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1. IXL®iT

BAEERSRIOEME - BEMEOHEIROT-DITIT., B TESICE SV BIER#E
RBROOND, I, IHFEOREFROESIZ L Y BEFH R IEARF 2R~ H
AERREMLBARINEIP T, TNLOBEAEREN B L EICHNERBEICRET S
ZLPEBROBEL 2o THY, BREMEGEE LB OEASE 2016 (L2846 A
2 BRBRE) LBV T HEFNERLSOFEAOREHEZRKE Z L LS TW3,

FRERT 2 R BEERSRNT, EBRERACEEM v 7 7 A VEBEFOER
MELHOLONCERLZERH D, ZOTH, AR OEEMIZET2BRE+0E
BT2ETOM. Y%BLEERSRLOBEZRZII 2 ¢ HFBIh2BEF I L
TEATAL LI, BIEARRR L BICHERMIGE & 5 Z & N RER—EDEL
ZW-TEREETHERT AL BEETH S,

Liz3oT, BHA RFA Tk, BARERRSZNETIZE LN TV AEFEFR -
BERMRMICESE  UTOREAERSEMNLORKERFERE2HET BN OMERE
., ZExFROCEBEFEEZRT,

RB, BKUA FIA 13, MSITBUEANER M ERBSREEE., B ABRR
MkFES, —BAEFEA B AN - BAEES, —REMEA B AL - ARIRIGHES
2, —REFEA R ARG L lRBEY S, BAMKEBERERIESES, ARG THR
BRFES, ARAEEEAN B ARBREREYS, —BREEEARBRAREZOBHIOL
EER LTz,

HREROBAEREMS - % 0 ) T RIEEHE (—RMETR: FY S v o ra—k0)
HRLRDDE, MRNME - 1. FFFESUTEEAMED CD19 BB B MMM Y o S3FERIE A MR,
eIl UTOWTNHOHEITRS,
*  PIROBE TIHMRENRLFRIESL 2 B LT L7203 BN E

LNRVEE

s BRORBETIHLEREEL 1 BILLEWEIT LENERAEF LR
Be

o [AfEGEhEHMRBEOER & 25 20V RS M g%
WCH¥ELBA

2. BREIUIEEMED CDI19 B0 VE AMEXRHEE B MR Y o/,

L, UTFOoWnThhOBETH-o T, HFEEMBHMBHEOES

LBV E FEMHMRBER IZFR L-BEIZRS,

s HIROBRETIHLEERESL 2 B E, BROBE TIHEREZICE
FRIEE 1 B LT U, BB LY Z2EZDR B LN h
STERIIREZDIVEONTERERLIZEE




ARERORERURERHRAY -

Wt ) N EREEEREE L7 AE TILREAE 2 BIPL Eo(bFRE
ZHEAT L. WHEEBRZ IR EY 1 BLLEET L2, BE
B O(LERIEIC L D BR2BYVR/ONR 1 T UIZLEED
NE/ELNTNBR LGS
<EFRBETOAMKT 7 = L—3 A ~RIEHHER ~OiE >

1. BMERTY 7 = L—3 &

FTHEDT Y R RE S0 BERM D EZEREZHRT 5,

2. AMERT 7 = L— 3 R EW DIRERTF

RS ERLHICAMIKT 7 = L— 3V AEYZ TR L, REERZHE

TXIL—120°CLLF CHERTT 5,

3. AMIKR T 7 = L — 3 R EW OBk
BRERFEL-ALKRT 7 = L— 3 ZEME . A8 L TARRERER

~HET B,

<EE#ETOoZAN~ERE>

4. R DZ /R ORTF

WA LR CTAGEZAL., EREMNE TREZERIMTXiI—

120°CLA T CHFERFET 2,

5. BERTORILE

AFROFETFEARO 1 BELAOREIM A MEREL 1,000/pl %

Bz 56, AmEED 2 BRTE TIZLLT O Y U 8BRERELFERE
EALE & LTITS, RILBOLLFERIEORESCEEORELZZE
Ok, FILE»OARARREE TILERZEREZRET 5,

(1) BHREXIIERED CD19 BiEo B Ml Y v/ 3Bkt A il
RICAWVWDHAEDY B REBREFERE

s VI UuRAT7 7 I RATYS00mg/m?Z 1 B 182 BREARBEHE
ROTAETEL) VR AT V30 mg/m? % 1 B 1[04 AFEA
WEET 5, 2B, BEORBICIVEERET S,

s Y7 uFRAT 7 I KAFIMIZ X B Grade 4 ™ 0 H i EBEBES O BE
AR D . XiZv7arRA7 7 I RAMPICEEEEZ R LIZBE
Wi, Y #FE500mg/m2% 1 B 182 ABAFEHFERRT k
AU F150mg/m? % 1 B 163 BRAMEHET S, 7288, BFOD
RIEBIZ LV EERET 5,

(2) BEUIEEMED CD19 B0 UE AMEXRMIRE B Mgy >3
RV HED ) v BRERELFFIE

e VuRAT7 7 I KA 250mg/m? % 1 B 11813 B EAEHE
ROTAESEL Y VB ATV 25 mgm? %2 1 B 1[E3 BREIA
BE#ET 2, BB, BEOREBICL Y EEEET S,




o VI RKRRT 7 I FARFMIZ & B Grade 4 ™ o H i MR 2 D BE
ARH D . NIy 7 uRR7 7 I KAIMICIERNE 2R Li-BE
Wi, XA ARF IERRE 90 mg/m? & 1 B 18] 2 BRI
HT 3, 28, RBEORBIZXVEERET S,
7£) Grade iX CTCAE v4.03 IZHEL 5,

6. Ko E
BEEANICAMZREL., BIVEIZR CTTRDO & B HEERA
BET 3,

() BRESUIEEMED CD19 Btto B RSN Y o <ZEERkM: A
RIZHWEBE
BWE. 25 RUT (&5 OBRFITR, FAEISCTUTORESE
% BHEFRNBEET 3,
K 50 kg LLFDOFAITIZ, CAR HHA THMRE LT 02X
106~5.0 X 10 fE/kg
A& 50kg BOPAITIL, CAR FBEA TR L LT 0.1x108~
2.5x108E (FEMDT)
Q) EREUIHERMED CD19 Bt UVE AR B #paY o3
&AW 2 84
B, BRAIZIZ. CAR A T MR E LT 0.6x103~6.0x108 & ({&
EibT) ZHEEIFRRNEST 2,
RERFTESE ) VT 4 2T 77—

(BE : KROHRGIZX2RIERADBERICAW B EEFIZOWVWT)
Y X=T7 (BlaFH#z) EOSEIHR, AERVHE
ZHEE ST RN R « BEAF A T MRRETER RIS D A b b A VR HE R
RERVCHE @R, ) A7 (BETFHEBRZ) & LU THERE30kg L EIT 1E 8 mg/kg,
{KEE 30 kg RWIX 1 B 12 mg/kg % miEERET 5,



2. RBPOKE, ERRF

LY TEBEHE (—4E  FHF LI a—8, BT, TR L09) X
BERMMABFOTHIIC, BEFHABRZI LV FIALNARY Z—2 BN TCDIY R
FNCFRET 2% X TR AE (CAR) ZEA L, #H5%& - HE I ®7-THR L #acia
&L, BRRLARICEEMERICZ 21ERDELZHIFL T, Rl TRIRNICKRS S
ZBAERRSEMLTH S,

ABIZBETFEAN S DCARIL, CDI9%Z AR RIZFERT 5~ 7 ZAHKscFv, £ FCD8
a b VURUVEEBBE R AA Y, EICHMBRNY 7 MBERAA L THAHCD3-L BN
4-1BBMHHFL S 4L, CDI9ZFH LR 284 5 &, BATHARIC R LT, &
AL, EERRIC R 2 KB R U OFHE - BFICEATA2EF2RET 5, XAHDZ
NoDOERIZE Y, CDI9EM OB DREEIZRT L, EBMIREZ LRI 2R P &
Mo 5 Z LB Eh 5,

AROBEICEIHLAMKT 7z L —3 2%, AROBEFERIODAREUNDOER
I 5 M ERETA31,000/uL % 48 2 2 B A iIXBHEMEOAFREEZ AL Lz ) v
HRERELFERE UUT. [LDIEFEE] &V )) 2ITHLERHY ., SHITRHORE
LYo MU A URBEGRRE (UL, ICRSI &\W9) Z0BEEZR IR TICES /HE
RS DEIERAPRO NI AREERD D, LIzl oT, 77z b— XOEREFR, LD
{LEREDOERP . RBOBEFRCEEGHIZIT, BEOBREL+7ITITH. BRENRE
B BNTHEEITIE, BHLUEBRICS U-EMR2mEk & BRRLFOEMICL Y, B
IS CCICURICRBW TEZM 2 BB 2 S B BB LT ONERD 5,



3. BRERRRR

[A%hE]

310 MRECEERA (AYA) OFRBIIRERTED B MMM Y /38R A MR
INRFENAYA OBFOIEEED B MMM Y o 3ZFEREAmAE (BLF. [B-ALL|
VD) DOEBEICEME T - ERBERRBROEE L T T,

ERRILFIZ T4E788k (CTL019B2202 RABR)

3 (A7 Y —=78) ~21#% (B-ALL O#)EZErE) &0 B3 II#EM O B-
ALL BEZXRIZ, RBOAMER REME T 2IEERIERERRILFE 11 48
ARV ER S @,

BRIIIERED B-ALL BEF L LT, UTOO~@DWT ik 3 2 BE 1M
HAN BN,

@2 BIA LD BEREFFE RS bz, @QRFEE MBAREHE (LT, THSCT) &\ 5)
BICERERH L AR GRS CREHSCT 225 6 7 AU LR L T35 @R HSCT
DB 720, OREREDLEFIELV VAV B2 A INVZITFT B THOEMEZER L2
L ER SN D FEEIEME, SUIER Lz AR L TORED(LERIELY | 1 2 V%
I BTHREMEER L2V E BRI NDIERIEEEE, @7 4 TT N7 4 7Y
BiEDBEOHBEITIEL, Fr I —EHEEA (TKD AmMXIIEER. 2 BRU LD
TKI X T THEDINRE LN, 2B, #EMREOBREIIRN I,

RPORERCHEXIIMERAF LT, KESOkg LTOBAICIIEERE (KR
WIZBWTHEEE SNIHE) 2.0X106~5.0X10° fi/kg GFEAR (RKROBENHE
SNDHE) : 02X105~5.0X10° fil/kg) . HKE 50 kg BOBEFITITEZHE 1.0X108~
25X 1088 GFARE : 0.1X108~25X 10 8) ZBEFRABRETE L L Shl,

BB, EENTORBOES L HEEZRETIZLZENE LT, AHORETER
@ 1 BRERTLAN O R ML [ 1 BRECAS 1,000/pL 2B 2 28B4, ARRE5D 2 BRiE T2
UT O LD LFRIEZRIQEL LTITH5 2 L & anr,

(1) ATLEO(LFERE (LD {LFRE)

BRERIORLE & L TUTOBRERZ AW (2L, RBORERIO 1 BB
D B IEREAS 1,000/pL LA F OHBAIIIARE L Liz), (LEREORETHbAGKRE
TIZ2~14 BORRZR T 7=, 2B, BEOKRBICIVEEREL -,

o TNFTFEUVY VBT ATN (B0mgmPx 1 H1E, 54 AT, RV
FRAZ77 I KK (500 mg/m?% 1 B 1R, 52 8#E, ¥Zufkx77 IR
KPP DOREIIRIOINTZ ) VBT AT NVEE L RRICHRET 5,)

o YIuARAT 7 I FAKFIMIT LD Grade 4 DHIMMEREMRDBEENH BB, X

ED 323 B E TOBRESELANL LN, 7233, B-ALL BEEXRIC, KROENERUCRSM 2R3
T3 ERIEN RIS TERBR (B2205] 3BR) T, 3I~25 BT COARERHEANSNT-,
) Z@EHARREE COPB PRI KEFE) 12458 (30 R~105 B) Th-t,

6



X 7 uRrR 77 I RAMBEETL LY A IR L TEREREERMTh - 12

BAIE. UTOLI A 2ERLE,

» YHFEr (500mgm?% 1 B 1E, 52 Bk RO PRV F (150 mg/m?
Z1H1ME, 33 BfE = FRY FORERIRANOTZ 7 &5 LR
WZBREET 5,)

(2) ERELLRE I R O 5 R A&

FEFMER & ESNIENCCNHT A K5 A L2013FEER % 25 1T BIEIRE£E BSIER
L7 R BRI E S R YEIC L 2 2EME (ER2EM (LT, TCRI £V )H)
XiZMmERBBIER AR ELEM (LT, TCRil &\ 5) RERLZBEDEE) ©
PRI R O RIZ, R1DLBY ThoTz,

F1 DHMEREOPUMTER
(PIHE, PR R OB MEORRER, 20164EF8 A 17T AT —F Iy bF7)

BiE (%)

2 AE

50 il

CR 34 (68.0)

CRi 7 (14.0)

N XT3 4 (8.0)

B 5 (10.0)

Bff (CR RV CRi) 41

(REME [98.9%CI'] (%)) (82.0 [64.5,93.3])

* : Clopper-Pearson %

S 5T, FRYEIZ LD LEMBOEBKMITIFAOBRIZ, RK20LBV ThHhoTo,

F2 LRAMBOBMARTRE R
(o E, HEOITSRER, 2017E4 25 BF—Fhy v Z7)

B (%)
RER B A ANEM

75 B 2 1
CR 45 (60.0) 0

CRi 16 (21.3) 1 (50.0)

S I3 6 (8.0) 1 (50.0)
B 8 (10.7) 0
Efig (CR RV CRJ) 61 1

(EEMR [95%CI'] (%)) (81.3 [70.7, 89.4]) (50.0 [1.3,98.7])

* : Clopper-Pearson ¥

3.2 BRIUIEBEDOUE AMERHIRE B AR Y i
BRXUIEEEDO O E AR B MY & (LLUF, IDLBCL] &£\ 5) D&



REFICFHM 21T - e EREBRBRBROBE L R T,

EBRSL RIS DB (CTL019C2201 FABR)

18 BRLA L O BRI EERME D A DLBCL BAE 1812, K OEER L2t %

WRETT 2GR REBIL RS AR EiE X h iz,

B3 UIERED CD19 BBt D DLBCL & LT, EIZUTOOXIZ@ DWW hiziE
B L. 1o HFEMHHMRBEREITRICER L2 XTI ZEnSMRBEOELE 2D
BROWBERMHEAAN LR @,

@2 DU EOLERIERE (VY X <7 (BaTHilz) ROTY A7) 0%
NEMEREA L&) BbsHBE, OREAMEY v @A DLBCL \[ZHRE AT Elsik L
TCRRE T BN Y LIk B LB DB LT 2 DU B o E R L Ths
b b 1 DU ED(LERIER (V)Y o~T BEFllz) ROT7T v T4 4
7V CERUBEHEEERE L) BhHDAE,

KRBORERCHEXIMERFEZ, BIZERE RROoRECBWTEELENSA
B) 5.0X108 8 GFEHE (RGORENFASHIAR)  1.0X103~50X100 @) %
HEIHRARE T2 L L Snik,

B, AENTORGOEE LML RET S L 2BME LT, ARORETER
@ 1 BERILANOFRAE M A M ERE S 1,000/ul #8B 2 5BE. ALEED 2 BETE T
LUT O LDALSRELZRIAE L LTIT5 2 & &hz,

(1) ATAED(LZERE (LD (L¥HE)

FEAORTLE L U TUTORSERERZ AW (72720, ARBRERTO 1 BBLN
D B MERELAS 1,000/ul A FOFEITIIAREE L), (LBREOETHOARKREE T
I22~14 BORRZR T, 7ok, BEORBIZIVEETRE LT,

s TNFTFEVYUBT AT 25mgmiE 1B 1ME, H3AHE. R ru
FARA7 7 I FAKf¥ 250 mg/m?’% 1 B 18], 33 AfE, Y 7ukx773IF
KIGOBREIIBHDOINEZ ) VBB AT VS L RIRHCEItET 5,)

o T uakRAT7 7 I KK LD Grade 4 DHIIMMEBENA DBAENH BBE. X
X, Y7 BRRT 7 I FAKMMEET LT A Tk U CTESERIEETIE OB A1,
UTDOULIAEERLT,
> RUFARFUHEBHE OOmgm2% 1 B 1[F, 52 B#%HE

(2) EBRILFE I ABREBR O B AR

FEFMIRE L SN-ERE%Y o EREIC L Y D b7z Lugano EHEIZHE-S<
PRUTBICLD2FDR ELED BT, ICRI 2 H) XidEssES (UUTF. [PR)
WD) BERESNIBEOES) OPRMBITRRADORIIL, R3IDEBY Tholz,

XG0 HARBEE CORMOPRME &) 12548 (30 B~357H) Thotk,

8



#3 EPEOPHEMEITRER
(g, PRI RER. 2016412 B20BF —F by v 2 7)

B (%)
2RER BAANERM
51 4 2 I
CR 22 (43.1) 1 (50.0)
PR 8 (15.7) 1 (50.0)
SD 6 (11.8) 0
PD 12 (23.5) 0
N 3 (5.9) 0
#=%h (CR+PR) 30 2
(FE%hER [99.06%CI'] (%)) (58.8 [39.8,76.11) (100 [6.9,1001)

* . Clopper-Pearson %

SHIZ, PRYUEIZLDFDNROETEMTAOERIL, R4DLEY Thol,
R4 BHROTEBMITER
(PRYE, AREORITRHRER, 2007FE3A8 BT —F by ~47)

B (%)
2L AARNERM
81 41 2 B
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
(FEHR [95%CI'] (%)) (53.1 [41.7,64.3]) (100 [15.8,100])

* : Clopper-Pearson i

[Z2E]
ERRILF S M AE3BR (CTLO19B2202 RABR, T —# v b4 7B : 201744 A 25 A)
HEFRIL 7575 B (100%) (2580 b, BIERIX 71/75 6 (94.7%) \ZRD bl
FEREN 5%UAEDBHWERIZR S D EBY THhotz,

RS RBEEDR 5% EOEIER

BEBIKRSE B (%)
N 75
(MedDRA/J ver.20.0) 4 Grade Grade 3 Ll |k
2RIER 71 (94.7) 55 (73.3)
MmAEB LY SRR
TR AT P BRI 20 (26.7) 20 (26.7)
#iin 13 (17.3) 3 4.0)



FEAEM: i B PERIE
A RMAEARRERAE
/R RE
17 FIRBAE
ARG RRE
BN
I 0
Bl
MR-
FE
TH
—f - ZHEEL LR S ORI
B
V%
BAERIE
REREE
T b IA CHRERR
Ky 70 7Y VIE
SRR EIE
FRARIR AL
TFTANRSGH BT I) NGV AT =F—
/MRS
B 3R
TI=UT ) NFURT =T —EHN
mEEY AN
Y o BRER A
5P RR Y08
[EIBRAEE LN
WEMIEES by RS AF U RBRIER
@ ar ) v AL
mH7 47 5B
MmAfEs a7 ) o MED
7 V7 F= 88
it X UGk
RARRGR
&Y »BRMIE
BN T A MIE
B3 ) o AMmIE

LS Y Y

16

10
10

58
22

EHEm 13
12
12
1
11
11
10

L Y Y N - N - N

15
10

10

6.7)
6.7)
6.7)
(5.3)

(21.3)

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

(25.3)
(12.0)
6.7

(77.3)
(29.3)
(5.3)

(17.3)
(16.0)
(16.0)
(14.7)
(14.7)
14.7)
(13.3)
©.3)
(8.0)
(8.0)
6.7)
6.7)
(5.3)

- (20.0)

(13.3)
(12.0)
(12.0)

w wn W

35

e A 3 2 [\

-}

AN W N

(1.3)
4.0
6.7)
4.0)

4.0

(1.3)

@.7)

9.3)

(1.3)

(46.7)
@.7)
(5.3)

9.3)
9.3)
9.3)
.3
(10.7)
(13.3)
(10.7)

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

9.3)
(8.0)
4.0)
(8.0)



Koy A#H 6 8.0) 4 (5.3)

BE7 AT liE 5 6.7 1 (1.3)
8 PRI 4 ;.3) 1 1.3)
AN R KU S AR S
fr e 7 9.3) 0
Ut 6 8.0) 0
IR RS
B 13 17.3) 2 Q2.7
BREE 6 8.0) 4 (5.3)
W= 7 9.3) 3 (4.0)
SAELIRAR 6 (8.0) 0
W5 & ORISR [
AT EE 8 (10.7) 6 (8.0)
PP, HIMiIs X URHEREREE
9P 11 4.7 8 (107
Jiti7k & 9 (12.0) 5 6.7
a7k 8 10.7) 3 4.0)
HEPER 7 9.3) 3 “.0)
i i
1B f = 19 (25.3) 13 (17.3)
7 i 5 6.7 1 1.3)

ABEEHD 5 30 BEARNIT 2/75 B (2.7%) OETHERH b, FERIE. REBET
ROBHMmME 1 FTHY ., 205 bR 1§ Tk, KRECLD {LFEFREO VT
XiZWih & ORRBRITBEEIN R o, Fhe, ARMHREH% 30 BBIZRVT, 17/75
B (22.7%) OETHRBD b, ERIDEBET 12 61, MK, SHEEREE, MEET
KERG. FEERKBRUFERFRAE 1 flIThH, 2055, BE 1 flIEIARRRN
LD {bFREOWT NI S & ORRBERBEE ST, 2EEERE 1 flicon
TR L ORRBEPBEI N2 o7, BAABECBIT2AEFRICLBZELIR
BOLNRIP- T,

11



ERRILFISE DFEABR (CTL019C2201 iR, F—F# X v b4 7R : 20174 12 B 8 H)
AEEFRIT 111/111 ) (100%) (Z8B® bh, BIFERAIX 99/111 # (89.2%) IZFB® b
oo FEBREBH 5% LOBIERIIR 6D ERBY Thote,

#6 FEEN5%ULOBIER

HEBASE Bl (%)
AR 111 %1
(MedDRA/J ver.20.1) 4 Grade Grade 3 2L L

2RIfER 99  (892) 70  (63.1)
Mg XV 78 R

F i 21 (18.9) 16 (14.4)

BT P Rk SE 14 (12.6) 14 (12.6)

G ek E 7 (6.3) 7 (6.3)
DRE

BEAR 11 9.9 37 @
H e

T 11 9.9 | 0.9

B 10 9.0) 1 0.9
—A - SHIRE L X UHR S O TR

b1l 28 (252) 4 (3.6)

9% 55 15 (13.5) 4 (3.6)

ER 9 @1 0
Sl SR M

PA b I A R RE R 64 (57.7) 24 (21.6)

By w7 ) v ifE 7 (6.3) 2 (1.8)
PR

PR 22 (198) 22 (19.8)

M/AMRERA 19 7.1 13 3dALD)

A BRI 17 153) 15 (13.5)

W7 VT F = 8m 7 6.3) 4 (3.6
HAE R b

A 10 (9.0) 1 0.9)

EE 7 6.3) 5 4.5

BEED T 6 (5.4) 0
il e

SEELIR R 6 5.4 1 0.9)
T & OUR s R

12



B 6 (5.4

Ve 05 FR e 8 (7.2

ERE SR AE 6 G4
1B R

K= 23 (20.7)

1

13

(.6)

(1.8)
@.7

@8.1)

AMBEEH D 30 BEMIZBWT, 3/111 Bl 2.7%) ORETHARD bhvie, FERI,
RERETIHATHY WTFREARIILD (bBRE L ORRBRIIBTESI N £,
ARIRE% 30 BABIZET, 50/111 ) (45.0%) DOFETHNEED bhviz, BRI, RBE
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