LR LT,

TR BR AR Bl SUXIBBR 7 HR I B O RF A 2 B 5 < e b B W ah R

SJ=SoIES & [BWIEIZ CR, PR, SD (%E). PD (#17). FEMARE
LEELT,
BAOICEBHUEDINELN T LREB OEIT IXE LT
(ZUMA-1 R : R I T Fh 7 E2 7 vala—k Lz

Z5h M B DV OFEFERITERT 5, J201 RER LR IZ DB T)

(duration of response : DOR)

DOWTNLRREETLHETCOHME L, 7—% > N4 T7H
F TIZ DOR DOREVEIZAE L 7o 7= BE TR TR 5 CT
Hyln &Lz,

3 18 A A7 1 )

(progression-free survival : PFS)

TXVATET L vaa— L0 HNLHEBOETX
TR Z DR VIELC E TOHM & L,

AL

(overall survival : OS)

TR HTELF ula—k LS5 ENGEREY b2
WHELEETOHBE LT,

ENEIHAGE (ZUMA-7 SE) IR T2 THIBEEDES 0

FHEE

[—==
EFK

HEA N EFHIR

(event-free survival : EFS)

MEAEZ ALy & BT H S 5 R BE 0 ) B 12 2D < R B o
1T, Bilz7e U N ERFE OB, X RZ DR VIET O
THPEWEETOHME Lz,

CRXITPR LHESNBEDORIGE Lic, 7T—F Yy A7

7o 2%
%ﬁiﬁﬁ;wm%mw_mm) H Tl B BINED O LI AT L7 hho 7= BE L. KM
' blghol=BE L L,
ZE5N M B DR IR OMIT UIIEN R D22 WL £ TOHIM
(duration of response : DOR) L,
VS AR 7 I HEAER LD DIBBREAEERT ORI E I E D < W OEAT T ER

(progression-free survival : PFS)

ZRDRWIEC ETOME & L,

A A

(overall survival : OS)

HAEZ L BN Z DR WL E TOMHF & L7,

(2) ERAREEHER

ARk L

V. {BIRICE 5 A
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) AERBFERAR
BHE T HEHAEE (NCI 09-C-0082 588%) : ahK— bk 11~14
PRI SOTEEREO A B ey o N E (OVF AMERAES B Mifa Y o ] (diffuse large
B-cell lymphoma : DLBCL) . JFU&MEMEMRRA A B ffa Y /<& (primary mediastinal large
B-cell lymphoma : PMBCL) | &k OVEE in#ileutt U > 7 JiE (transformed follicular lymphoma :
tFL) ) B3 (LTS5 13 61) Z2xdRIC, U o EKBREEREL LTy 7 niR A7 7 3
K 8300 XiX 500mg/m2 KL X7 /L #Z £ 30mg/m2% 3 HE&EL, T 3 HRIZT R HTH
guoovaa—tkarR—h 11,13, KO 14 T3P CD19 CAR T #ifid & L T 2X 106 fl/kg.
24— b 12 TP CD19 CAR T L LT 6X 108 ff/kg %5 L1z & & DM Z2 34 L7z,
Grade 3 UL LD CRS X 13 fiIh 8 ] (61.5%) DEEFEICERD BN, THHDHERIITITTF
TR aa—eLEEND 6 HUWNICHEEL L, B 5 12 HUNIZEIE L7z, Grade 3
UL Eowift R gid, 13 fih 8 5l (61.5%) DEFEIZRDOLN, TNOEDOFERRITTNTTFD
Ty vala—kEEND 10 HUNICEB L, Z20Z BB 14 BLHNICEE L
77

V. BRRICBET 55 A 13



(4) HRIEAIEAER
1) AR ER

© s 1/ MAAEER (ZUNA-T EER) ™ 1719

H i

HBIAERE . T 7 &2y vala—w LR EFMT S,

o5 T FHERBR © F% U EERTED DLBCL, PMBCL, K OMtFL BEFIZEBITH T
XIAT R aa—v /ORI EKBIFIZE)E (objective response
rate : ORR) (ZES X3S 5,

AR T A

Stk I, EE I, 5 1/ IR

PIE

%1 AR - 3 U EEE Mo DLBCL ™, PMBCL, tFL #B# 85 [ 7%

BT ET v vaa— VRG] R OV TS T B, BRI R A

(dose-limiting toxicity : DLT) FEA*l4: : 6 5]

o5 T FHEABR « B3 3 #EVAME o DLBCL ™ #3581 #4] (=4 — 1), PMBCL,

tFLEH 306 (2Ah—h2) 1116 (TR A7 X7y vala—k#

55, mITT fEfrxtse, ZaVEfirst4: 0 101 f)

2L 2008 4 WHO 2331 £S5 <,

7 : DLBCL & L. DLBCL FE4F &R T 0GR ER 2 & R/ e s B fifia U o 3
fE, BRI 9 DLBCL K OV Epstein-Barr virus B4 DLBCL % 1A
e L,

ERRAETE

- HERAE THRISA WO T 7Ly 27 B #ifa NHL (WHO2008
TERINTLUTDOXA T HET) 2HTHH8E
- DLBCL

a) DLBCL., NOS

b) T/ FH Gk ER & E B R B e U o /N

o) 1BMESIEICEE S OVE AMERAIIRABMIL U >

d) =i @ Epstein-Barr virus B OVE A KRS B e U > <f#
- PMBCL

- tFL

c DR EBLUTONTNNICHY T 2GR EEZ AT HEE

- S RIBIR LU A SR (FISMEERR MR R, 7oL, —IRIBE L U A

VNS TE D B I RS LT,

a) —WIREL VA IHRT HREMFEL LTO PD

b) —RIGEL A Z 49 A 270 (ff : R-CHOP 4 %4 7 /L) DL 3
L7 BEIEN SD T, SD WIMITA& 5% 6 » AR TH 5,

- TWRIBIR LY A LI D IR R T )

a) MEDOIREL VA KT AR ERR L LTo PD

b) REDRINIETEL VA% 2 A 7 AL EHRE L%k EN
SD T, SD #IMiTEM&&E 5% 6 » AR CThH D,

- BHFREMESMRBA (autologous stem cell transplant : ASCT) # O

7

a) ASCT % 12 » HLANIZ PD I3 (FR38RFE TIXAER CTH IR ML
SINRTNIX RS0,

b) ASCT ZICH N _N—EEE R T 525 51%, VA — U IERZRICH)
RBBLNIRND, TEEPALND,

c DR ELUTICRTIREEZ 2T W BH

- 1 CD20 &/ 7 v —F AHiRO &Y (GREBRELE A IR HER
CD20 [zt & HIlr 3 5354 LAh)

- TN TIY AT ERLEEE

-tFL B Tk, IERatE Y o NEIC T 2 kFRiE (£0% ., DLBCL IZE
Elnfa L, HEEPEN RO DD B N ERRUILHEICRL 1Y)

+ International Working Group (IWG) ® 2007 4T Response Criteria for
Malignant Lymphoma (LLF, 2007 4F IWG J£#E) 19,29~ CTHIE Al fg7e
WEE 1 Ll AT 5 HBE, DN SR R %2 560 U 72w &1, i
FRIBER T RICEIT D FEI SN BRI O RBERTRE L T 5,

V. {BIRICE 5 A
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« MRS LIS 8 (magnetic resonance imaging' MRI) © CNS U v/ JEN

H BN EE

o BREMGIEF = v IV RA L FILERMIECE (f] AU AT, =R~

7. RAT Y RXwT 7TV AT, 0X40 7= +¥ 4-1BB T
=R M) DA OIEANZOWTIX, HERT 7= L—v A% FEET 5
FEAC, ARG LT 2B L EXIT M O 5 FLL EonFihniE
WIS RR 3 L TV B BE, R MWRET = v 7 R A b BRE SES SR
FIZOWTITAMET 7 = b —3 2 &2 L9 5 BT miilEE G0 5 406
o 350 BRI LT 5 B

DIRTOIRWRIC X 28 HEHRILIELE L THY CTCAE ver. 4.03 Grade 1 L F
WZEE L TW b B (MEEZEOMKMICER TRWAFHER LR
18 ik Lh Lo

Eastern Cooperative Oncology Group (ECOG) performance status 0 X
31 oBH

o P ERHExT % (absolute neutrophil count: ANC) =1,000/u L D HBE
o /MR = 175,000/ 1 L DB

U L oRERAME T4 (absolute lymphocytic count: ALC) =100/ L D #BFE

UTICERT D, & M. M. KO E A3 583

- 2L T7F =7 VT Z A (Cockeroft Gault THEE) 7Y =60mL/min

- ALT/AST=2.5 X J:¥#EfE LR (upper limits of normal:ULN)

- REY L E Y =1.5mg/dL (VAR —VIEBEREEE ZFRLS)

- DERHE=50%, v, L a— | LRI 3R b, KB
DOFENEH L < IFFHMIC B L2 LT TAREENRH D EE X b D LEM

(electrocardiogram: ECG) FrA & & LU0,

- RIBBROER S L ITFHMEICHELZ LIZT AR H L EEX 65K
VNSV A WA
HARDIFYLIRFE TR — R T A VBRI E>92%

© MRIRO ATRENEDS B L AME T, MG SUIRIEIRMR A LV IR L T e 2

ENHER STV DB (FEMBRIT 2% 0 7otk LI RD < &
b 2 ERHE LTS kbR, SHRO TN S 5 LIEAB SRRV,

X [EPIARTREESE

BRoh 2L e

- BE 3 ELIWNITEMIER OBEIER & 58 B (X7 7 —< L),

TR, BEMGE . IS o BN, SUTIERME Y oSl 8 AR
UNOBEERH > TH =2 b U —7]]

CLL ®V & ¥ — BB OBEEREN H 5 BHE

TXIATET Yy vaa—v AT 6 HELINIC B i RE &
Fifi L 7= B

[ FEER M IR R AE D SEHEIE S & 5 B H

CD19 BEMEIEIC X DIEEN & 58 (7272l KIGBRTTY X7 4
Frovana—eVmEREGOmEIGE R TG R

F A FTHIFRZ A (chimeric antigen receptor: CAR) T Hi#EE I3 o
BAR T T ML OIGRIED & 5 B

7270 3y RICEINT 2 EE > B O @ BUE OGO BEERE RN & 5
B

oy hr— VAR XIIIREO - OIZHE A O k2 3 &3 5 5 I,
T AIVA L XIXE O K ORRYE 7= AT 5 B, (IR ATEE 72 B 70 R
JRYE K O MEREA R O A, AT 4 WV E=F — L MHRO L, = b
Y —m)

t MEERETY A LA (HIV), BREFX D A L2 (HBsAg 1) . X% C
BIFR T A VA (FLHCV BtE) ORRYEO & 2 B3, (B HRFR X% C M
PR OBEEREN S D BEIL. &M PCR L XIIKBBEE T A VA&
DIEHRAU T DOEE, = MY —7])

WENT TN XTI R (BREMEET = —7 [percutaneous

V. {BIRICE 5 A
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nephrostomy tube]. ® & 7 4+ — U — 4 7 — 7 /L [indwelling foley
catheter], R N1 A > [biliary drain]. X IXMafs/ i8R O 7 —F v

[pleural/peritoneal/pericardial catheter] %) %35 L T\ 5 EHE (K
— kK 7 « ¥x¥ ANT—7 )L [Port-a-Cath catheter] Xitb v 27 <17
7 —7 /L [Hickman catheter] D H.LERIRAD 7 — 7 L OEMITFFE S 1L
%)

« B BEE (cerebrospinal fluid: CSF) HIZ MR 238 H S 40 5 SUE M~
DEBE VPRI TWAHEE, HHWE, CNS U U \EOREMRE, CSF H
WZEMEMEARE SN2 DD, IIMEEBEOMTEREA A3 5 B85

< RAEVEZRER . R AN A R R i, REENE ., /D IMER . X CNS [E
EEED B OMERER EO CNS EEOBEREZ A3 5 UIA0FT 2 &
*

« DUNREDLEXILLREENRO b b BE

< BERETO 12 AUWNIZ, DEFEZE, DIE B SUI AT & Mif, ~%
TEFRLME, D WVIEARIRER O FEhE b L < LRI 2% KT T Al GetE N &
LD LERBOBT A AT 2 EHE

< BPAEIIME FIBSE, EEHOERIC LY RABEN L E B

© VSR IE R AE O B

« BRERAT 6 1 A LN OTE E R AR E XIS ZEARE O BEE R A A 5 B

- S OF M NI Z M OE U RN A2 15 D ATRetE S B B E R ERIT
iorasect

< RIBERTHEH 9 2 AN % 2 FIE 2> BIRERL 8 HUE SOt O BEFE B &2
T HEE

o U U RERBR EALSEIRIERIA T ERT O 6 BRILINICAEY 7 F o & B L2 B
#

© IR OIREL P O EE (BRI SUIILIRICH T 5 U v R ERBR B R
EOWIER IR 5 %)

< IRBHIR R RO R E R FRIER D < 2L 6 v AMBEIET S 2 &
WZIRTE MG B L7 W B R O et B
TRBR EfE 3 B £ CTHE L 5T _T Ok T FIE GEHFHA KBt 2 &)
ZIETT HRAHZNRN, TR TR S HHE Z85F L EI55R
BEATEE RN S TIRER 53 FHEE AR A3 HIBr U 7= FB
HRIBEREEICE S, IR S EREMREESC 2 MR BEMIEIC L 51R
WENRME LS ACRERER Bl 7a— 9, Y v~T, 2580
—7A) O 2FELUNOBAEREE AT L EE

&5 J7ik

AP —= T BB O EMER T 7 = L— 3 R & TR BRI E R C E
L. 7% 07525y vara—w VflEHFICALEKRT 7 =1 —v 22 &
DEREL L 72 M 2 s U7, SE i E% CORRY I P o B AR H sk o7& L T
MRlc L R A L2y Z—%2 HWTH, CD19 CAR BT FEEAL
oo WEHEAIN T Mildd & HICHERESE LTl 2808 U, BORGF L
Yol

TXUATEF L vara—kw L ESAOS ARG 3 HE, T AT H
oo vaa—vEERIORIALE LS LT, U NEREA 100/ LELETH
HZEEMBREDOIZVUANEKRBRFEIFEIE (7R A7 7 I R (A é L
T) 500mg/m2 AKX T7 NV ) VR ATV 30mg/m2/ HEZ Ty 1
Hillel,. 3HM (ZAXTFEL Y VB AT )T 7 uaiRA 77 I NEHEH#IZ
BET5,)] 2L,

TXRI AT vaa—kd H CD19 CART #ifid 2 X 108 {E/kg % H
LZICHBIFFIRNE S L2, R/ BEE&R G RIS CD19 CAR THilal LT 1X
106 fii/kg ThH-o7-, KEHN 100kg ##8 % 5 BHEICIX, KKEEHE 2X108
8% &5 Lz,
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T
{8255

FXRIATETY
vOlb1—EILES

=53/
BMEP I TL—YX

Day-5 DayO Day 7

|| S 52 f 5“ 'H x
ED PN égfg%%fﬁﬁéﬂ%

AR O WA TIX, 2 BFIOHFRIENT & . primary analysis Z%fE L7-*, £
72 mITT fEFT R REM T T, X 12 » A/24 % H OBHFHE %%
7R AT S RN & e L7,
A E B [EZFHMEEE ]
FIMHRE . DLT & LTERE LA EFLORIIE
5 T FRFRIR - TRBR AR A SR BR 3 FRIE Al S 2007 42 TWG JEHEICHEVH)
£ L7- ORR
(FIREHGIEE (55 IWAHRRER) ]
< PR EG MRS 23 HE L7 ORR
Z25h M (duration of response : DOR)
e IR AR A (progression-free survival : PFS)
2AFHRM (overall survival : OS)
et AEFRBEBER, WARAEMES, RCR OF M, §l FMC63 ik,
1 BSA Hifk
AT Ik T IE B 1 X, Clopper-Pearson 7% % H W C IEME 72 W] 95%CI = FH L7-,
DOR, PFS, OS ¥ Kaplan-Meier %% N CTREAT L7z,
24 H A%T —FEHRESTORE (F—% >y 47 H 201848 4 11 H) K160 » AthT
— A EHRFRCTORR (F—% >y M4 T7H 20218 A 11 H) &7,
ko adR— M1 &EMNGE LR 2EE, 2R — K12 0WFEZXMHRE LT primary analysis % Ff
L7z, RN 1 (21 BI85 3 » A OB ENIE EZ T - RER) Tk, RISk o) e
WS Lip o iz bBrafkee Lz, RN 2 (51 B3 %S 3 » A% O IHE % 521 T2 R550)
ICRWT, IRREAEEN SUITERAHEM O EICH-S< ORR [95%CI] 1% 76.5 [62.5,87.2] % T
bolo, FANZHE L7ZEMEIX 20% TH 0 | BREIAHEOFEREZ /- L7=, 7, primary analysis
(F—=4F7y hA7H 201741 A 27 H) TH, AHEOLELEM- L,
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<HEHR>
<BEER>

%1 AR o 0 AEFABR AR
(N=17) (N=101) (N=108)
il (%) FEE BEERZE) 52.4(17.5) 56.3(12.0) 56.1(12.4)
U iE /M, R ORMED) | 59.0(29, 69) | 58.0(23, 76) | 58.0(23, 76)
kg, Bl (%) 65 Ll E 3(42.9) 24(23.8) 27(25.0)
PRI, B Aok 5/2 68/33 73/35
ECOG Performance | 0 4(57.1) 42(41.6) 46(42.6)
Status, il (%) 1 3(42.9) 59(58.4) 62(57.4)
ZEONR (158 E: | DLBCL 7(100.0) 77(76.2) 84(717.8)
ERZ X 5HE) . #1 | PMBCL 0(0.0) 8(7.9) 8(7.4)
(%) tFL 0(0.0) 16(15.8) 16(14.8)
CD19 OkHE, i R/ e 3/2 74/8 77/10
W, il (%) I 2(28.6) 4(4.0) 6(5.6)
il 1(14.3) 11(10.9) 12(11.1)
I 2(28.6) 28(27.7) 30(27.8)
\Y% 2(28.6) 58(57.4) 60(55.6)
FER ., WA OARRE, ] | BAERH Y 1(14.3) 10(9.9) 11(10.2)
(%) JER NP 22 &> O 2(28.6) 13(12.9) 15(13.9)
HisMiREH 0 4(57.1) 71(70.3) 75(69.4)
Bulky disease & ¥ 0(0.0) 16(15.8) 16(14.8)
BHHEH D 1(14.3) 8(7.9) 9(8.3)
IPI, 5l (%) 0 1(14.3) 3(3.0) 4(3.7)
1 2(28.6) 21(20.8) 23(21.3)
2 2(28.6) 31(30.7) 33(30.6)
3 1(14.3) 27(26.7) 28(25.9)
4 1(14.3) 19(18.8) 20(18.5)
|wHUE, Bl (%) — IR 0(0.0) 3(3.0) 3(2.8)
— -
gggfégénui 3(42.9) 77(76.2) 80(74.1)
ASCT % O % 4(57.1) 21(20.8) 25(23.1)
AiaEE. Bl (%) ASCT 4(57.1) 25(24.8) 29(26.9)
iT(HDZOJE’Iérm T 7(100.0) 101(100.0) 108(100.0)
JIRES
é;%% A MER R 7(100.0) 101(100.0) | 108(100.0)
1 < LA 6(85.7) 90(89.1) 96(88.9)
AR OLFRED | 1 0(0.0) 3(3.0) 3(2.8)
T4 B (%) 2 1(14.3) 28(27.7) 29(26.9)
3 4(57.1) 29(28.7) 33(30.6)
4 1(14.3) 29(28.7) 30(27.8)
5 1(14.3) 5(5.0) 6(5.6)
>5 0(0.0) 7(6.9) 7(6.5)
% OLFREL Y | SD<ZE > 0(0.0) 13(12.9) 13(12.0)
A ATxET D RO PD <7 >
T(fig\gj_gf%; 3(42.9) 67(66.3) 70(64.8)
(%)
&g & (SPD) (mm?) | n 7 100 107
2 fiE 2703.7 5038.8 4886.0
(FEER 72) (2291.8) (4382.7) (4309.7)
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%1 FHRBR o5 I FE A BR EEULN
(N=7) (N=101) (N=108)
L 2457.0 3721.0 3719.0
(Fe/IME, Fe KAA) (320, 6062) | (171, 23297) | (171, 23297)

IPI (International Prognostic Index) : [EFE T 1% A2 27, ASCT (autologous stem cell transplant) : H
FE Mm@ MiaBm, SD (stable disease) : ZZ7E. PD (progressive disease) : #17

<A@t (B NHERR) >

CIRBREAT: R B X TRBR BT O E I HE -5 < ORR [ EERHEIEH 1)

—24 Y AB%T — A WHG (F—X% v b4 7 H 201848 H 11 H) —

TRBR BRI R SUTIB B ER O EIZHE-S< ORR [95%CI] X 83.2 [74.4, 89.9] % CTdh -

72, F7-. CR ¥|%58.4%. PR F|X24.8% ThHh-o7,
ak— k1 ak— k2 XN
(N=77) (N=24) (N=101)
n(%) n(%) n(%)
ORR (CR+PR) <&E@IIZERR> 64(83.1) 20(83.3) 84(83.2)
95%CI (Clopper-Pearson %) 72.9, 90.7 62.6, 95.3 74.4, 89.9
CR<522F%h > 41(53.2) 18(75.0) 59(58.4)
PR<EB5 %) > 23(29.9) 2(8.3) 25(24.8)
SD < 227 > 8(10.4) 2(8.3) 10(9.9)
PD < 17 > 4(5.2) 1(4.2) 5(5.0)
ND < K FFAfh > 1(1.3) 1(4.2) 2(2.0)

CR : complete response, PR : partial response, SD : stable disease. PD : progressive disease
ND : not done

—60 y AT — 2 WH (F—X2 v b4 7H 202148 H 11 H) —

TBBREALE AT TR HER O¥EICHE-S< ORR [95%CI] 1% 83 [74,90] % Th-o7-, *
72. CRE|Z58%. PREII25% CTh-o7-, T—X v bAT7HHIZE VT ORR A3k L T
~HBE T 3161 (31%) T. CR ke L TV 728313 30 #l (30%) Th o7,

CR Z iR LT-EFH 59 Hlo 5 H 37 il (62.7%) 1% 4 BERFSOFENE TIZ CR R L., 22 f
(37.3%) 1 4 WEF S OFHH%IC CRICE LT,

EEULN
(N=101)
n(%)
ORR (CR+PR) <EBHITRNFE> 84(83)
95%CI (Clopper-Pearson %) 74, 90
CR< 52 2R3> 59(58)
PR<EB5 %) > 25(25)
SD <% iE > 10(10)
PD < 17 > 5(5)
ND < K7l > 2(2)

CR : complete response, PR : partial response., SD : stable disease, PD : progressive disease
ND : not done

V.
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(DOR [HIFHmSE A 1)
—24 H AB%T — X EHKE (FT—F Iy A7 H:2018FE8 H 11 H) —
DOR ® F1 il [95%CI] 1% 11.1 [4.2, #EARGE] » A TH -7z,

DOR (Kaplan—Meier Hh#g)

(%)
100 -
80
o 60-
0
R
40
20
OIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII
0123456789101112131415161718192021 22232425 262728293031
at risk$h 84 78 63 54 51 47 46 45 44 43 42 42 403837 3636363635365 2826184 3 3 3 3 2 0
ak— 1 amr—h 2 SN
(N=64) (N=20) (N=84)
DOR F i [95%CI] (% H) 5.0 [2.1, NE] NE [11.1, NE] 11.1 [4.2, NE]

NE (not estimable) : #ERFE

—60 y AT — 2 WHs (F—X2 v b4 7H 202148 H 11 H) —

DOR O HfE [95%CI] 1% 11.1 [4.2,51.3] » H Tho7=, CRIZELZHEHZITHITH DOR O
HFfE [95%CI] 1% 62.2 [12.9, NE] » HThHo7=,

Fo, 4 BRI OFEHL E TIZ CR 22k L7-EF 37 o DOR O iefiid 34.7 [7.8, HEERHE

B ATHY 4BREROFMZIC CR &2 2R L 72 B3 22 il CIlIREZETH - 72[26.9, HEEAEE],

2R CRICELT-#BH
(N=84) (N=59)
DOR F 4l [95%CI] (» H) 11.1 [4.2, 51.3] 62.2 [12.9, NE]

NE (not estimable) : #ERFE
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DOR (Kaplan—Meier Ha#g)

(%)
100

80

m

L‘

60

pijelw)

40

20
—o— . AR DFHEE TICCREER LIRS
—o— | 4B OFHARICCREZER UICESE

| T T T T | T T | I T |
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64
HARS A

at risk#f
(censored)

4BRfADFHEiETIC 37 28 24 21 20 20 20 20 20 17 17 18 15 13 13 3 O
CRzEmLILEE 0 O O O O O O O O o O O @ @ @ 04 e
4;BRFADFHEIC 22 20 18 17 17 17 17 16 16 16 16 14 12 12 10 1 0
CRzZpLicRE (0) (0 O O O O O O O 0o 0 0O @ @ @ 03 04

(PFS [FIXFHMIEE 1)

—24 y AB%T — A WH (F—X2 v b4 7 H 201848 H 11 H) —

PFS o defE [95%CI] 1% 5.9 [3.3,15.0] » A ToH-o7-, PFSHEMNIL 38.9% TH - 7=,
PFS (Kaplan-Meier gh#g)

(%)
100 +

80

60

nmo

40

20

101112131415161718192021222324 2526272829 3031 32

at risk#§ 10195 85 66 58 55 48 47 46 45 44 44 44 42 4038 373737363636363421 3 3 3 3 3 2 0

o -
—_—
rno -
w -
-
o -
o
~1
oo -
0 -

apk— 1 amr—h 2 SN
(N=77) (N=24) (N=101)
PFS F1fli [95%CI] (» H) 5.1 [3.0, 8.8] NE [3.7, NE] 5.9 [3.3, 15.0]

NE (not estimable) : #ERFE
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—60 H HET — 2B (F—F vy F47H 202148 11 H) —
PFS O defE [95%CI] 1% 5.9 [3.3, 15.0] # H Tho7Tz, 54 PFSHEM [95%CI] 1% 31.8
[22.9, 41.1] % TH -7,

PFS (Kaplan-Meier Hi#R)
(%)
100

807

607~

nno

40

20-

o

T T T | T I T T T T T T T T | T
4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64
HARS #B)

atrisk# 101 58 46 44 40 39 39 39 38 35 35 33 31 27 24 11 0
(censored) (0) (1) (M @O M @ @O @O @O O O @ @ @ © (22 (32

(OS [RIKFHMmEH 1)
—24 Y AB%T — A WHG (F—X% v b4 7 H 201848 H 11 H) —
OS O RfEIFHEE TE 2o 72, OS HEEMEIE 50.5% Tdh - 7=,

0S (Kaplan-Meier Hh#g)
(%)
100

80

60

0
S
40

20

T 7T 7T T T T T 171
012345678910111213141516171819202122232425262728293031323334
at risk¥§ 10199 97 96 93 87 80 78 74 70 69 63 61 60 60 56 54 53 53 53 53 52 51 51504132251812 7 6 1 0

apk— k1 amr—h 2 SN
(N=77) (N=24) (N=101)
OS il [95%CI] (% H) 15.4 [10.4, NE] | NE [15.0, NE] NE [12.8, NE]

NE (not estimable) : #ERFE
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—60 y AT — 2 WHs (F—X% v b4 7H 202148 H 11 H) —
0S OH I [95%CI] 1% 25.8 [12.8, #EEARHE] » H TH -7z, 54 0S % [95%CI] 1% 42.6
[32.8,51.9] % CThH-7,

0S (Kaplan-Meier Hh#g)

(%)
100

80—

60 -

wo

40

20—

T I T T T T T T I I I I I I I I I I
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68

atrisk# 101 93 74 61 54 53 51 B0 50 47 47 46 44 42 41 41 14 1
(censored) (0) (0) O (@ (@ © © @© (@© © © © @© 1) @ (@ (@8 (41)
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DLT m#&Et (5 I fAEAER)

(DLT & L CER LI-AEFLOBEE [ FEFMEE )

DLT 1% 6 #ilH 1 BlIC#E D b7,

DLT OFEF :

TXHTET vara—w Lg% 30 HURNIZHEL L, 7T 745y vara—g /L c il

bV EHESNTEHEEEZO I LU TOREIIELYTLES

cBEEYAND 21 HEB X THK Grade 4 D& ERDIE

cEH5MEND 35 HEM A THELS Grade 4 O Ifi /MR E

c KUEHERO T2 OIFEEZE T2 Grade 4 OILEGLT X T 25 vaLa—k LG LEED
boHraERG

3 AEBATHET 2 ELUANDOTRTO Grade 3 DFEL, KT TOD Grade 4 DHE
7272 L. A TFIEDLT & AR S lpinoTz,

QWML 72< &b Grade 1 IR — AT A 2B R4 B\ U2 L R_R—RF 1 C
B U 72 REEAE . AARXERiE, $5EL., IIF8akEsE

+ Grade 3 D FEE!

< U LORERBUDIE, ~NEZ v B URAE, PRI E, K& ORI E & E#R S A B RS (s
DS 50 X 109/L R DA 0 Wi, #F PERBAE D B-A OMBERYYE 2 &), 7277 L, 4P BRI E
KON/ IR E DS B DLT O EF A2 7= S WIEAICR D,

cTXRIATET L vuna—k A% 2 BRDWNICEBT S (T ATES Y vara—kr
HACBE L) AERRLEBE)S T, MERIRIC LD TRV T X2 Ay vaba—w B 5% 24 BEEL
MIZ Grade 2 L FIZEHE L7 D

+ Grade 3 XX 4 DX AT ~r w7V vifE

< e >

—24 y AT — X HHKE (F—X v b4 7H 201848 H11 H) —*

LRMERAT R AR EE R (55 T AE K OVE TAERUER) 108 Bl o EIIERH BT 99.1% (107/108 i)

Thole, EREWERIZ., A MU A U HERERE 100 5] (92.6%) . ANIE 62 Bl (57.4%). ¥

77 32 B (29.6%). R 30 il (27.8%). FEA 27 B (25.0%) % ThoT=,

T, TXRVATEF Y valra—wLEOREBEBREMDRWVERREMEY & LT, &5

% 30 H B £ CIZFHE LARWEE O MEEA 2 41 B (38.0%) (238D BTz,

AREBRICEBWT, BMERIZ L 2T 2 HlICFED B v, = OWNGRITE &I MR ERIE & OVME

B 1B TH -7, EEZBERIT 396 (36.1%) IZ58D LAV, 72 L OIFXMIE 23 i (21.83%) .

YA N IA HEEGERE 12 6] (11.1%) % ThoT-, ARBRICEBWT, &5 HIEICE > ZRIE

HIFFRDO 2o T2,

* o RIAIIZRHELZ TD THON LEFE L7ZEEZ2FEA (adverse drug reaction : ADR) Z## L7= (&
BREEAOERORILRNEKRL),

—60 y AT — 2 WHs (F—X v b4 ~7H 202148 H 11 H) —

24 » AT — % Wb S F - L eI 2 BT mE Shahno iz,

TXRUATHEF L vuala—v L EERE SN 101 HIZ W T A b A v EEERE R 101
i 94 1 (93%) 1258 H, Grade 3 BLEIZ 101 #1711 il (11%) T30 B v, %R
HH0T 101 Bl 65 Bl (64%) 12§D Hiv, Grade3 LLEIE 101 #ilH 30 #] (30%) IZ@R®H Hi
Yo
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@ EMRNE IR (J201 HKER) 5202

H

THM : FREIERMEO KMa® B Mgy v EHARANBEICBITS T X
AT HT v vaa—ELOfa M E ORR (RBRETER X ILiA
BROTHERNIC L DHE) ICK VT 5, 2. TR TE T v
w2 —E VORI D,

BB - B SUTERAMEO KA B My > o~ lEHARANBEICB T ST

X HTETy vara—w L OF S ORR (H S 45 2F (i
Bl L 2¥E) . mB&E., CRZE, PR3, DOR. &&hE ToOHIMH
(time to response : TTR), PFS, OS2 X Villi§ %,

RERT A

Lk LR, FEEMRIERIIA, 5 1HH R

PIE

8 T EERE O DLBCL ™, PMBCL, tFL, XX @M B i U > i
(high grade B-cell lymphoma : HGBCL) #¥# 17 6] (7Y b7 X7 v

7L —E VGG R OV Z R4 2 16 #l. mITT S kO FEEA

NMERRAT XE 52 15 )

Z Wi 2016 4 WHO S HIC S <,

7£ : DLBCL & L <., DLBCL JEff&EM, mEANKHMIEA B Mgy > &, T M/
fREk S E AR SRR B ML U N fE, 18R AEICfE 5 DLBCL, Epstein-Barr
virus B DLBCL JEFsERI 2 A NRI G & LTz,

ERRAETE

- HERAE THRINL W TRAOT 7Ly > 7BAIlANHL (WHO 2016 T

ERENTZUTOEA ToETy) AT HHBE

- DLBCL

a) DLBCL, NOS : JRH LB Y o /<@, iEMERIBMAL Y o /<l

b) I/ PN KA BRIIG U o oS E

) THE e/ FR A BR B R R A BRI U o N E

d) BPERIEICHE D OVFE AME R BIE Y >

e) Epstein-Barr virus Bt OVE AL KRR BMAR U > /), NOS

- PMBCL,

- tFL

- MYC & U'BCL2 & BCL6#] 5 7> 77 D FA Ak & £ 9 HGBCL

- HGBCL., NOS

-d&<k%%?@hfﬂb_iﬁﬁéﬁﬁﬁ%%%ﬁﬁéﬁﬁ
&%%V/%/ e (R MEEREMERER) o 727250, —KRIpELY
VAT D FR 3 iﬁ%é’*ﬁ“éo
a)—&ﬁ%vyfymﬂﬁéﬁﬁﬁﬁkbfwm)

b) —RIREFEL VA &4 A 7 (f]: R-CHOP 4%+ 7 V) LI b3 L

T2 D B HENSD T, SDHIIIHEKHEG%6 1 AR TH 5,
TWRIBE LU A 2 LA O TR IEIE I )

a) BEDOIREL VA KT HEERL L TOPD

b) EEDOBIIEEL U A L a2Y A 7 VL EFRE Lotk O B EBSD
T, SDHIRIIRKEE %67 AR TH 5,

- ASCT#% O -5

a) ASCT#12% A LLPIZPD XL % (15383 CTIEAMR CHREFEN X
niRFnE o)

b) ASCTH#IZH N_— L ZFEET H5E 1%, F_X—EIERICHER
MHELIIRND, ITERN AN D (B EE TILAER CHBENIE
BN s 2wy

c MR LU TICRIIREEZIT TV BE
- PICD20E / 7 v —F APk oG (FRBRE T E Al XX IR BR 40 8 2= fili 53
CD20F2ME & Il 9~ 2 556 LAh)
- T NIV A7) UERLFEE
- tFLEAFE Tk, BRMEY @I k3 27k (£0%,. DLBCLIZE

B L, %E{A PEDSTE D AL D FEE DN EIRIEEAE 24 Y)

- %ETTWG Response Criteria for Malignant Lymphoma (Cheson 2007) '
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(ZHE > THRIE ATREZR A 2 1oy BT LA A % (8 LRI U M 4 & FE i
U 7o iE, IR T RICEAT A RE S L2 B B2 O B3] E THE
T,

« MRITCNSVU R[N H R WERE
c REMGET = v 7 RA 2 MREEMIEE (Bl Y AT, =R

7. X7 ul) X7, TV URwT, OX407 = A ¥ 4-1BB7 =
= A M) DIAAOIEFNZONWTIE, HILERT 7 = L — 3 R &3 i 5 KR
T, BIEEE L CTh B 2iM LA E SOF I O 5% LL_E oW O
DR LTV D HRE, 2HMHRET = v 7 RA > b BLERMERE LI
WCIFHIMERT 7 = L — 3 A & i3 2R T, e 505 B o 3

oL ERGE LTV b BE

PIRT ORI X 28 FEHRILLE L TH Y CTCAE ver. 4.03 Grade 1L F
IZEE L TWAEE (MEBESZOBRKOICER TRWVEEEREZR)

c 20Ul oo

ECOG performance status 0 X310 B35

o P ERHExT 4 (absolute neutrophil count: ANC) =1,000/u Lo 3
o /MR = 75,000/ 1 Lo BRE

U RERHE RIS (absolute lymphocytic count: ALC) =100/ u Lo B35

UTICERT D, &, T M. KO ZE A4 5 83

- JVT7F =27 YT T A (Cockeroft Gault THEE 1T 24FER Z IR 1T X
% F2HIfE) 2% =60mL/min

- ALT/AST =2.5 X JL#EfE fR (upper limits of normal: ULN)

- BE VL E Y =1.5mg/dL (VLR — UIEBEREERE 2R <)

- DERHHER =50%, 2>, LT a— | CTLDEERIFE AR bt AR
DOFEfH L < ILFHMICEEL KT T AEER S D B2 b5 LEX

(electrocardiogram: ECG) FTA & & LU0,

- RIEFHOFEN S U< IFFHNICE R EZ RIET A REERH H EEZ X 6L
KB HILIRN,

- HAROPMEIRAE TR — R T A VIR R EIFIE >92%

o IME XTI RIEERAEIC LV TRE L TV WD ERER I N TV DR

B K OENR AT RE 72 Ao MR D RTREME S B 2 Lotk . 1BBREI h KOV ) o

PNERBR AL LR D e b6y AL RO\ WVBHTIEAE AT S, X

ISR AR D 2 EACEE LT iud7e & 7e vy, ARTRER S5 ) & o fif

RE. DROSVETIEIZIZULTOLOEZED D,

- BEIMHIER 0B A (A e XU RO a AR NS UEE) Rv
BT K

a) % 1 RERE 5

b) = PN 3R

c) FRRZREATE

- PESNHIER O & B 7 A N7 BEID RV R

a) % FREE SR

b) VE&HREAT 3R

c) HIARDREAT 3R

- ENBET A

- TENFAALE VY AT A

- TERIIRAE A ZEM

- N— kT — DK G
SEA TR MR ARAR

IVERE BRI B 2 VI F BRI 232 10 72 2 E DR STV 5 R AT O £«
PESOLPARE (120 HMOBARBEARKR L E%R) Okt Beb LWGaiL.
MR O Ay THRRRIE A L& > 340mIU/mLEZ B 2 . Z2BHhHOT X b
7 VA — /13 40pg/mL [147pmol/L] Kim CThHiiL, PAREZE THDHZ &N
WEIND) ZHEORREMEN WL EERT D, FILVEUHREEE
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(hormone replacement therapy:HRT) #5iCk V. RO IKENARH
OIMEZ, BRI TICHRTZ /MR T2 2 & 2 m LT 255121, kRO
FHEMED H D L MICE L CRRE SN TV A BHTIEO W T2 EH T 2 2
ERH D, TNLUANOGEX, 1BBRA~OBEANZHRTAZH 1 L, PAREZ D
WRZHEE L2 iE e 720y, £ < OHRTIE, EFRHP IR H ML E TIZ
el L b 2~aEMNNE L7 b, ZOWMIZ, HRTOFEEK OCH &I X
DERL, PAREZE TH D Z &0 ME LB, InB I ISRk 2 48
HTICHRTZHHT 52 &N TX 5,

X EPARIRGESE

BRoh 2L i

&

< BESFELINICTENEEZ OB O 2 BF [EE (A7 7 —<LSh) |

TR, BB, JLEEO RN, OISR Y o fEIXE S 34E DL
NOBEERH->TH T b U —af]

CLLDV b ¥ — s DREEREN S 5 BE

TXYAHT T vua—k EERT6IEMLINIC H C i & &
i L7- B

[i] o e A L AT D M PR 2N > 5 SR

CDIMEMFRILIC L DIREEN S 2B (7272 L, KIEBRTT v 74
oo vaa—vVEEEORIG E o e GEEERL)

CAR THIFRFEIE I O AR AE A U 7= TR 1k O IR EE N B D B
(P LU AREBRTT X 725y vala—v LVEEREOREIGE -
-5 EEER<)

7270 ay RN 2 EE > B 0O @ BUE SOG O BEERE 2 & 5
ey

a2 b= )V REIIEEOTZDICHEA OB T Z L E L T 5 55, M.
A NA L XFE DM RO BRYYE A FH T 5 BHE

< OBE (AMERY 7 = L—3 ) HiI90 B LAWIZ Eliii L 7= A O R R . BAT

KF (hepatitis B surface: HBs) #iJit, CHIF& 71 /L 2 (hepatitis C
virus: HCV) Hifk, ittt M AR4 v 4 L A2 (human immunodeficiency
virus: HIV) FUAR GO EE S L <1X, HBsHURAEMETH > TH ., HBs
PUASIIBAAT % =7 (HBc: hepatitis B core) HUANEMET. 2> >BRAT
KA A (HBV: hepatitis B virus) -DNAE &R A2 HIEE DL Eo H

MEDT—TNAXIEIRNLA Yy (BEOEETF = —7 [percutaneous
nephrostomy tube]. ¥ & 7 +— VY —# 7 — 7 /L [indwelling foley
catheter]. A% KL A > [biliary drain]., XIZMfsE /8 GE D 7 —
7V [pleural/peritoneal/pericardial catheter] %) Z#£35 L T2 B

(R—h 7 « % AH T —7/ [Port-a-Cath catheter] ¥iIt v/~
> 717 —7 /v [Hickman catheter] %O FLEAR Y 7 — 7 /L O LA
IND)

« MFREE (cerebrospinal fluid: CSF) Az MM A3k HH & 20 5 IEAd -~

DR SN TWDHHBE, HDH WL, CNSYU U EOREE, CSFHIZ
BEA R SN2 R D5, IINEBOMER 2z A4 588

< FEVRPESR AR R PR AN B A . RREE ., /DR, SUFXCNSFREE

ZfE 9 B OREREEOCNSEEDOBIEEZ A4 2 XITa 0t 585
U D LR AT LEEE GO b BE

< BRERETO12H A LIRS, DERREZE, DI E TR SUE AT > Ml ANZE

POE, &2 WIFARRBROE S L < (TR I B2 LT TR r H 5
DR B OBEAEIE 2 5 B

- B PAZE STl SRS A R O 72 O B RIR IR N L B /R

-+ BUEMERIE R EE O BE

- BRGRAT6 5 H LA O TREB IR I ARAE S A FEARE D BEAE IR 2 A9~ % /B3

© " OF N eV O Y) 2R & 15 1T S ATRENEDS & D ESERDIRERIC

b % BHE
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© ARIRER TR 9 2 AN b4 2 HAE >0 BRI oD i U BOs o BETE T 2
THRE

© U UNERBREAPIRIER G T ER O6HEMLLNICAY 7 F 2 BEfE LT
=

© EAR T SIS I O e A

< IRBRIFEMEHE CTHE L T D T T ORE UL FIE CEBFRA KL 2 = 1)
ZET T D RIABD 2, TR TRD b HHH 285 L7 LIRER
BARER TR FER 25 H] I U 72 &

© RS EEICE D TS EREIHERC 2 MR BEMRRIC L D18
WNMEL R D HCRERE (B 7e—98, &Y v~F, 2L
—T7R) DUEUNOBREREEZETS, b LIFEHTLEH

&5 J7ik

AP —= 2 T BB O EMER T 7 = L— 3 R & TRBR I E R C E
L. 7% b7 %7y vala—b g 80ERRICAMERT 7 2 L — 2|2k
D EREL L 7o M A sk U7, B R TR RY MR oo LAY B SR o1& AL T
MRlc Ly ha oA 27 Z—% HWTH, CD19 CAR B T4 FEEAL
7o, WEEBASNT T Mz S 6ICiRE 3 L Cl280E L, BRI L
Yol

TXYHTRF vala—kLE5AO5 QRIS 3 B, TXFL 74
oo vaa—vVERERIORIALE LS LT, U NEREA 100/ LELETH
HTEEMERDD 2V U REKRREFRE [V 7R A 77 I K (A E L
T) 500mg/m2 H K QX7 VX VERE ATV 30mg/m2/HEZWT i 3
Al (ZAZ T ) vBo AT gy rsankiA7y I REG5EHICEET
5.)] &FElE LT,

TxRI AT vaa—kd H CD19 CART #ifid 2X 106 {E/kg % H
LI EFRRNE G L=, (KE2 100kg 22 2BE I, K KEECHE 2
X108 {0 A= ¥ 5 L7,

B/
BIMR7 Iz —Y X

Uz GRBRZE
{LZEOE

FEIhTITY
yolLa—eigs

B5 &0
EASEHAE

Day -5 Day 1%

Day 8

RS &TmAAR

N RE eI

AGREBRIT 2 BePET A o TS L 722,

BAlIENE

[EZFHMEEE ]

- JRBREATE A SUTIRBR R E A 2007 2 IWG FEHEIZ 6V HE L7- ORR

[FIREEG I E ]

o Ao G RE AT B O BEAM 12 255 < ORR

- RER

+ CR ¥, PR % : i BEN CR O#r#E OEIG % CR 3K,
HGx PRELEXK LI,

- B (duration of response : DOR)

s TTR: 7X>hT7 X247 vuala—LEEANLEIIZ CR XX PR &
HEINT-HETLEERL,

o EEEIEEASFIM (progression-free survival : PFS)

o 2AEFHIN (overall survival : OS)

PR @ B3 DHE|
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AT Ik FEFHLIA H X, Clopper-Pearson k% W CTIEMEZR MM 90%CI & Uil
95%CI # % H L7-, DOR. PFS |25\ Tl%, Kaplan-Meier % % i\ THEMT
L7,

3 » H OB S CTORE (F—4%7y b4 70 2019 4E 10 H 23 A) K12 » H O BINETEE S

TORER (F—Fhy bA7H 202087 A 22 H) 2/2R-9,

¥ LARBRTIEIT X T H Ty vala—wLEEHE Dayl ERELTHEY Day0 & L7z ZUMA-1
RBRE R RIZRR > TOD R, U U ERBREEERIEN S T I T X7 vara—e b E
TOHME AL ITERBR TR —TH 5,

k2 1 Bl LC, EEADMMIT I RENICE T D BE N EIEIC 10 B 7 o 72 K T AT
EEMTDHE L L, TORE, CR XiZ PR L HIESN-BEN 2 FILLTFOHAITES, 6 FILL L
DOEEITED LWL, R x BT IEd 52 &L Lz, —F. CR XiZ PR L HESNT-BEN 34
L5 BILLT O8E 1%, EEA MM REFICE EN L6128 16 Hillc/e 5 F CHRERGLMEGET S
Tel L, E2BETIE, BESN16H0BRED S L, 8 HILLEMN CR XL PR SHESHI-E
Bl e LT,
1 EMoRRgr (F—%8y A7 H 201947 A 15 A) T 10 FlH 9 #1723 CR X% PR % &k
L7= (GBBRBTEM XIS EER OB EIZH-5< ORR [95%CI] : 90.0 [55.5,99.7] %) Z &
5., AzhEHEr L, RBROBFIEZRE Lz, 0B, TORKRTITHRREIN T, Do b,
TRV T R vala—k L EBREI N 16 T TN 3 » HOBHFHEZZ T =R TEmn
&= L7 (F—& Xy A7 H 2019410 A 23 AH),

<HER>
<BAEER>
A D BUERR I HIT 100% TH Y . 15 filic s S/,

AR
(N=15)
s (k) FEE REERZ) 57.3(8.79)
HOuiE /M, SR fiE) 57.0(44, 70)
ik, Bl (%) 65 Ll b 4(26.7)
MR, il B 2ok 10/5
ECOG Performance Status. 4] (%) | 0 12(80.0)
1 3(20.0)
PEREONR (TR E(LEMIC L 5# | DLBCL 14(93.3)
&) Bl (%) PMBCL 1(6.7)
tFL 0(0.0)
HGBCL 0(0.0)
CD19 DIRKE, B/ e 13/1
W Bl (%) I 4(26.7)
il 4(26.7)
I 1(6.7)
\Y% 6(40.0)
JER, HEDIRIE, B (%) BJER® Y 1(6.7)
IR ZE & 0 1(6.7)
HisMHREH Y 6(40.0)
Bulky disease & Y 1(6.7)
BHHELEH Y 1(6.7)
IPI, 5 (%) 0 3(20.0)
1 4(26.7)
2 3(20.0)
3 4(26.7)
4 1(6.7)
5 0(0.0)
HHUE, B (%) — I EC K 0(0.0)
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SN

(N=15)
TIRIGE I L, B o RIS 9(60.0)
ASCT % O FF3 6(40.0)
AIEEE. B (%) U R Ik 9(60.0)
ASCT 6(40.0)
Tt CD20 & / 7 u—F )LHilk 15(100.0)
Ty T A 7 ) v REH 15(100.0)
H < A 10(66.7)
AR DAL FRIED 7 4 ¥R 1 0(0.0)
Bl (%) 2 4(26.7)
3 5(33.3)
4 4(26.7)
5 1(6.7)
>5 1(6.7)
EOALFREL D AT D | CR<SFERER > 0(0.0)
it (ASCT #£IZF¥E L TV PR<#B5 &%) > 0(0.0)
&) Bl (%) SD < %2 & > 4(26.7)
PD <47 > 5(33.3)
RRENE 0(0.0)
A H 0(0.0)
EEE (SPD) (mm?2) n 15
FEE BEERZE) 4663.2(6967.83)
HOuiE e/ MiE, R fiE) 1704.0(288,
26360)
< B &>

(BB AR AN SUITRBR D HER OHE IS < ORR [HZEFHMBHE A ] M OHEE#R, CR #E,

PR = [EIRFHMHTEHE 1)

—3 % HDOBIMENE: (F—4%F >y 4 7H 2019410 A 23 H) —
TRBR BT E AT S TIEER A ERT 0¥ E 12 H-3< ORR [95%CI] 1% 86.7 [59.5, 98.3] % ToH -

7o F7o. CREIFH 26.7%,. PR #H|L60.0% Th -7,
(N=15)
n(%)
ORR (CR+PR) <HBMENE> 13(86.7)
90%CI (Clopper-Pearson %) 63.7, 97.6
95%CI (Clopper-Pearson i) 59.5, 98.3
CR<FERER > 4(26.7)
PR <85> &%) > 9(60.0)
SD <ZiE > 1(6.7)
PD <#{7> 1(6.7)

—12 » H OB (F—% Db v A7 H 202047 H 22 H) —

TEBRBALE UTIEBRSHEEM O EIZHS< ORRIZ 86.7% Th o1, F1-.

PR |3 33.3% ThH o7z,

CR #1% 53.3%.

(N=15)
n(%)
ORR (CR+PR) <EBHIZRNE> 13(86.7)
CR<522F%h > 8(53.3)
PR<EB5 %) > 5(33.3)
SD < %7 > 1(6.7)
PD < #17 > 1(6.7)
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(DOR [RIVFEMEH 1)
—3 » AOBIfEE (F—%% > F4~7H 2019410 A 23 H) —
DOR Ol [95%CI] 1% 5.6 [2.2, HEEARGE] » A THH-7=,

DOR (Kaplan—Meier Hh#g)

(%)
100

80

60 - L1l

To0o

40

20

at risk¥ 13 13 12 5 5 4

—12 » A OBMENTRE (F—% v b4 7 H 202047 H 22 H) —
DOR (T REIFETH 7=, DOR F [95%CI] 1% 61.5 [30.8,81.8] % ThH-o7,
DOR (Kaplan-Meier mh#g)

(%)
100 ~

80 ~

60

i elw)

40

20

HARS /)
atrisk¥ 13 9 8 3
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(PFS [FIWEHmE A 1)
—3 % HOBIMENE: (F—42h >y 4 7H 2019410 A 23 H) —

PFS odefif [95%CI] 1% 6.5 [2.9, H{EARHE] » A ThH -7,
PFS (Kaplan-Meier Hh#g)

(%)
100

80

60

nTo

40 -

20

atrisk¥ 15

—12 % H OB (F—X v A7 H 202047 H 22 H) —

PFS 13 RBZETH-7-, PFS=HE [95%CI] 1% 53.3 [26.3, 74.4] % Th-o7-,
PFS (Kaplan-Meier gh#g)

(%)
100

80

60

nmTo

40

20

HAD

atrisk¥8 15

o-

16

»A)
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< LEME>

—3 » ADBINENTEE (F—%F v 4 7H 2019410 H 23 H) —

LERENERRAT )T SRR 16 1 0 BIVE A 3811 100.0% (16/16 #l) Th-7-, TRBIEMIZ.
YA N IA L HHEGERE 13 1 (81.83%) . HFHERERD K O/ IMREIR A4 7 5] (48.8%) . &
I M O FR BRI E S 6 Bl (37.5%) . U > 7SERBORAD K VA Bk B4 5 61 (31.3%) . FEER
PEAF P BRIV E . A IMERISE, ML/ MRIBAES 4 B (25.0%), fKH v~ 27 a7 ) »ffE RO
BEREA 3 1] (18.8%) % Tdh-1=,

ARBRICBWT, BMERICL 2RO e o 7-, EEZBEERIZ 13 6] (81.3%) 125
DHI, ERHDOIEY A b A R HERRE 11 6] (68.8%) . 4F PEREED 2 B (12.5%) & T
otz WHEPIMZESTZEWERIZT 7 4 X% —IED 15 Th - 7=,

—12 % H 0BT (F—X v A7 H 202047 H 22 H) —

3 A OBIMFENTRE D S 7= e 2 aMEICBET 2B Al E SN2 o7z,

Grade 3 L LD EHEFSLIL, 16 B, 4FPERBDIE (4F ERERIR D K O%F R BRIE) &
Y BRI RES 13 B (81.83%) . I/ E (/N A iE B ON /MR ER k) 10 451
(62.5%) . AIMERJDIE 9 B (56.8%) K OFEEAMELF TP ERISVE 7 11 (43.8%) ThH -7z,
YA b HA S HIEGERE 16 B 13 1 (81.3%) 12D B, Grade3 L EIZ 16 TH - 7=,
PEFEME D ML ERAE (30 H BLAEICEIE L TV A2 TOMmEREAE L ©38) 1%, 16 #ld, 1m/h
MEAE 11 1] (68.8%) . #FFHERJAME 10 fil (62.5%) K OEIM 4 ] (25.0%) 238D iz,
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® WA EIARR (ZUMA-T 350 1622

H

THH : B TP REG MR O EICE S A2 AT
(event-free survival : EFS) %L LT, 77X W75 vrla—

TV OEEIRRIT T A B A FRGET 5,

BIR BB BT e g EE MRS o HE I £S5 < ORR, OS. 1B ETIEA

OHEIZH-S < PFS, B T A R EGFHMH#ET O E 12 3-S5 < DOR 51 &
LT TR T EAF Y vala—v )LD E EREGE & ikRE1 5,

TXUHTEF L ula—t ORI BRI & R T S,

RERT A

i lnl, FEAEA I, FEE MR, 5 AR

PIE

— IR PR AT EER M © DLBCL E45 &% (not otherwise specified :
NOS)., MYC &' BCL2 & BCL6 D Ji7»—J5 O FiE AL O A 1 % [0 72
HGBCL, &tV X E (follicular lymphoma : FL) 7542 U7z DLBCL,
T AOR/AEREER S S A KA B Mfu Y >~ (large B-cell lymphoma :
LBCL), BM:%ERE DLBCL, JF%M & E DLBCL -« T/, Epstein Barr
7 A /v A (Epstein-Barr virus : EBV) 5% DLBCL #£5 359 f5] (7 ¥ 47
B va v —t ) VRE 180 Bl FEUEIEFEEE 179 Bi)
WaR : [T h T x4 vaa—w L iE] FAS : 180 fil, Vi xt4:
(TXTH TR vala—ELELH) 170 #
[EEYETGERE] FAS @ 179 i, LaMMirts (1 FILL EORERIL 7%
L3 hER) - 168 fi
PZWiE 2016 4F WHO pJEIC S <,

ERRAETE

« WHO 2016 3812 3 < MR & TRl & 7z LBCL
-DLBCL. NOS (ABC X% GCB #&tp)
- MYC KUY BCL2 & BCL6 DO in— 5 OBFEROAEEZ b7
HGBCL
- FL 7»54 U 7= DLBCL
- T HAE/F Ak ER S & A LBCL
- 2 1E 2% B DLBCL
- JEFEME 2 DLBCL » F kA
- EBV B4 DLBCL
—WREERYE XTI D BE
- —RIBETREERDIDE LN WEREORE, 2720, —KRIBEICR
i D BE 1T RN 95,
a) —RIBEL U A U CRT B R BB ERPD
b) —KIEEL P A &4V A 7 v (H : R-CHOP 491 7 V) VL EJifT L
7o 1% D B R1SD
c) —WRIBWML I A Z60 A 7 VUL EHifT L2 OKRBEIRENPRT,
DO—WIEFEL VA NH125 HUWNICAER TERFRENGERS L<I1X
—WRIBEL DA 5125 H UURNITHE A LT
—WIBRL VA TREFNCBE L%, —KIBRL VAV 12 %
A UWIZAER CTHIEDMHEE LB
c R ELUTO—RIBEREZH/T 5 BE
- PL CD20 €/ 7 v —F ViR (7272 L IRBREATERTNC X 0 @B CD20
Fapk & fE SN E EkR<)
ST NTYVA T CERLERIEL Y A
TWRIRRICE LT A, B EEm e iE a0 K B b R E E T3
LHEEOH L HBE
© JEERRE CHERSNIIRE AT HHBE
« CONS U v /3 JEDOBELERE AT B WD 7 W R
R EBSR S T, 2 PR ANGEIC X 2 RIHAE 5 2 3 M LA ST
D 5 ELL EOWTEOHIR 2 B LT BB
18 LA Lo
ECOG PS 0 % 1 mi#E
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34




UTICERT EM. B, M. Wi, KOO HERLFT 588
- I ERHE = 1,000/ 1 L
- /i = 75,000/ w L
- U B 5 =100/ 1 L
-2 VLT7F =7 0T Z A (Cockeroft Gault THEE) =60mL/min
- ALT/AST =2.5 X JL#EfE -[R (upper limit of normal: ULN)
- BB UL E Y =1.5mg/dL (PR — VEBERERE 2R L)
- DERHER =50%. 2o, LT o — |2 LRI R ST, R
ICEERLER (electrocardiogram: ECG) AT LA A H 720
- BEERWIC BB AR K S A B AL 7g
- HARDOMUIRE TR — R T 1 U ERFEBIFIE > 92%

© RO ATREMEN B D T, ME UTRIERRAEIC L VIR L vz

EMHER SN TWABE (FEMBRINZ S 7ok, JUIAR#% 7 &
b 2 AEMRGE LTV A ethid, RO FREM N D D &I SN R)

BRoh 2L e

c EIFELWNIZHEA T ) —~ BT BN (Fl, FE S, BERE.

JLE) DS OV OBEFE RN H 5 BE
CLL ®»V v % —JgEgiliz# 13 PMBCL OBEREN & %
H 5236 i 5 1 PR R A S 1 R Rl e A e B A D S JRE 3 &b 5 FR S

« DLBCL (Zk}3 2 IR LI ORI &% 1) - B3

CD19 HERRIEIC L DIBEEN & 5 B

TXUHTEFY ala—t L IEREISE OB 55 6 3 F'EJUW
SUTHPRHAD 5 LN O WFnE ORI NI, 2EMERERIEA] (o

B — 7Iu/&w4/&—n4#/2%aﬁ>Kiéﬁ%@ﬁ@é%ﬁ

CAR T AIEE I OBIZEITERM L7z T MlREIEOIREREN H 5 &

#F. ELLET ZUMA-T BRI B g S N2 L0 b D BHE

727V ay RICERT 2% EIEH DRI O\ HEUE G O BEEE 2N B 5

ey

ay b — L AREIREOTZDICHEA OFEEZ ML 35 55, M.,

T AIVA L T E O R OEYIE A9 5 BFE, (R TR HAl 72 IR 1

JRYE K OB PERER R DA, =2 K U —TH])

b hERLET A LA (HIV), BREFR D A /L2 (HBsAg FtE) . i C

TR T A VA (BT HCV 1) ORGEO H 2 B3, (B RUAFR X3 C 1Y

FRDOBEIEREN H 5 BEIL. E&M PCR KO/ XIIEBHRAE T A LA

BORHBRLULTOSAE, = U —H])

- IREMERI AT o A

MEIT—TNVXIE R A (BREHEETF = —7 [percutaneous
nephrostomy tubel]. & 7 + — U —# 7 — 7 /L [indwelling foley
catheter]. A% KL A > [biliary drain]. XXM/ 8 E D 7 —
7 /v [pleural/peritoneal/pericardial catheter] %) %¥#E35 L T\ % EH

(R—=1F 7 « v AB7T—7 /L [Port-a-Cath catheter] <o H .0k
AT =T NVOHETFHFEEIND)

« BN BE (cerebrospinal fluid: CSF) A HEMEMH AL 23 B Y S 4L 2 ST~

DI HERR STV D BE %5wi(ﬁF¢Lu ERIL S BRH Sh7e
EDH D IR BRI 2 A 2 183

< FEVRPEAR AR RE PR AN R PR R . RRAVAE ., /MR, X% CNS fE

Fafho A OREREED CNS IREOBEREZ AT 5 TE 04 58
U oD LR XL LEEE GO b BE

© BERRTO 12 o AUNIZ, DATEEZE, DIMEERN SUX AT > Mit, A%

EFELME,. NYHA SFEI UL ED 5 s iR e, HAVITERIICEE
DIRBOMEEREEZ R/ 5 HBE

- IBPAZESOTMAE I S BB R LV BREIR RN LB B
- REATO 2 FELAIC }_E’ﬁﬁa{”ﬁﬂ?ﬁﬂlﬂ)\/li S PEIR e Al 2 LB &

T 5 HORERBOMTEL T 5 8%
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© RRFEMENGRRAEE . SRS (B PRZEMEMISE 3C50) . SEAIMEIRRE® .

FEPERVEVERi R OBEERE 2 A9 5 BHE I A7 U == 7O Mgl CT =
F ¥ o CIREWEIRZ 280 b BE B BRIREHERALIC — B L 72 i
MRt OREE  (BRHE(L) 13FFER S D)

-+ BRERAT 6 » A LN OEGMEZRED E IR MARSE I FEAE OBEE R 2 A+ 5

B

© K OF T L VO Y 2R & 15 1T 5 RTRENEDS & D EERTIRRRIC

o5 HE
b X = 7 SATIATEBR Tl A9 2 SRAN 69 2 BE 2> BN 0 it UIE

R D BEE I A 3 7
C VRBRISTRBRAH 6 MRILL P IIE A T /T A R LT R, USRS

MHICg9mAEY 7 F o OEMOMLEMEN TRl S 5 BE

© IR ORI T O ERE (R SUIFLIRISH 2 U N ERERFAL R

IEOEAER RIERIED 5 %) . FEEBUSR 2 b i 5 (R 5 UIHE T
TBRBEOL L) DD &b 6 » ARETHIES 2 Z LICFEENES
MW K Ot /8

- VRBREREFHEE THE L T 5T TORBE UL FIE CEHFH A KB % &)

58T T2 RIABZBRN, IR TR 5N L HE 285 L LR
AP A SR 8RS 15 1 Rl 23 ) L 72 ;B

&5 05k

TXVATHET L vala—vATIE, AR Vb —v R T oY
VR (RBRELEMALE LM L25A) . U SRR B LR k& 5=
ML, RNTTHFIHTE2LF vala—kLE2EELR,

TV DU R, AT 7o L= AN TRV T AL vaa
—tENO®EE 5 HRTE T RIBREAT v A REipBRELERMOHE c& 5T
XBRZLE LT, TRVAHTETF Y vala—vLEERIORIGE & LT,
U U REREEAY 100/ u L LA ETHD Z E 2RO DI 2, U U SERERE L F Rk
TXUHTEF L vala—k AR5 HO S HEiD 3 HE, Y akAT
72K (EAkHE LT) 50mg/m2BE R ET ) VgD AT L
30mg/m2/H (ZAEFTEL ) VBT AT VI 7 akR A7 7 I REGHICH
53%,) =#&5 LT,

TxXIHTET L vaia—kE i CD19 CAR T #ifd 2X 106 fi/kg % H

7

CHIEFRIRP G Uz, /b BAESR G- 813850 CD19 CAR T #iflg & LT 1X

108 fl/kg THo7-, KED 100kg # iz 5 BE I, KB EHRE 2X108
a5 Uiz, HEREEERTCIE. R-ICE. R-ESHAP., R-GDP. R-DHAP %
X R-DHAX W Nnd AaRHK 2 X— A LIRS EE 19 A4 7 v
2~3 WM T2 XT3V A4 7 L., B8 L72EAEIT ASCT ftH K&
#i% (high-dose therapy : HDT) % JififT L7=, ASCT /] HDT i%., Hhisk K
VSN = P BE D FE VB I T » T3 L 7=,

QU] I—SON

| || | B
= E || | EERg
& ol |z f #1540
= ®OE E R
f et At et
A AR
ﬂ: & T
o L ol 18] |3 z
B| |emuEtimos: g gl 8| |&

+ R-ICE. R-DHAP/R-DHAX. R-ESHAP. R-GDP%Z2~38 % % ENEEE
— BERT2XIE3Y1UILiS = > EERLE
O HDTRUASCT : KSR
BB B AR B BRI
- B OTIB A, AREE ERS Cl AR R

ES
(OSIdHRREHT)

AGERTiE, 1 Blo PN & 1 B0 ST 2 F2kE L 72,
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HEIRICE (VYR v~T ARATZ 7 IR, AIVKRTITF o, = bRV R),
R-ESHAP (VY x> ~7, = h R K, AFALT L K=V o, 47
vy, KOV AT TF ), RRGDP (VY v ~T7, FAVHEY, T
PRAES v B RATFTF BN RTTF ), R-DHAP (U Y Fi<
T TR REY . BHEYEZ T, Y AFTF ), R-DHAX (U
VXTI TRV RAEY L BV TS AXFV VT TTV)

M E [ EZFEEE ]
BT RSB O E IS5 < EFS (AT X0 M R HE) 0
&)

(B VFEAG R E ]

- EERRIKEHIER - BN R E GRS ORI E I K-S < ORR, OS
Z DO OEIRFHHE B B EAEEM ORIEIZE S EFS (T A X2 b
LT B0 25 1e) , I6RELEMOHEEICE S PFS (EfTA ~2 b
KOFTHEIY 25 Te) . BT P R mG a3 me R o #E 12 -5 < DOR,
Modified EFS (mEFS). A% F4 05 B3R &K ORI HE 2 et
R EEDOLEE (T X h T 27 vula—w IxtT 5HEEETe) .
European Organisation for Research and Treatment of Cancer Quality
ofLife Questionnaire Cancer-30 (EORTC QLQ-C30) D 4fixH{aFeikae
QoL FEAfliRE R O H BFERE KA A > DAY U —= 2 T b DL &,
European Quality of Life 5-Dimensions 5 Levels (EQ-5D-5L) A > 7 v
7 AKX visual analog scale (VAS) A7 DAY U —= TG DA
k&

€ZS=O R IRERED |
TXIUHTEL vala— LB
- MiEHRYA NI A R
- fMH 4 CD19 CAR T i
[EESER
- CD19 1. programmed death-ligand 1. i ONZ 235209 K& O E

TRV FAIT K 2 M5 55 5 B9 K OSHE AR 7 A R e
AL FOAEEME K IEBEEICE T 2 EMZE (Work Productivity
andActivity Impairment Questionnaire : WPAI) @A 7 I —=> J
MHR—2F A %D E
- WOTRHEBILG E TOHIM
¥, RIS EOFHINE, IWG @ 2014 4 Lugano 438 292HE - CTHEMi L
7
AT 71 RSN THEBEAKEZ A 2.56% (OS OF RN IZ A 0.004) IZEREL. A

OME D T ERHAM A B & OV 2 72 BIR AN E B O fET 1213, BE 8 rRE FIE 2 H
W, ERENTCIE. RIS EFS ZME L7z, Wi, EFS O#EHFAIICH B2
WEEZSFMHEE LT, ORR ZRE LTz, & 6IZ, EFS X1 ORR Oftat5aIIC
HERUWEEZSZMEE LT, OS ZME L7z, EFS ORE CTIZEIEL(LIK T [ A
7 U — = T EHlRE O — RIS EOSYE (BEAM:, —RIGHEN D 6 » H LN O
L O NIF—WIBENS 6 » A 12 » AU O HE%) &1 second-line
age-adjusted International Prognostic Index (sAAIPI: 0~1 X/ 2~3)] T
BRI L7-va 77 v 7 EEZFEML., MEFICA R ThH oG, BEERE
WXt T AT HTEAFY vala—LOEEERRIEINS L LT,
ORR D€ TITEEL{LIRNF TR L 7= Cochran-Mantel-Haenszel 1 E %
FEht L7z, 08 DME CIEMIEA{LR TR Lizn 7 I v 7 ME%EFEE LT,
EFS. OS Tix, EHI Cox FUFET /L& FHWT, MEHEIRERECK T2 7 % 0
Ty vanra—v L FEONY— it (hazard ratio : HR) OH#EEE &
miffl 95%CI Z 5 L 72, ORR Tld, 72D 95%CI % Wilson A =27 (i
BEDEEH V) ZHWTHE L=, PFS. DOR O f###rix EFS & RO T1E
TEE LT,

MAEZALIN D 9 AR CORRERT, (F—F¥ v b4 7H 202143 H 18 H)
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% : EFS ORI 2 4 X2 F A 135 R34 L7 Wi T3 L, RBRkE OB 21T~ 7-, =
fEMTIZ. EFS 28 250 R0 FERB L., T X ToOEEFENEELLH D 9 » A S OBIEE
SE T XX A Ik U7-RF R CFEE Lz, 7B, OS O EfiENTIZ EFS o FfENT & [BRFICET

ST,

RELRBOMELEREL A VOMERE - HE

LY AV HELE 2 51 1] HELTHUE - A&
e PR VY& <7 375mg/m?
A AT TAKRATZ 7 2 K bg/m? % 24 Wi [EExE
ICE Y429 HE &5*1%%? A 7 3 KN 5g/m?2 % SAEIESE Y
HA4 2702 HHA HNVR T T F D AUC=5, ik k&5 & 800mg™!
A7V 1~3 HHAE T F7AR Y K 100mg/m?/ H *1
A7)V 1HE Y ¥ <7 375mg/m?
A7 1~4 HA T AR Y K 40mg/m?2/ H & H RN 5" 1
R-ESHAP ;gﬁf;géaﬁ AFAFL R= 0y 500mgl B A BRIV 551
H A 7 )L 1~4 HA AT F 25mg/m?/ B & Fifgi ik 5* 1
A7) 5HE X T B 2g/m?2
;ég’gé HH ) Y%L+ 375mg/m?
R-GDP PAZNVIKRC8HE | A ZEL 1g/m? 1
A7) 1~4 HEH T XY AKX 40mg/ H *1
VAT T F 2 75mg/m?
rA7 1HA (LA H VAT 5 F 2D AUC=5) *1
e F ] VY& <7 375mg/m?
R-DHAP A7) 1~4 HA ?#‘5;{&7‘/ 40mg/ H *1
it Y41 HEA VAT TF 10({nlg/m2 % 24 FE R 51
R-DHAX (XiFAFH VU 77 F 100 mg/m? *2)
A& B 545 O Ry ] o
FA 22 HH EHEYZ 78 2g/m? % 12 K] 2 L2 2 [BI#E S

k1 ENAROERESN,, %2 BRI TRMRE B MY > SEOmEIGZ A/ S 720,

<HER>
<BEER>

TXVHT R s
vaja—v LR %fiﬁﬁ?
(N=180)
Fn (%)
FEE R ERZE) 57.1(12.0) 57.4(12.2)
HOuiE /M, SeoRfiE) 58.0(21, 80) 60.0(26, 81)
FinE, Fl (%)
65 mELL | 51(28.3) | 58(32.4)
L il
B ok | 110/70 | 127/52
ECOG Performance Status. 1 (%)
0 95(52.8) 100(55.9)
1 85(47.2) 79(44.1)
— IR T DR BEIE. il (%)
CR<7ZELFER> 46(25.6) 47(26.3)
PR <5 R5h > 60(33.3) 62(34.6)
SD <& JE > 11(6.1) 11(6.1)
PD <47 > 63(35.0) 59(33.0)

V. {BIRICE 5 A

38




TR THF

e
vuajloa—tv LRt %ﬁﬁﬁ?
(N=180)
IEVEZL AL O — RIGFERUGME (IxRS) . i (%)
Rt 133(73.9) 131(73.2)
—RIEFEND 6 n AUKNDOHZ 9(5.0) 9(5.0)
Y 3 N >
ﬁ?”fﬁb 560 AR 125 ALAO 38(21.1) 39(21.8)
SAAIPI F—# L2 =27 (IxRS). i (%)
0-1 98(54.4) 100(55.9)
2-3 82(45.6) 79(44.1)
FERONR EBREMLEMICEZ2HE), #l (%)
DLBCL NOS 110(61.1) 116(64.8)
T e Bk & R LBCL 5(2.8) 6(3.4)
EBV Bt DLBCL 2(1.1) 0(0.0)
FL 7>5 /4 U7z DLBCL 19(10.6) 27(15.1)
MYC KO BCL2 & BCL6 D f7 —
¥ O AR O A 1% B 72\ HGBCL 43(23.9) 27(15.1)
JF%VER S DLBCL « TR 1(0.6) 0(0.0)
Z DA, 0(0.0) 3(1.7)
. Bl (%)
I 10(5.6) 6(3.4)
il 31(17.2) 27(15.1)
I 35(19.4) 33(18.4)
\Y% 104(57.8) 113(63.1)
CD19 OIRkE, il (%)
itk 144(80.0) 134(74.9)
(=38 13(7.2) 12(6.7)
R 23(12.8) 33(18.4)
FEIR., FREDIRRE, Bl (%)
BJER® Y 21(11.7) 29(16.2)
IR ZE & 0 19(10.6) 33(18.4)
HisMHREH Y 103(57.2) 120(67.0)
Bulky disease & ¥ 13(7.2) 16(8.9)
BHEREH Y 17(9.4) 15(8.4)

FEAIRWERE 179 . ASCT - HDT O fafT61i3 64 5] (35.8%) Th -7,

IxRS (Interactive Voice/Web (x) Response System)
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<H B>
CEM T R EG MR O EIC S < EFS [EZEFHmEE 1)
BT H O g SR RS O M EIC H S < EFS O i, FEUETRIEREICHI L CT RV T H
Ty vl a—tABETHEILEWI LRI, BEREICHTAT X AT E S e
Z—B L OEBYESBREES L2 (P<0.0001, Ehlle 72 v 7 RiE).,

EFS (Kaplan-Meier Hhfg)

(%) — PF*UhTSSY vOolbdl—t)VEE
100 Ry 5
80
E 60
§
40 ooos
20
O_ T T T T T T T T T T T T T T T T T T
(0] 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34
at risk# HAE (1)
jg}ﬁngz%é 180 163 106 92 91 87 85 82 74 67 52 40 26 12 12 6
IEAEREREE 179 86 54 45 38 32 29 27 25 24 20 12 9 7 6 3 1 0
EFS FfE [95%CI] (» A) | @Bl HR [95%CI] P 1
TR TR
vu L oa—e LRk 8.3 [4.5, 15.8]
(N=180) 0.398[0.308, 0.514] P<0.0001
O R R OB
(N=179) 2.0 [1.6, 2.8]

AT — = TR O —RIE R OGMHER O sAAIPL TR L 7w 75 7 g

Cem TGRS O | EICEK-S< ORR [EEZRIRFEEE 1)
BT R EG B ORI EIC A S ORRIZVEERE LB L T AT X7 vn
N —BVFETHEBEILEH N ER &N (P<0.0001, Cochran-Mantel-Haenszel #E).

TXIHT B | HEAEIRYERE
va ) oa—k LR (N=179)
(N=180) n (%)
n (%)

ORR (CR+PR) <ZF@IMIERFE> [HEEZRFRIRKFEAMEHE ] 150 (83.3) 90 (50.3)
95%CI (Clopper-Pearson %) 77.1, 88.5 42.7, 57.8
HE 7% [95%CI (Wilson A =2 7 k) ] 33.1 [23.2, 42.1]

P fE P <0.0001
CR<522F%h > 117 (65.0) 58 (32.4)
PR<#B5 &%) > 3 (18.3) 32 (17.9)
SD < %7 > 5 (2.8) 33 (18.4)
PD < 17 > 21 (11.7) 38 (21.2)
Undefined/ no disease 0 (0.0) 4 (2.2)
ND < K74 > 4 (2.2) 14 (7.8)

27 ) — = ZEAER O — RGOS E B O sAATPT TRl L 72 Cochran-Mantel-Haenszel fi &

. IBEICBT AIAHE 40



(OS [EZEZRFIKFEmEA 1)

OS DHIMEIZT XL H T XAy vala—E L CRTE, EERERET35.1 5 AT, &5
HEICABRZITRD bLen o7z, (P=0.0270, J@hla 77 > 7 RiE),

ek, BEEYEREEED 179 B 100 B (55.9%) MSEEUETR I 14 (Z BEARE B4 & 72 13 o f g
BEZT T

0S (Kaplan-Meier Hh#g)

SO . — PEUNTHFY YOLI—EILE
. 1A Y
80 -
0 60
S
40 -
20 -
O_ T T T T T T T T T T T T T T T T T T T T
0] 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38
- at risk# HiE (nR)
Zglﬁgzi’%% 180 177 170 161 157 147 136 125 117 111 91 71 60 44 32 21 14 5 2 0
AR 179 171 161 148 133 120 109 104 100 91 74 58 47 33 =21 14 7 4 1 0
OS hdufi [95%CI] (% H) | J@HI HR [95%CI] P fE
TR TR
ua—w L RE|EE [28.3, NE]
(N=180) 0.730[0.530, 1.007] P=0.0270
EOwE s OB
(N=179) 35.1 [18.5, NE]

AT — = TR O —RIE R OGMHER O sAAIPL TR L 7w 75 7 g

CIEBR AT EAT O EIZE-S < PFS [Z Do EIRZEAMEE 1)
TRBREAEE AR OPEIZFES < PFS O RAB 1T, EHEEEIEICHR L CT v 7 27y van
- LB THERICEWVWI LR ERT (P<0.0001, J@ha 7T o 7 /iE),

PFS (Kaplan-Meier gh#g)

(%) — 7FIATEHTY vOlb1—tIVEE
100 ALY

80
60

40 @ﬁ“

20

nTo

O_

T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32(3}:%4)
bal
at risk# RAR]

TEINTIGY
SOLa=pLe 180 166 112 100 99 94 90 88 80 73 56 43 28 12 12 6

B LEEE 179 94 61 47 43 35 33 31 28 27 24 15 11 9 7 4 1 ]

PFS #Jefilil [95%CI] (» A) | EHI HR [95%CI] P 1
TR TR
Tua—t LR 14.7 [5.4, NE]
(N=180) 0.490[0.368, 0.652] P<0.0001
I
(N=179) 3.7 [2.9, 5.3]

AT Y — = TR O —RIE R OGHER O sAAIPL TR L 72w 75 7 g
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2)

(5)

CE T oo g AR B o0 ) i 12 B3 < DOR [ # Ot o Bk ZEAIE H 1)
ST g g AR O EIC S DOR O, TFRI AT ELF L ala—t )L
BT 26.9 » A, EAERFERECTS8.9 » AT, BEHMICAREZILRD N> (P=0.0695,
J@Rla 77 7 BiE),

DOR (Kaplan—Meier Hh#g)

(%) — 7F*IAhTASY volbdl—t)UEE
100 e B R
80 \
D 60- T
O Qi
R 40 -
20
O_ T T T T T T T T T T T T T T T T T
0O 2 4 & 8 10 12 14 16 18 20 22 24 26 28 30(32)
- at risk# HiE »H
Zg)ﬁzﬁé 150 108 95 93 88 86 82 74 66 51 39 26 12 0
ety = 90 54 43 37 31 30 27 25 25 20 13 9 7 5 1 0
DOR H 448 [95%CI] (» A) | J@5 HR [95%CI] P&
TXUHTHIF
o jba—t LR 26.9 [13.6, NE]
(N=150) 0.736[0.488, 1.108] P=0.0695
FEAETR IR R
(N=90) 8.9 [5.7, NE]

AT — = TR O —RIE R SOGMHER O sSAAIPL TR L 7w 75 7 g

<>
BIWER* X7 X 727 vala—w /L ETIE 170 B 163 B (95.9%) . HEUEIRIRRETIT
168 il 160 5] (95.2%) IZRBO LTz, ERBEMERIZ, 77X 07257 vuala—k LRt
TIEHEN 157 B (92.4%) . (KT 70 1] (41.2%) . BEJR & ONRAMESARS 51 1 (30.0%) %5, 4%
UETRRAE CIIELD 108 il (64.3%) . &1 83 f5] (49.4%). %57 80 il (47.6%) ZETH ~7z,
ARBRICBWTRIERICE 2 CIE T AT 47y vala—v BT 16 (B BIFREE
PAL) . BEHEIRIRRE T 7B (B HIIRME Y oS 5 ], OMEIE, AVERRR S AEERES 1 B) ICER
Do, BEREWERAITZT XTI XY vala—tB BT 63 6] (37.1%) (G&E\ 24
(14.1%) . B¥IE 17 511 (10.0%) . i)+ 15 B (8.8%) %), IEMEJRIFEEET 59 ] (35.1%) (&
BVELE TP ERIBE 19 6 (11.8%) . AMERFEE 6 1 (3.6%). M/ MxEd&L 5 % (3.0%) %)
RO bz, BEHILICE - GEFRIL, EEREED 2 4] (BMEBEE, i ie e
40344 16 ITRO BT,
% AHOBEROEHICEWTIE, A1 MO A U IHIEGERETERER E LT/ A—E 7 LT
BLF, FNFNOESR - SERZHE L TWD, (TVII—8—IH B B EIE 38 B B K O IR

R R — & — QORIEHZBELE N E MRS (ZUMA-7 & 5R) | OESMH)
R MRER
MEE L
EE - FREERIGRER

R L

- ARRRICEET 5 THA
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(6) sAHRHE

1 EARERE (-REAREAE. HECARERE. KARKLERE). RERE®RT 4
~A—ZHE. WERERERARONE
R L

2) RRBFHELTERFENDARIIERRL-HE - HBOME
BOEMREtR . —EROEFICIRD T — 2 NER SN D E TOMIT, SERF] 2 6 I O sl ic
B4 sdExLFEmT 5, ([T —5—(D)AERBEKM) OHSM])

(1) T ot
Y LR
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VI. EMEEICEAI SHIEE

1. ZEZMNICEEHIILEMXITILEYEH
FHHF LI Na—8, UV ATET L w5 )a—kL (CD19HRZEER & L7~ CAR T
fm& L)

EE  BEEOD DAY OMEIIHRFIL, OB CELZRT L L,

2. EEKER

1) BE - AH=X L
TXUHTEF L vaa—id, Hi CD19 F A T HURZ AR (chimeric antigen receptor :
CAR) #HBHEHHO T MILIZHE S 7251 CD19 CAR T Mifla Sk S5, H1 CD19 CAR T
ML, BENOEIILE THMRRICTUANVANRY X —%2HWT CAR 22— KT HiEa 728 A
LTHET 5,
$1 CD19 CAR T Ml BEF &G S, CD19 MEEMML 2787 5 &, CAR T Mg D&M
b, H5E, YA NI A VA, KOMREEREOT 7 = 7 2 —HENFEIND, ZNDHDOK
ISR IZEERE L. CAR T MR 85H U CHRIRRES EME 2 X7 H O WS X 0 BERS MR % 15
EL, RIS, SN T A N A R EDnTEZW L, IHICEL ObE
B 288 UPUERERE 215 e L5 12,
CD19 %, BHIRERANZDOAFEL L, BAfaIER T Fx U \E (non-Hodgkin lymphoma :
NHL) OEfRTHFSATWD Z &b 9, $i CD19 CAR T #ifdix, B MIRLMEHEEIZ 4 2
PSRN S5,

O THHEBIERER
O#iCD19 CAR THllaS:E

oA IR

~RTI—
CAREET = } o

o 4

BETHRCEA ’,o \ OER

o CAREETF

H HIRESEY
Tl M il A N1 VEE
smEmR GG CAR THEERIETE
i S
Hl"ﬂuﬂ" ’IHJHH; FREVHEEE
cD19 '
THRRIREIC ‘. ' ]—ﬁﬁ.ﬁﬁl*‘x»fy D
CARND'HIR
T EEERAA Y \
\ };&ﬂ%ﬂ*‘x»f‘/ et gr ) #CD19
N\ L TmmE CD19%3H CAR T#iE
- WBRRXAY (BEBXRTHER)
N\ #CD19 CAR Tl
(BEHRTHHAR)
]
S ) 7/ SR

n
#CD19 CAR TiiEa
(BEHRTHE)
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(2) #hee. IR XILMEEEZ H T T SRR AR

1) e FCD19 CAR THERAD A >4 —TJx O -y ESE (in vitro) "
Pre b CD19 CAR T Hil@ &= Zayfila (105 8) ILEEEL, EEINDZA X —T -y &
ME L7, Fike s CD19 CAR T #ifi & CD19 Btk filaz L5/ L7zt 2D A v F—T =1 -y
AL, 17,450, 6,150, 2,970pg/mL ToHo7-,

ik ~ CD19 CAR T #fifa & ZHMIEDOAEETDA V2 —J 0 -v EL

A A —T7xr -y (pg/mL)
CD19 Bh Al pa CD19 AR 1
bv173 | SupB15 | CLL #ifm | MDA231 | A549 | CCRF-CEM | fa7Zz L
it b CD19
CAR T I 17,450 6,150 2,970 301 30 10 7
2 s FEGHI B 118 57 17 16 6 15 8

ELISA (enzyme-linked immune sorbent assay) T® 2:# 7 = /L DOEHEIE, 2 FHD N —HFH
fuz Wz 2 [BIOMSNE L 72 BERCTHE O RDO 9 bORENRERTH D,

[ 5] KEESLN AFERT (National Cancer Institute : NCI) CTHlE Sz BRE@fERE B K E b CD19
CART #ifa (105 {8) ZAEAYMIL (CD19 Mitfifia 3% CD19 faMEfifa, 105 ) & 18~20 KefHjdk
WHEL, BAEAENLZ A X —T7 8-y & ELISAETHIE LTz, BEEESRE LT, BETEA
LTV T Mgz AW CRBROBT 21T -7, CD19 BEMEMIEE LT, B8 A i sk
bvl73., &MV oA mMFE M SupBl15, XiX1EME Y oM A fE (chronic lymphocytic
leukemia : CLL) #ifa (BB B kwfCiifa) . CD19 &l & L CH@ M MDA231, Al fifa
A549, XX T Mg Atz CCRF-CEM % Hv 7=,
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2) H1E b+ CD19 CAR T MR MRS EEME (/n vitro) V
Pie b CD19 CAR T Ml # A oifia & dhh54 U, MG EmtE 25 L 7=, it b CD19 CART
AT H BRI CD19 IRIFHICHIBR G BTG E 278 L7228, BarEst i CAR T Mipe i im i (5
EIEMEAE IR S o T,

ik ~ CD19 CAR T #ifa D flifaiG & iEH
(%)

60
—{ = Hie~CD19 CAR Tifiiz
50 —— [E4IRCAR THER
@ 40
i
z
= 30
]
1
20
10 %
—r—
-
0] . . :
10:1 3:1 1:1

tE(HERCD19 CAR THIfE X IFF214348RC AR THHi2:CD 1983 144Hi)

2EDAEDTSEHEERE. K+ —3FIH SOMIIE AL CRRERIRESETo > 5OR KNG
ERERY
[J7i£] NCI ¢ sz BEEEF kbl » CD19 CAR T #if (5% 106 f/mL) % . fEAYHHAL (CD19

PaPEMRG (5X104MH)) Lfa%ktb2y 10:1, 3:1, XiZ1:1&%A%5k91cL, 2l CD19 &
PERIRE (5X104E) %M % T, 37CT 4 Kl K738 L 7=, CD19 F2tEMiaicxt4 2% CD19 Batkiia
OAEFMEEOERE 7 e —HY A b A MY —IETHEHB L T, MREEEEZFEMLUZ, B E
LT, AT TFr2,4,6-h )= ha_oPBr AR Baralik+ 5 CAR 2B+ 2z v, [F
OB EiT-7, CD19 BPEMAE L U< CLL M (B mskafHia) . CD19 il e LT
T #ifa & fLyF il CCRF-CEM % v /-,

3) i<wo R CD19 CAR THIRAD A v 2 —2 O -y EXE (in vitro)
i~ A CD19 CAR T Mifiuix, ~ 7 A CD19 AL & D ILEE % IC X - T, CD19 2kl & o
g LR LT, 2BDOA LV F—T -y ZHFEALT,
™A CD19 CAR T#ifa MO KIEETDA VA —TJz O -y EE

A A —T7xr -y (pg/mL)

CD19 B CD19 Fz A An 15
38c13 | CD19-K562 | Mgz | Sol8 | CCL12 | NGFR-K562 | a7 L
i~ v =
CD19 CAR T | 286,480 234,252 16,378 1,224 969 1,531 1,126
il
B St R 211 123 292 178 129 124 122

ELISA T® 2 # 7 = )V O, T X TOEMMIL T, HEMEE T3 v 2 —7 za -y IIHBHEBRALLT
ThoT,

[Fi%] $i~7U 2 CD19 CAR T #ifa (2.5X104M#) %, #EAYMAE (CD19 BEPEMAL XX CD19 fEMEMAL,
2.5X104ff) & 18~20 Beffdkrsss U EAESNA A X —T7 =1 -y % ELISA {ETHIE L7z,
Fo, BB E LT, @ FEALTOHAW THEEZ W CRBROBHNZ1T-> 7, CD19 Btk
Jal LT~=v A BHMEY ] JEMIE 3813, ~ 7 A CD19 %Ele b A MHMlE CD19-K562, X
~ U AERR %A, CD19 faEMila & LC~ 7 A BRI Sol8, ~ 7 AMHMELEMIE CCL12, X
idb MR ER-ZA/AREH e AR NGFR-K562 2 vz,
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4) THRYUNREETIVIZEIT 579X CD19 CAR THlaDH Y VAAENER (EEBEEZES)
(RHR) ™
22 U NEEFALEHNT, v 7 X CD19 CART f#ijan$t ) o R EE L2 HBF LT, i~
7 % CD19 CAR T M Z#¢ 5 Uiz~ 7 A L0 CHEMM T O AFEN R SNz, —T5., B
B CART fifaz b L~ 7 2RO CART fifla s 5 Lo lo~ 7 A%, 2038
5% 20 HUUNITHETE LT,

EFEFRIIHT ST XCDI9 CAR THIRZDIHE

(%)
100 + O
75
%‘:E —_—— YU RACD19 CAR THEg+IL-2
z 50 — e FEMEXFERCAR THARHIL-2
e |_-2 (D >
EE
o5 | — LS
HE#n=5
P=0.002#1~<v2>ACD19 CAR Ti#ifavsi24xiIBCAR THARE.
log-ranki®E)
O n I I I T I I I
(0] 20 40 60 80 100 120 140

SR C)

[J71%] IEW SRt 2 A+ % C3H/HeN-MTV-negative (C3H) ~ v A2, 5Gy D ke B X
5V NERBRELER, FBICFEZO~T X BHEY o EE 38¢c13 (105 {#) #JERENIC#& 5
LT~ TR EETARER Lz, ~T R Y VNEET N (KRES B 1o, U v ik s
FHICLL T OME ZITV, AEERE R LT,

1. i~ 7 A CD19 CAR T #tiha (6 X108 ffl) ZFrlRNE S, DR EGEEZEK OB RIS X —1 A
% -2 (Interleukin-2 : IL-2) ### RN 5

2. [EtEXIIR CAR T M (6X106#) ZFHARNE L., T OREEE K OB IZ IL-2 RN S

3. L2 ZHARNEZE G K OZOBFICHES

4. MWALE (U o ERBER G0 )

¥, BMRRICIZ, N T 2,4,6- b = b7 2= L E2EikT 5 CAR 2RI T A E AV

77
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5) YVRARTYIUNEETIVIZEITHH T I XCDIICART Hifanin ) V/\BHMR (U U/N\EEER

®’E) (v9R) W

HEHRD Y 8 FIER ISR 28~ 7 A2 CD19 CAR T fifuo$t V) o 2 ERh B 2 gt L7z, $t
~ 7 Z CD19 CAR T #ifaz 5 Lz~ 7 A TiL, IL-2HBEOFBE b, AB5LEY v
PREERE A L, 50 HE TOEFERIZ100% TH 72, £72. i~ A CD19 CAR T Hifa %
BE Loz~ ATIE, KO T Y o2 BN NS VY A Hi~DEE R S

776
AEFLEYUREBEORESRUVERERICHT 7R CD19 CAR THEOHE
(mma) (%)
400 - 100 @
== #¥IACD19 CAR THifa+L-2 == #¥IACD19 CAR THia+IL-2
B 300 - ~B= {YYACD19 CAR THROH 754 B HivYACD19 CAR THNH
= 4 —he= [2IEHIRCAR THHL-2 e = [RHECAR TEHIHL-2
2 ) = IL20% A = IL20%
z 2007 A - FE % & FLE
= A
100 - \ 25 -
0 - “.i,_‘ = 0
T I I | I T r N N2 ALV I T I I
0 2 4 7 9 11 14 16 18 21 0 10 20 30 40 50
151 (B) 1St (&)

BEDTIES U1 XD MIREFDIES Y XAHRIFEFFDRAIDY
DAL U R TRIZELLS TVD, FIFRAFDRER THolc2E D
KEROSBEORRNFHERZRULTWVD,

P=0.002(#1¥2ACD 19 CAR THfa-+IL-2vsLE. log-ranki®iE)

ZEn=5

[J71%] C3H ~ 7 212 5Gy DB MEH BRI L 5 UV SERERELER, FAEIC~7 2 B > EH
B2 38¢13 (0.5X1061f) Z#H FBM L C~ VAL T VR EETVEER L, ~ T RAFTFY 9
JEET NV (KBS H) XL, HTBM% 4 B E (BEEEZN Tmm UL TORR) IZULTOME %

ATV, RRRFAYIC B FIER A X2 IE L7z,

1. Jfi~= 7 A CD19 CAR T fifad (6 X108 ffl) ZFrARNE S, ZOE%, HHLKUE L2 HIZIL-2 %

AR 5

2. Hfi=U A CD19 CAR T #ifid (6 X106 {#) ZFARAEG, ZOEKZ, HAKOE 2 HIZY VEkE

BRI 2 RS (L2 572 1)

3. FEMExIR CAR T #if (6 X106 ) ZFFARAE Y. # OHE,

4. IL-2 =5k L, Z0OE A ROE 2 Bz b5
5. HERLE (V) L oNJEANN R AR O )

RE. BRI, NTTr 2,466 =T 2=
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(3) YERFIENFAT - Frigthrfa

FHEOHE L2 BIZIL-2 285

iy % CAR 8B 2 Mifia 2 v

WAV 1/ T AER (ZUMA-1 5 GEAT—4%) “'DicksnwT, BERTHLA b A v
WHEEREORBUT T XL h T X7 v aa—t L& BEEIRNES%. hfg 2 B G -
1.0-12.0) THED L=, £z, CART MIUIAN CTHEIET S Z NN TWDH R, BhH% 24
B A TN ERE L, MR NAE SH7-BEF 326055 21 6] (66%) TH CD19
CAR T fifla 23t S 7z (TVI—1—(2) —2) ¥ S 1/ AHEER (ZUMA-1 38R ANEANT— ) |

DIHZM)

-~
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VII. AEIEICET HHE

1. MmHREDHRS

(1) Am LA MR RE
AR L

(2) BRRABRCHEREIA-IFREE

1) EWNE IHEGE (J201 HHER)
PRI ST HEEIRTED B AR AN e B Mifja U > ) fE (DLBCL, PMBCL, tFL. HGBCL) 3% 16
B 2X 106 fHl/kg (KE2S 100kg ##8 % 2 BFE X, RKEEHE 2X108) OT7Fh 7 X
groovaa—w e EEFEIRNES L&, dht CD19 CAR T MR E X, 7Xo a7
2l vaa— LV EGHOIICESCIC ER L, 7~14 H AT CTHRE M T EE (Cnax) &
IRLT21., R iiEzE L,

HEEESHOMPEEER
(f&/ L)
1000.00 s LTS g
i
= 10000
C ]
? _
L 10003
C ]
A 1.00 4
005
T E |
% ] l O
e 0.10 5
E :
0.01 T 1 T I I
0714 28 o1 183 275 (A)
RSN
HRREFE/NS A —42
Cmax (ﬂﬁl/ u L) AUCO-28d (ﬂﬁl/ u LX Ei ) Tmax ( Ei )
12.7 (0.9, 297.4) 187.5 (16.9, 4244.5) 11 (7, 28)
i (/M FeoRAE)
n=16

2) BHET/THERER (ZUNA-1 =28 WEAT—4)

WSS T/ FRRRBR IC BV T, B TR E O S B Wi U > »3E (DLBCL. PMBCL.
tFL) % 101 flic 2 X 106 ffl/kg (KE )Y 100kg A8 2 5 A I2I%. HKREEHE 2X1084) @
TXVHTRF vala—LEgE L&, ENETMHRRE FHECmFH CD19 CAR
T MR E TR G ZECONC EA L, 8 HE (HFHfl) CREMHERE (Cma) ZRL7IEZHE, #F
RNITHE LTz, — T, $1 CD19 CAR T Mz 5 EMIchiz> THRHEh TR Y, &5%
24 » AW CEYNEHE L. o> MR E N HE Sz 83 32 o 9 5 21 41(66%) THL CD19
CAR T A M & iz,
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3) BYVEMMAER (ZUNA-7 RER) WEATF—4)
WA B MARRBR IZ 3B\ T, — RIBIREE IS FF3E ST B M E o KA B filfim V) o BRI 7 %
HTHRF vala—v L EERE L&, hH CD19 CAR T Ml EHER X155 1/
OB R —EHTHHDTHY ., BEHEHBFESCHICEF L, 8 HEH (FRMHE) TCmax /R LT
%, ERMITHE L., —H T, $1CD19 CAR T fifalZiE 5% EHIChb-> TR SN TEY |
Be 5% 24 » AR CHRIRRIRE S HIE S EBE 30 Bl 9 6 12 5] (40%) TH CD19 CAR T #f
R 23 & iz,

(3) thEsE
REE R L

4) BF - ftREOEE
R E R L
2. RER/NSA—4
(1) fRIAAE
R E R L

(2) WRUREEE
REE R L

(3) HEREETEH
R E R L

4) 2U73532R
LER R L

(5) HMEHE
REE R L

(6) Tt
REE R L

3. BER GKEaL—>3>) @i
(1) A
B L

(2) NS A—2ZEHER
R E R L

4. IR
%Y LR
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5. o

(1) i —RiRAPI BB
WA ERH L
(2) Mik— R ERRIFTE B
PA T L
(3) Bt ~OBTHE
AT L
(4) BEA~DOBTHE
WA L
(5) ZOMOBBADBITHE
WA L
6) MEEARAE
WA L
6. foiM
(1) FBEL R U B 42 RS
AT L
(2) RBIZE5T3EE CP%) OHTH. F5%

(3)

(4)

sk L

NEBBHROERRUTOHE
AR L
RBMOFLOERRUEML, LR

AR L

7. HE
BAN- L2 AP
8. FTIVARKR—E2—IZBET H1EHHK

AR L

9. BWNZIZLBIBER

AR L
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10.

1)

2)

11.

BEDNDEREZETLHLEE

ZUMA-1 3B IC B W T, B3 UTEEMEO KRR B fifa Y > XE (DLBCL, PMBCL, tFL)
BEL0LFINCT I T2 rla—tL2X106fH/kg ((RES 100kg 2 # 2 5 BEITIE,
RKEEME 2X108 f#) % BLICHERBIFIRNES Lz (TVI—1—(2)—2) #AE 1/ 1 FHRER
(ZUMA-1 &) GrEAT—%)) oESH), BEEsilomfdt CD19 CAR T fifa ok fa®)
BRI A—H T TFTOLEEY Thoto,

BEE (ZUMA-1 :ER) WBEAT—42)

65 i AT M Y 65 LA EICBIT DMIREIE N T A — X | ZIIRD LB Thoiz,

Cmax (ﬂﬁl/ u L) AUCO-28d (ﬂﬁl/ 1% L X Ei ) Tmax ( Ei )
65 AT (N=77) 34.8*1 (0.8, 1513.7) 428.0"1 (5.1, 14329.3) 8*1 (8, 29)
65 Ll E (N=24) 44.3%2 (1.2, 404.0) 564.2*2 (16.8, 6158.4) 8*2 (8, 78)

HfE (B IME, R fiE)
*1:n=76, *2:n=22

FOUXIITRUVEBHRATOA FERESINTF-EE (ZUNA-1 HER) (BMEAT—4)

ZUMA-1 B CT v 727y vala—wLgb5%, CRS RUMRAESOBEHIZ NV
AT ROEHEHERAT o A4 RBPER I,

oV X~ T REE S BEIT 101 Bl 43 B (43%), 2FMEAT oA R &E Iz BE X
101 filH 26 il (26%) ThoTze MU X TR OEHEMERAT v A RO 5O HEN O i
CD19 CAR T M OfaBIfE R T A =X [ ZRD LB Thoiz,

Cmax  (fE/ 1 L) AUCo28¢ (H/ u LX H) | Tmax (H)

o) X=7 HV (N=43) | 58.6™1 (0.8, 1513.7) | 725.9*1 (5.1, 11506.6) 8*1 (8, 28)
D5 72 L (N=58) | 26.5*2 (1.2, 1226.4) | 303.7*2 (16.8, 14329.3) | 8*2 (8, 78)
LM ATOAL R | HY (N=26) | 54.1*3 (0.8, 1513.7) | 733.4™3 (5.1, 11506.6) 8%3 (8, 16)
D5 2L (N=75) | 32.0%¢ (1.2,1226.4) | 357.4%4 (16.8, 14329.3) | 8*4 (8, 78)

HfE (B IMiE, R fiE)
*1:n=42, %2 :n=56, *3:n=25, %4 :n=73

<BE>
ZUMA-1 B2 C CRS KUOMBERREROEIEL L, T H T X7 vaia—ELOD Cnux K
N AUCo-284 & DOBEfR & MG L 7=,
T CD19 CAR T D Cmax D HHRAEIL Grade 3 L EOMIRARFL A2 RB LI HEHE (29 f5]) T,
Grade 2LL T TH o 7-HBE (120D IR TED > T2 (FNZF469.1 8/ 1 L. 28.7 18/ 1 L; Wilcoxon
NENZ#E & P=0.0033), AUCo-28a HRIEETH 7= (FNFI 846.0 ffl/ u LX H. 309.8 &/ uLX H;
Wilcoxon JJERZ & E P=0.0007), —7. Grade 3 LA LD CRS %8l L= E3F (12 4]) & Grade 2
UTThHot2HE (89#]) Tix., i CD19 CAR T Mfn®D Cmax IXZFIF 4 41.2 &/ n L, 34.4 &/
u L (Wilcoxon JIENZ# i P=0.3058). AUCo-28a IZZ 31 F 41 484.7 &/ u LX H. 451.6 &/ LX H
T o7 (Wilcoxon IENZ#: & P=0.3740),
L7223 T, 1fHHt CD19 CAR T M FEXSAIIZ B E D BFE T X 0 BEIEE A ELV CRS T fhifk
RHEENREL, PV AT XNIAT oA FICLDEENME L 2o 2 HEENE W,

(VI —8—(DE K2 AEE - RITEM & WIHIER ) 0TS

Z Ot
s Bk L
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VIII. 21 (FRALOIESF) I SHHEE

1.

a4
=B

REEZDEH

1.

(BE

AR, BEABICHORIGTEIERBRICHSNT, EnHMABIERVENRELEBEDA
BICx L THR LR - RBREFHL, M ORNERFTERICLIARRICHT ILELRRBAEZT
EMMDL ET, RRDEENEY EHHINIEFCOVTOAEET HZ L, £z, AE
BRIRICHEILD, BEXIIZOREICEIMERUVEREZ+HRICHBEL, AEEEGTHLEREE
B9 52 &,

BEEDY A Fh4A URHEREAD SO, REICESFNRESNATIND, BEEZ+HIZT
L, BEENROHONEBEICIE., MERFTEENMRBT E9 4 Fh4 URHBEGRBEE7ILT
Y ZXLZEIZHEL, BULBNEZEITSICE, (2. EELERTEL. M4 FES -BER (1)
EXLGFES - BIERI DESR)
NEFOHBRREZNH OO, RTICESFNRESINTIND, BEEZTHICTL. BEN
BHLNIGEICIE, WERFTEENMEERIT IHBRRBEKEETILT Y ALFIZHL., BEYA
MBHETSZE, (2. EELHEAMIE] T4 FEES-BIER (1) EXGTREA - BHEA)
NIESH)

(i)

1.

A K% — ORI FRIFE ML & T 5, REANAbFREZ M L, BHEN
DY P REEFRET D720, —RHICHEDO S ERILREICH S, 20 Z & bikmiriiiusE &
[FIERIZ. A K DRICB VT HIEGYENS RN EETH 5, FIT, KRIZK DB TIE, &=
72 CRS K UM R HFRNFILT L ATREMEDN H Y | L OIS b HETH D, AN &5 —HOTEH
DBHBIATON D T2OIZIE. F—AEROEHIN AR TH Y | BesOEE ok 5% D
FOT7 v —7 vy TPBETHY . ZoRbiEnEag s BEUT 58 Tho, BEXY, &
i S R A e OV L & MR R O TR IR I B9~ % 140 7 Jnidk & R 2 FFOIERI O b & | ) 72 %)
JEPEIZI SN D5, BARHIIR W TH TR 508 TE D EREEIZB W TAMZ T 5
WVERH DT, RE LT, MAT, BEKOZE DFIRPAG DA NIE R O N2 153 (278
L7 BT eI D 0BERH DT, RE LI,

. CRS 13V v EGR UFHEGR OMIE S L S, B ShTZY A P A C k> TElEEZ S

NDEHMRIENE TH D, REFEGIZE > T, BEENTH X T HHZAEAE (CAR) JELT #
fazssgsia, ML L, CD19 PRI SEHT 5, Z omfe T, CAR FEH T i <o iEig i
MHEYA MUA UBBHS, T TBIR SN~ 7 v 7 7 — U7 EOMOGREMIEN 5
b EBITYA bAA BB S, BRRRERISICE > T CRS &S5, CRS IFAKD
TERIEEF 22 5 FRITE 2BWER TH Y | BRKRER THEEZ CRS ORIADFED 5T %H, CRS
EARMOIBRITENT, EMEG P LELEETREFRTHY, TokELIERICEEL, &
HIyDZLPHEETHLID, RELT,

AR GRITHRREZVPRILL T HTICES IR RE SN TVD, MR FRITERE

AR AU D FTREER DV . FOIREEIERICHE L, BHIT LI ENEETHDLIZH, HEL
776
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2. BER - BItNBLZTDER

(25 - Zik]
1. BERZEL
2. KEDOEDIZx LEBEDCBREREDHLHEE
3. FMHELTRHWSFEERHEMEZIKZERL-EZERALNIES LAGWI &,

(fif)

1. REITHEE CE2WZ bR LT,

2. RE ORI UIsoE O BRI & 2 1L Adh O 52 Ko TRBUENFEBLT 5 ATREMEN &
LT, BEMEOB RN GERE L,
B, ARBIFZTATFNLANLRFY N (BSFIRE 5%), 25%t NILET VT I VikE G, £,
A ORERE T o~ A v E2HHL TV

3. KMIZEFEBMH TH D=0, A EE L U CHW A IERI B AR I BHAZER 2 BB L 72 RE AR A LIS
W ETH L RER Ll LT,

3. MEe. MEXIFMHREIEHEST SEALDIE L ZTDEH
[V —2 Zhee, ZRUIMEREICEE T DM LOEE] 2252 L,

4. AERUVAEXIERAECEEST ZERLDIE L TDHERH
'V —4 MIELOCHEXIIMEMGIECEETST 24 EoEE] 228352 L,

5. FRFEAE L ZNEH

1. FRZE (ROBHEICITEZRCERTSZ L)

(1) BARISE CHINFR D A VA v U7 OBFE TP GE | HIV ORGE [0 A L 2B FTEMEAL
XTI 268203 d 5,1 (12, HERIKIEZ] OHESM)

(2) BYYEZ AL TV EFE LESIHEIC L0 ERWEPSEET 2B thnd 5, ] (12, EERM
ARRER ODESH)

(fiFw)

(1) BAEIE CHIFFR 7 A N ADRGE i OB . WOV HIV ERREE 2BV T, PR T A LA
&OHWﬁﬁ%ﬁkXd%%?éﬁ%%ﬁ%ékb\ﬁibto

(2) AdhFEGHBIAM L, B 2 MK RNRBO biLd 2 LR Y BEO MK & KR T
D Bz, MERID ORI & W BYEZ BUL S 2B TR H o720 BIE LT,

6. EELGEAMNIE L ZDEARVNESE

2. EELRERNEE

(1) REOFEHIZHT= > TE, WIROIBIFRIZBIT 2 ARMOMENE L & bz, AL OZEMEE DM
Aih O E72 O 72 DI HERFIHICOWT, BE UIZOFBEIILEE S > TR L, FE
EETHOARMEMHERTLZ L,

(2) Rt b - BEROFEMEIZHEH L TiESN TS, & b Bl ROJFEMEHZ DOV TiE
LEVEMEIR D T2 7 A )L AR 2 il L T D28, 2D OJFREHI LN 4 2 JEYYE O )
A7 ZSERITITHEBR T2 Z &M TE LW RO RIZEE L CIEEKR Lo LB L 5510k
I RS R

(8) HIMERT 7 = L — v A& Efii§ HERICIE, YaZ A M ER O REIZ OV THRE ULE OFIRICCE
Lo CHANCGHIAL, RAEE/Z L,

@) A PIA UIRHIERERER S EbND Z ENH LD T, RELDE5IZHT-> T, m@@ﬁ%ﬁ
7R L BESOTAER (GEEL, R, SR, KEERRIE, M, R, FME, AR, LR
A BARA R IR EE, AW A IR R mﬁﬁﬁi)/ﬂﬁﬁﬁf%>®ﬁﬁ%+“_ﬁ
L, (M REA - BIER (1) ERAANES - BWEH) OEZB)

(B) HRAFELENLLDOND ZENHDH DT, KIOEEITH 72> T, B UIER (E, E5E%,
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BEELIRAR, JGEBAE. MR, JHBl RETESRR, FOERRETE. MRRETE. O, MEREEE) ol
Br+imicAro 2k (T4 AEG - BWEA (1) EXRAAES - B OHEZH)

(6) BEIEDN B> DD Z L3 D DT, KD GIZH T T, Bl UTEROBIEE % +4712T
&, (4. REA - BIEA (1) EXALARES - BEH OEZHR)

(1) Ami5RBOEMU EICPz 0 BB B /MR 25 o i RS 538
HEINTWDDOT, KdhDEGIZH o> T, BRI @& 21TV, B3 OREZ 0108l
2452 L, (4. AEA - BEMH (1) ERARAES - BWEM] OEZM)

(8) BAUFFRXIT CBUTFR VA VA% X U 7 OBHE ITBEREGAE 2B\ TOAFR T A v AW G
s REMEDNH %, HIV BEH BT YA VAREINT S /e n & 5, HILERT 7
= L=V AT HANIITR T A VARG, HIV EROFEZfHET L &, IRV ANLA
F ¥ U7 ORE IR EH (IR 2 53 25613 IEERER-CITR VA VA~ —T—
DE=HL Y 7 HAT O 72 E TR T A IV ADETEMALCHING K 2 B OBESUIAEIRITIER
52 &, (4. REA - BIEA (1) EXALARES - BEH OEZHR)

(9) EFABEGRED & 5 oD Z L2 H 2D T, RO GITH T2 - TE, g EFERE DM
EXROERREME 21T ) 2 & B8z 712475 2 & (4. REA - BUWEM (1) ERAARES -
RITEH ) DIEZHY)

(10) ERAR. EMiK T, HilEEEEEND bbid 2 LnH DD T, Rk 5%OEHFITITH
B D AR EBR A 0 O RO B EICEF S ERVW LY EFT L2 L,

(fiF7n)

(1) A5 O OV 22 O S O IE 22 O 72 DI LB FIEICOW T, AfhWEEHT 5
BEIIZTOFRITHA L, RAEE2B-BICRGTRETH LD, REL,

(2) KfiZe b - BWHEROFEMEIZHEH L CRIESNTEY . b OFMEHIEK 3 2 EYYER
DY A7 2 R2THER T2 Z L ixTE VW, BeRMEOBEANLHRE LT,

(8) HIMERT 7 = L— 3 R FIARMOFEME 2T 272 0DOFIATH S Z Liz>W\WT, BEXIZD
FHECHHA L, RENMMLETH LD, RE LT,

(4) FEARRBR CAN OB 227 1-REICEMHEE T CRS NEHALTCEBY, T bEE R CRS D3
BHHRO 5N, CRS #& P+ 5 LT, WH. MKHRESLEERKTS L8, ToMECEET
AZENEETHAD, RELT: (IWI—1 Z2E5RNREEZOHE 2.0 OHESM),

(5) FRARRBR CANBEERIC, MR FESRNEE L TEBY ., LCICE 724 (ZUMA-1 &5 : THEN
Hif 141, HLH1 1, FiZEkE 16, JFRBOEST 141, ZUMA-7 &5 : JFRABOHEST 5 41) 2
WEIN TS, MRRFEGIIEERGRIFZ UL AREELRDH Y, ZOIELIERICEETHZ &
NEETHL-D, HEL.

6) — T, REDOIEHRIG & 70 5 BE T, ALFRIESOHERRIELEORNER OB L ) | %
FMET U, JEYSEICRBET 5 U 27 8@, Iz T, AFG5% BRI LL IS 72 2 i BRI
DOREDOENDZENH Y, MEREAD ORI LV IBYUEZ B I BENRH D, 26D
HEND, BYYEOMBESICEETH I EDREETHI D, RE L,

(7) RSG5, EEOMERFADCEE UL Iz 2 MERBD 22 S D 2 ERH D . HkkE
REENPLETHLT-O, RELT,

(8) — XMz, AREOIEERG & 72 5 B X, (LFIES GRS O RIERE OB L O 5L O
Hizky, ENMNET L, BYYEICREBET DY ATZNREN, FO7d, BRXIEL CRFR YA
Jb A DREGRFE S OBE R, WONT HIV B ICB W T, R T A VA KO HIV 28 B ME L
MITHEE T D AR S D72, RE LT,

(9) VU 2 RERBREALFIRIE K O E OIREZN AT B D K E O IEEIL O R8I K Y EERA
BUEMEREN H O DNDAEEMERH Y | TOMEICHEET A EDREETH LD, HE LT,
(10) #ERFRICEE L EMAER. BiE TH 2 WX iEsEENL ) A7 R"H 0, HEIHE
DOIEIFSEIR 2 O R OBEICWEFE T AL A IITEE T ALERH H -0, RE LT,

1. ¥8EEH
(1) BEZESEZDERH
BRE IR TV
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(2) FHREELZNER

3. HEHR OEXR - ERESLOHAICET 5 L)
PR (BHAICEET 5T &)

EES ERUBEOLNE FRERIEHR - B B - RIRET

RV T (REESIEARL | R LT 7 F U ORURICE | aiEmE T CchEY 2 F
AT T, EEREEAERL | S RRAVEE LAl | BT 5 LRk &
AT T WRBGE) | GIREAT) b, b3 AN D 5.

(fiF)
Kb L ETANAY 7 F 2 e T PRI B 2 L2 &MEITMENL L TWh Wz, B8 L7, Adn
5%, REERNRERIET 5 E TIX, £AVA VAT 7 F oz AV PREERITHLE S L0,

8. ~8& - ElEH
4.

EE - BEA

FRSE TR MO IR B i U o o EEE 2t & LTI 1/ IARBRIC BV T AR
H&hiz 108 Bl 107 B (99%) WCEIWERANRD bz, ERBIERIZYA A4 Ve GRS
(93%) . BMIE (57%). ¥55 (30%). ik (28%). % (25%) %Th o7, EWNE M FHFERIC
BT, A fE 7z 16 il 16 il (100%) ICRIER RO bivlz, EREWERIZ, 1 M0
A U HIEGERE 13 1] (81%) . 4 FHEREIRD K DML/ IMREIRAD 45 7 5] (44%) & TH - 7T-, KGR
F CTOEH)

—WRIRIFAZ (S P38 ST ER R M O B 2208 s e ARG o iR B fifia ) o NEEE 2 x5 e L
TN EE AR ERBR 12\ T, RSB G- S 72 170 il 161 4 (95%) ICEWERRRD bz, +
7RBIWERNEY A NI > BHIEWERE 157 61 (92%) . ANIE 79 Bl (46%) . 4F R ERISIE 65 61 (38%) |
W7 44 18] (26%) . 1EER 36 il (21%) ETh-o7-, (BhEe. B UIMEREBIIKZREE £ TOEE)

(fi#50)
PR OSOTEEEME O KM B Aifja ) o N ERFE 25 G L Uizish CHEM S 75 1/ AR
(ZUMA-1 #RB%) . EWNE TR (J201 5Bk) K& OV—RIGHA I B3 U TEE A TE O B 5258 i s
FERE I D RHIA R B Hf Y o SBEERE A 52 & U =S5 AR G PR 3SR (ZUMA-7 588R) 12680 T
FBBEE OB T-RWERZ E2RIER & LCRE# LT,

(1) EXGAES - BIERA & HER

(1) EXLGFRES - 8EH

1) YA bHA UMHBEEREE (92%) VA b UA VIRHERRER L S Z EMbHD T, A
FoOWEE oo Bigg U, E, RiE, SRk, KEBEE, B2 BEREORENEO LN
TEGAITIE, BUERGEEEDRMT 2V A N A UHHEGEREE R T L T Y X AEIZRE, 8
Gi7pE (hv ) X~7 (B z) TRIBEREAT oA ROBRE5%) 217528, &
7o BERER . REERR, DMEIE, DARE, BAL, FRRIREE, B0 R HE R, mERE A
U U MRRERIEN H Db Z ERH Y, FHTICE TR HREZI LTV D,

2) infusion reaction (1%) : >3 v 2. 7F 74 F5% > —%5T infusion reaction 73&% b
LZ2ERBHDHOT, BEORELZHSICBIZEL, BEN/ROONEAICIE, WU 0@ 21T
5z,

3) MRRER (55%) : MIE (48%) FHEOMRRFERNHLLNDH I EBHY | FLLITE 724
DA STV D, REE, SHELIREE, KRBE. AR, Jolk, ERHMR, Foikbess, MEaEREE,
L5, FEHIREEELEOIER R H S o= HE 13, BEOREZ HCBIZ L, RENRRD 5
NGAIE, BEBOEEE DRI T MR EFREH T LI U X LEITHE, Y R E A
17952 &,

4) BFE (11%) : ME, VA NVA, HDOVTEESIC L 5 EEORYYE (E, g% 2
bobNDLZ ERDD, iz, BEVEGHEKBMNENH O DZ EnH D, S HIZ, BRT
CEIIFR T A WA ¥ U T ORBE IR . HIVIEREE 2B W T, U A L ADFEE(L X
ITHEINC K AL S LN A FREE N H D, BHEICK DREMEMERYYESLE R~ L2 T A L
A (HHV) ZOFIEMLICE D BRABEN S 5bND Z EndH D, FHEICE - T2HIRHRE S
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NTW5, BEORIEZ TH3ICBIE L, BENRD ONEHAICIE. FUEME 0K E% DY)
RABEERITH Z b, Fi-. ~AS2%k (HHV-6kkETe) K OMEITIES Bk B E (PML)
DWEINTNDZ END, MIERN S b OIS EITEN O - O 0@y e md (MEHER
FRAESPMRIC X 5 g2 W) #1795 2 &,

5) EA V=S a Iy vlE (12%) KA ~ru7 ) iERSL LA Z ENnbb, BED
WHEAZ 3 ICBlZ2 L, BENED SN HAICITEY R 0E (7 a7 ) i & E
PICAT 9 55) ZA1T9 & &b, BYYEOBIEE IR 28824 +212179 2 &,

6) mEKELD (43%) : AMEKEAD, FHEkED ., ML, BiERSbND 2 EBHDHD
T, BEORELZ+DITBIERL, BEPROLNTHEITE, WYRAEEZITI Z &, 72,
A 530 H B £ TIZEME L7eWEE OLFHERED (28%) | /Mid&d (16%) . Al (7%)
LR E ORERRE D72 OEERREMES & L TRESn T3,

7) FEEREEER WEAR)  EEREEEELOODND ZENH LD T, BREDORELZ T+
INMTBIER L, BE DR SNEAICITEY 2 AE (R AT, SR ER ME TSR DR G-
BNTE) HATH & LI, ERNEETHE CREDIREL +0ICBET 52 b,

(fiFa5)

1) CRS 1%, A GHINCEHEICHIL L TR, BEORELZ +SICBET 20 ERDH L2,
BERALRIERICEHE Uz, E2RFEERICIE, FEE RfLE, SR, (KEESRIE, BEENT END,
CRS [ZRH#d HEERFR L LT, AR, 1L, LAR, BAS, BAMERHEGEEE, m
REBMY o SHREIENH S bivd Z End D, CRS IR L I FFIEAZIZ LD, fik b IL-6
ZREHARE], BB EAT oA REIZLDFENHW LN, BRMICEETEETH -7,

2) A5 RZ infusion reaction 28 bbb B Z ERH Y . BEDREL SIBETALERD
5720, BIRRBROZEVEORRMEER F 2. EXRRIERICEHE LT,

3) MR RERDOL IIARMBEGH% T BUNIZHE S, EEICE Al b @A SN TR0, BEOR
WEx+DICBIET A0 END A0, ERRIERICREE L7, MIE, ki, SEELIRIE, JKERIE,
AR, Pek, FoiERES . MEREE. 41, KB LEOFRORELA B = X AT OV TR
STV, MRERFRICOWVTIL, KFHFRE, ik b IL-6 R ERUARA, A7 A RFET
EELRIREN ORI T - 72,

4) REOIRHERE & 70 5 BE L, ALFRIESCHREIEZE ORNEROEE R OARLOEGIZE D &
FENDMET U, RYYEICRET DU A7 08 EW, BEEIC XK DHEEEGYERE LR A T A LA
(HHV) Z0OFEEEICE D BRAERER S 5N Z ER3H D, FEICE S T-HINRHE ST
W5, LT, MiE, HE., &2 WIE VA NVAZEIZ L5 EEORYYE (IE, X% nHob
NHZ ERD DD, ERAZREIWERICRE Lz, MA T, GFHPERJED R B LR ZWE 4 TPk
JEMNR & 5 &, BIICEEN L THRICE D AREENH 2 Z &, B BL C BUIFFR W A /L ADJEY:
B R OBHERYE . WONZ HIV EEFITBW T, 7 A LA OFEMAL SN L 2 A5
HNDAREMENRSH D Z L h, TOFEEEEWE L7, X512, RBEGZIT, ~RRR LY
WEATHEZ BVE VB ME (PML) 2SE SN TWD Z 2D #IEROER O 7= O 72 A
IZOWTCHEME L7,

5) KL - TR v~/ a7 ) VIIESERS bbb ZERHY KT ~7 a7 ) sidE,
HERRYYEA | X E T AREMR S B 720, ERZBIVERICEH L,

6) A% 30 H B Tzl L ifekid (Fhekised ., i/ asd, &) 236 5bis
ZENRBHY, BEOMBKBAD L EARRICBOCGROONZZ &6, BERARIERICER LT,
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(2) ZDHMDFEE -

Bl {EH

2) 20t FrEE - EHER
20% Ll E 10~20%ii 10% K it
MERV) DIINEREE U I
DEREE HER
BIAEE LY O 7N | LS N = N
M RZME, (R
LHEE 7 FEEL I RE
RERUOEXBEST pExtel Pl KU ERimsE, KA v
AIAE, K N U T AR
it RERAD, KT LT
VIAE, WK, &I
mEERESE B RERE T AR,
BFR. BASTE. DU,
R
HREREE Pk JCERIE, PR FEIEO F UV, EBIISHH,
FAERAE, MRRREE, I A
7 a—X A BHEME,
L B
FEHEE A, R, RIRIGE
ERUVRKRES B RelEE
MR ER RIEE IRERSRIE , MK | W [R5 |
7 G I L L N
RERUVETHBES F95
mEESE R )£, S, fAeiE
FRRIRE ALT ¥8hn, AST /0.
A ey e s
(fiFa5)
PR ST ERRYE R B MR U o RS & kb5 & U7 s Coit S 7= 55 1/ AREER . [ENE 1T
FFER I OV RIBEAZ I I SO T A O S BRa U o RS 2 5f 5 & U 72y sh 5 AR G R
REBOMERICESE, BE L,

VII.
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HBABEAREREER VERREERE &
O BIERRER . BHNET/THEHER (ZUNA-1HER) -

FTEIATEITY TEIATEITY
va)lai—+iL va)llai—+)L
BEMKDEEARE % 55 BWEAKNDEE A EKRE #5451
(N=108) (N=108)
FE (%) FE (%)
TRTCOEIER 107(99.1) IEE S REEE 9(8.3)
mig') VINREE i R 7(6.5)
BRI S 5 1(0.9) VU e 2(1.9)
DEEE HERES
BEIR 18(16.7) JibdiE 62(57.4)
AR 11(10.2) PRk 30(27.8)
A4 2(1.9) GIEEE 19(17.6)
NS 1(0.9) REIE 19(17.6)
BRES FEED E 0 8(7.4)
AL 12(11.1) IR K 7(6.5)
T 8(7.4) FEAERAE 4(3.7)
M - 5(4.6) = a—nNF— 2(1.9)
R 2(1.9) FHE RS 2(1.9)
PN Rz J 2(1.9) IA T E—X R 2(1.9)
{5 1(0.9) FRHES
—f% - 25EES L UVEEE B 15(13.9)
L DK EE NS 2(1.9)
T 32(29.6) ARHRE 1(0.9)
HEEN 27(25.0) BEH L URKBEE
G 17(15.7) EREAR S 2(1.9)
IR 2(1.9) FERkaER. BEE &K UHtRES
REREE N E S 8(7.4)
YA N IA RS 100(92.6) 7k 8(7.4)
B v~2ra7 ) iE 14(13.0) -0 ) 3 6(5.6)
REES L UVBFERAE BN 5(4.6)
Z DL OFF ARG 5(4.6) fiti K 4(3.7)
YA L AR Y 1(0.9) EESFURTHRBES
REELURBEE W5 2(1.9)
BAEE 18(16.7) mEREE
(R E 3(2.8) (EqiINER 13(12.0)
i 7k 3(2.8) e 1L E 2(1.9)
BEERRBLUHEAHEBES I SE 1(0.9)

* o BEZED ToONr LEE L7 EEZ2EIWEH (adverse drug reaction : ADR) % gk L7-,
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@ EIfEA%EAR  ENFIHEEER (J201 HER)

TEIATEITY TEIATETY
vajlai—+iL va)llai—+)L
BREMKDEEARE #5451 WERKNEE A EKRE #5451
(N=16) (N=16)
FE (%) FE (%)
TRTOEIER 16(100) FERkaER. B K UHtRES
YA FhA URHEREE" 13(81.3) S i 1(6.3)
BREES L UVFERE BRES
EREEEDS 2(12.5) T 2(12.5)
BSOS 1(6.3) B 1(6.3)
fitig& 1(6.3) FREERESE
Il S e % 1(6.3) FFRgHE B 1(6.3)
R R 1(6.3) BEERBLUHEAHEBES
mAERE LV VREE R 1(6.3)
2 6(37.5) —f% - 2BEES L UEEE
B P ER D iE 6(37.5) I DR AE
FEEE AT R BRI E 4(25.0) BB 3(18.8)
H BRI iE 4(25.0) FEEL 2(12.5)
M MR iE 4(25.0) T 1(6.3)
U BRI E 2(12.5) R PEIE 1(6.3)
TR ER BN 1(6.3) ERERIRE
REREE A R ER S 7(43.8)
KH o~ 27 a7 ) o ifE 3(18.8) i/ MR 7(43.8)
77 47X~ 1(6.3) U L RERE D 5(31.3)
REBLUXRBEE i ERE 5(31.3)
frikiBoE 2(12.5) v I NIV ET A 2(12.5)
K7 b U U AIIE 1(6.3) 7 =7 — BN )
HREREE TI=T I RTUR 16.9)
SER 1(6.3) 7 = 7 —EEN :
DEEE 7o F ha e mEd 1(6.3)
EulEs 1(6.3) T ANRTXURT 2 16.9)
HEIR 1(6.3) T A7 =T —EHN :
mEREE M e UL e 88 1(6.3)
& I E 1(6.3) g7 L7 F = BN 1(6.3)
ENiINER 1(6.3) M7 470 7 1(6.3)
Kt IR imAz fE 1(6.3)

% WA NI A UIHEGRE & R SNSRI IIE RN EFE T, A MAA UREERERE] & LT
F L

MedDRA version 21.0
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@ BEIERRIEE . BHEMAEFER (ZUMA-7 HER) ~

TEXHhITEHFY
a)jla—+)L

TEXLHhITEIFY
sajla—+IL

BWEAKNEE A EKRE #5451 BWEAKNEE A EKRE #5451
(N=170) (N=170)
FE (%) FE (%)

TRTOEIEA 161(94.7) REBLUXRBEE
mAERE LV VREE BAREGR 18(10.6)
I BRI E 65(38.2) 7 V7 3 e 4(2.4)
S=qii} 26(15.3) K b U U AffE 2(1.2)
M MR iE 21(12.4) e A 1(0.6)
F ifn BRI i 19(11.2) BEERRBLUEEHEBES

U v oRERIBUE 10(5.9) NEREL] 9(5.3)
BRI S 5 5(2.9) EEREREEE 9(5.3)
DEEE HERES

BEIR 11(6.5) JibdiE 79(46.5)
HEENR 4(2.4) PRk 36(21.2)
BEEE SER 24(14.1)
T 15(8.8) FEMED F 17(10.0)
AL 14(8.2) IR K 8(4.7)
Mg P 7(4.1) KRG = 2 — N F— 5(2.9)
9w 4(2.4) FEAERAE 4(2.4)
{5l 2(1.2) IATE—xX R 3(1.8)
—f% - 25EES L UVEEE R I SRR 2(1.2)
RIDIKEE FRHES

T 44(25.9) TAE 13(7.6)
HEEN 12(7.1) BB L URBESE

G 10(5.9) EREREREE 4(2.4)
I 6(3.5) FERkaER. BEE &K UHtRES
FREERESE P 5(2.9)
T AT IS —F ER 12(7.1) NZEI0a 4(2.4)
REREE I IR 4(2.4)
YA N IA RS 157(92.4) 7k 4(2.4)
a7 a7 ) D 17(10.0) DR AR 4 2(1.2)
BREES L UVFERE EEHSLUETHBES

FEAR AN 7 YR K DR 12(7.1) B3 5(2.9)
Y ] mEREE

0 A JL AR 9(5.3) (EqiINER 10(5.9)
SRS 4(2.4) e I E 3(1.8)
SRS 1(0.6) AR E 1(0.6)

* o BEZED ToONr LEE L2 EEZ2EIWEH (adverse drug reaction : ADR) % gk L7-,

MedDRA version 23.1
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9. BERE~DEMA
5. SEEA~DEA
EEE T —RICAETEENME T L TWAD T, BEOREZBE LN HEEICRGTH I &,
(fE3L)
EE TR AEFRRENE T L TWA Z ENZ N L BRE L,
10. BRRBRERKRICRIZTIZE
BRE IR TV
1. 1303, EIR. BFEHEV/NEEADER
6. 1R, EiR. BIBRWNREADER
(D) 1Eha TR L T D RIEEMED & 5 etElcid, JFRAlE LTRE L2 &, RS2 BT #% 575
LEIZiE, IR LEOFRENGRMLEZ BB 2 R SN AGEICORBRE T2 L, £, TE
T2 A[HEMED & D PRI IR, AR G e O 54#& T 1% — E RN LY 7058t 217 5 X 9 FeEd
AL,
Q) I P OLMITEET HIEEIL., BFE LEOARMEE ORI ED AR EE L., 2L O X
WXHIEERETT 2 2 &,
(3) /INREA RS L U AR BRI LS L TRy,
(fEFL)
(1) A2 RO =8 COAMIE AEFERBRIIER STV, B fifn D o RERAMEZ: & ol
IR Z T AREMER DD Z EMLRE LT,
(2) FHFOEFITHT D HEHBRERN 2N E D BHERE Lz,
(3) /IS AR L LI-ERRBRIIFER L TV AW, NNERZFOLSMICET AERIIEONT
1/\7331/\0
12. BE|FEA
BRE IR TV
13. ZOHODFE
1. ZOfDEE
(1) AT L DIBEE ST BE T, BEO - DIk, s, &k OHla 2324t Usv L 5 fiel
THI L&,
(2) FRARFRBRIZI\N T, AdL G2 BRSO R BN HE STV 5, Ao 5% I3 HERE
PEETH L,
(fR3L)
(1) AR DEREZ T T-REOIMIR, lEes. R OHIEOBAEICEE T 2 ZaMEIIMESL L T
Wiz, BRE LT,
(2) AdhZ2E TP ATEERIROT AR EE OB T L 0 kM O BEVEIRE N TR IET 5 AlREMEDN & 1) |
EHMRE2BIETIVLERND D720, RE LT,
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IX. JEREREABRICEAYT 2RE

1. EBHER

(1)

(2)

(3)

2.
(M

(2)

)

(4)

()

(6)

(N

1))

2)

RHEEHER (TVI. BHERE(ICEHTLHEH] OESHR)

R EBHR
KPR L

Z D OFEHER
AR L

R

HEZSEHRER (vHR) ¥

TXIATHF vara—LOFERHMiOEEE LT, Hiv v A CD19 CAR T Mgz /ER L,
~ DAY UNEET MIHI~ 7 A CD19 CAR T #ilAE 6 X 106 2 H[RIEHRN & 5 L 7= BRIz C—
el AT L7z, P~ A CD19 CAR T a5 L 0 EH BAIROEENFED b=, =0
M2 BH & 23 7e Ttk & /R 3 B FT FLIER D B/ o 1=,

RIS 5 R
AR L

BEHEHBR
AR L

1A RIERER
AR L

AR5 B A
AR L

RO I B 5
AR L

Z Dt DRFTEREN

in vitrotEEMHEER

TXIATET L vala— VOBEMIEER Y A7 2T 5720, in vitro MR & FE
L7, AR T X 727 vala—eL B HWWTRBEYER L &2 A, HIfEIRGE
FIRHESEIIER D B2 o T,

AT FADAILARY Z3—F BV EEFEAREE (/in vitro)
o=l ha A )VARY X —DBE TGN 21T WOBE TR L O A& iR Lz, ftho L
ha oA NVARY H— L [ARRICHER G BTN B S~ DR A O 3 F80 S vz, 8IS AL
WIS REME DS HERR S 7=,
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EEMEIRICEET HIEE

u—y

. BREHIRS
@

Nk

d\

D FAEER SR
Y L

El) go

N

AxhEARE
12 5 A (&

MBS RICEES )
BRI

(CREH S AV BRI 95 2 &

BEIRRETDETE
WIRZER LA T (=150°C LLF)

4. BIEWLEDEE
'V —4 MEROHEXIIMEMGIEICEET 4 Lok 2]

5. BERITEM

B ERLTA N
<FTvoLBy &

Z OO BE T ER

] —4 WEFAICELUCREIMTNEEME] RO TXII—2 ZOMoBEEE &0
(EEEMREF T AR — 23— https!//www.g-station-plus.com/)

6. F—H% - FHE
B « %2 LA

1. EtEERAR
2017410 A 18 A CkH)

8. BlERFGEAPEABRUVAZEES. BEMEZENSEAH. REHBEAE
ER5E4 AERFTEARREAR RKIBES EMEZWNSFEARD | BRFERABEAE
g Iﬁfﬁ%g& 202141 A 22 A | 30300FZX00001000 | 20214F 4 A 21 H | 202144 A 21 F

X. EHAFEHICEET 5 HA
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. PhEE. PIRXIIMEREM. RERUVAEXIERAEZEZEEEMECFABRVEZOAR
2022 412 A 20 H
A ﬁ%li%%i@kﬁ@ﬂBﬁ@)/ﬁﬁ(Uihﬁkﬁ@ﬂBﬁ@)/ﬁﬁ PR PEHERR
KA B Aa U o SHE, TR NatE U o N, @R Boiia U o oNIE B e
MBI EIS S & 5 BF T =GR AR, B S s AR @S 03 2O A 1L RIA
PRULE) DZhRE, R SUIVEREZ LL T ~AH
KRR DORE. 2R IUIVERE
LUF 0 F58 ST EHR RO AR B Mifa U o/ Vil
s OV F AMERHIISR B ARG U o HE, RS PERERR AR B AAa U ol
NI, MR BAG Y o8
7272L. CD19 i &Ry L Lok A T

Rt

JRSEAARTEBL T AR ERIE DI IE D 2 W BT

%,
10. BEERERE. BIERELARERABRUVZOAR
A% L7
1. BEEHM
10&»@m1$1ﬁ225«2%1$1ﬁ21a>*
Fr /D B A R R A
* ZhEE. WU ﬁ%®*%ﬁﬁﬁaﬁ A G- S PR A IR - FIRERGRIRRI AT 5 S V- AR A
MR OFES I (2022 4512 H 20 H~2031 41 H 21 H)
12. HREHRHIRICEET 515K
EARSAA
13. &#Ea—F
EAEFEE EREE S HOT =22 L7 +EE
=4 DES =B A a—K (13*&7 MES R T L
EEHZI—F Yda—F) BHa—FK
AT AHNLE® | 137
R (68mL) 4900405X1024 | 4900405X1024 | 1970067020101 | 629700601

14, RERGH LOER

() ZXLHTERTY
T

1) A T ABIVH SIEEEICOW L, il AHEE T A KT A i, AR OV e c B4 5 1
BN+ DEETHETCOM AR ORELR ST HZ ERFINABHFICKH L THERT L L

B BWERN BB UT-BRIC L i g & D 2 & BN AfREZR — B DB 24l 7= E PR Tl 4 %
£9+%%%¢5 L.

2) AR O EBARIZ Y 7= > TiL, RIZEBIT 5D 9 B,
LTS 2 b, (ThEsx T ) X Tits %#4J&Eﬁ>
7 OHARKEL - Sh RN E D D B R R E R ED A TOHEE 2

Y —1) #HT D%
A BEHNT IV —1 ICHETHEZ %ﬂ(?
Gl TR AA T bl

AaLA—E BRI BRAIFEFRAMENA RS U DKREICHESIBESIEICD

D b D & iR B OO A
WF GBER T
BHED S B, Bhli=—T 4 F— 2 —OREITFR D EHELL

(5Fn 344 H 20 BHAF £RIEFE 0420 5 4 &)
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(2) HRAFEROFEM (FEMEELE) O—HREFICTOLT

1) ARG OFEHEREUC Y, BB DRI M BAZER 2 5 L7235 A %, 2 o5& ik (Rl 20
FEEATEEETRE 59 5) BIEFE -ERREEN L OUT TERAEE) Lv),) Rofks
[K921-3| R MR (—HIC2&) (1) S#FROAEITHIHAREZHRETEHLOTHDH I &,
B, AREFFEAE L T1IEETET D,

2) ARG E BEICEE LA E, ER AR X E S [K922-2) CAR ZEU/E T Mk s (—dE#ico
x) ERETELLOTHDLZ L,
B, KEEIFFERIELTIRIETET S,
(BF1 344 H 20 BT PRIEFE 0420 55 8 5, —HUE SF1 44F 3 H 4 HAT RIEFE 0304 5 6 5)
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XI. TR
1. SIAH
(Egiisissy
1) Kochenderfer JN, et al.:J Immunother 2009;32(7):689-702 (PMID : 19561539) L13190
2) Restifo NP, et al.:Nat Rev Immunol 2012;12(4):269-281 (PMID : 22437939) L13191
3) Uckun FM, et al.:Blood 1988;71(1):13-29 (PMID : 3257143) L13192
4) Blanc V, et al.:Clin Cancer Res 2011;17(20):6448-6458 (PMID : 22003072) L13193
5) Chihara D, et al.:Br J Haematol 2014;164(4):536-545 (PMID : 24245986) L13194
6) HARMIEFSmE AL A RT A > 2018 FfifiMliaThil 2020:166-178,4 )5  L13195
HiRR S AL
7) Dabrowska-Iwanicka A and Walewski JA:Curr Hematol Malig Rep L13196
2014;9(3):273-283 (PMID : 24952250)
8) Casulo C, et al.:Blood 2015;125(1):40-47 (PMID : 25499449) L13197
9) Wagner-Johnston ND, et al.:Blood 2015;126(7):851-857 (PMID : 26105149) L13198
10)  HARIMIEFE RS MIEEZET A K74 > 2018 FERUHFTI 2020:255-265,4:)7  1L13199
HiRR S L
11) Swerdlow SH, et al.:Blood 2016;127(20):2375-2390 (PMID : 26980727) L13200
12) Crump M, et al.:Blood 2017;130(16):1800-1808 (PMID : 28774879) L13182
13) Sesques P and Johnson NA:Blood 2017;129(3):280-288 (PMID : 27821509) L13185
14) FENEEE - I OUTERAMEO KRR B AR U VoS ERE At & LiEs S 1/ 190041
FEFAER (2021 4E 1 H 22 H&#., CTD2.7.6.1)
15) FENERE : R SUTEHEMEO KA B AR U > RERE 2 x5 s LIZENS I/ 190042
bR (202141 H 22 A&, CTD2.7.6.2)
16) FENEEE : R SUTEHEYEO RHIIRS B iR Y o 8EERGE 2kt g L L2V E A 190046
bR (2022 4 12 H 20 H&#. CTD2.7.6.1)
17) Neelapu SS,et al.:N Engl J Med 2017:377(26):2531-2544 (PMID : 29226797) L.90032
18) Neelapu SS,et al.:Blood 2023;141(19):2307-2315 (PMID : 36821768) L.90033
19) Cheson BD, et al.:J Clin Oncol 2007;25(5):579-586 (PMID : 17242396) L13202
20) Kato K, et al.:Int J Clin Oncol 2022;27(1):213-223 (PMID : 34599413) L13426
21) Kato K, et al.:Int J Hematol 2023;117(3):409-420 (PMID : 36399286) L.90034
22) Locke FL, et al.:N Engl J Med 2022;386(7):640-654 (PMID : 34891224) L13522
23) Cheson BD, et al.: J Clin Oncol 2014;32(27):3059-3068 (PMID : 25113753) L13203
24) Kochenderfer JN, et al.:Blood 2010;116(19):3875-3886 (PMID : 20631379) L13204
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XI. 858N

1. FLNETORTKRE
TXIHTEF L aba—EE, 2017 4 10 H I KRE TROICERZES LT,
TR KGR BGEE XL F o) Th b,
KE, EE, TR RAY  AFZVT A, FTFTH AL A, BT HE A=A NT U TE
(2023 4= 3 J BifE)

¥ AFICBT DRRE. AR EMERE, HEROHEIIEMGIEITZLTO LB THY | FHEIC
B D AKGIRDLE TR D,

(Zhee. R XRITMERE]
LUTOBFEX(THEMEDORHMAZE B g o/ \E
UFEAMKRHEE B MR /B, REMHMRAMAE B MY >/ B, HERRIEREY
VN[E, EEME B MR VB
2L, D19 RZRM & LE=F A SHRZARRR T MREIREDERENTVEEICR
o

(hee. MEXILEREICEET 2 ERLDIEE)
FEARTABRIZ A2 A & U7z JEE ORI, BIRRIEEIC OV T [BRREGRE] DD N 2 2
L. KOARER VL etz 0B L7 BT, BISEHE OBIREITH 2 &,

[AERUVAEXIXERAZE]
(EEMETOHAMEKT 7 L— Y X ~BIERRADHK:E)
1. am¥k7272xzL—o X
HIMERT 7 = L— A2 X0 FEB) B RM M HALER 28R ELT 5,
2. AMIR7 7= L— XEYDEHIE
BEL7-AMKT 7 = L—y ZFEM A 2~8CITiRE S NI AR B 5 R THRAEL L TA NS
MEF%~ET 5,
(EEHMETOZAN~KRES)
3. KEDZERUKRE
ARinzZE L, HHERE CREZESHET (—150CLLF) THAERTT 5.
4. BERIORINE
RRYI Y > SERE 2 iR L, MBS U CHTALE & LT, ARG 5 Bl S 3 B [
BT, LT DU U RERBRELFEIEEIT O,
YIURAT 7 IR (EAHELT) 500mg/m2A 1 H 1[E 3 AMABEERO 7 LA T E
VU U ATV 30mg/m2 & 1 H 1[0 3 HREAEENET 5, 7ok, BB OIRIEIZ X 0 @B
B9 5,
5. KRDEE
W ARAICITHT CD19 CAR T Hifw & LT 2.0X 106 ffl/kg ({KHE) % HZIZ (KE 100kg LA
FORFEORKEG X 2X108{# %), 553 LLE2T T 30 5 & 2 22 K 9 I BRI RIN B
59%, 2B, RELOFERSII LN L,

(RERUVAEXIIERAEICEET 2EALDEE)
BEOAMEKT 7 2 L— 2B AREOEGIZES FTO—EHOFINEO M, BIEREES N
BT 2~ =2 T VEE BT H 2 &,
AL E
1. BhMIE A EREZE O BT, DNA &kFLEMERZORMIEIER . 2503 o ek
2R D S HIER 2 8§ DL R EA 2 &5 Li2th, Ko %2179, BERBRICK T
B ATLE O LR SN TIE, [BREE] omEz2RT5 Z &,

®E
2. BERNIARMEFER Ny 7 DT UL | R 5T DRERNATH D Z & 2R
Hli,

XII. Z&Ek 68



3. KMBGENZ, LFOWTNNORENEFICRO ONHEITIE, BiET 25 TRLOE

HEEMTHZ L,
© BIALEOLFEREIC K D EERRIER (BRoBEE, OEE, KInE) 23380 5., A8
L TWARWEES

< JEEMEDRYLYENERD b E

4, RKLBGRHIH BT % infusion reaction (FEZEA, HEFE, FLE) 2T 57290, AL
DK 1 BEIRTIC, e A X 2 VAl EGRAIORHR G 2175 2 &, AfmaErTRanms
&, RIBREAT oA FANIER LW &, 72 7T 74 X% —%50% 5245 &
FEORERGPREILUIZHAICH A, BEHEOHEREZ LT 2 &,

5. A b AA VRHIEBEREOBERNH 2 T, Fo U X~ (B\inHHz) 230l
TELHIHITHF LTS Z &,

6. WG LIZARMEHER Ny 7 ONEM D ERITRET 2 £ T, 37T COMEIRARE S LHz 2R

FRETRMET 5 2 &, RSN EIR A OISR E 0 I 32 &, kiR

BOBEBEIIITDRN &,

REEHIEA ANy ZICHBERRNARBD ONEE., Kba&E Lanz &,

8. REOERRE BRI HEICIL, FEFEBEO TR > TR E S TEHER Ny 7 2 L%
YR s U CREETDH &,

9. AR Z ICHRYEE LenWZ &, o, FERANYy ZONEMET X TRET 52 &,

10. AREASO BRI TD RN &

11, Adix, AMRBRETZ ANV E =2 DT T T v 7 A7 ) —DEHF 2 —7 THRETHZ L,

12. RE O ERNC, AFBEKRIC CAEETF a—T 277437 FTH2 L, KinkaLafs L
7otk N7 774 I IO ARSEFFEA ANy 72 EAER TR L, TX57217%<

~

DAz 5925 &,
13. AdhlT@lfRsz, =T T3 R E TIILETH D Z Lnb, @fifk 3 LN G 25T
THZL,

14, &5, FHER AN 72 Fa0NTHEE LT MRAEE LWL HiIcd5 2 &,

KEKL O EU MREICB T 5 &R EL (2023 4 6 H Fi )

ﬁ%ﬁ;a R IS, Rk - AR
P qEs| YESCARTA® 1 %hEe - R
(axicabtagene | 1.1 XHIAEEBHEE') >/ &
20224 ciloleucel) YESCARTA i%, LLFOiRFEEZ#EIGE T 5,
11 H suspension < RIAR OSIE AL TFFRIEITIRGTE, XX —RIGR ORIE L FFRIER 120 A DINIZHER L
for 7o KANRa T BHIAE U > SO N B,
intravenous s ZWRIBRLUBEO R ERIERICHER Lo, UXEHEMEO JGHIRTBMIE U > S IEO AR
infusion Fo MBI RO ONE AT BAIE Y > <& (DLBCL) . JRF AR R
TIBAIN U > 5B, EEMEEBMME Y oS E, KOS Y o EAN T E S L 7=
DLBCL%f 4t & 70 %,

BEJHHIBR - JFREPERARGR U o EITYESCARTAD G & 72 H 720N,

1.2 &Rty g

TR ORI RIS Lo, SUIERAMEOIERAME Y > E (FL) ORRARFEO
TBREHEIS LT D,

S OIS, BHERICIES RHKRO T CARSN TS, AHIS ORFUKIRIT, B
HOBBRIC 515 5 BEPROH AL IRAE & SISl 2 2 D BIA B %,

2 R%-RAE
BREAER. #IEM.
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2.1 A&
YESCARTAL, #E/Sy 7 UEICF A FHUFZ AR (CAR) JEBLTHENE O ## ) 68mL4A
Gte, BEMREIZCAREJEEL LI EMAI2 X 106(8 /(K FEkge L, 2X 108E% LR E 5

2.2 #&E5

YESCARTAIZ B ZMAHMTH 5, YESCARTAD 7t v bR OFEN y ZIZi#k S h iz
BEBONERPEEAANDO SO THD Z L BT 5, BERD T~V ORLEANE DG
BEOLDOTRWEAIX, YESCARTAZZH L2 &,

YESCARTA% & 59 2 38 o Hfii

U LR ZE LD AV OBRMARETICYESCARTADBIEN K T L CHIm AR 2 IREEICH D =

L EHERT D,

TS

+ YESCARTA 5 05H A1, 40 AT, KOBHRNC, U U /SEREREFFRIEL ¥ A UIThE-
Ty 7 uARA7 7 I F500mg/m? (FRA) KO7LE T £ 30mg/m? (FkRN) &%
595,

AP

+ YESCARTA# 5 O 1FEEMANC 72 h 72/ 7 =650mg (FH) RO 7 =k KT
I U125 mg (FRARMSUTIRD) 2855,

- RHBIBRE AT uA FIIYESCARTADTEW 25T 582NN H 510, TRl Mx
BEVT B,

% 54 %5 YESCARTA D ¥fis
YESCARTAD B O 5D 5 A I v 7 %8+ 5, TN GRA MR L, BFEOUE
fifi 349 5 72§ 8 CYESCARTAM & 5T & 2 L 5 iR 0BG 2 s 9~ 2

© BEORAMER : YESCARTAZ FHHLT 2 i1, YESCARTAD 1+t v Mg a7k
HiPERBBEANDO LD THDH Z & 2HRT 5,

T UL DFRHNENREBE DO SO TRVWEEAIE, YESCARTAD Ay &% v ks
HHY Sk S 72,

< BREBBEHROMR%E,. YESCARTAD Ny 7%ty Sl L, ey FDTF
SOUICEHR SN2 BEBERB AN T OT ) E—FK L TND Z L 2R T 5,

o REETICHN R RASE TG N Y OSBRI DR TRV ERT D, B Ry
TN RMa D58 BT A L, Wik D H A KT A i 5 [T Kite (1-844-454-KITE)
IZFERET 2] .

c MEREDH A KT A NHe> THEN » 7 & BIORE /S > I AND,

o RRE U R TR N v ISR D3RR B 7e < 72 5 % TYESCARTA% #37°C
TS D, Ny T ONEMEFHNTIEA L, MIROEERZ oS E 5, KRELT
AR DEREIL I GRD B DAL, BIE R E Ny Y ONEW & HENREGT 5, FEIT
HMCIRA L, Mo/ iz ik S8 %, YESCARTAIL, Ve, EObE. ROV
F LW CO BB 2 1Th TR 57 5,

- YESCARTAZ, fRH#%ER (200C~25°C) ThEMHERAFETTRETH 5,

75

- BEHBHAEHATH S,

c BEHRIROEEBIMPIE M) AT AL, RERHEEARIHCES Lol TE
<o
HMERERE 7 V& — 13T L,

+ YESCARTA® $ 5\ (LD ik 523 S 5,

+ YESCARTAD#L G /S ZIZG# SN2 BFBAERPEEARAANO LD THD Z L &
B,

s BHANCABBEKCT 27279410775,
H R T XXIEE R > 7 TYESCARTANN v 7 ONEM 2R Z 305 LLINICEAT 5,
YESCARTAIZ, i ER CRESHMEZETH D,

XII. &&&k

70




© HEOBEEEF <72, YESCARTADHE G438~ » 7 % BB %,

s BNy TONEWE TN TRE L%, REPERICEEIND L) TF2—T7%RL
AR O A K THi T 5,

YESCARTAIE, HHGEREL b A LAY ¥ —CRBTRE L- b BRI % &4

T 5, WYMEDBREZB <720 WY BN K OFEFEIC b1 o TE—iRI 22 E i Ok

NAFE =TT 4 —=HA RTA D,

E=HY LY
- YESCARTAIFGREE MR THET 5
s BeHE#HDR L LTAMITE R, RBE EFRMEE TCRS K O #1805 K OYER Of
re=2) 2 rF5,
- BeH#HAD R LS OARNTREER MR OBICHET 5 L O BFICEET 5,
[ HH L SREVRAT 0202242114 ]

EU

2022 4
10 H

Yescarta 0.4—
2 x 108 cells
dispersion for

infusion

R RE R 1E

4.1 ERG

Yescarta (3. —RIBH DRI FRIEICHPUE, UL —RIBR O REIRIEE 12 » AL

WIZHIE L=V E AMERHMET B g U > ~fE (DLBCL) K OvE LR B e U o /NE
(HGBL) Dk NEE &G &35,

Yescarta (3. ZKIGHLARE DL LR ORI SUTHEAME (r/r) DLBCL K OVFRIEMERE
FR Hia T B flfa ) >3 (PMBCL) DA EE &G &7 5,

Yescarta (%, ZRIGELIBEO R EELESL O v/ iAMDY > E (FL) ORAEEZ IS &
T 5,

4.2 RERAERUVEEARZE

Yescarta (%, &ML O EFRBREZ A L, Yescarta D 5 K 5 2% 1) - BE OEH
IZOWT b b—= V&2 T EMBREERMR TR 535, 5750, 4 b
A VISHIERERE (CRS) BNAEUEHAITHA TRIR 1B D Fv U XA~ T EHER L, KR
RIFEFATE 2 XL TELRTE RG220, EFRERITAREIOR 5225 8 KFHLL
I h o) A= T 2B TED L2 ICLTEIRITIER LRV, B, BMNE
FETRHE L TOWLERLREDHEKIZLY, MU AT OMERRZE LTV DS,
F V) X~ 7 DR 0 IZ CRS 1R T 5720 O] 7 U TR 2 B 51 ATT 2 L ERN
5,

JiiRediiE

Yescarta (ZHZHEAEHATH 5,

Yescarta |3, 1 [E4yDOFE v 7 13y 712 CAR Z 33 L= A4l 2 X 106 {844 & kg (f
PH : 1X106~2X 106/ kg) % &7, 100kg LA EDHEFE L 2X 1086 % LR E 5,

Yescarta DRIEANKE T L CHIATAIREZRIRIBICH D Z L EMER L T0H U U BRERE LU A
v EBIR LRIT IR B,

AT (U > NERR A FHEE)
U U SERBR LRI L U A A>T L/ ik A7 7 3 K 500me/m? (FIRIN) KO8
TNEZEY 30mg/m? (FRN) 2535, HEESN S G HIL Yescarta £ 5D 5
AT, 4 Hill, X3 HATTH 5,

ATIRFE
+ Yescarta % 5- 0% 1 BiRA1IZ /8T & ZE—/L 500~1000mg Z A% 5L, ¥ 7=t
K7 X2 12.5~25mg (CULFRIEOIEAD) 2RGSO IRENH#EE 325 2 Lt
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IBREAT 1A RiL Yescarta DIEMEZIGIT 2N nd 2720, TRAMH A I3HELE
720N,

Ho|

&

E=H Y

- 5% 10 HEL. CRS. MR FEG, KO DOMOEMENR DI D 805K OYER OF
MEEHE=2Y) 7 LgdhER oy, #6514 10 AMXIE CRS K UVSUTHHRRR
FLOBBEIIERD RYNFED NIRRT, BRI AR E BET 5,

- 5% 10 ARRGE LT, EROHB TREOE=2Y T EITO,

s BeE#AR L A AMITEREERR OB AET D X ) BEITEE I LT E
B0,

LamlibaN 3Fil
& NERETE DA X (HIV), BZFR 10X (HBV), RO CHYFL D 12X (HCV)
DR F

TE@EPED HIV, HBV, i3 HCV Y BFE OERRBIIR 5T\ D,

R
65 i LOBEICHRET 256 HERMIEITAETHS,

IR
18 AT D/NE R OFVFEICEIT S Yescarta DL EME K AT BN TSN T
W, F—Z IS5 TR,

855k
Yescarta I%, mifFHEIC L VEET 5,

Yescarta [ZBCHHRIRST L CidZe 7220, AMERERE T 4 &2 — XA L CTide 7220,

FERNC, BF G R Yescarta DNy 7 R OH & v MG S EBFHR & —8
L LM DLEDRD D,

BG
HIMERBRE 7 4 V2 — 13 LTI R 670,
BERILEOE=2 U 7HBFIE N ) X7 R R L, BERFEEFATELL I
L THEPRTIIER 20, BISMIZ, BRINESE ST HIE LT 5 EIES R0 B #k
WZED, PR TOHBARRELTWEEE, P X700V CRS #iR
T D7 OO BRRBEFEEZEGEANCAFT2LERD D,
Yescarta [XHBZEMEAHEATH D, BETNMEWRD Yescarta D3Ny 7R Sz
e —BTHILEMRTILERD D,
Fa—TETITAIT L, BIRE T UIIEEIAR > 7 C Yescarta /N 7 ONFY 25
% 30 S LUANIZIEAT B,

Yescarta OFR, 5. BIREVERTE L OBEFEIZBET 5 FHM2 B RICOVWTIL, 6.6 HBM

[ BRONIRGTSCE 2023 4 1 A )
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2. BB IT BHERRIIEFER

(1) EFE~DKREICEHT S1FHK
AINZ T DA SO EOVER ittm, M, flim i OV NREA~OBEH | OEORLEITLL T O L3

D TdH 5,

1iE. ER. RAERVDNEREFEADER (h#%)
(D) JEdm TR L CW D ATREE D & 5 oMzl RS LTiRE Lan 2 &, e /&b
L% EIE, B EOFRMIENERIEE LR S LW S D580 EET 52 L, F£,
PEIRS 2 WTREMED & 2% 2 MEICIE, A 5-th S O 506 T 1% — TE SN E O 2 it 247 5 & 9

There are no available data with
YESCARTA use in pregnant women.
No animal reproductive and
developmental toxicity studies have
been conducted with YESCARTA to
assess whether it can cause fetal harm
when administered to a pregnant
woman. It is not known if YESCARTA
has the potential to be transferred to
the fetus. Based on the mechanism of
action, if the transduced cells cross the
placenta, they may cause fetal toxicity,
including B-cell lymphocytopenia.
Therefore, YESCARTA  is not
recommended for women who are
pregnant, and pregnancy after
YESCARTA infusion should be
discussed with the treating physician.

In the U.S. general population, the
estimated background risk of major
birth defects and miscarriage in
clinically recognized pregnancies is
2%-4% and 15%-20%, respectively.

52 L,
Q) FHFOLMEICEET 2581T. IBE EOFRERORAREOF ML ZE L, #ILok
T IEERET A Z L,
H LN A
KERA SCE 8.USE IN SPEGIFIC POPULATIONS 8. HAlLGERADEES
(2022 411 H) | 8.1 Pregnancy 8.1 114%
Risk Summary U X7 O

4% YESCARTA B+ 55
— 235 Ty, YESCARTA
IR IS L2 AR R E
FAE T mlHEME 2 G5 5 72D O )
TOASR - FAETFMERBR T E LT
72\, YESCARTA 23 G RIC4TT 5
MEIMIIRHATH 5, 1EHEF %25
5 L A AR A w7
BA . BHIRaM: Y o SERBAES DR
WEEEs Tz H D, ©
D=, YESCARTA % w59
5 RSN, YESCARTA
P 5.4% OILIRIZ DUV CI Y £ & 1
WhZ L,

RE O TR, BRAREARES]IC
BT B R IRJe R KA K OV RE 78
FETDHEE R Y A7 1E, ThEh
2%~ 4% T 15%~20% CTd 5.
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8.2 Lactation

Risk Summary

There is no information regarding the
presence of YESCARTA in human
milk, the effect on the breastfed infant,
and the effects on milk production. The
developmental and health benefits of
breastfeeding should be considered
along with the mother’s clinical need
for YESCARTA and any potential
adverse effects on the breastfed infant
from YESCARTA or from the
underlying maternal condition.

8.3 Females and Males of Reproductive
Potential

Pregnancy Testing

Pregnancy status of females with
reproductive potential should be
verified. Sexually active females of
reproductive potential should have a
pregnancy test prior to starting
treatment with YESCARTA.
Contraception

See the prescribing information for
fludarabine and cyclophosphamide for
information on the need for effective
contraception in patients who receive
the lymphodepleting chemotherapy.
There are insufficient exposure data to
provide a recommendation concerning
duration of contraception following
treatment with YESCARTA.

Infertility

There are no data on the effect of
YESCARTA on fertility.

8.2 RELiw

U 27 O
YESCARTA @t b BEZL A ~D 5335,
BHF O A~DEE, K ORFLEL
~OEBICET DRIV, BE L
K OMiERE o FHOF 2 DN T,
YESCARTA (2% % REBL OB IRE) =
— XK YESCARTA <o Rk o £ 7t
HANALIBIZKIETBZENOH 5 HE
HELFETEETDH L,

8.3 £IBREZH T HARMURUEM

IR A

AEERE & A D IS D WD TR
REEZ MR D 2 &, ITOMEARER
K OVAFERE 2 A 9 5 Mz %t LTiE
YESCARTA O 5-BAIARTIC AR A
1152 &,

WELT

U VU RERER BRI 20 D B
TOHN2BEED MBI TR LTI,
TINHETEUV KRR IR AT 7 2
RO CEEZHRTHZ L,
YESCARTA # 5-% O BEATLIFEIIZ DU
Tl HESEHIR &2 7R g DI+ 7o iR
T PELI TR,

RIESE
YESCARTA M2 BAE T 58T
B2 5 —Zd70,

PR D YAt Se
(202341 H)

4. CLINICAL PARTIGULARS

4. 6Fertility, pregnancy and lactation
Women of childbearing potential/
Contraception

The pregnancy status of women of
child bearing potential must be
verified before starting Yescarta
treatment.

See the prescribing information for
lymphodepleting chemotherapy for
information on the need for effective
contraception in patients who receive
the lymphodepleting chemotherapy.
There are insufficient exposure data to
provide a recommendation concerning
duration of contraception following
treatment with Yescarta.

4 ERERAIYEME

4.6 £FEREN. EIRR UREL

TR 2 IREYED & D AT
YRI5 R EEME D & D I DUV T
I%. YESCARTA O # 5-BHAERT I AT 4%
DA AR L7 U7 720,

U VU RERBR BRI 2 /T 5 A
F OB D LEEVEIZEI LT,
U RERBR EAL R IE IR O AL 1
EERTH L,
YESCARTA # 5-% O BEAEIEIIZ DU
TIE, HEREWIR 2 " DIl +4y 7%
T PELILTUVRN,
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Pregnancy

There are no available data with
Yescarta use in pregnant women. No
reproductive and developmental
toxicity animal studies have been
conducted with Yescarta to assess
whether it can cause foetal harm when
administered to a pregnant woman
(see section 5.3).

It is not known if Yescarta has the
potential to be transferred to the
foetus. Based on the mechanism of
action, if the transduced cells cross the
placenta, they may cause foetal
toxicity, including B-cell
lymphocytopenia. Therefore, Yescarta
is not recommended for women who
are pregnant, or for women of
childbearing potential not using
contraception. Pregnant women must
be advised on the potential risks to the
foetus. Pregnancy after Yescarta
therapy must be discussed with the
treating physician.

Assessment of immunoglobulin levels
and B-cells in newborns of mothers
treated with Yescarta must be
considered.

Breast-feeding

It is unknown whether Yescarta is
excreted in human milk or transferred
to the breast-feeding child.
Breast-feeding women must be advised
of the potential risk to the breast-fed
child.

Fertility

No clinical data on the effect of
Yescarta on fertility are available.
Effects on male and female fertility
have not been evaluated in animal
studies.

TR

& YESCARTA fERICBEd 255
— 235 Ty, YESCARTA
2N, s h L7235 a 1o is i
W EE R T T ARt 2T 5729
DO ENCTOAFE - 34 T3 HRER % i
L CTWR0,

YESCARTA 2R VAICRATT 5008 9
MIRATH S, (EHETr =3B 5
&L B M R A L 72
B Rk U o NERIAE S O R K 7
WEBIEEITEBENLD D,

Z D=, MEmCIER T 5 Al REMEN &
LMW 2T > T WX
YESCARTA [THELE Xdu7av, dhm i
Rk 2 AERM Y 2712250
MHAEZTRTNE S R,
YESCARTA |2 & 218 % ORI
WTIHFHYEEMHRE LTI D
AR

YESCARTA O #:5-% 52 1 F 1= Bl 5
EENEFIZonTiimZErsrar )
MEK Y B Mo A2 B g LT
TR 720,

B
YESCARTA 3 b b33l R AT
THNEIDIEFIARHATH 5, B
st LTIk, FRICHR 2IEM Y 22
WCOWTHHZZ T 20 hide b7
U,

A B BE

YESCARTA 23 EFERE 112 K F 9 528
IZOWTHRR T — Z i3S b T/
VN, ERRER T I MERE O AR RE 1 K
ETRERE T LT Ruy,

F—=A+Z7 VT

DH3¥A

(An Australian

categorisation

of

risk of drug use

in pregnancy)
(2022 412 A)

Category C

Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without
causing malformations. These effects may be reversible. Accompanying texts

should be consulted for further details.
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(2) MNEF~ADOEEIZET H1F®
AINZ T DA SO EOTER ittm, M, flim i OV NREA~OGEH | OEORLEITLL T O L3

nTdH 5,

MR, ER. R

HRMBEWDNRE~ADER ()
(3) /NREFZ &G & LT RARERBRITFEM L Ty,

(2022 11 H)

8.4 Pediatric Use
The safety and efficacy of YESCARTA
have not been established in pediatric

gt RLEN A
KIETRAT SCE 8. USE IN SPECIFIC POPULATIONS 8. HALTEHE~DERS

8.4 INRIZHITBHFEH
WNREEICKT D YESCARTA D%
MK O RIMEITHESL L TR0,

The safety and efficacy of Yescarta in
children and adolescents below 18
years of age have not yet been
established. No data are available.

patients.
BRI DA e | 4. CLINICAL PARTICULARS 4. BREREO4FMH
(2022410 H) | 4.2 Posology and method of |4.2 A% - A=
administration
Special populations R wrIAN b
Paediatric population NE

18 AT O/NR R ONFDHEITB T D
YESCARTA D24 R O k13381
B CHESL STV, 7 — & 1345
STV,
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