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1. ZL»IiT

BAERSRRLOEN - REMEDHEFEO-DITIE. I CESICESWEE2MH
ARKRDOND, b2, IBEORZEEMOESIZ LY EFHRFTHEREF 2 TTH
AERSRLNRERINIPT, Tho 0BAERSEMULZEIIVERBEICEMET S
TENRBRORELE - TEY, BEMEEE L WEOEARSE 2016 (Fk284 6 A
2 BREERE) KB W THEFHEEMEOFEAORBLMHEEZRD Z L L3N T3,

FHERRF 2T HEERSRLT, FREARCRENT 0 7 7 A VHRRFOESE
RELHALNCRRBIENH D, 20D, BOMRUCLZEMICET BRI +5E
BT 32ETOM. YBFEERSHMOBELEM RT3 Z IS BEITH L
TERT?EE LI, BERARR LB LERRIGE & 5 2 L RN aRE—EDEH
BT EREECERT I ZLNEETH D,

L7 oT, BTA RTA4Tik, AREBERLINETZELONL TV IEFESR -
BN RMCESE UTOREAERSMGORERERALZHET AN LNERE
., Z2HFRCEEEELRT.

B RIA RT A ik MIZTEIEAEERERERGEEE, —REFEARAR
MESES, —RAEMEA B A/NRMIE - BAREES, —RAEREA B AL - bR
&, —EEEA B RS ARBESS, A AMKREBAERESS. BAEETHE
BRES., ARtEEAN B RBREREYES., —REFEABXRKBRABESROHB Db
EYERR LTz,

HELRARARRSHS : X2V 7 REHE (—BAR  FH v ra—8n)
RELRHE, RN < 1. TR IIEEAMED CD19 B B MlEMERME Y  X3FEERME B IR,
7272l KFOWT L DHEITRS,
o FIRORBRE TIHEEN L FEREE 2 BILL BT LS EERE

SENRVEE ,

«  BEROBETIHMLFEREL | BULET LEAEERE LR
N n

o  AEELHHRBEOBEN L 252V It FEE B E%
WCHERE LSS

2. EEEUTERATED CD19 Bk O AMEKAIRIA B Mk Y /<8,

72120, UTFTOWTNIrDBEETH- T, HREDSMEBHE O

LBV FE NS MBS IR L2 AEICRS,

o MIROBETIMLREEY 2 BN L, BROBETIIERERICL
kg 1 ESLERT L, L3RI L ) S2ERR B LR,
oI RITZEED N B LN N LIBE




o WIAMEY LSBT EERR U BE TIEE 2 FELEobE
FHAT L. BEEBREICIMEERES | HLLEET LR, BE
I DILRIRIEIC X ¥ ZREHRE LR ho e tFE LR
PELNIBERE LS

MR CREER R : < EFMETOBRMERT 7 = L— T X~RE W£«®ﬁ%>
1. BRER7 7L —3 X
+4EOT Y 3Rk E ST I E R M BERRZTRIRT 5,
2. BMERT 7 = L— 3 R EM DR
R ECHICEMERT 7 = L— 3 AEDERE L, IREERTE
TXiX—120°CEA T CHRERTFT 5.
3. AMERT 7 = L— 3 A BEW OBk
BREEFEL-ANKRT 7= L— 2 EME, @@LTKW%LW&
~EET B,
<EF#SBATOZAN~ERE>
4, BB DOZEROREF
BRELREBTAREZZEL. FRENE CREERIMETXIE—
120CLL T CTHBERFET 5,
5. ¥ EHTORTLE
AHOBREFEBMO 1 BELANOFRM M A mEREAS 1,000/ul %
B2 AEE. AEERED 2 BRTE TIZUT O ) U3 BRERECERE
RETLE S LTITH, BIABOLEREOHESCREORELER
DL, BN SARREE CRMLERBREZRET 5,
(1) BRXIIERED CcD19 Bt B Mlgtart Y o3RRI
BIZRAWBIHED Y v EREREFRE
o AR T 7 I A 500mg/m? % 1 A 162 BRBAREHE
BOTIAVEZEY VBB ATV 30 mg/m?% 1 B 1[E 4 BEA
BT 5, 2B, BEORBICLY BERET S,
o VI URRAT 7 I FAFIMIZ X B Grade 4 ™ O H i ERBEHESR DBE
AERHD XXV 7 uarRA7 7 I R R L2 BE
LV F T 500mg/m2 & 1 B 1 [E 2 BRIAREERC= b
KU F150mg/m* % 1 B 1H 3 BEARREEET 2, *B. BEOD
RRBIZ LV BERET 5. |
() FRXIZERED CD19 BEOTE AMKHIIE B Mgl o3
JEIZRWBHBAED ) VU BRRERLERIE .,
o 7 uRRART 7 I KA 250mg/m? % 1 B 183 ARAHEE
BROTAFSEL ) VBB ATV 25 mgm? %z 1 B 1E 3 BREA
WHETS, 28, BEORBZIVEERET S,




s VI URAT 7 I KAKFMIZ K D Grade 4 ® D H ik BEBE S DBE
HRHB NFT 7 aR AT 7 I FATCETIE LR LB
Wi, XU ARFUERRE 90 mg/m® % 1 B 18] 2 BB ARTER
ET5, 2B, BEOKRRBIZLVEERET S,

) Grade iX CTCAE v4.03 IZ¥#EL 3, |

6. LD E o
BEENIALZHE L., BGEICR CTTRO & B0 BEEIRA
B5735,

(1) BHEUIERMED CDI19 BiED B AIfRMESME Y v/ 3FEkiE A m
RN BHE |
BE, 25 RET (B5F) oBFICE, RS L TUTOREER
T HEFIRNBET 3,
R 50 kg LT DBAITIE, CAR BEA THIIRE LT 02X
105~5.0 X 10° f/kg
R S0kg BOB{AIZIE, CAR RIAE THIME L LT 0.1x108~
2.5x1088 (FEMDT)
Q) BRIIIEEMED CD19 Bt E A RMRE B Mgy o9
Bz V384
BE. BRAIZIE, CAR BHA T HIfR L LT 0.6x108~6.0x108 @ (&
EfDT) ZHEBRIRNEET 5,
WERFEEE : /T 4 ZAT7 7 —<HA&tt

(B%E : KO EIC X 2BEIEROIERICAV AN OWT)
MY =T (BEFREZ) EOMEXIIHR, BERVHE
ZhREX IR « B R T MIREERIEICE D V1 N A v BHERRE
FAERVCHAE:BE., ) X7 (BEFHE% L) & UTERE30kg 2L BT 1[5 8 mg/kg,
{KEE 30 kg RIE 1 8] 12 mg/kg % MEERHET 5,



2. ARORKK, ERBF

XA TEBERE (—RE  FY Lo va—kA, BT, TRED EWH) I
BERRm B SEOTRIEIC, BEFHRB I L F I VARY Z—2 AN TCDIR R
FINCERET 5% 2 THEZANR (CAR) ZEA L, H53 - B S S 7= THRR & i
L. BEMLEFAFCERENERC L 2IBFEDREZHFL T, RETRRNICRE S
PEAERERMHTHD,

AEICBRIEFEASNDHCARIL, CDI9Z RIS 5~ 7V ABHKscFv, & CD8
ab UPRUEEB AL v, YCICHIBRAN Y 7 FVEERAA THHCD3-L KT
4-1BBA LR S, CDI9RRB LM E2RRT 2 L. EATMIRIC L CHEM, &
AL, BRI AR B R OO - BFICBTEEE2EET 5. AGmDZ
o DERIZL Y . CDI9BIE OB DIEEIZR L, EEMREZER S 2R NE
HCERT 5 Z A F SRS,

AEOBIEI L AMKRT 7 = L—Y 2%, RRORETE A O AN DR
4 f. (= 1fn BREC 231,000/l % B 2 B2 GBI I BEMROAERESE L BRE LY %
RIRECFRE (BT, LDERBIE] L0 0) 2T BERHY. SLIARDRE
2L DA A U HRHERRE (BUT. [CRS) X\ 3) SOEB2IFELICE S THE
WA 5 ZBHERARRD b A TR D 5, LIzR>T, 77 = L—Y AOEMF, LD
EEREOERS, RROREFRURERICIE, BEOBRELHAIIT. BENRE
»HHNEBEAITIE. BRLAERIUS BRI MH e KRB OEMC L) LE
IS U CICUSIC B W TESN RS SR 2 STE R IEB 2175 BEBH B,



3. BRBRRRAE

(F2hiE]
31 /NERUGEERA (AYA) OBEREXIIEHRMED B MtV <3R4 B s
MNRRAYA DEFRIE SO B MRMESME Y o 3FEkiEAmRE (BT, [B-ALL)
EVVS) OERBRICEMEE T 2R BEARORE S =T, '

ERRIERIZE DHERBR (CTL019B2202 RABR)

3 (RZ V—= 78 ~215 (B-ALL OFEIZEE) & OERIIEIEHD B-
ALL BEZXRIZ, RBOFHMER CREMEE R 2 IEERIEN FRERIERSE I 48
RN ER S @2,

B XIIEEED B-ALL BEF & LT, L,LT@®~®m\<rmb= ; Y3 HBENME
HAN BT,

@2 B EOBREFR RO bivie, @QRFEE LHHREME (CUTF, THSCT) £\ 5)
BICEHER L ALBRER S CRBEHESCT 225 6 v AU KRB L TW5 @R HSCT
DR, DBEDLZRIELV VA VB2V A I NAVZIT B THEMEZTR L2
L EHR SN D ORERE, UIFER L AR L CEEDLERES 1 A 2 12
B THEREER LRV ERINDFRERIEE,. @7« TNV T 4 THREK
BEDBEDBEITIX, Fuv R —FHEEH (TK) AMXIIER. 2 BEU LD
TKI 2% T TOEDRB LRV, BB, A EMREOERIIRNS XN,

AmOBAERVCRAEXIIERAFEX, AESOkg U TOBSIIEERAE (KR
BIZRBWTHEL Sh2AE) 2.0X10~50X10° kg GFRAE FREORENHA
SNDHE) : 02X105~5.0X10° fE/kg) . KE 50 kg BOBEITIZIRERE 1.0X 108~
25X 1088 FAEFIE : 0.1X108~25X 108 ) ZHEEFHRABRE TS & & iz,

R, AENTORRBOESE LML RET A ZL2ZENE LT, AROBRETER
® 1 BREBTLAAN ORI B fERELDS 1,000/l 282 28B4, AREED 2 BRTE TIZ
T o LD (BPREEZRLEB L LTITO Z L a3, :

(1) RIABEDO{LFERE (LDLEEE)

BEFIOFNE & LU T oiEs e A (57 L, AROREEIO 1 BEN
A O B MEREDS 1,000/ul LT OHBARITIIREL Liz), {LBEBREORETHLOARKRE S
TIZ2~14 BORBER T, 2B, BEOREBICLVEERE L,

s TINEFEVYUVEBZATN B0mgm?E 1B 1E, §4BEHE). ROV
HRRAZ7 73 FAf (500 mgm?% 1 B 1\, 52 88E, v Z7udsx77I R
KIYOBRFIRNDOINVE €Y VBT AT VERE L RRHCBAT 5,)

e LIUKRRT7 I FAFMIC LB Grade 4 D HIHEREBEA DBERENH 5B, X

@) 303 B COBEMBLAN DI, 28, B-ALL BELHRIC. AROGTHER T LR
T HIIERIE R/ E DHERABR (B2205T RER) Tk, 3~25 ﬁiro)a@«%wﬂ)\nam_
22 B OAREEE COMMOFRME &) 12458 G0 A~105B) Thot,
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7R R 77 I FATMEZESD LY A IR L THERERERIM CTH o 72
BAIX. UTFTOVIAVRERALE,
> VHZEV (500mgm? % 1A 1EL §2 BFE) RO FRYF (150 mg/m?
1B 1E, 33 &E = MRV RFOBREIRNOVF 7 LV &E LR
WZBtET 5,)
(2) ERRIEREE I FEFRER O ERREAR
FEMIEE & SNIENCONT A KT A L20134EER % 52 I BERFTES BIER
LieshRHEEECES PRYTIC L B LEME (FLEM AT, ICRI &)
X MEBEEESIFTERTEEM LT, ICRil £\VW35) 2ERLEBEOEE) ©
FRIENTREROBERIL, R1DOLBY ThoTs, ‘

£1 2HEMBOPEMBHTER
(PIUHE, PRI ROEEORNREN, 201658 A 1THT—F Iy bAT)

B (%)
2 RER

50 5

CR ' 34 (68.0)

CRi 7 (14.0)

h I B 4 (8.0

i 5 (10.0)

Ef% (CR R CRi) 41

(&BAER [98.9%CT'] (%)) (82.0 [64.5,93.3])

* : Clopper-Pearson {%
EHiz, PRAEIC LD ERMBROZMMBITRFROBRIT, K20LBV THoT

®2 LHEMBORRMEHTIER
(FIHE, AIMEORNTHBRIRE, 20076 4 A 25 BF —FH v hAT)

Bl (%) :
A fRER A AR AR
75 15l : 2 .
CR 45 (60.0) 0 .

CRi 16 (21.3) 1 (50.0)

T EFR 6 (8.0) 1 (50.0)
A 8 (10.7) 0
Eff (CR RV CRI) 61 1

(&EEER [95%CI"] (%)) (81.3 [70.7, 89.4]) . (50.0 [1.3,98.71)

* : Clopper-Pearson 1%

3.2 BEXIIEREOUE ARHIEE Bl Y o E
B3 SUIEAEO OV E AR B MkaY >~ (LLF. TDLBCL] &v5) D&



BRI FHI 21T > e ERBRRRBR O E T,

ERRILFE TERER (CTL019C2201 3RER)
18 BLA_E OB R UIEEA O A DLBCL BE 26581, KGO AEMER R %
BRETT 2 ERIERRERILRE IHERRAEHE I, '

B XIEEMD CD19 B ® DLBCL & LT, EIZUTFOOXIZODWF NI
%L, 0B REMHMEBEEITERICER L X B FERBMRBEOEN & 2 5
IRVBESELANR S @),

D2 DU EDLERERE (VY X ~7 (BEHERZ) ROT v IHA4 70 0%
MEMEEA2ET) BHEBRE,. OERMEY v /& DLBCL IZHEBFOF RN L
7o BETORRMEY v BICRT AEEREE» @B LT 2 DU o EER R L CTh
5 b 1 DULDLERERE (VYF i ~7 BREFEEL) ROTV FF94
7 ) CRIMEMERA ST Kb 5BE,

A DRIERCRAEXIMERGEZ, BEAE (REORBICBWTAELIhSH
82) 5.0X100M8 GFEAE (RGEOBREVHFAINIHAE) : 1.0X108~50X 108 #) %
HEIFHRAEET D2 L L ahik, _

BB, AENTORROEE LIEEEZRETZZEZ2BME LT, ARORSTFER
D 1 BRIBTEAP DAY M mEREAS 1,000/uL 22X 3. AREED 2 BRIE T
LUTo LDLFEREZAAEB L LTITH  Z & L anl,

(1) RIBEOLFERE (LD LEEE)

BERIORILE & L TUTOFEERZ AWz (2720, RSHEERTO 1 BRIUA
O BMERELA 1,000/uL L TFOBFEITIIAEL L), (EFEREOETALAMLREET
iZ2~14 BOBBER Tz, 28, BEORBICLVEERE L,

s TNFTFELVIUVEBTRATN Q5mgm?E 1B 1HE, BH3EHT. kv su
RRAZ77 I FKFnd 250 mgm?% 1 B 18, 53 B&E 7ok T773I R
KIGOREIRYIOINTZ LY VR AT NVRE L RIRICRRLET 5,)

o VI uFRART 7 I RAMIZX D Grade 4 OHMMEREMADOBEENH ZEE. X
it Y7 RERRT 7 I R EET LY A TR L UHEEREERE OB A,
UTOVI A 2ER LY,
> RUFARFUEMBEIOmgm?% 1 B 1HE, 52 BfE

(2) EFRILRIE I BB O B RR

FEFMER & SNZEEREEERY VO ESEICI VED 517z Lugano 2 E-5<
FIHEIC L BRHE (BeFEsh (LUF. ICRI W) XiEEsES (BLF. TPRY
EVD) PERSNIBEDORE) OFHENRRAOKBRIL, R3 VLBV ThHoT,

D BEHOARIZEE TOBOFRME HEHE) X548 (30 B~357 H) Thotr,

8



#3 FEPHROPREMITRHR :
(FdedE. PRIAETSRER. 201626E 12 B20 85 —F v b A7)

FIE (%)
2RERM ER N 5
51 45 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
~EA 3 (5.9) 0
#F=%4h (CR+PR) 30 2
(T [99.06%CI*] (%)) (58.8 [39.8,76.1]) (100 [6.9,100])

* : Clopper-Pearson {&

EHiT, PRYUBIZEDIFEDROTEMITIEROBRIZ, K4DLEBV ThHhoT,
R4 BPROTEMITER
(PO, AREDRTRERM, 20174E3 A8 AF—F v hA7)

FIE (%) ,
SRR BARAE
81 5 26
CR 32 (39.5) 1 (50.0)
PR 11 (13.6) 1 (50.0)
SD 11 (13.6) 0
" PD 18 (22.2) 0
il 9 (11.1) 0
#=%h (CR+PR) 43 2
(&R [95%CI'] (%)) (53.1 [41.7,64.3]) (100 [15.8, 100])

* : Clopper-Pearson £

[Z24]
ERRSEEEE MTFERB (CTLO19B2202 RBR, T—F# Vv A7 H :20174E4 A 25 H)
BEESIT 7575 61 (100%) (58D B, BWERIX 71/75 B (94.7%) 258D bz,
FELED 5% U EOBHWERIIR S DL BY ThoT,

K5 RBBEDNS%ULORIER

BB BIRGE HlEx (%)
EARFE 75 1
(MedDRA/J ver.20.0) & Grade Grade 3 PAE
LEIEMA ' 71 (947 55 (733)
m&k;zﬁv/z\w&% o o .
| %ﬂﬁﬁ%ﬁﬁ&ﬁ o S 20 (2‘6V'.7’) Hi'o ’(26.7‘)H
& 13 173) 3 4.0



FEREM I PR E 5 6.7 1 1.3)
BEMREMEEREE 5 6.7 3 4.0)
T /MR 5 6.7) 5 6.7)
PRI E 4 (53) 3 4.0)
| EHKE : 16 (21.3) 3 “ 4.0)

T P T . (13;3)_ . (,1;3,)
AL 10 (133) 0
&R 8 10.7) 2 Q.7
T 8 10.7) 0

- SEWESICESMEORE s

omm - - 19 (25.3) 7 (9.3)

i ' 9 (120 0
HEE 5 67 1 13)
FA b A Vﬁﬂjﬁ{ﬁﬁ S 58 ('77.3.)‘ 35 (46.7)
Ky a7 v hiE 22 (29.3) 2 @n
SERENE 4 (5.3) 4

WD s e s T

“ %%)fﬁ FUBT I / F?‘)xﬁ:?—ﬂfiﬁbﬁ ) 13 (1'7.3) 7
/R BB | 12 (160) 7 93)
=Rk e ’ 12 (16.0) 7 9.3)
TI3=vFTI) VI URT =T —EHM 11 14.7) 4 (5.3)
mEE Y A8 1 14.7) 8 (10.7)
D L ERE 11 (14.7) 10 (133)
HFER¥aE 10 (13.3) 8 (10.7)
EBEAZHE LN 7 9.3) 0
EMEES b RS 5 AF VERIER 6 (8.0) 1 1.3)
it fE s a7y v AR 6 (8.0) 1 (1.3)
il g G RV, NG - 72 5 6.7 1 (1.3)
hpHE s v7 Y M 5 6.7 1 1.3)
ey V7 F=Em 4 (5.3) 3 4.0)

REBLOSREE | o
BARIIR ‘ 15 (20.0) 7 9.3)
Y B lE 10 13.3) 6 (8.0)
EH N b MmiE 9 (12.0) 3 4.0)
B Y v AMiE 9 (12.0) 6 8.0)
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KEBAH 6 (8.0) 4 (53

s A N B 5 6.7 1 (1.3)

7 RS L E 4 (.3) 1 1.3)
HEERS LU OAREE | | - L

5 R | 7 - 93) 0 -

A R 6 8.0 0
wERmE .
” EEW% . ' | 13 (17.3) 2 (2;7)'
BHYE 6 (8.0 4 (5.3)
CEEEE e
7 e 3 AN ; - o5 ; @m

SEELIRRE 6 (8.0) 0
merommmE

AHEBEE ' | 3 10.7) N
wmB, mmsioWRRE .
- ﬁ@iﬁk‘ - o (ﬁh 8 (mn”

Rtk hE 9 (12.0) 5 (6.7)

FazK 8 (10.7) 3 4.0

BEREI ‘ 7 9.3) 3 (4.0)
G e T s :
- ﬂ&ﬂnEE‘ ‘ - o 19 "(253) 13 (173)

= ILE 5 6.7 1 (1.3)

¢

AP EEID 30 BUNIZ 2/75 61 (2.7%) OELERRD bz, BRI, REET
BROMNHILE 1 FITHY ., 05 BRI 1 FTik, RaE U LD {LFEREEO W I
idHE & ORBRBRIITEINR o1, Fo, RBERER 30 BBIZBWT, 17/75
B (22.7%) DIELTRFRD b, FHRITRBET 12 5], Bk, 2FHEHE, MEET
KB, FEERERRUERTHE 1 flThHY. T05 5, Bk 1 flIdARHEO
LD {LEREOWTNAXIIFAE L ORRBEENEESINT, EHMREEE 1 fliz50
ThAR L ORBEBNBEIN o7, BAABEIBIT2FEFRICLHELTI
BbbnRhol. -8

11



ERRLESE M FERER (CTL019C2201 RABR, S —F v "4 7 H : 20174 12 A 8 BH)
HEZLIZ 111/111 B (100%) (258D 5. BIEAIX 99/111 B (89.2%) IZRH LN
Too BN %LU EOBWERIIR 6 DL BV Thote,

F6 RBFEHN 5% LOBUWEA

BENKSE g (%)
AR 11 #
{MedDRA/J ver.20.1) £ Grade Grade 3 A E
2EMWER 99 (89.2) 70 (63.1)
kmﬁﬁiaﬂ?ﬁﬁﬁ%f “5”‘**%mﬁ"?”“f i &f  ﬁ33”ii“
gl - B ’ “ - 2i | (i89) 16  (14.4)
FERMELF PRI E 14 (126) 14 (126)
FFRERBDIE 7 63 7 (63)
ODBRIE e e e T e B R
SR S - 11 Gm 3 ‘Oﬂ
EmmE SN
TH k 1 9.9) 1 ‘(6.9)
Bl 10 9.0 1 0.9)
M RHWERLURSWEORE o
Comm | . 28 (252) 4 "(3-6)
%21 15 (13.5) 4 (3.6)
EE 9 8.1 0
nEfEE - | R T
#4bw4zﬁﬂm*ﬁﬁ . 64 577 24 (21.6)
ﬁyﬁu7)/mr 7 (6.3) 2 ’u&
ERRES
tz}%ﬁ&ﬁ/) : | | 22 (19.8) 2 ('19.8)
/R B IR v 19 (17.1) 13 117
B M BRI ’ 17 (153) 15 (13.5)
m¢7v7%_/ﬁm 7 (6.3) 4 (3.6)
 FEREE - . o ' : ‘ ‘
P | 10 (9.0) 1 (0.9)
BE 7 (6.3) 5 4.5)
EEMED E 6 (5.4 0
mE e Sl |
SERE 6 (5.4) 1 0.9)
BRI ORBEE E - .

12
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