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1. IILBIC

AR O A « BEVEDHERDT-OI1T1T ., TRAF SCESI TS W IE Al
ARROHNDE, &5I2, IEORFAF O X0 HEHH e TR IE A 2~
ARG NAR SND T, 2D OFAERERL 2 BICLE R BE TR 5
ZENBBROBEL oo TR Y, BREMBGEE & SEOFARTTE 2016 (AL 28 4F 6 A
2 AR E) ICB W T H T ER N EOH HORE(bHEEEZ XS Z L L EnTWno,

BORVE R 2R AR E RS R T R RS 2t 7 1 7 7 A L ISEEE D E SR
MELALNCRR D ERH D, ZOD, AINER OV ZENECET D IERA+0E
FET 2 ETOM, YH/EEREMNLORELZRZT 5 2 LRI BFITI L
THHTS & & BT, BIEHNREIR LB LBt i g & D 2 L N ATRE e —E DBt
il T EREBECHEAT 2 Z ERNEETH D,

L7eRoT, RIFA RT A Tlid, BARBERESLZNE TITHELN TV D EFITH -
B0 RN FED & | BUT O AR R 2 B D B il 7 fef FH & HEXE 9~ 2 BLAS 0~ D LB 7 3
. B2 RO EFHE T,

I, ARITA BT A A%, MSIATBOE N ESE G RS O, — Bt EE AR AR
MRFe, —AEEEN BA/NRME « BSAFS, —FEEIE A B AR M - i iak s
2, —HAERE N A ARKE AR P2 . A AR MR B kP A ARREE -l
1ARFE, AAEEN A ARBRIES P2, —BAHEN A RBERNBIEZOH 1O b
EAERR LT,

WRERDEEERSRG « 2 0 7 RUHEE (RS TS v ba—t)
SRLRDIE WRREHE : 1. PP SUTEEIRYED CD19 FEPED B MilattEr: U o 3R ERkME B i,
2L, UTFOWTNhDOHEIZIRS,
o HIFEORE TIHERENZEERIEL 2 B ERAT U2 2N i35

YRR s

o HEROBETIHEELE | ML BT LN EMNE S
5E

o [RIFEE MRS HE D s & 72 6 72\ KRR i 1 A R A A
WZCHER LG E

2. PR SUTEEIRMED CD19 B OVE AME e B flfa U o &,

=1L, BTFOWTNNOHATH- T, HEE MA@ )&

Ee BV IT B FE MBI IS LB ICER D,

o WIOBETIHMETFHRIEL 2 UL E, BROBHE CILHEREZICL
LA 1R ERAT L, ARFRIEIC L ERENE LR
ST UXFERBN DG D355 L2 5E




o JERAMEV ONJEAEE R L7 BE CIER 2 BILLE ok
ZHEAT L. WEERE I RESL 1 BISLERETT L7y, IWE
HAHATR DAL FIRIEIZ LV SERFNDG DR D2 7o AT T RTRE)
NS NT-DHHR LIZGE

HRERARERURENARRE . < EHRBEBI CORMERT 7 = b — 2 A ~BE iR ~ DOk >
1. AR 7 = L—3 R
+ED T U o /\ERA B TIEE B RN ML IR A 5T 2,
2. AMERT 7 = L — 3 REW OB IRAFE
FRES eI AMER T 7 = L— 3 ZEM 28 L | k2 50
T CHAERFT 5,
3. BMER T 7 = L—3 ZFEW Ok
BHRERAE L= AMER Y 7 = L— 3 R PEM A HRAL L CA S B f
~EET D,

<[EEHE CTOZ A~ 5>

4. Kb D258 K OPRAF
RS LIOIRAE CARGL 23258 L | HE AT E TIHRINZE FR AR T T

RAFT %,

5. B H-H ORTALE

AR OEETEHATO 1 LAN O AN i [ i ERELAS 1,000/ul %
B2 556, K50 2 HATE TIZELTO U 7 ERER B L E
ZRTLE & L TIT 9, BILE O L FRIEDRERBE OREE B &
Ok, ALE DA E TICLERMREZRET 5,

(1) 2 XUTEEEMED CD19 Bt B MifatES: U o /SRR H 1
IZHWDIGHE O U o NERER BT IRE

o VI IRAT 7 X RAFIY S00mg/m? % 1 H 1182 B R AR EE
FOT7NETE ) T ATV 30 mgm?>Z 1 B 1[E 4 HRE A
WEET 5, 2k, BEOREBICLVEERET S,

e VIR AT 7 I KA KD Grade 4 ™ o Hif M2 O BE
ERH D I mAR AT 7 I RAKFICIREUEZ R LB
i, v Z 7E0500mg/m? A& 1 B 12 BBARETELR O b
R R 150mg/m? % 1 B 18] 3 AMSREEHET S, ob. BED
RREBIC XV EEHRET 5,

(2) FFRUIHERTED CD19 BEtED OVE AMEHIa B MRV > X

JEIZ WD 6 0D VU 2 RERER B85
o VI IRAT 7 X RAFIM 250 mg/m? % 1 H 18] 3 B R A #E
FOTINETE ) BT ATV 25 mgm?>Z 1 B 1[H 3 HE A
WHET 5, ok, BHEOREBICEVETRET S,

?z‘%:




o« VI BKRAT 7 I KAKFIMIZ LD Grade 4 ™ o il MRS O BE
ERH D I 7 mAR A7 7 I RAKFIIREEZ R LB
(21T, XU B AF R 90 mg/m? & 1 B 18] 2 H s
15, ok, BEORRBICLVEERET D,
7¥) Grade I3 CTCAE v4.03 IZ#L 5,

6. Rih D H.
P B AT A S 2 L, JiSE IS UCRREo & B 0 HEEERN
BT 5,
(1) FXXUTERAMED CD19 Bt B ffarESME U o NFEERME H i
I D56
W, 25 LT (& 5R) OBFITE, KEIDSCTUTFORS &
Z HEIFFIRN 5T 5,
{RE 50 kg LLFOHAITIEL, CAR FEHA T Ml : LT 02X
10°~5.0 X 10 {iHl/kg
REE 50 kg BBOWAIZIE, CAR ZELA T flifla & LT 0.1x10%~
2.5x108E ((KERGHT)
(2) F3EUTHEEEMED CD19 Bt OVE AME R B Hilg Y o8
JEIZ WD 54
WL BCANIZIE, CAR RBUE T Ml & LT 0.6x108~6.0x10% fii (&
HDOT) 2 HEFIRNE ST 5,

"ERFTES - ) INVT 4 A7 77—~ A&t

(2% KA O G X 2EIEH ORI 2 FEHNZ S TO)
MU X=7 (BIn PR R) EOBEIIR, HEAUHH=

whiE

(IR HEGRrSRA T MRS ERIE S O Yo b A I EMRRE

FEROHE @, b ) X~v7 (B 2) & U CRE30kg PRI 1R 8 mg/kg,

{KE 30 kg A% 1 7] 12 mg/kg Z S iMHET 5,




2. REORE, TERBF

XL U TERHE (A TV L ra—kL, DR, TR v i,
FRE RRY LA S DO TR Wi 2 L v F U A N AT B —% W TCDI9 % 5 5
FINZRRT D F A ZHURZ AR (CAR) ZEHA L, B8 - H95f S 7= THIAG 2 sk i
&L, EIES & FRRICEBRERIC X212 85 L <. Rl CRrliRNIC i 5- S
D HAEERFRERLTH D,

AT BN S 1L HCARIE, CDI9Z R I 238k 3 2 ~ 7 A H12KscFv, B FCD8
a b UV KONEEME R A A WNSHIRN S 7 F RE R A A Th HCD3-{ K}
4-1BB7> bR S, CDI9AFEEL L7- a2 38535 &, HATMAIZ L CHYGE, 1%
ML, BERORBAEIZ 33 2 BB K OSIR O Rt - FRAFICBT D5 52 5iET 5, A Z
B OERIZE D | CDI9MEOBHIRAMEDIEBH KT L, FEEMIL 2 S0 S & 5 R &
T 2 2 E i s n s,

A OBSEICHENE B AMERT 7 2 L—3 2% . KFOR5TEB IO ELANOER
R 1 i ER 2L 23 1,000/uL % 88 2 2 35S I 3B RO A S RESE L BN E Lz ) oo
ERBR B (LT, TLDIEZARE) L 9) 2T HOMERH D, S LIRS
IZE 0 A NI A HHEGERE (LLF, TCRS) &0V 9) S0 EER IITICE D ATHE
PERH DEIERANRD LD AREMERSH D, LN -> T, 77 = b— A0 EH, LD
EFEOFERET . RO G H RO G5%I21E, BE OB+t BENR
D HNTHA IR, B L - FRITG U MM 22 55k & R A FeoERIC L D . 3
(20 U TICUSRIZ B W TR PR B EH A S D) R E 21T 9O WENR D 5,



3. BRERARE

[(Azhtt]

3.1 PMRECEEBAN (AYA) OBEFEIEEAMED B MRMESME Y /R B MR
/N KON AYA D35 T EREYED B MlarEErE U o SFERME R (BT TB-ALLJ
&N D) DGR 21T o 7o 32 70 BRI RBR D plift 2 7”3

[EIBRIL[AI 26 T AHRBR  (CTLO19B2202 #XER)

3 (A7 V) —= ) ~21 5% (B-ALL OAIEIZZKIEE) U5 o FEF I Z#EAMED B-
ALL [BF % XRIT, R OF MR O &M E2RETT 2 3G I RIERSILFE S 1
RBRSFENE S vt

P SUTEEMED B-ALL 8 F & LT, U TFTOO~@DWT NN T 588
AN,

D2 [FILL EOEBEFF DGR b ivie, QIRFEE Ml (LLF, THSCT) & 9)
BAEBER R U ARG G- CRAE HSCT 205 6 7 A LI ERGE LT 5 @IFFE HSCT
DOWIGI TN, DFEHEDLFIRIEL DA V% 2 A 7 V2T T2 TH M2 R LW
EER SN DPIREEANE, JUTHER L AMmIcs L CEEO LR EE 1 A 7 V%
F7t% THRMEZER LR\ & BRI N DLTFIREHIRIE, ©7 4« 7TV 7 ¢ 7Ytk
Bt DRBE OLGEICIE, Fry X —EBHEA (TKD A 03z, 2 B Lo
TKI 252 THENDB G AR, 72d, BFNFMIRZE O FFIIERIN S 17z,

AR h O FE R OV & XA A 7%, K& S0kg DL FOLAICITBEERE (R0
HEICBWTHEE SN HE) 2.0X10~5.0X10° fil/kg GFRHE (RO G 0NHFE
SHHME) 1 02X100~5.0X 10 fil/kg) . AEH 50 kg BEOLGAITIZHIEH R 1.0 X108~
25X 108 FFAME : 0.1 X103~2.5X 108EH) A HEIFFIRNE G352 & LS,

¥, BN TORLOAE LA RET 52 LA HME LT, KLOEETEH
® 1 BEERTLAN ORI A EREDS 1,000/l 2B 2 5546, K50 2 BEiE Tl
LUF O LDAEFEIEARILE & LTITH 2 & & ShT,

(1) ATVE Db AL (LD A7)

B G- ORTALE & U CTLLTF OLEEAZ vz (7272 L, REO&Emio> 1 3L
WO EMERELDS 1,000/ul LA OGEITIIAEE LT2), ALFRIEDOTE T bR GG F
TIZ2~14 AOMREZERT 7=, 7ed, BEORREICL v EERE L,

e TINETEVIUETATIL B0mgm*AE 1 H 1EL, 34 BEE)., KOV 70

RATZ 7 2 R (500 mgm? % 1 B 1A, 2 BfE, 7k A77 IR
K OEEFIIRAI DO T NVE T ) VAT VB LRGBS T 5.)
o T URAT 7 I RAFIIC LD Grade 4 D HIMPEREE R DBEREN S D6, X

D 3~23 i E COBBEDNMAAN DI, 7235, B-ALL BBH &3 RIT, RS OHRER O % et
T2 I EMIERT AL IARFER (B2205) 3BRk) TiL. 3~25 i E CORBENHAN LN,
2 X5k b ARG FCoBMO R dfE FuPH) X458 (30 A~105 H) Th o7,

6



Ty ahrAT7 7 RAKMWEZEDL LY A AT LU BRIERPEch - 72
LA, UTFOLY A LT,
> VZZ7EY (500mgm? A 1 H 1AL G2 BEgE) KO= FARY B (150 mg/m?
Z1H 1A, 33 BFE = FARY ROBRGIIRYIDOL X T Kb LR
(ZBtE T 5,)
(2) [EBILRES T AHFRER O i bR ik
TFHFMIEE & SHIZNCCNA A KT A L 20134EE R & 55 12 Blid I 58 268 MERK
U723 Rl B R E I LS S g HE I K A 2 f iR (582 (LLF, ICR) & H)
AT MERFEHE N RS2 525 (LT, TCRi) &) ZERLIZBEORIE) O
TR R ORERIL, R1DEBY ThoTo,

£ 1 ERMFRO TR
(FRAIE, PR ROAMORRER, 20168 A1THT—F vy bA7)
Bt (%)

BARLE]

50 B

CR 34 (68.0)

CRi 7 (14.0)

S ST 4 (8.0)

AH 5 (10.0)

Ef# (CR U CRi) 41
(REMRFE [98.9%CI"] (%)) (82.0 [64.5,93.3])

* : Clopper-Pearson {4
S HIT, FRHAEIC LD BFEARO KM RO RIL, R2O LB TH-T,
K2 EREMBOEAKBENHRER

(FPR¥E, BEEDRRITHRER. 201744 H 25 B85 —F v b4 7)
B (%)

BARLE] AARNEEMH
75 13 2
CR 45 (60.0) 0
CRi 16 (21.3) 1 (50.0)
S ST FFE 6 (8.0) 1 (50.0)
B 8 (10.7) 0
Ef# (CR U CRi) 61 1
(5= [95%CI] (%)) (81.3 [70.7,89.4]) (50.0 [1.3,98.7])

* : Clopper-Pearson {4

3.2 EREXIIEEEHEOOE A B o3&
BRI THIBMEO O E AR B #iia U o3& (LR, TDLBCL) &W9) D&



FOREIZ BT 2247 > 72 E 7R R IREABR O plid 2 7= 9

[EI B L[R2 T AREER  (CTL019C2201 #5x)
18 ik LA_E D B3 AT EEAME D Ak N DLBCL B3 2 X512 AR O F b & OV it %
FRETT 2 FE B Mt BRE BR AL R 27 11 AR ERER 23 Sl S v 7e,

R T EREYED CD19 Bt DLBCL & LT, FEIZLL FOOXIF@D W T nli%
YL, 20 AFE MR T% IS L X3 A FE i omEs & 72 5
IRWEBE DA AN BTz B

@2 DL Lo e RERE (VYo ~7 (Bin il z) KOT7 o oA 27 ) %
PUEMIERAZ &) 23b 5 BE, QMY > 3[E2 DLBCL (2SI EiiniE L
T B T IR Y SR AR EEIE D HIRE L C 2 DLl B o R LT
507 b 1 DL DAL FEEERE (VY v ~7 (Blarffiz) KOT7 > 784
7V RGUEMEIEG A A B Te) 2N D B,

A O HER O EXIE R FEL, BEAE (ROREICBWTHEE SRS
&) 5.0X108 M GFEME (ROEGPFTFRINDLHE) « 1.0X108~5.0X10% &) %
HREFIRNE T2 2 & & and,

¥, ERNTORLOAE LA EET 22 L2 BN E LT, RGOELE TEHR
O 1 BERBIRTLAN O RR M A fEREAS 1,000/ul 82 5354, ARihi&5-0 2 HiEjE Tl
LI O LD ALFFRIEZRILE & LTIT) 2 & &S,

(1) ATE Db L (LD AR 7HE)

B G- ORTALE & U CTLLT OfbEAE iz (7272 L, ReEGRTO 1N
D FIMERELAS 1,000/ul LL T OEEITITAE L L), {EFEIEOE T OARMBEG £ T
IZ2~14 HOMRREZ R T 7-, 72k, BEORBIZI D #EERHE L,

s TINANETEUYUBETZATIL Q5mgmPE 1 H 1[E, B3 HEE). KOs
RATZ 72 Rk Q50 mgm?%& 1 B 1], 3 B#EE, 7k A77 IR
K OEEF IR DO T NE F ) VAT VB LRGBS T 5,)

o I URAT 7 I RAFMC LD Grade 4 D HIMPEREE R DBERENH DA, X
X, V7 aARAT 7 I KK EETe LY A 2% L UERIERPIE 0S4 1,
LTV AR LT,
> NUFLAF U OOmg/m? & 1 B 1A, FF2 B#EE

(2) [EBIRES T AHFRER O bR i

FEFHMMEE & SN ERREMEY Vo ESEIC LV D 5172 Lugano FEHEIZ IS <
HOCEEIC K 2 28%% GEaZ%) (LLF. CRY &wW9) XETE»ZES (BLF. TPRY
VD) MNERINTBEORIE) OPEMTRROMBRIL, K3 DEEBY ThoT,

) BRI & ARG R T ORI O RAE () (354 B (30 H~357 H) Th -7z,
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#3 ERROFRIEITRER
(FpouE, PRI SER. 20164E£ 12 H20 BF—F v R4 7)

% (%)
BARLER AARNEEMH
51 B 2 4l
CR 22 (43.1) 1 (50.0)
PR 8 (15.7) 1 (50.0)
SD 6 (11.8) 0
PD 12 (23.5) 0
A 3 (5.9) 0
7% (CR+PR) 30 2
(FHh= [99.06%CI"] (%)) (58.8 [39.8,76.1]) (100 [6.9,100])

* : Clopper-Pearson 14

I BT, FIRHEIZ L DZDROFEMRTREEOMERIT, £K40LBV ThHoT,
£ 4 BRROTEMITRER
(hsE, ARMEORRITRHRER., 201743 8B —F I v b4 7)
Bil% (%)

BARLER AARNEEMH
81 14 2 31
CR 32 (39.5) 1 (50.0)
PR 11 (13.6) 1 (50.0)
SD 11 (13.6) 0
PD 18 (22.2) 0
ASH 9 (11.1) 0
7% (CR+PR) 43 2
(ZFh= [95%CI"] (%)) (53.1 [41.7,64.3]) (100 [15.8,100])

* : Clopper-Pearson %

[Zz421E]

[EIBR LA 27 T ARERER (CTLO19B2202 &k, 7 —& v A7 H 1201744 A 25 H)
BEFZLILT5/75 61 (100%) (258 Hav, BIEMIE 71/75 B (94.7%) (Z788 BT,

TN 5% L. EORIERIZR S D LB Thotz,

25 ZEBRN 5% LEDORIER

=V IPNG AR | Bl (%)
FEAGE 75 15
(MedDRA/J ver.20.0) 4= Grade Grade 3 DL F
2RIEH 71 (94.7) 55 (73.3)
MER LY R fEE
FEENAE LT H BRI 20 (26.7) 20 (26.7)
2 ifl 13 (173) 3 (4.0)
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16

10
10

58
22

B 13
12
12
11
11
11
10

B Y Y e e

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)
9.3)
(8.0)
(8.0)
(6.7)
(6.7)
(5.3)

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

(=X e

(13)
(4.0)
(6.7)
(4.0)

(4.0)

(1.3)

@.7)

(9.3)

(1.3)

(46.7)
2.7)
(5.3)

9.3)
9.3)
9.3)
(5.3)
(10.7)
(13.3)
(10.7)

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

9.3)
(8.0)
(4.0)
(8.0)



ViRl =Yi) 6 (8.0) 4 (5.3)

BT N7 2 v fE 5 (6.7) 1 (1.3)

e PRI 15 4 (5.3) 1 (1.3)
SR s K OYE AR kI

i IR 7 9.3) 0

VU i 6 (8.0) 0
IR R

SHR 13 (17.3) 2 2.7)

JibddiE 6 (8.0) 4 (5.3)
Tt

= 7 9.3) 3 (4.0

PETLIRRE 6 (8.0) 0
B L ORISR E

A EE 8 (10.7) 6 (8.0)
NERak, MOEhis K OVERR &

fECR i 11 (14.7) 8 (10.7)

Jifi7K e 9 (12.0) 5 (6.7)

a7k 8 (10.7) 3 (4.0)

BEPF 7 9.3) 3 (4.0
1 A

AR 1 19 (25.3) 13 (17.3)

& I 5 (6.7) 1 (1.3)

AREBEE% DS 30 HLENIZ 2/75 5l (2.7%) DOIET GO iz, FERIT, EEMEST
FOMMHINA 1 B CTH Y, Z0 95 BRI 1 FH Tk, A5 O LD AL2EED W
LT & OREBMRIIEE SN2 o7, o, R 54% 30 BEIZEB W T, 17/75
Bl (22.7%) OIELFED AL, FERITHEEHETT 12 1], MK, EHHEFEE, MEMET
ROERYe, IFRREREE KR OBER AL 1 FIThY ., 2055, Bk 1 FlIEARH LD
LD b A HFIED W T XL 7 & ORFFELAGE ST EFMHEREE 1 #licoWn
TR & ODREBEENEE I NP oTc, BANEBFIZBIT2AEFRICL D CIE
RO LR Tz,

11



[E B I[E25 IAHRRER (CTL019C2201 &R, & —X%H ~ A7 H : 2017412 A 8 H)
BHEFRIT111/111 6] (100%) (2RO v, BIVEATZ 99/111 61 (89.2%) 1ZF8 & Bl
Tmo FBEN 5% EORWERIZFR 6 DEBY TH-o7=,

6 FHBRD 5% EORIER

el B (%)
FEAGE 111 1
(MedDRA/J ver.20.1) 4= Grade Grade 3 UL

2REIEH 99 (89.2) 70 (63.1)
Mg LY R fEE

A 21 (18.9) 16  (14.4)

FEENE AT BRI E 14 (12.6) 14 (12.6)

I BRI g 7 (6.3) 7 (6.3)
ol

HER 11 9.9) 3 2.7
B kL

TR 11 9.9) 1 0.9)

B 10 9.0) 1 (0.9)
—f% - REREER L O S OREE

FEEN 28 (25.2) 4 (3.6)

9 57 15 (13.5) 4 (3.6)

L 9 8.1) 0
i RIEE

YA DI A IR HEGRE 64 (57.7) 24 (21.6)

Ky 7' a7V e 7 6.3) 2 (1.8)
B AR AR AT

I R ERER D 22 (19.8) 22 (19.8)

RRANY %l % 19 (17.1) 13 (11.7)

H i R H e 17 (15.3) 15 (13.5)

M7 vy F =8 7 (6.3) 4 (3.6)
TR TR PR

GIEPE 10 9.0) 1 (0.9)

Jil¥¢h 7 (6.3) 5 4.5)

TREIPED E 6 (5.4) 0
FE R

P LR AR 6 (5.4 1 (0.9)
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@ FREWEHDO~XT AL MZONT
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AL AR, BIEE. O, R, TR, BT B2, BECRIR. JE57. A
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#8 CRS B™EBLI-BOEHET )L IY X LD

Bt CRS OHESELE  (ER & OMRILEE) KLY
A g - PREEIER, EERRAEEIC XV ERYYED Al
R~ ATERESR « THEN, % T7. BARRIR -ﬁ%ﬁ%%%ﬁwﬁ%%ﬁbkﬁ%ﬂ@
H R AT 5.
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