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mg/m’% 1 B 13 BHAESRETS, 25, BE ORI LY
HERET 3,
(2) ﬁ%liiﬁﬁ?ﬁfﬁ:UDUikﬁkﬂH@m B ,ﬂﬂﬁa) LI N B 3R
B0 Y v SRR IR ‘
c LrBRAT TR (EEARMELT) 250mgm*% 1B IE3 A




. BAREBERCIALZ ) BT AT 25 mg® 2 1 A 1
[ 3 BEAHREET 2, 2, BEORBIZIIVEERET D,
« Y/ rRAT7 7 2 NIZKD Graded ™ O H i fEREBER DEEFEA B
3, XixvzuRrx 7y 1 RiZEREE TR LEBEICE, R F
A AF R 90mg/m2 % 1 H I'[E 2 BF%?IE{F%*%ETE) B,
BEORECLYHEHWET 5,
)  Grade |3 CTCAE v4.03 I2# L2,
6. O 5
W EEANCAML 23 L, BISAEIZIS U CTED & B b BEEHRA
BET5, B, RROFHRERILRNWI L,
(1) BREITERSED CD19 ngr&a) B {EHHETE’%J@) 2 RZEERE B
WIZHWBI8E
Ul%%25%%?(&#%)®%%Km\¢EKEUTQT®ﬂ§%
& BEMIRNE 575, ‘
{KE 50 kg AT OHEICIE, CARBEHRAET ﬁ:mﬂ@}: LT 02X
105~5.0 X 106 fEl/kg
(K S0kg BOHEITHL. CAR %ﬁéﬂﬁﬂaa LT 0.1x108~
2.5x10°M8 (FEMHT) '
Q) ERELEREOUE AMERMIE B MKY o NE V55

&

. A CMK%%EI%Hé&U(&wmhﬁmqwﬁ(ﬁ
ST & EEERAE ST 5,
%Lﬁﬁ)u%%" S NNVTF 4 AT et

(BE : AR ORHSIC L BEWEROTAFIC AW BEHIOVT)

by XwT GRETENZ) EOMEXEIHE. AERURE
PREXIER | B R T AIBERTRIZE D YA DA IR
HIRROH B SEE, ho ) Xv 7 GREETHEMR) & LTHRE0kg bk i3 1H8 mgkg,
R E 30 kg RIS 1 [E 12 mg/lkg & AR ET 5,



2. ARFORH, fEREF

X460 T R (ks f“b“b’/lx&}l/:m—ﬂz}b BT, TRRB] &) i,
- BRI B EOTHIR, BT L F UL NVARY Z—F HWTCDIOR A
HICBET2F A FHESEE (CAR) ZEAL, KEE - BT/
EL. E%mkﬂﬁ_£EMW%Li6%ﬁw%%%ﬁLT\ﬁﬁf%ﬁﬁh&ﬁén
HHAERERD TH S,
ﬁmhﬁh%ﬁxéhé@mﬂ&mm%ﬁﬁ%kmﬁfév7RE%WW\tHms
e b Y RVEEBNAL v, ITHBRNS 7T AVEE RAA ThHBHCDI-L KT
4-1BBAGHERL S, CDIOERE LR £ 38895 &, EATHIRICR LCTHTE, &
Al FERSHIBIC ST B BOR R CHIIE OREs: - BRI 28 8% EET 5. RG0Z
NHOEAIC LY, CDIBEOBHIFAME DIEFHZ L, IEFHAZ ik S 3 ENE
Rk T 5 2 LA SN D,

AEOWEC T BMERT 7 = L— s A%, AROBRETE RO IERLUROK
FHIM B M EREAS 1,000/ L2 8 2 A IEA I B0 A S RES T BN E LY o
ERERRLSRREE (BT, TLDIBSEFE] &V )) 2T MERSHY. SbiARoRs
LD A R hA RBERS (BT, TCRS] &1 3) SOEBANIIEEIE 5 Wik
f&ﬁ)&:éﬁﬂfﬁfﬁ?ﬁ%’b%h%‘f EMERBH D, LEB-T, 77 = b—YADERS, LD
(LERIEDERR . AROBEPRTERESICIT, BEOBEE HHITITV, BENE
D ONIEAIIE, BB U HRIS L MR M L RRE K SEMIC L D, SHE
KIS LTICUS Ic B W TERMN RS S ER 2 SOHAEB LTS VERD B,



3. FRIRRGHR

[FZhk]
3.1 NREUEERA (AYA) OBFREIIERMED B Mlatkait Y N8Rk 5 R
INB BTN AYA OFSE TSRO B fpatkAdt U Los3Eskit AmyE (LA, TB-ALLJ
) OEREHIEMET-o X BRRBROEEE R, '

EgEdLFE S T HARER (CTL019B2202 kR) :

3 (RZ V=B ~218 (B-ALL O#IEIZEE) B oEREUIEERMED B-
ALL BEFEFHEBIT, KBOHIER L i%iﬁﬁﬂré#‘:ﬁ#ﬁﬂa@ﬂfﬁ,ﬂ% I 48
RERM N Sl B2, _
 BESEIHEEEMED B-ALL BE L LT, JAT@@~®®»¢W§>L?%%¢6 BN
BANGNE, ,

@2 ELL EORHERIRD i, QREEMEERBME (LT, THSCTI &1 5)
BICEEER L AR S CREME HSCT 225 6 7 AL HEB LT 5 . @ Fl#E HSCT
DEERIEV, QEHEOREL AV E 2V A I VST B THESEER LAY
L EHR SN D MREEME, IIER L AMFTIC R U CEBED{LERIEE 1 A %
I b BT ER LRV L EE S h B (LERREIAE, @7 4 T FAT 4 TRk
BtEnBEOCHATE, Fu v —¥lRERA (TKD FAMXIZER. 2 BRU O
TKI #Z T THEHRRF LNV, 72l, HEARMREOERIRN Shic,

FROHERCHEIEAFEIL, KES0kg LTOHEICIBEAE (Ko
ECBWTHELENDIFE) 20X105~5.0X 10 ke FFEMAE (KROEENHE
ENBAMAE) : 02X105~5.0X10° fii/kg) . {FE 50 kg BOBFEITILEEAE 1.0X 108~
2.5X 1038 (GFAHE : 0.1X108~25X 108MH) HHEFRAZET 2 L L Shi,

BB, EENTORRBOES LIEHERESTA L2 HEMHE LT, ALOBRETEHR
@ 1 BEIBATLAR OFRR M A MERERA 1,000/l #H 2 2548, AR50 2 BRIE T
BT O LD ALSFRE 2 fiAB E LTIT) 2 & & Shiz, |

(1) ATLEOkEEE (LD {LFHE)

BEROMLEL L CUTOEBRERE AV (2L, REOREHO 1ERLL
A O A MEREAS 1,000/uL LT OHAICRFEE L), {EEFREOETHbARMESE
TIZ2~14 HOMRERIT . B, BFORBIZL YV EERE LT,

o TINEFFECYVETATA G0mgmiE 1 B LE, B4 BHE), ROV I

CRARTZF IR [MEASE LT) 500mg/m?A 1 B 1Bl B2 BEHE, V2 aRR
77 I ROREZFHMOINE T €V Y VBZATAEE L ARCHATS.]
« Y/ BRFRRT7 I FIZLD Grade 4 OHEMBEREOBREDR HSEE. Xid¥ 7

O 323 S TORERUBAN BT, 18, B-ALL MEEHAIT . AMmO IR (Tt & it
T AR BEAN A (22051 RER) Tit, 3~25METORYL ﬂii‘ﬂlnam‘_
02 Zpdkh SARBE ETOHMOPRE GHHD 45 0 (B0 H~105 1) Thot,
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BRAT 7 I FEFL LU A K L TESHRIERTE Th o 1541, UTo
LU AVEBEALE, - '
> LFTEY (S0mgm*E 1 B 1E, 82 B#E) RO bRV F (150mgm?
1B 10, 53 B8 = MRV FOBRSRENOV Y S Uikl LRk
WZBAtR T 5,)
(2) EBEESE O HEABROBKMSE
EEFMEE & SNNCCNH A F 54 /2013$J#fﬁ%?%%@u&ﬁﬁﬁﬂ"%%#ﬁ5ﬁk
L:ﬂ%ﬁm%ﬁk%o<¢%ﬂmklééﬁ%?(méﬁ%(%? TCRI &13)
XM EREEIE AR e EiE (BLF, CRil En3) ’S:J%ﬁi L= BE OFIE) GD
TR R OFERIL, R1O L :J'o D ThHotz,

1 LEBEOHERSE
(FSCHIE, FIABTR AR O ESMEDRBIER, 2016 8 F 17 BF—F B v F47)

il (%)

- o A

50 41

CR 34 (68.0)

CRi : 7 (14.0)

MEEh I E3 : 4 (8.0)
- SR . 5 (10.0)
BEfE (CR LT CRi) . 41
(REMRHE [98.9%CT"] (%)) (82.0 [64.5,93.3])

* ; Clopper-Pearson #
E BT, PRHFEC X 5 LEMEORMMBTRERIOFEIL, K2DEBY Tholk,

R2 AFMEOEKMNTER
(PduE, BRMEOMENTRERM, 2007FE4 ST —FHy %17)

73 (%)
SfREM B A AL
75 15 : 2 4
CR _ 45 (60.0) 0
CRi 16 (21.3) 1 (50.0)
IELh VLR . 6 (8.0) 1.{(50.0)
+H 8 (10.7) 0
#fig (CR BT CRi) ‘ 61 ' 1
(2BEME [95%CT'] (%)) (81.3 [70.7, 89.41) (50.0 [1.3,98.7])

* 1 Clopper-Pearson

3.2 BREIBHEMEOUE AMERHRIRE B MR Y » & '
R TEIB O U E AR BRI Y > 23E (LI, TDLBCL] LW\ 9) ok



TR FIE 2AT © 7o ERIERARRORE T T

EdeEE DR (CTL019C2201 35R)
- 18 BELL E O EEE T EEA OB A DLBCL 88 2 2RIz, AMOF NIRRT EEE
REH 2 EERIETRERIERE D HRBRAER S,
© ERXIHEEAMEO DLBCL & LT, ZIUTFTOOXROOWTRMIHEY L, 208
Fig M EMaB R TR IC P L ST E %ﬁm%‘-ﬁﬂiﬂ@%ﬁ@ﬁm LB RV BEY
HMAaAR BN #,
@2 U EDLRFEIERE (U \y‘ae-yv—f (ﬁ{ﬁ%ﬁ‘ﬂ?ﬁ%i) ROT v bff'ﬂ'/f 7)o
HEMEEREET) BHE8E., OmEEMY »/fH DLBCL IS FEr R EE L
LB, IRARME Y BT DL ERE DIEE LT 2 DU E-ofHIEH LT
6&ﬁ<&%1out®m$ﬁ&E(UV%vvj(ﬁﬁ%ﬁ@i)&ﬁ?yb§ﬁ4
7 ) o RPIEMEER ST 55 EE, |
CARORBRCHEXIERFER. BEHAE RRoSEIZB W THEEL f—s:héﬁi'
B) 5.0X10° {8 GralE (Kuumﬁﬁﬂa#@énéﬁaﬁ) LOX108~5.0X 108 {d) %
%lﬁliﬂ)ﬁﬂﬂ?ﬁfﬁ‘é s é;mta
I, EENTORKOES LM RETZ 2280 L,'C AEOEETEHR
o 1 EFRTLLA OFAE LA MEREAS 1,000/pl 28X 254, Piinn%'c"fr@ 2 BEIETIZ
LT LD (b3RE i LTIT5 2k 2 &hi,
(1) BfALEO{(LERE (LD {b35eE)
&Erﬁu@ﬁumﬂéc‘: LTJA"FOJ{E%%&ﬁJ%:ﬁJb\T* (777 L, ﬂinn#&‘frﬁu@ 1 18 [ LAPY
O [ IERITAS 1,000/uL A F OBAIEREE L), (EREDET N b AR E ST
iZ2~14 AORRERITZ, i, BEOREICL D EEHE L,
o IAFSEVIVEBETAFL Q5mgmiE 1 H 1E, B3 HSE). ROV
RRT77 I F [EAHE LT) 250mgm* % 1 A 1A, 53 B#FE, 7 vk
77 2 FOBREEFAOINLT I VBT AT NS L RRICEMHT 5, ]
o Y/ BRERATZ7 I FITLD Grade 4 OHMMEREEOBENHBBE,. Xd, &
JuRA7 7 I NEEL VYA CH LTEERREEREOHSIX, L TOo LY
CAvEFEHLE,
, » N M AR HEEE O mg/m? A 1 B 1A, %Jrz A#E
(2) EBEIERIL I FERBR O Bk ali#
TEFMEE & Sh-EREEY L IERRI L D 0 B Lugano A e
ol EIZ L AEHR (BTG (BUTF. TCRI &W3H) Xid¥WoEL (LT, PRI
LN Y) BERMSNEBEORS) OPRMANEAOERIE, £30LBEY Tholk,

W BEDLARAREE COMMOPRIE @) & 54 [ (30 H~3857 [) Tiois,
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#3 EHROPEMBITER
{FR 7. ﬂlﬂlﬁﬁ@ﬁﬁ&%lﬁﬂ 01612 §20 AF—%H v b47)

FE (%)
2R A A ASER
51 41 2 4 -
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 (59) . 0
- #E%) (CR+PR) : 30 2
(FE4h= [99.06%CI"] (%)) (58.8 [39.8, 76.1]) (100 [6.9,100])

* : Clopper-Pearson #

éem\¢%ﬂﬁmx5%ﬁ%@z¥%ﬁ%ﬁ@ﬁ%m\%4@ax@f@atg
%4 BYROLEMITHR
(PRHIE, APEOMITA SR, 201743 A 8 B~k b47)

FIE (%)
RER A AR AN
81 i 2 45
CR T 32 (39.5) 1 (50.0)
PR 11 {13.8) - 1 (50.0)
SD .1 (13.6) 0
PD A 18 (22.2) .0
P 9 (1L 0
~ Z&%) (CR+PR) 43 2
(FE5hR [95%CT] (%)) (53.1 [41.7,64.31) (100 [15.8,100])

* : Clopper-Pearson i

[Z 4]
EE| Rk Rl 5% T #E78R (CTL019B2202 RER, F—Fhy FATH 201744825 H)
HEERIL 7575 6] (100%) 158 BAv, BIWERIE 71/75 ) (94.7%) 1238 bAT:,
TRIRBH SBLLEORWERIZR SO LBV Tholz,

#5 FEEBHM 5% EORER

BEWASHE Bl (%)
HAGE 75 15 .
(MedDRA/T ver,20.,0) £ Grade Grade 3 81

7T Q4T T 55 (73.3)

@t&ﬁ?qwmwm ' 20 (26.7) 20 (267
i 3 (17.3) - 3 @40

—



" L R

5 (6.7) 1 (1.3)
BRI AR E 5 (67 3 (40
o AN A EE 5. (6.7) 5 6.7
ek E 4 (5.3) 3 (4.0)

Nignk 10 (13.3) 0
st A ' 8§ @101 2 @amn
T ‘ 0

T S VRS HT O

 PRARSHUBT I bSLAT=T—EHA a1y 7 .

I e e s ‘ , 12 (160) 7

A i B - 12 (i60) 7
FS=wT ) M AT =T —EHIM 47 4

L E Y L ¥ RN 114 8

U o Sk - 1 4.7 10
HPERERD : : 10 (133) 8

MBS A LA 7 @3- 0
LSSy P o R F AF TR 6 (8.0) 1 (1.3)
WSS BT Y AMD N TN I3
W 4 7Y )k 5 (67 13
el 7 0 7 U MM 5 6.7) 1 (1.3)
7 L7 F = R 4

RIS OB

Pt L LR LT P EE T Y e

RrARIIR 4 15 (20.0) 7

&V i fE : 10 (13.3) 6 (8.0)

iy N Erid 9 (12.0) 3 (@40
CEN YU U ALEE - ) 9 (12.0) 6  (8.0)
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PASARILL=E ’ 6
{7 A7 3w . 5
o BRI i iE

4 (53)
1 (13)

-4 ' o 13 (173 2 (2.7).“
B | 6 B 4 63

e 7 (9.3) 3 @.0) .
SisTLINAE
T

(ke h 0o e

8 (10.7)
Jiti7k ' 9 (200 . 5 (67
Rz . 8 (10.7) 3 4.0)
Polac S . 7 (93) 3 @0
T ‘ 19 (25.3) 13 (17.3)

T ‘ 5 (6.7 (1.3

ARG 5 30 BEARIC 2/75 B (2.7%) DIRTHFD bhvic, EEE, RAET .
RUBHME | FIchHY ., 205 bRHIM 16T, AERULD L2REO VTN
IS & ORRBREBEShahot, i, AREEH% 30 BRIBVT, 17/75
Fl (22.7%) OFELCHRD b, FBRIZRBMET 12 61, Mk, SFEREE. MEET
SEEY, FEERRERUERFEL 1 fITHY, 2055, Mk 1 flARRE
LD {LERIEOWTRN UL & OREEERATE ST, SE%EERE 1 flizon
TIAR L ORRBESEE SN M o7, AAABREI B A EESIC L AL
B bhihoiz,
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E%ﬁﬁ%ﬂmﬁﬁ(mummmmﬁﬁ\?H¢wykﬁ7azmwﬁﬂ2ﬂ8m
ﬁ%@&muunu&ﬂﬂm%)M%b&h\ﬂwmmwmnWme%)mﬁbah
ta%ﬁ$ﬁ5%ﬂ£®@¢ﬁﬂ§6@kﬁ@f%otg

F6 FEHBH 5% EOBRHER

R RIK A | (%)

HAiE 111
(MedDRA/J ver.20.1) | £ Grade Grade 3 Ll 1=
SEMER ' ' 9  (89.2) 70  (63.1)
gyis 21 (189 16 (144
SEIMEAT RRRAR A 14 (126) 14 (12.6)

AP ERIAIE N 763 7T (63)

o
YA Ao BN R i 64 (5.7 24 (21.6)
- &y o7 iE

R EE
LI
MRS
w7 Ly F= AN
TR
s
FhEDEN -
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V{Li:mu}‘ : 23 (20.7) 9 3.1

AEFEEHDD 30 BLRIZIOT, 31l 27%) OEERRD bhiz, FEER,
FREEITIFITH Y WO TRB ARG XIL LD (LR E ORRBRIIEES N, £,
AR BB 30 BRBIZEB W T, 50111 ] (45.0%) DFETRBED Lz, FERIL, K
1T 42 1, SISRHA R IR 2 4, RN, b HeRRRE. WMRPTO W,
FH L, RS R OBILES 1 fITH Y, £0 S BRI 1 FlAS KR ULD L%
POV THOIITST & OREBENTES AR o7, BEABERBNT, 5
FRIZLDZECIRED AR o T,
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(1)

(2)

(3)

(4)

(5)

1 FREO (1) ~ 8 OFRTKEETIMBTHH L
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BEAE RELT TV 1) REBEST Y —1 KHET SDHR GREEED
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&, -
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77:?“/2%%®Eﬁuﬂﬁbtﬁﬁzﬁv7(@%\%%ﬁlﬁﬁﬁi
24 REBEINTRY., 772 b—AHidi LS T L DOERAHZ
w7 (FRER, BN SO T8 1o L5 BRI A & O~ OB
BEHBAE-TWAZE, '
AGHOFER RS ET3ERENET 20, BEFES L OBEHEOT
TEEINZEARO [BERFEVAT A (VIR M) ICBEREETI L L
BIT, AT b T 5 BSIRFAE 2 B BT 5 - L RTHETH
Ak,

@ -2 B-ALL X/% DLBCL OB, ¥R, RUOFAL - BURARBIEORISI 47
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LB, BROBEE 2D CEEARBShTHWAZ L, BT, %7

D) ~ Q) DFRTIEYST BEFMMEROTES & LT 1 4EBESA TS
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@ -1 FEFteilicBE4 5 8
EERTLE  BHERARRA LBz, 24 BRERREN O T, %3 F&X&ié%ﬁfi&
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EH IS FTRER RN E - TWB Z &, FiT, CRS ORERITH LT, FY z-v:f
(BN Z) OEEZASESINCHEESRhTNEZE,
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DTFOWTNIDEEERELT, CDI9 HRELEN & Lic¥ A THRESAKRRE
BT MR O IBIRE A 2V CD19 BB R I B D B-ALL B3
2 B EDEHERESRD b |
I HSCT #IC BRIFRE L. AR 555 CRALHSCT 25 6 0 A L HEB L
TWa .
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FRE (MRD) B3R L TV B REAES, BRI A7 BBV BERTRERTNS, 20
4. [FE HSCT @ﬁm&fmf:mmiﬂﬁﬂscﬂ& CEELEEE] LLT, K

MOREEEETED,

[ZeMEiz BT AEH]
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Bz,
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