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1. L&D

BAEEREME O - REMOBEOLDIZE, RACESEIZESWEBIERS
ABRDONG, &b, EEORFEHENOELSIC LV RN HREFRFEL TTE
ARRERGAERE IR T, ZTh b OFAERSMAZRICHERBEICRETS
TEPEROFEL 2o TRY, BREMBGEE L E0REAS# 2016 (2846 A
2 BRI TRV T L EFMERSEOHFEHOEBELHEEEZRIS Z L & Sh T3,

FREREBF 2R T EAERGRDII, BREEASLEZEM T 0 7 7 A VBREFDNESK
RELALMCRRDI NS D, ZOD, AIMERVREMTET s HRN 4%
T DETOM UEFEERSMAEOREL M R D L BPFESN A BEICHL
THEATH L EHIC, BEARBER LB SE SN2 & 5 2 L B ael—EDE:
AR TERBECERT A LBEETH S,

L7eidoT, BHA FFA4 T, BEREESLINETIZELR TV S EHIEER -
BEN R ESE U TOBAERSEHRORERER L HET 2BANLLERE
#. BXHFRUEEFRETT,

RE, BHA RTA i, BATEGEAERGERBSAGHIE, —BAEARR
ke, —EEEA BA/NEME - BAZES, —iREREA B AR - ARiss
£, —RAFAEA A AEMMRBHES, BALKERBAERESS, ARG TR
BRES, AFEHAEBEABARBRIERFES. ~BREFEABLRBRENBESOB DL
L AERR Uz,

RRLRIFAERSHA : %A Y T AREE (—BHAH FHF VLI —RNL)
RRERDHE, DRNME : 1. R SUIEESMED CD19 Btk o B kS V o 35k 5 s,
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s OIROBE TIHEENRLERES 2 B BT LI NEERE

SRRVEE

*  BEROBETIHEEREY 1 B LET L SEERE LN
5e
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ICEFE LIEe

2. BRUIFEEMED CDI19 B0 T E AMEXHIREE B HIla Y o,
L, LTFTOWTFhhOBRETHo T, HFEEMBAMBIE OB
Ll bW XITE FE MM MIBER I CER L BEITRS,
o PIBOBETIHEEREY 2 BULE, BROBE CIERZINE
E5EE 1 B EGEIT L, bRk L 0 S2F08E8 5k
ST I EFZPREONEBER LSS




s MRV L ESTEERHR L BE THEE 2 BN Eo{bEERE
EHAT L. HEGERE I bFiREE | B T L, BE
G OEREC L B2l B ohilho E IR 2EN
PEONEBRBEELEES

HRIREROTRRERRE . <EREEITOAMIRT 7 = L— I A ~BRERRR ~DEBTE >
1. A7 7 b—3 R

THED T YV 38R % & TedEBh 8RN M BB 2 T3,

2. AT 7 = L— 3 A O BT

FREHPMICEMEKT 7 = V— L RERF AR L, IREERSE

TXIE—120°CLAF CHERFT 5.

3. AMIRT 7 = L— 3 AEW ORI
FRRFELZALRY 7 = L— Y REY Y, 8 LTRSS
~EET 3,

<EFRBETOZAN~ERE>

4. BB OZRRE CIRTE
FRELEREBTCESEZZEL. EHENE CREZEZEMATE—
120°CEAF CoREERTET 5.

5. B SRl D RTALE

AEOBREFEARO 1 BELROMRML 5 iR 1,000ul %

BADEE. ARRED 2 BATE TIRUTO Y 3 ERixR{b2psk
ZAMBLE L LTITH, AMABOLEREOHIECHEEOREZEK
Ok, ALENSAREESE CILELRHBERET 3,

(1) BREIERED CDI19 BED B HiSESMEY 35k B Mm
RIZRAWBZFEED Y o BRpE( LR E

o IUFRAT 7 I KA S00mgm2 A 1 B 1[H 2 BB SRS
BEOINEFZE) U AFA 30 mgm?% 1 B 1 B4 BREE
WHET 5, 2B, BEORRBIZ X v EEEET S,

o I BERAT 7 I FAFIHIT X B Grade 4 ® D 1 fn tEEERES DEE
FERHD XL 7 aFRRAT7 7 2 FAIYCERES R LUERE
Wi, Y7 500mg/m? %2 1 B 1E2 BRARSRERR -
R F150mg/m? % 1 B 1|3 BEEEHRES 3, B, AEFO
RRBIZL Y BERET 5.

(2) BRXIEEEYED CD19 BiEOTE AMRHIRE B fiaY 3
Bz AWB5E0 ) R B LR

s UIBUKRAT 7 I KA 250mgm? % 1 H 183 BB AT
BUOZANFZE) BT ATV 25 mgmia | H 1[E3 BREA
WHET S, 2B, BEOREIZXVEEHET S,




o Y7 aRAT 7 I FARBPIZ LD Grade 4 ™ O H i PERERESS DB
FEXRHL I aRA7 7 I FARIMPIZIEFEZ R LUESRE
i, RUF ARF IR 90 mg/m? % 1 B | [B] 2 B AR
B 5, ok, BEOKEIZLVEERET S,
7£) Grade }Z CTCAE v4.03 IZ#HE 0 5,

6. AfmDOEE
BREERNCRREZMEL . BAVECR UTTRO L B ) BERRN
#5743,
(1) BFEXTEBRED CDI19 Bt B MaESIEY S35k S M
HICHWBIEE
BE. 25 BT (@5 oBFICE, SRS CTUTORER
= HEFFIRNIRET 3,
R 50 kg AT OBEAITIE. CARREA THIMEE LT 02X
105~5.0 X 105 fE/kg
A8 S0kg MOBPEITFL, CAR FFZAE T MM & LT 0.1x108~
2.5x10% @ (EEMHT)
(2) BRIGIEEEMED CD19 BBiEOUE AMEHIRE B HIKY >3
BIiZRAWB 56
BHE, AL, CAR FEBA T ML LT 0.6%10°~6.0<10° 8 (fk
ERbHT) 2HEBERERNEST 5,
BUERFRESE - VT 4 A7 77— ST

(B35 : XROREIZ L 3RERAOBRIZAV A FEAIZ2WT)
PV X=7 (BiTEEL) BEOHBXIERSE, AERVCHERE
BEESIISHE - B RN T ARBRERIEICEE ) ¥ DA U RHERRE
RERCHE #BE, M) X7 (BEFHEBEX) & UTERE30kg L Eiz 1[H 8 mg/kg,
R 30 kg Rt 1 B 12 mg/kg % S@%ET 5,



2. AEGOFHE, 1ERBAF

FAY T EERE (—R4  FHF Lo a—EL, BT, T8RRI 203) i,
BE RN M BEOTHR, BETFHERI VI F I NARRT 2 —EFWNTCDIR R
FNCFRIRT 2% A SHURZ AW (CAR) #BA L, B - 0 S V7= THIAE 2 HE kAT
&L, BEME FRCEEMERIC L 3IFDREMEF LT, A THRNIZRS Sh
2BAEERZHMATHS,

A BETFEASNSCARIL, CDI9ZRRFNCERMT 5~ 7 A H3dkscFy, & hCDS
a b URUREB ALY, ¥CHER S 7 FARE FAA - THBCD3- L BT
4-1BBA BHERR &4, CDI9RZHR U4 Ren+ 5 &, EATHIIICS L TR, 7§
b, AR AR ORI OFft - BEFICBE T3R5 GET S, £AHNZ
NoDERICE D, COIBEOBMIIREOEEIZ T L, IEEMERE BRI EZDERE
o 5 Z L Bl &Eh B,

ORI BEMRT 7 = L— R %, AROBRETERIO GARILINOE
fHif B f BRECAS 1,000l 2 B 2 DB I I BHEEROEFRESZ AN E LT s
HREpzLFFE (BUF. TLD{EEEE) 2 3) 2T 50ERHY, EbitkGniRE
WZEVHA bhA VIRIBERR (LT, ICRS) ¢ 5) B0 EELIIFCICEL T
RS SEERABRDONITARENRD D, LER-T, 77z b— T ADERS, LD
{LEREOEREF, FROBEPTETRERICIT, BEOBELT-SICITV., REXR
DENTBEHITIE, BRUAERICE UMM R L RBEFOEMICLY . BE
Wit CCICUFIZ W TESEN RS FRZ S LE 2B E1T O LEX D 5,



3. EREERRE

[Fahit] :
3.1 /NRECEERA (AYA) OFRIIEREO B #RtEaM: ) o 3E5ki B R
NRETY AYA OEFEXIXEHEMED B Mtk Si: Y 3 skt g mE (LT, B-ALL)J
LD DERSERHI AT o e e R RRORE R,

EEEIFSE DA% (CTL019B2202 RAER)

38 (RZ Y —= 7B ~21 8 (B-ALL OFIEISNH) & OEIET#EtED B-
ALL BEEHRIT, REOFHER CE2EF RT3 RSB ERILFES 1 48
REANRER Sz &,

BRXIIEBED B-ALL BE L LT, UTOO~@DW ity 45 850
HAN B,

@2 BILL EOBHBERSED b, OREEMEHIRBHE (LT, THSCT] £ 5)
BICEHER L ASREH A CRMHSCT 25 6 Y AU EEB L TWA @R HSCT
DGR, DEEDLEREL A B 2V A I ART B THEMREZER LN
L EHR SN D OFEEME, XIXER L ALK U TEBOLEREY 1| A 2 V52
DRBETOREREER L2V BEESNI(LEREESE, @7 « TNV 7 4 THEEk
BHEDBEOREICE. Fui 3 —FHEER (TKD) FHXIIES. 2 B8 Lto
TKI 2% THEINE LR, 28, HABEMKREOBERIIRIN Shi,

AEOBERVCAERNIMERFER, BRESOkg LTOBSIIIEEHE (Baok
EBIZBWTEEL ShBHR) 2.0X106~50X108 fHkg GFRAR (REOBRERFTE
SHSRR) - 02X105~5.0X10° {Hke) . &HEH 50 kg EOFEITITEHTHR 1.0X108~
25X 1088 (GrERE : 0.1X108~2.5X 1038) ZHEFRNBETE L L Sk,

B, EENTORBOES LB RET S LEENL LT, XAHORETER
@ 1 BREFTLAA O M. A MERER 1,000/ul 2B X 5BE. REHFED 2 BRE T2
UToO LD B REEFILEB L LTITHI Z & & &hik,

(1) miBEo{bfRE (LD {bEHE:)

BEROFLE & UTUTORERERZ AW (BFE L, AROBERTO 1B
O B MEREAS 1,000/ul LT OBJEITIIARE L L), {bFREOETh oA REEE
Tz 2~14 A ORBZRIT T, 77, BEORBILVEERER L,

s TAFIFEVD BTN B0mgm?E 1B I1E, 4BEE. BBV I

ARAZ 7 I FAFY (500 mg/m?% 1 B 1M\, 32 B#iE Y7ok X77IF
KA OREIIBFDOINT Z € ) VBT AT NVERE L RIRHCBtET 5,)
« YZuRAT77 I FARTIMIZE D Grade 4 OHMEREMNADBEERHBBES. X

@) 303 BETOBENMBAN DR, 21, B-ALL BEFHEI. AROBHER LM SR
T AFEREANEEAE IEMER (B2205] BE) TR, 3~ mETCoAENREAR LN,
=) g LASBREETCOMMO PR &) 45 H G0H~1058) Thots,
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X7 aRR 77 I FARMMEESL LI A s L UERREEIETH - &
BEIX, UTOLIAva2ERLE, :
> VHFFEY (S00mgm?%E 1 B 1E, §2 BFE) R AT F (150 mg/m?
#1810, 33 B#E, = PRy FOBRSEEIETNOLZ 5 75 LR
KBAET 2,)
(2) EBEFFIE 1 FAsRBR OB Rk
FEFHMEEE & SNFNCCNF A BT A 2034 ERE S5 I G REEE B IER
LS R ERE RS PRAIBIC L 2 2KMAE ¥ (UL, TCR) £ 3)
XIGMERBEE R TR REEEM (BT, ICRi] & )5) 2ERLEBZEOES) ©
PRI R ORI, RIDEBY ThoTE,

#1 LEBRBOFHBITER
(e, PRRITRROFEMEOXISER, 2006 F 8 A 17 BF—F v A7)

B (%)
£
50 47
CR 34 (68.0)
CRi 7 (14.0)
ESIIHR 4 (8.0
RER 5 (10.0)
7 (CR R CRi) 41
(SBTHAER [98.9%CI"] (%)) (82.0 [64.5,93.3])

* : Clopper-Pearson #
Sz, FRAEI L5 2BRBOKKTRROBRIL. F20LBY Thot, .

#£2 2RMBOBHBITER
(PICHE, AMEORITHRERM, 2007FE4H 25 A7 -2 by + A7)

FlE (%)
2f5EH A ARANEH

75 ) 2 ]
CR . 45 (60.0) 0

CRi 16 (21.3) 1 (50.0)

2 B e R 6 (8.0} 1 (50.0)
<85 8 (10.7) 0
Efz (CR R CRi} 61 ‘ 1

(2B [95%CI'] (%) (81.3 [70.7,89.41) (50.0 [1.3,98.71)

* : Clopper-Pearson £

32 ERZERBEOTEAMAMRE B Al Y v 30E
HFRSERAEO U E AYERHINRE B MIfR Y /<& (BAF, TDLBCL] &V 3) DX



RERHCRHE 21T o e ERRRRRR DR &R T

EpEH R T /A8 (CTL019C2201 3RER)

18 LA EOT R TR DR A DLBCL BE 2551, AR OF DR CREMS
e A HEERIERERILRSE 1 HRBNERE I,

ER N XEEAMED CD19 BAED DLBCL & LT, FIZUTOOXIT@DWFhiicek
% L. 20 B FEEDSARBEMTHR ICER LA X B S E MRS EO®ES & 2 5
ROWBERELIAN bR B9,

@2 2P EDOIRERERE (VY% <7 (BEFHAHRR) RBT7 VR SH42 ) V%R
REMEER =T PH2EBE. Ol 3 EN DLBCL ISR HER L
FoBE T IR Y M A EEREN GIRRE L T 2 oL b o B LTk
B b 1 DU EOBERER (VY X ~7 (BEEFEBRL) ROT VY FFH94
7 URAEMEEREET) BHDBE,

AinDRERCRABRIIMERFEL, BEEAR (KRoflEicnWTAEL Sh5H
) 5.0X108E (FEHRE FROBRSAFESIIAR) : 1.0X105~50X108 @) %
HEFRNRSTA 22 2 80k, )

2B, EENTORGOEFLHBELRETHZLEZANE LT, ZR0ORETFER
@ 1 BRIBTLAN OFRAE M Al BREA 1,000/pL #B X2 3546, REBED 2 BRTE T
LAFO LD {E#EEEFE L LTITS 2 &z, s

(1) miBolbEiiE LD {b3EERE)

BEROFILE L L TELTOLERERIERAWE (=720, ZRREaio | BEA
O BILEREEAS 1,000/ul AT OBEICIIARE L L), EREOSETHbARKREET
i 2~14 BORBERIT T, 2B, BEORBIZX D EEMNE L,

s TNEFFELVYVEBTRTA 25mgmii 1 H1[E, 33 BEE), RV
RAZ7 2 FAT® 250 mgm?%z 1 H 1@, 33 B#HE, Y 7akx 7y F
K OBRERZFHOINE G ) VB R T VG L FRICEET 5,)

s YZaRAT 7 I FARIGIZ L S Grade 4 DML OBEERH 2SS, X
I, 7 uRAT7 7 I KR EET LY A e U TR it oA,
BT 2ER LR,
> NRUZARFUEBEE Omgm?Z 1 B 1E, 32 A%

(2) EEEIFESE I FHRBR O BRRRH

FEFHER & SN-EREERY o ESFHIC L Y #D bhis Lugano EHEiE-3<
R L R (ELFY (BT, ICRI &W)H) XixEoEsh (LLF. [PR]
D) PERINZBEORS) OTHEENTRAOKEIX, RKI3IDLBYV Thol,

=) RGP LARBEECOYMOPRE &) (X548 (30 B~357 B) Thoi=,
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£3 FHEROPEEIER
(FPRE, PRBITRER, 2016812 R 20 BF—F 4 v b37)

Bl (%)
SER A A AEH
514 2 )
CR 22 (43.1) 1 (50.0}
PR 8 (15.7) 1 (50.0)
SD 6 (11.8) 0
PD 12 (23.5) 0
REH 3 (5.9) 0
#Z%h (CR+PR) 30 2
(FERE [99.06%CT'] (%)) (58.8 [39.8,76.11) (100 [6.9, 100])

* : Clopper-Pearson %

EHIT, PRAERE L HBDEOTRMTIRRORRIT, K4DLBY ThoTe,

R4 FHROTEMTER
(WPRAE, BMEOBITHSER, 2007 FE3ASAF—F Ay b247)

Bl (%)
24ER B A AR
81 1 2 4l
CR 32 (39.5) 1 (50.0)
PR 11 (13.6) 1 (50.0)
SD 11 (13.6) 0
PD 18 (222) 0
| 9 (iL.1) 0
#%h (CR+PR) 43 2
(TR [95%CI"] (%)) (53.1 [41.7,64.3]) (100 [15.8, 100])

* : Clopper-Pearson #

[Z2tE]
EpEHERS D8 (CTL019B2202 Rk, F—F vy A7 H : 20174 4 H 25 H)
BEEZIL 75754 (100%) 1RO b, BIHERIX 71/75 1 (94.7%) IFBD bhviz,
REEN SUULELOBHWERIIR S OB THhote,

F5 FREFERS%ULEOBIER

BERKSE Bl (%)
EATE 75 %l
(MedDRA/J ver.20.0) £ Grade Grade 3 LL
£RIfEA 71 (94.7) 55 (73.3)
RERIUVLoREE
BIMIT PR AE - 20 (26.7) 20 (267
HifL 13 (17.3) 3 (4.0)



R M P
A AR R RRAE
1 /NS

R R AE

S th W oW

6.7
(6.7
(6.7)
(5.3)

W W

(1.3)
(4.0)
6.7
(4.0)

NS —
By yaTy o mE
RETLE

(77.3)
(29.3)
(5.3)

TARNGRUBT I MR 7=5—E8M 13 (17.3) 7 (9.3)
RS 12 (16.0) 7 {9.3)
F ifn ER R 12 (16.0) 7 9.3)
FTF=v7 i) AT T —ERN 11 {14.7) 4 (5.3)
My e m 1 (147 8 (107
Y o SERER D 1 147 10 (13.3)
B TP RR SR 10 (13.3) 8 (10.7)
] A8 24 L 7 9.3) 0

BRSSP e v 7 T AF TR 6 (8.0) 1 (1.3)
Mmh&dE 7 a7y AR 6 (8.0) 1 (1.3
[ Gl g i W e - 72 5 (6.7) 1 (1.3)
fn % a7 Y MEd 5 (6.7) I (1.3)
et L7 F= 4 (5.3) 3 (40
BEREGE 15 (200 7 (9.3)
&Y R 10 (13.3) 6 (8.0
BH ALY LLEE 9 (12.0) 3 (4.0)
&4 Y o AffE 9 (12.0) 6 (8.0)
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REGERAH 6 (8.0) 4 (53)
B7 7 3 v fdE 5 6.7 1 (1.3)
R EE M S 4 (5.3) 1 (1.3)
BRELURSERNE e
P
Ui

FRSHE 6 8.0) 4 (5.3)

8

R Mg ' 9 (12.0) 5 (67D

Bk g (107 3 (4.0
: 3

i : e — o e Eii.si

% fE 5 6.7 1 (13)

A E5£0:5 30 BLARIZ /75 6 (2.7%) ORETHED b, BRI, KRET
EURHILE 1 H<THY, 205 B 1 #Cik, REECLD {LZEEEOVTF I
XA L ORBBBRIRTE S ok, i, AREEHE 30 BBIZBWT, 17/75
il (22.7%) OETHFED by, ETRSEET 12 5, Mk, SFHEHE, MEHT
SR, FIEERERRURRFHE | FiThh. 205 b, Bk 1 FIEAERK
LD BB WT XL & ORRBEBATE ST, 23HEHE 1| fliz-on
TG OREBEPTEEN 2o, BARANBHFICLBITAEEFRICLAETIL
R bniphot,

11



EpEItFIS M HERE (CTLO19C2201 3Bk, F—F Ay 478 : 2017412 H 8 AH)
FEEZT 111111 8 (100%) ([ZERD B, BIYERR 99/111 #1 (89.2%) XD B
Too REER SULULOBHWERIIR6DLEBY THoTe, :

F6 RBHEHNS%ELEORHER

BENRSIE B (%)

EATE 111 4
(MedDRA/J ver.20.1) £ Grade Grade 3 L1k
2BHER 99 (892) 70 (63.D)
1. - 21 189y 16 (1449
RPN PR ' 14 (126) 14 (12.6)

i ehERM A E 7 (6.3) 7 (6.3)

e , i1 ©9 1

FEL 28 (25.2) 4 (3.6)
e 15 (13.5) 4 (3.6)
EE 9 3.1 0

By a7l rhifE 7 (6.3) 2 (1.8)

PR 22 (19.8) 22 (19.8)
MRS 19 7.1y 13 ALy
2 i AR 3 17 153y 15 (13.5)

FREE 7 (6.3) 5 (4.5)
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BiERRE 6 GH 4 (36
 PERE, WOHS S URERE el e
PR BRE

& E 23 (20.7) 9. 8. l)h

ARBEEHND 30 BEPIZBWT, 3111 8] 2.7%) OFLHR D LN, BRI,
REETIHITH Y WThb AR LDLERE L ORREBRETE SN, i,
AL 5% 30 BEBIZBWT, 50/111 §il (45.0%) DOECRED b, FEET, SakE
1T 42§, Ll T 2EREAE 2 (i, RHn, HfmtE+ iEBEE. WERNSWE.,
fiieiin, SRR R ORULES 1 B TH Y, £ 5 BHiHMm 1 flidkHREULD b2
FEOWThIIAS L ORREERBTE S o, BRABFIIBWT, 5
FRIZLBZETIED N2 hotz,
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4. RBERIZONT
AGORETIZANRD T 7 = L— Y ARKBER T L, LD {LERESAR DR SIC
BLTEELEEFSARBDONATWEERENI 16, ARORESEN2EE S
S - HEL., AROBREC L) EEREIERSRER LIBICHET 5 Z L XUETH
3., Lo T, ATOO~QDT_RTEMETHRICBNTHERETIHERD S,

@ HWRIzHOWT
D -1 TFi® (1) ~ 65 OFRTICHZETIHRTHD &

(1)

)

(3)

(4)

(5)

AXBMMRBEZSPEDIBEERRBELEOSTOEE 2T
BEEHI7TIV—DUIRELIT I) —1 LHET 2LEN (BEEED S b,
BHEo—7T 4 X —F—OREBICHR BRI EWN -T2 28T532 ¢,
FEERIIHTI2HEFEMAER ICU IIPICUZEHELTWA 2 & (A301
BEEPEREEER (1 Bic2%) N HEEPRREEEN 1 10 4] &
EEPHRRETEE 4 OV, Xk A301-4 /MRS EEPREEEEE (1
Rizo&) 11y 7 BEANOHIEI XL 2] 8 B EoMEoWFhrhZ2BiTHT
WD EREED

AfOBEICHERARFAMNE CREIBOICITLS X 5, 4. FIEENE
HENTWB L iz, BHE 2 FEL B2 10 e LoMIERMER L E TS
EHRAZ v 7 (ERN, BEPRBRATEIRT, fHARERED, MRS, AN
IIEEHE) B 1AUEREIShTHWRZ L,

T 72— ABBROERITRA LCERRAY v 7 (B, BEM TR
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