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FRMB T XL —120°CLLT THAEREFET S,

<EBEMECTORMEKRT 7 = L— A ~BrE R
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1. (#%)

2. AMERT 7 = L— 3 ZAEM DO BHIERTE
BEREESCHNAMERT 7 = L— R EY TR
L. BEERETHE T CTHRERTET 5,
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FXMT CHEBERTT 5.
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1. IZL®IZ

A ERERR OGN - BEMOEREO=HITIT, B STEEICESWBIERME
ARKD LMD, &5z, IEORERMOERC XLV EHFNLFHREREF 2 RTHE
AEREHUDLNEARENDIF T, IO OEEERREMURZ BV ERBEICRETS
TENEBROBEL RoTRY, BREMBGEE & WHEDOEAKRSE 2016 (Fk28F6 A
2EBBRE) ICBVTLEFNERREDFEROREEHEZRZZ L LI TWS,

FHERRF 2 T TEBEERSHMNT, REEARCKEE T v 7 7 A VEBEFOER
MELHALNCERDZ BB, 0D, AIERVEREHICET 2 HERS+2E
BT HETOR. YSHEEERSHMLOBEBRERIZITIDZ LBYFINSBEICH L
THEATD L EHIC, BIFEARER L-BICHNBERIGE & B Z EBFER—EDEH
BT EREBECTERT A LAEETH D,

L7zl o T, AHA FTA4 Tk, BRERSSINETIELN TV AEFEFH -
BPHRMICESE UTOBLEERSRLOBRERFER2HET 280 ONERE
., BxFRUOEEFEEZTT,

R, AHA FTA ik, MIATEEAERGFERBSRBEEE, —REAEABAR
MigFE, —EAEABANRMI - BAZEES, —REFEA B A - #RIGES
& —REEEA B AELARBEYS, B ALKEBRERIEFS. ARREFHR
BREES, AR ERGEREREYS. —BEEEANRRBRNBEROBIOL
EVERR L7,

HEERDBARREES - 2 ) T RAHE (—RAR: TS v ra—k0)
SHEERBME, AR - 1. B ULEEAME O CD19 BYED B MBRMEAME Y Vo oSZERRME A iR,
=L, LTFOWThaDG&EICRS,
o HIROBE TIHEEN I LFREE 2 BN LT LN ERI S

bR VWEE

s BEOBETIMLFEESL 1 B EET LN EENE LN
BE

o FEEEMBHEBHEOBEL & 225 2RV I FEE MR %
CHER LSS

2. BREIEBRMED CD19 B0 UVE AT B fifR Y o3&,

=72, UTFTOWTR1OHEETH-> T, BHFREMBHMIRBHEDE R

LR BRI E FEMBRBERICER L-BEICRS,

o HIROBEFTIHMLEFEES 2 BN L, BROBETIIEREZICL
LR 1 B EREIT L, (EBREICK D ELTZ2R B o N
S XIFEEFEDBBONRBER LGS




o BRRMEY LoERTERREE L BE TIEH 2 B0k
ZRIT L. BEBEREICIMEFERES | BL ERT LR, BE
R OLFRIEIC LV ERLEPR/ LN D o e NIXTEED
BELNTEREHRE LSS

RELRORERCRENERSY . < ERMBICORMERT 7 = L— 2 ~BLE R~ Dk >
1. AfLER 7 7 = L—3 R

THEDT Y A SHIHEERMELEEIRZ T 5,

2. AMERT 7 = L— 3 REY O EFERTE

BREFERSCHICAMRTY 7 = V— L RERERR L. IREEESHE

TXiE—120CEL T THERFET 5,

3. AMEKT 7 = L— 3 REY OE
BHRERGFEL-ANRY 7 = L—V X EWE ., @ L CASRE Y
~WiET 5,

<EEREETOZAN~EE>

4. FROZFE R ORTF

s L7 RIECASRZZE L., HRAEMNE CIREZERZM T I —
120°CLL N CHAERET 5,

5. R ERIDOALE :

AEOEEFEBRIO 1 BELIAORMIM A mERELH 1,000/pL %

B2 A5G, KLRED 2 BATE TIZLL T DV 3 BREBELFRE
ZREILE L LTIT5, BILEOLFFREOHERCERE DRELEE
Dk, AILENOARREEE TICHERRREZRET 5,

(1) FREXIIERED CD19 Bt B fMilatt &t ) o <2EEk4E [ M
RIZAWSHEED Y R EL A

e /KRR T 7 I KA 500mg/m® % 1 B 182 B RABHRE
BROZNEFSFELVY) VBT AT V30 mgm?Z 1 B 1[E4 BfA
BHET D, B, BEORBICIVEEEET S,

e VI BARRT 7 I FAFMIZ X B Grade 4 ® o H i PR S DEE
ERDHD XFV7uRRAT7 7 I FATICEREZ R L-BE
IZik, YF 7 500mg/m?%Z 1 A 1 @2 BRARRERCT b
R RF150mgm?% 1 H 1B 3 AEAAREEET?, 28, AF0D
REICXVEEBET S,

(2) BREXI#ERMED CD19 B0 UE AR B MY o3
JEIZHAWBHAD Y VA BKBEEREE

s v/ uFRAT 7 I FAY250mgm? % 1 B 1B 3 ARAEFRE
BERINVEZELY VBET ATV 25 mg/m? % 1 A 1E 3 BRA
BHET 5, 2B, BEORBICIVEERET 3,




e VI BKRART 7 I KAFIMIZ K B Grade 4 ™ 0 H i tEBEBES DEE
ERHD . XiIvr7urAT7 7 I FAMEREEZ R LUZBE
WiE, RUFLRF HEEEE 90 mg/m? % 1 A 1 [E 2 ARLATES
ET3, k. BEORBIZIVEERET S,
7£) Grade IZ CTCAE v4.03 IZ#E U 3,

6. D5
BEERNCASZME L., BIGEZG CTTRRO & B HEFF RN
#5345,

1) FREIEEEMED CD19 Bt B MEHESME Y o )3FERER M
AV BHE ‘
WE., 25 RUT (&5F) OBREFICL. KBS L TUTORERE
Z HEFRNE ST 5,
{KE 50 kg LAFDOFEITIT, CAR BBA THIIRE LT 02X
106~5.0 X 10 {&/kg
{RE S0kg BDBFAITIT, CAR FIRA THMIME L LT 0.1x108~
2.5x108E (FREMDT) |
(2) FRUIEEMED CD19 BHEoUE A RHIRE B Hifgy /8
EiCRAW2 56
BH. BAIZIE. CAR A T MR E LT 0.6x108~6.0x10° & (&
EfHT) ZEEFRNERET S,
RERFEFEE . /T 4 A7 7 —vHRASH

(B%EF  AROEFIC X 5RIEROHREICAV 5 ERITOWT)
FoU X7 GBETFHE#RZ) EODREXIIZSE. AERUHAE
ZHEE X IIZh R : BB RN T MARETERIEICHE > ¥ MU A U HHEERR
RERVCHE:BE., b ) A~v7 (Bl z) & L TERE3 kg Lix1E 8 mgkg,
K 30 kg Ri1T 1 @ 12 mg/kg & REHFET 5,



2. RRBOKE, ERBRF

FLAY T REHE —RE  FHF L7 aa—8n, BT, TR EVWH) i,
BEREMLEBROTHRIC, #ETFHBEZ L F A NARY Z—% AVWTCDI% KR
RICRHET 52X A THREZRE (CAR) ZEA L., H# - B S B 7 THIR 2 MR
&L, EFEm L FRICERNERIC X 2IBEDEZHEFL T, RBTHRIRNICERESh
LHAEEREHGTHD,

ABITHEFEAZNDHCARIT, CDI192RHRNICRFET 5~ 7 AHHKscFv, & FCDS
a b VURIREEFAA Y, WNCHIRAS 7 FUREF AL THHCD3-L KR
4-1BB2 LM S, CDIORRBEL-MIRZRHE TS &, EATHIRICH L CEME, &
AL, AR T 2 B K O OFH: « BFICETAEE2EET S, ARDZ
NoDERIZEY ., CDIEMEOBMIREDEEICR L., [EBMIRE RS EI2DRBE
BT 5 2 LIRS hD,

AROBEICELLANKRY 72 L —3 2%, KEOBREFERNOUBARILUNDOEK
A I 17 1M B $ A3 1,000/pL % 48 2 B35 S I IIBEMBE O EFRES ZHAL L) 3
EREREEFEFE (CLTF, ILDIEFRE] L0 )) 2TH50ERBY., S LITKRMOBE
LYo bhA UHHEGRR (BIT. ICRS) 2\ 95) S0 &BEER I TIZE S AIEE
HRHLBIERAPED OB AEERDH D, LIRoT, 77 b—V2A0ERKET, LD
ILERIEDER P, KHOBEPROBRER I, BEOBELZ LTIV, EF1RR
B ONTHEITIE, BB L EFRIS U-EMRNRME L RRL I EMc LY, BE
IS CTICURIRB W TEFHN RS EH 2 S @ R BB 21T O BWEVR D 5,



3. ERERARAK

[AzhiE]
3.1 MEERGEERA (AYA) OFREUIEERMED BRESMEY /3R AR
INREE N AYA OFEZFITEAED B fiREAME D 33k mm (BLF, TB-ALL)J
L D) DOEAFRBICEMEITo X R ERRROBE L ~T,

EERIL RS TR (CTL019B2202 FRER)

38 (A7 V—=V 7B ~215% (B-ALL OFIEZERE) &0 0FERXILMRED B-
ALL BEZHRIC, AROFHER RS RETT 2 EERIEXTRERRILFSE 11 18
RN EM S iz &,

BREIHEMED B-ALL BEF L LT, UTOO~@DOWTNAICEYET 5 EEN
HAN bILT,

@2 BISA EOEHHERIRD b, QREGELBMRBEME (UUF, THSCT] &£ 5)
BICEHERL ALBREEA TRfEHSCT 225 6 Z AU LEREB L TW5 @R HSCT
DB I2, DEREDZFIELV VAV Z 2 A INVZT B THOEMEFR LWV
LEB SN DB, IFER LRI L COEEDLEREE 1 P IV
JBTHLEMEER L2V EERINDCFERERERE. ©7 4 TNV T7 4 TRAR
BEOBEDBEITE., Ful 3 —FHEEA (TKD) AWXi3EER. 2 BEU LD
TKI 22T CTHEDIRE LR, 28, S EMREDOERIIRS 172,

Z:nuwﬁﬁfii&zﬁﬂiﬁmiﬁ}%ﬁ{f X, BESOkg LTFTOBEITITEEZERAE RHFOR

BICBWTEHELESNAHE) 2.0X106~5.0X 106 fH/kg GFEHE (RROBRENHE
N2 HE) : 02X106~5.0X10¢ fl/kg) . KE 50 kg BOBEITILBEHE 1.0X108~
25X 1088 GGEAFE : 0.1X108~2.5X 103 {8) ZHWEFERNEET AL L Shi,

BB, EENTOARROAEE LB EETSZLE2ENE LT, KRORETFTER
@ 1 BWRABTLAPN OFRM M B mERES 1,000/ul 28 2 5546, AmiEE50 2 ARTE TIZ
UT O LD L REFRILE L LTITI 2 s L&z,

(1) Ao bFEE (LD /L)

BERIOBNE L L TUTOEEERZRAVWE (ZF L, AEOBERTO 1 BRI
NO AIMERELA 1,000/ul L FOFAITIIFREL L), (WBREORETNbARMBK S E
TIZ2~14 BOBRBZ5&RT =, B, BEOKRRBRICIVEEREL -,

e TAFTFEU) VBT AT 0mgm?%E 1B 1[E, §4BFEE. ROV
RRA77 I FAFuY (500 mgm>%Z 1 A 1[0, 52 A§E, /7 rfhX773IF
mﬁuﬂw@#i%ii%%ﬂ@wvﬁ'? Y VB AT AEE L RIFIZERBET B,)

e LI uARRT7 I RKIMWIZ LS Grade 4 DHIMMEBEMRRXDBEERHIHBE. X

ED) 3~ 3 mECOBENELANLLNT, B, B-ALL BE 2RI, KLOFEDERVESE 2R
T 3 HERIETRIENE DERR (B2205] RBR) TiX, 3~ HETOREFEMNEAN DI,
=) ZeE b AR E E TOMB O PRl (EEH) X458 (30 A~105 B) Thotz,

6



XY Z7udRA77 I NAKRME S LY A s LTI RREERME Ch - 12
BEII. UToVvo AU 2HERLE,
» VEZFEY (500mgm’% 1 A 1R, 32 B#EE) KO FFEY F (150 mg/m?
Z1R1E, #3 AfE, = MRV FORSEIBEANADLZ T &5 L R
BT 5,)
(2) EB&ELRE I HARO BRI
FEFMER & ENENCCNV A KT 4 L 2013FEER PS5 ICRERTES PIER
L7 RHERERICE S PRHEIC L 22EMmE E2EM LIT, [CRI &)
T MERBEIEA R TEREEEM CLF. ICRiI L)) @R LEBEOCEIE) @
PRI R OFERIZ, R1OEBY Thotz,

#F1 2LHEMRODRHEBITRER
(PHRHE, PRIMBHSTREROAMEDRRER, 20165E8 A 17 BT —F v b4 7)

BIE (%)

AR

50 51

CR 34 (68.0)

CRi 7 (14.0)

) I 4 (8.0)

! 5 (10.0)

EfE (CR KR CRI) 41

(LEAEE [08.9%CI'] (%)) (82.0 [64.5,93.3])

* : Clopper-Pearson ¥
EHIT, PRATIC L S ERTHEEORMEMBATREROMRIL, R20LBY ThoTs,

K2 LEMEBORMBITIER
(PRHE, AOMEOMITHREM, 2017E4 H 25 AF—F 0y +47)

BIE (%)
2ERM A A& A
75 B 2
CR 45 (60.0) 0
CRi 16 (21.3) 1 (50.0)
S PR S 6 (8.0) 1 (50.0)
REH 8 (10.7) 0
EfE (CR ZTACRI) 61 1
(ZEARE [95%CI'] (%)) (81.3 [70.7, 89.4]) (50.0 [1.3,98.7])

* : Clopper-Pearson %

32 BREUIBBEOUE AMHIRE B MY &
BREXIIEREOTE AEXHIRE B #izY > /& (LLF. IDLBCL] &£W95) oK



BTl AT > - ERBERABORBE L T,

EERILFZE DR (CTL019C2201 FUR)

18 Bl OB R IR DR DLBCL B# X212, KM OASMR L2t %
BRatd 2 HEERIERERRILFRE I AHARRNRER I,

B TEEEMED CD19 Bt D DLBCL & LT, FIZUTOOXiZ@D Witk
WL, A0 HEE MBS THICER L2 XX E FEnHMRBEOEN L 726
ROBEMARAN b ®9

D2 DU EDLFRER (VY X ~7 (BEFERZ) RKOT V73470 0%
HEMEEREZST) Nb5BE, Qe > 382 DLBCL IZHBFH Bk L
7-BRE T BB Y BT AEERENLBE LT 2 U Lo EER LT
572 Ly 1 DU EDEFERERE (VX< B Fllz) RKOT Y b T34
7 ) URNEBHERAZ ST BbDEBE.
CAROREERCRAEXIIFERASEZ. BERE (RGOBECRWTAEEESDH
) 5.0X108M8 GFEAE KRROBERFAINIHARE) : 1.0X108~5.0X108E) %
HEFERNERE TS L L ahi,

BB, AENTOARRDOAZE LR RET AL 2BME LT, ARORETER
@ 1 BREIRICAN ORI B mEkE2S 1,000/ul 288 x2 58HBE, ARES50 2 BRTE TIZ
UUTO LD W ERIEZRILEBE L LTITS 2 & & ahviz,

(1) BIE (LR (LD L)

BERIOBILE L L TUTOERERZRAVWE: (2L, AREERTO 1 BRLA
@O AMEREA 1,000/l L FOFEITIEIARE L L), (bWFEREOFETROARLEFEEE T
iZ2~14 BORBREZ®RIT =, B, BEORBICLVEEEE L.

o TINAFSEUVIYVEBRTATN 25mgm?E 1 A 1E, 33 A#EE). ROV a

RRAT7 7RI Q50 mgm?%E 1 B 1B, 53 B&E v /akA77IF
K OBGIIFRODPINEZ Y VBT AT NVEE L FFFICERET 5,)

o LI uARART 7 I RAMMZ LD Grade 4 DHIMMERBEADOBEENRH ZHBE. X
. V7 uRRT7 7 I RAKFIHEEST LY R ok L TEBEREERTE OB AT,
UTFoVYA U E2ERLE,
> RUFARAFUEEBEIOmgm A 1 A 1E, 52 B#FE

(2) EBELRESE I HRBROBRRR

FEIMER & SNEERENEY VN ESRIC L YD b Lugano EYEIZE-S<
o EIC L BEMSE B2ER WUTF. [CRI &VWH) iEonEs (BAF. TPR)
LWV D) BERSNZBEOEE) OFREFIRROMERIL, K3 DLBY ThHoTe,

G5 ML ARFEFE TCOHMBEOTRE (BEH) X548 (30 B~357 A) Thot=,

8



£3 EPHROPERITRR
(g, PRIMITHSER. 2016812 B20 BF—F b v v 47)

FIEL (%)
2L BARANEH

51 B 2 B

CR 22 (43.1) 1 (50.0)

PR 8 (15.7) 1 (50.0)
SD 6 (11.8) 0
PD 12 (23.5) 0
B 3 (5.9) 0
#%h (CR+PR) 30 2

(FEZHE [99.06%CI'] (%))

(58.8 [39.8,76.1])

(100 [6.9,1001)

* . Clopper-Pearson %

ST, FRAUATBIZLDBDROETEMTFEROMBERIT, K4DLBY THoT=,

F4 BPROTEMITER
(PRHE., AREORYTXRER, 2017F3 A8 BT —F v b E7)

¥ (%)
2 RE B A AN#EH

81 2 f)

CR 32 (39.5) 1 (50.0)

PR 11 (13.6) 1 (50.0)
SD 11 (13.6) 0
PD 18 (22.2) 0
N 9 (11.1) 0
#=%h (CR+PR) 43 2

(EhFE [95%CI] (%))

(53.1 [41.7,64.3])

(100 [15.8,100])

* : Clopper-Pearson ¥

[ZeH]

ERRAL RIS MAERER (CTLO19B2202 A8k, T —F > b4 7B : 201744 1 25 )
AEBRIT 7575 B (100%) 2B v, BIWERIX 71/75 il (94.7%) IZ7BH b iz,
RBEN S%UALEORBVERIIZE S DLEBY Thol-,

&5 RBERNS%ULEOBHER

#BEIRLGE BilEx (%)
EREE 75 B
(MedDRA/J ver.20.0) 4 Grade Grade 3 2 k=
2RIfER 71 (94.7) 55 (73.3)
mEBLRY R EE
FEENME LT ERIED IE 20 (26.7) 20 (26.7)
=yl 13 (17.3) 3 (4.0)
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Bl
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FE
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EREENE
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P A A IR ERE
EyZ a7 ) miE
RERDE
ERpR B
TARGELUBT I FFURT =5 — B
1/ MR EEA
A MmERE e
TI=vT I NIRRT =5 M
me ey e HEm
Y jEREEAD
FrHERERD
R LB
EHEALES P e R T T AT URRBIER
mRES a7l v AR
nF7 47y 7w
Mg s a7y MBI
fy L7 F =8
KRR L URREE
R BREGR
&Y > EEmAE
A 37 Ll fE
&4 D & AMmiE

10

FE Y Y Y

16

10
10

58
22

13

12,

12
11
11
11
10

B L N N N

15
10

6.7
6.7)
6.7)
'(53)

(21.3)

(13.3)
(13.3)
(10.7)
(10.7)

(25.3)
(12.0)
6.7)

(71.3)
(29.3)
(5.3)

(173)
(16.0)
(16.0)
(14.7)
4.7
4.7
(13.3)
9.3)
(8.0)
(8.0)
(6.7)
6.7
(5.3)

(20.0)
(13.3)
(12.0)
(12.0)

[u—

W v W

A W N =

(1.3)
(4.0)
6.7)
(4.0)
(4.0)

(1.3)

2.7



K BART
E7 VT I v mE
7 R BRI
AR RB L USRS
R
)37
WRREE
b
JR4E
i e
WE
SEELRRE
B L UR GRS
SHEEE
FROLRE, BRI X USRS
(ERRSRAE
7k hE
a7k
BRI
I R
B =
e A FE

REFEEHD S 30 BLAPIZ 2/75 ) (2.7%) DIEICNFR
EOBHINE 1 FITH v, 205 BRGHIM 1 FTik, K&EE G LD ALFRED W)

XixmFE L ORREBRITEEINRD o2, Fio, RBEEE 30 ABIZBWT, 17/75
B (22.7%) DOIELHRRD v, FHERITREEBET 12 4], Bk, SFHERHE, MEET
KERYL, FRESEBRCERFABEE 1 FIThHY. 2055, Bk 1 FIIRREN
LD {LHFRIEDO W TR XITHE T & OREERA/ETE ST, £HEEEE 1 flicon
TiEAMS L DRRBEPEE SN o7, BAABEICBIT2FEFRICLHELTIE

Wh\bb Bﬂ’bf.ﬁzﬂo f;o

11

19

B bivie, SERIT, REETT

(8.0)
6.7)
(5.3)

9.3)
(8.0)

(17.3)
(8.0)

9.3)
(8.0)

(10.7)

14.7)
(12.0)
10.7)

9.3)

(25.3)
6.7)

1

(5.3)
(1.3)
(1.3)

Q.7
(5.3)

4.0)

(17.3)
(1.3)



EPRILFIH MRS (CTL019C2201 AR, 7—F F» b4 7 H : 20174 12 A 8 A)
AEFLIT N1 A (100%) (TFRD biv, BIWEAIL 99/111 # (89.2%) IZFED LI
Teo FEBERD SRULDOBHWERIZR 6 DL BV THoTz,

R 6 FRBEEHR 5% EOBHER

BENKSHE BiE (%)
EARE 111 4
(MedDRA/J ver.20.1) £ Grade Grade 3 A E

£RI1ER 99  (89.2) 70  (63.1)
ik SERNRIIRR e =

i 21 (18.9) 16  (144)

FEMAMEAT Bk BE 14 (12.6) 14 (12.6)

i p Bk IE 7 (6.3) 7 (6.3)
i

#RNR 11 9.9 3 o))
¥ B

T 11 9.9) 1 (0.9)

Bl 0 00 1 (09
—fi% - BERES X UCBR S ORE

FE 28 (25.2) 4 (3.6)

b 15 (13.5) 4 (3.6)

B 9 (8.1) 0
R RIEE

YA A IRHERR 64  (57.7) 24 (21.6)

Ky a7 vifE 7 (6.3) 2 (1.8)
EapkiRdE

B P ER A 22 (198) 22 (19.8)

/N 19 (17.1) 13 (1.7

A ERE A 17 (153) 15 (13.5)

e L7 F=8m 7 (6.3) 4 (3.6)
MEREE

TR 10 (9.0) 1 0.9)

FR4iE 7 (6.3) 5 (4.5)

BFEMED E W 6 (5.4) 0
Fhrh R

gEELINIE 6 54 1 0.9)
B L RS

12



SRR 6 (5.4) 4 (3.6)
PR, BIERE XOHERIRS

PR B 8 (7.2) 2 (1.8)

{EEEREE 6 (5.4) 3 .7
1 B FREE

fEfLE 23 (20.7) 9 3.1)

AR E5%D 5 30 HENIZBWT, 3/111 6] 2.7%) DFELARD bhiz, FERIL,
REETIFATHY Wb AR IILD (LFRE L ORRBRIRTES N, £12.
ARFEEH 30 RBIZIBW T, 50/111 i (45.0%) DIFETRRD LT, FERIL, KBEE
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