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1. IILBIC

AR O A « ZEVEDHERDT-DI1T1T ., TR SCESITE S W IE 2l
MARRD BN, &HIT, ITEOREEMTOEARIC L HEH 72 g e T 2 =4
ARG NAR SNDH T, 2D OFARERSERL 2 BICLE R BE IR 5
ZENBBROBEL oo TRV, BRFEMBGEE & SO IR T #2016 (AL 28 4F- 6 A
2 BRI E) IZB W T H M EIR M EOE A ORELHEEZ XS Z L L ST b,

BORVE RS 2R AR E RS T R RS2t 7 1 7 7 A L ISEEAE D E SR
LA NCRR D ERH D, ZOD, AINER OV ZENECET D IERA+0E
FET 2 ETOM, YH/EEREMLORELZRZIT 5 2 LRI BFICI L
THHTS & & BT, BIEHNRER LB LBt g & D 2 L AN ATRE e —E DBt
il T EREECHEAT 2 Z EREETH D,

L7eRoT, RIFA RT A TliE, BARERESLZNE TITELN TV D EFHTFH -
By RN FE-D & | BUT O AR R 2 B D B 7 e FH & HEXE 3~ 2 BLAS 0 D LB 7 3
. B2 G RO EFHE T,

I, RITA BT A A%, MSIATBOE N BN RS SRR, — A EE AR AR
MRS, —AEEEN BA/NRIME « BSAFS, —AEEIE A B AR - Al iak s
2, —HAERE N A ARE AN A2 . AR MR B kP A ARREE -l
1ARFe, ARAEEN A ARBRIES P2, — B HEN A RERNBIEZOH 10 b
EAERRE LT,

WRERDEEERSRG « 0 7 RUHEE (RS TS v ba—tL)
SRLRDIE MRRAHE : 1. PP SUTEERYED CD19 FEPEdD B MllattEr: U o 3 ERME B i,
22l UTFOWTNNDOHEICIRS,
o PIFEORE TIHERENELERIEL 2 BILLERAT U2 2N g5

YRR 2o

o HEROBETIHEELE 1R ERT LN ESENE S
5E

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

2. FRTEEEYED CD19 Btk D O F AR AR B HIfL Y /X,

7= L. UFOWTNNOEHATH- T, HEE MA@ )&

LR BRI B FE MBI IS LB TR D,

o WIOBETIHMETFRIEL 2 BB, BROBHE CILEREZICL
FREA 1R ERIT U, ARFRIEIC KD BRI G b0
S T2 XTFERTEINBHF LN DB LI5S




o UEMAMEV LONJEANEE R L2 BE CIER 2 L E o bk
ZHEAT L. WEERE I3 REL 1 BISL BT L7y, IWE
HAHATR DAL FIRIEIZ L0 SERFNDNG DR D2 7o AT T RZRE)
NS NT-DHHR LIZGE

HRLRARERURENGRRE . <EHRBEBI CORIMERT 7 = b — 2 A ~BE iR ~ DOk >
1. AMmERT7 71— R
FED T U o NERAE B TIEE) B RN ML R A 5T 2,
2. AMERT 7 = L— 3 R EY O BREIRAFE
FRES eI AMER T 7 = L— 3 X PEM 28 L | k2 50
T CHAERFT 5,
3. AIMERT 7 = L— 3 R EEM Ok
BHRERAE L= AMER Y 7 = L— 3 R PEM A MR L CA S Bl i f
~EET D,
<[EEHBE TOZ A~ 5>
4. RGO Z 5 OPRAF
RS LTOIRBE CARGL 23258 L | ME AT E TIHRINZE FRKAE T T
R1FT 5,
5. 4% 5-Hi] DO R ALE
A OEH-TEAFIO 1 EMLNORR M A fMEk%E23 1,000uL %
Bz 556, AibEb0 2 ARTE TIZLLFO U Vo RERER B b2k
ZREILE & UTIT 9, ATLE O L FRIE DR ECBE OIRIEL B &
Ok, ALE DA £ TICRLERMREZRET 5,
(1) PR UTEERMED CD19 Bt B flAaMESE U v SRRk A ifn
RIZHWDGHE O Y v NERER B FIRE

o /R AT 7 I R/AKFIM 500mg/m? % 1 H 1[0] 2 B [ A EE
FOTZNVE T U A7)0 30 mg/n? % 1 H 108 4 B A
TWEET 5, 2k, BEOREBICLVEERET S,

e VIR AT 7 X RAFMMIC X% Graded ™ o Hi MERE LS O BE
ER®H D, I 7 aR A7 7 I KRR Z R LT B
21, v # Z7 e 500mgim? A 1 B 1052 BB ARETHER O b
Ay R 150mgim? % 1 H 1[E] 3 AMAHEHET 5, 7ed, BED
WRBIC XV EEHRET 5,

(2) HFESUTEEIRIED CD19 BEtED O F AMERAIIEAL B U o]
JEIZ WD 56 0 U o RERER B8 E

e VU URAT 7 I KM 250mgime % 1 B 1[6] 3 [ R AR FRE
FOT7NETE ) ATV 25 mg/m? % 1 B 1[E 3 HE A
WHET 5, ok, BHEOREBICEVETHRET S,

?z‘%:




e VIR AT 7 X RAFMIZ X% Graded ™ o Hiti Mgt 7 O BE
ERH D, Iy 7aiR A7 7 I RAKFIIHGIEZ R LT BE
[ZiE, R F LATF MR 90 mg/m? A& 1 B 1[a] 2 H A ER
15, ek, BEORRBICLVEERET D,
7¥) Grade X CTCAEV4A.03 Z#EL 5,

6. KD H-
P G EATICA S 2 L, JiSE IS UCRREo & B 0 HEEERN
BT 5,
(1) FERUTHEIAYED CD19 BtEod B HifatEANE U o S 3EERME [ if
JHICHWDEA
W, 25 LT (5 OBFITIE, KEIDSCTUFoRS &
Z HEIEARN G35,
{RE 50 kg LL FOHA1CIE, CAR REA T Ml : LT 0.2X
10°~5.0x 10° f#/kg
K 50kg B OEAITIL, CAR A T M & LT 0.1x108~
25108l (AERTHOT)
(2) FREUTHEEIRTED CD19 FEMEDO OV E AMERHIIER B Hifm Y o)
JEIZ WD
WA AR, CAR BBUE T filifa & LT 0.6x108~6.0x10° fii ({4
HDOT) 2 HEFIRNE ST 5,

"ERFTESE ) INVT 4 A7 77—~ A&t

(2% KOG X DEIEH ORI 2 FEAHNZ S TO)
MU X=7 (BIn PR R) EOEEITINR, HEA U=

e

(IR BEGRRERAY T MR EERIE I D YA b0 A I E MR

MEKL O E @, F ) XA~ 7 (B i z) & U CTARE30kg A i3 11518 mg/kg,

A E 30 kg AmilE 1151 12 mg/kg % SR FRHET D,




2. REORE, TERBF

XL U TERHE (A TV L ra—kL, DR, TR v i,
FRE RIS LA S DO TR Wi 2 L v F U A NV ART B —% W TCD19% #5572
FINZRRT D ¥ A ZHURZ AR (CAR) ZEA L, B8 - H95l S 7= THIRD 2 1 sofi i
&L, EIES & FRRICEBRERIC L2182 85 L ¢ Rl CRrliRNIC i 5- S
D HAERFRERLTH D,

AEIZEEFEA S HCARIL, CD19% R HYICFEFRT 5~ 7 A1 kscFv, & ~CD8
a b U LOEER KA A WNZMRN S 7T MEE R A A ThHCD3- L KD
4-1BB7> AR S 4L, CD19AFE B L 7o Ml 2 785k 4~ 5 & . | ATHIRGIZxh L CHEgH, 1%
ML, BERORBARIZ 33 2 BB K OSIR O Rt - FRAFICBT D5 52 5T 5, A Z
HOERIZ LY . CDIBG M O BHIKAME DREESIZ X L, BB 2 56 S & 2 2 &
T 2 Z Ll s s,

A OGN HAMEKRT 7 = L—3 2% KOS5 E HRTOLAUNOF
FEIfn. [ R £ 23 1,000/uL 2 88 2 D 5 A 3B O A B R ESE L2 Hio & Lz U oo
ERBRZAbE (LT, ILDIESE] L 9) ZITHMERH Y, S HICRLOES
&0 YA P A U RHEBERE (LUF, TCRS) &V 9) S0 @R I LITE D ATkE
RS DEIERADRBD GNDL AR S D, LIzB->T, 772 b— ADEEF, LD
EFFEOFERET . REOE G H RO G5%I121E, BEOBZEE +0IiTv, BENR
D BTG AEITIE, B L FRITEG U A2 5k & R A FiOERIC L D | 23
I U TICUFIZ B W TP R 2 B 2 B U 2B 217 O MR B D,



3. BRERARE

[ B 2]
3.1 /NREOEERAN (AYA) OFEREXIIEISMED B Mlart&M ) oS3k B MR
IR IO AYA OFE3E ST EEEM: O B filiat:att U 3Rk A nsim (AR, TB-ALL)
VD) DAGRIFICEHI 21T - 72 E 7 B R R BR Ol ig 2 T,

[E|BRIL A2 T AHRBR  (CTLO19B2202 #ifER)

3k (A7 V) —= ) ~21 5% (B-ALL OFIEIZKIEE) T P I Z#EAYED B-
ALL BEZXRIT, RiOF MR VL2 A2 REH 2 IEE MRIER FRIERS L ZE 11 F6
RBRSENE S i 2

B UTEEYED B-ALL B & LT, LFOO~ODWWTNMNITiEYS T 5 BE D HHE
HANG T,

D2 [FILL EOEBEFF R b iviz, QIRFEE Ml (LLF, THSCT) v 9)
BITE B L AR B EFE S CRIFE HSCT 725 6 0 A LU ERGE L T\ 5 @FFE HSCT
DSR2, DFEHEDALFIRIEL DA V% 2 A 7 NVZ T -5 CTH MR & R L7
&TER SN DPIRERANE, JUTHER L AfmIcs L CEEDOL 2R EE 1A 7 v
FIt% THREMEZER LR\ & BRI N DLTFIREHIRIE, ©7 4« 7T V7 ¢ 7Ytk
Bt DRBE OGEICIE, Fry X —EBHEA (TKD) A 03tz 2 B Lo
TKI 22T THEIDE LN, 72, BEANFIMIRZ O ITFRI S 7,

AR it O FYE S OV & X3 7 7E1%, (K8 50kg L FOLAICITBERE (R0
HCBWCTHEE SNDHE) 20X105~50X10° fll/lkg (FFAEHE (RMOBENHTR
S HMHE) 1 0.2X105~5.0X 100 fél/kg) . AEH 50 kg BEDLAEIZIZHAEH & 1.0X 108~
25X 108 (FFAM & : 0.1X108~25X 108 ) # H[EFFIRNFE G35 2 & & sz,

¥, EENTORLOAE LA RET 22 LA HME LT, KLOEETEH
@ 1 FERRTLAN ORI A Bk S 1,000l 2B 2 5546, K50 2 BEiE Tl
LIF O LDALFEIEARILE & LTITH 2 & & ahT,

(1) AIE Db PEE (LD A7)

B G- ORIALE & U CTLLT OLEEAZ vz (7272 L, REO#F&5mio> 1# LA
N O B MERE DS 1,000/l LT OSGAITITIARZE L L), (LFRIEOE T b AN F
TIZ2~14 AOMEZER T 72, 7ed, BEORREICL v #EERE L,

e TINETEVIUEETATIL (B0mg/mPA 1H 1E, F4BEE). KOV

RATZ 7 2 R/KF (500 mg/m? % 1 H 1], §+2 HERE, 7 ahkA77 IR
K OEEF IR DO T NVE FT ) VAT VB LRGBS T 5,)
o T MURAT 7 I KA LD Grade 4 O HIMMEREE R DBEREN S DG, X

BV 3~23 % E CORBEDMAAN DI, 7035, B-ALL BH ZXIRIT, AR OHRER O % et
T2 I EMIERT AL AHFER (B2205)3Bk) Tid. 3~255% F TORBENMAN LT,
2 X5k D ARG FCoOMM O R dfE (FuPH) X458 (30 A~105 H) Th o7,

6



Ty ahRAT7 7 RAKMWEZED LY A AT LU BREREch - 72
BET UFOLY A EHA LR,
> Z 7y (500mg/m? A 1 H 18l 52 HEfE) KO= FART R (150 mg/m?
Z1H 1A, #3 AT = FARY ROBRGIIERYIDL X T oL L[EE
[ZBHIR5,)
(2) [EBILREE T AHFRER O i bR ki
THFMIEE & SHZNCCNA A R A L 20134EE il & 5 5 |2 Bl i 58 68 MERK
U723 Rl B R E I S S B I K A 2R (582 (LLF, ICR) & H)
XL IMERELRIE N AR 7270 522 FME (LLTF, TCRi) &9)) ZER LIZBEEOEIS) O
HRRHTIRE R OFERIL, R1D LBV ThoTo,

£ 1 ERMRO TR
(FRYIE, PR RO ORRER, 20168 A1THT—F vy A7)

Bil%k (%)

BARLE]
50 1]
CR 34 (68.0)
CRi 7 (14.0)
2 T R 4 (8.0
AH 5 (10.0)
Ef# (CR &1 CRi) 41
(2EfiE% [98.9%CI"] (%)) (82.0 [64.5,93.3])

* . Clopper-Pearson i
S BT, FRHEIZ L D EFMROBMIATRERORERIT, K20 LB TH-T,

#2 DEMBORKMBITRER
(FRR¥E, BEREDRRITHRER. 201744 H 2585 —F vy b4 7)
% (%)

BARLE] AARNEEMH

75 14 2 15
CR 45 (60.0) 0

CRi 16 (21.3) 1 (50.0)

TS ST 3 6 (8.0) 1 (50.0)
B 8 (10.7) 0
% (CR ) *CRi) 61 1

(2EMER [95%CI"] (%)) (81.3 [70.7, 89.4]) (50.0 [1.3,98.7])

* . Clopper-Pearson i

3.2 EREXIIEEEHEOOE A B o3&
R SUTERTEDO OVE AME AL B Ml ) o i (AR, TDLBCL) &vv9H) D&



FOMREIZ B AT 22T > 72 E 7R ERIREABR O plid &2 7= 9

[EI B L[R2 T AREER  (CTL019C2201 #k)

18 i LA L O3 ST HEEAME DO DLBCL B3 & %512 AL DA M M Ve ek %
Rt 2 IEE I FRIERS IR 2 11 FEERBR 23 SEhE STz,

R T EREYED CD19 Bt DLBCL & LT, FEIZLL FOOXITZ@DWTInIli%
YL, 20 AFE MR T% IS L X3 A FiE M omEs & 72 5
IRWEBEDAAN B T

D2 DL EOAFFIERE (VY F~7 (Binf##iz) RKOT7 h oA 270 %
PUBEMEIRGAI 2 &) Md 5 HBE . QUEMEY v/ f DLBCL SRRk F I - ini L
T B T IR Y SR )ES A R EEE D HIRE L C 2 DLl B o R LT
507 1O EOAL R (VY v ~7 (Bl rffiz) KOT7 > s 784
7V RGUEMEIEG A A T Te) 2N D BE,

A O HER O EXIE R FEL, BEAE (ROREICBWCTHEE ShD
&) 50X103fH FFEME (RLOEGPFTFRINDLHE) « 1.0X108~50X10° &) #
HEFIRNE G252 & &L ahni,

¥, ERNTORLOAE LA EET 22 2B E LT, RLOELE TEHR
@ 1 HERRTLAN O ARSI [ MBS 1,000l 2B 2 5546, K50 2 AEiE Tl
LIF O LD ALPFEARILE & LTITH 2 & & ST,

(1) ATE Db AL (LD A7)

B G- ORTALE & U CTLLF OfLEAE iz (7272 L, RibEGRTO 1EMUAN
O B EREL DS 1,000/ul LA FOEEITIIAE L Lin), (LFHFIEORE THDARMLEEE £ T
IZ2~14 HOMRREZ % T 7=, 72k, BEORBIZI D #EERE L,

o TINHXTEVYVEETZ AT (25mg/m?a 1 H 1E, 3 HEE) ., KOs

RATZ 7 2 RAkFY (250 mg/mé & 1 H 18], F3 HEE, Y Z/rkA77 IR
K OEEF IR DO T NVEFT ) VAT N LRGBS T 5,)

o LI URAT 7 I RAFMC LD Grade 4 D HIMPEREE R DBEREN D DA, X
X, V7 aARAT 7 I KK E G LY A 2% L UHERIERPUIE O %A 1,
LTV AR LT,
> NUFLAF U Omgm? A2 1 H 1A, FF2 B#EE

(2) [EBILREES T AHFER O i bR ik

FEFMEE & SN ERREMEY Vo ESEIC LV D 57z Lugano FEHEIZ S <
HOCEIEIC K 2 280% GEaZE%) (LT, ICR) Lw9) XETE»ZES (LT, TPR]
VD) MNERINTBEORIE) OPEMRROMERIL, 3DEEBY ThoT,

(58 RO G TOMM O R RAE (FPH) 1254 B (30 H~357 H) Th -7,

8



#3 EPROFRIEITRER
(FpouE, PRSI SER. 20164£ 12 H20 BEF—F > R4 7)

% (%)
BARLER A A NS
51 {3l 2 3
CR 22 (43.1) 1 (50.0)
PR 8 (15.7) 1 (50.0)
SD 6 (11.8) 0
PD 12 (235) 0
A 3 (59 0
7% (CR+PR) 30 2
(F#h= [99.06%CI"] (%)) (58.8 [39.8, 76.1]) (100 [6.9, 100])

* . Clopper-Pearson i

S BT, FICHEIC L 2B ROFEMITREAOMRIL, R40EBY THoT,
4 BRROTEMITRER
(hSE, BRI RHRER., 201743 8B —F v b4 7)
% (%)

BARLER AARNEEMH

81 % 2 131

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
7% (CR+PR) 43 2

(=R [95%CI"] (%)) (53.1 [41.7,64.3]) (100 [15.8,100])

* . Clopper-Pearson %

[Zz421E]
ERIC[EISE ARRABR (CTLO19B2202 iR, 7 — &% 1~ hA T H : 20174-4 4 25 H)
BEFLILTH/75 1] (100%) (2586 Hav, BIERNIE TUT5 B (94.7%) IZ788 BT,
FEHLEN 5%LL EORIERIZERS D LB Thotz,

25 ZEBRN 5% EDORIER

VPN | Bl (%)
FEARGE 75 15
(MedDRA/J ver.20.0) 4= Grade Grade3 L) |
2FIEH 71 (94.7) 55  (73.3)
MER LY R fEE
FEENEAT BRI E 20  (26.7) 20  (26.7)
=i 13 (17.3) 3 (4.0)
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i e 7 w7 Mg
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16

10
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58
22

BN 13
12
12
11
11
11
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A 00 00 o o 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)
9.3)
(8.0)
(8.0)
(6.7)
(6.7)
(5.3)

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

w 00 w

o N O -

A

35

o w o N

1.3)
(4.0)
6.7)
(4.0)

(4.0)

(1.3)

@2.7)

(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)



ViNp g=Cii]
K7 L7 2 e
i R I fLE
B o do L OV B R AR 7
3 PR
YT
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BV
JIb4EE
R hbE &
(23
PrELINTE
B i KL ORI E
AT EE
MRk EE, BOEhds ] OMERR RS
ERASRIE
Jifi 7 JEE
fa 7k
BARE
i
R £
i L

A% 30 B LAWNIZ 275 1] (2.7%) OIET R iz, SERIE, HREET
KON A 1B CTH Y . Z 095 BAMHIIL 16T, A5 & O LD L2EED W
AEW S & OREBERIIEE SN oTc, £z, R E#% 30 BB\ T, 17/75
Bl (22.7%) DI HFRD HAL, FERITEBAEST 12 6,
ROERYe, FRREREER OBER AL LFITHY, 2055, Bk L FIEARH LD
LD ALFRIEDOWT NI T & ORRERPGE ST, EFEREE 12O
TR & ODREBEENEE I NP o7, BANEFIZBIT2AEFRICL D CIX

D BRI T,

11

19
5

MR, A&

=

(8.0)
(6.7)
(5.3)

(9.3)
(8.0)

(17.3)
(8.0)

(9.3)
(8.0)

(10.7)

(14.7)
(12.0)
(10.7)

(9.3)

(25.3)
(6.7)

W w U1 ©

13

(5.3)
(1.3)
(1.3)

@2.7)
(5.3)

(4.0)

(8.0)

(10.7)
(6.7)
(4.0)
(4.0)

(17.3)
(1.3)

SRR EE, MEET



[E B I [F25 I AHRRER (CTL019C2201 iR, & —X H ~ A7 H : 2017412 A 8 H)
BEFLRIT 111111 1] (100%) (2R Hiv, BIVEA I 99/111 #51] (89.2%) ZFR& Hil
72o FELEN 5%LL EORIERIZFRE 6D EBY THHo T2,

*6 FHBRD 5% EORIER

R EWIPNAY Bl% (%)
FEAGE 111 %1
(MedDRA/J ver.20.1) 4= Grade Grade3 L\ |

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

2. 21 (18.9) 16 (14.4)

FEENEAT P BRI A E 14 (12.6) 14 (126)

I BRI g 7 (6.3 7 (6.3)
DR E

B 1 (9.9) 3 2.7)
B kL

T 1 (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)

W5 15 (135) 4 (3.6)

L 9 (8.1 0
i RIEE

P A NI A SR REGERE 64 (57.7) 24 (216)

Ky 707U i 7 (6.3) 2 (1.8)
[NES e

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

RRANY %l % 19 (17.2) 13 (11.7)

H i R H e 17 (15.3) 15  (135)

M7 vy F =8 7 (6.3) 4  (36)
TR TR PR

GIEPE 10 (9.0) 1 (0.9)

Jil¥¢h 7 (6.3) 5 (4.5)

FEIED E W 6 (5.4) 0
FE R

PETLIRRE 6 (5.4) 1 (0.9)
R L YR BEREE

12



AR EE 6 (5.4) 4 (3.6)
MR, HERES & OMithR R

% ] 3 8 (7.2 2 (1.8)

[N7Ehd 6 (5.4 3 2.7
i A

AR 1 23 (20.7) 9 (8.1)

AEhBEE#% DS 30 HLAIZEW T, 3111 il (2.7%) DOIELTHFED Hiviz, FERIX
FRHEMEIT 3HITH D WO S A T LD (b 50EE & ORI BRI S E ST, it\
Kb 5% 30 H I ’%‘b\’f\ 50/111 5] (45.0%) DIEILENFRD Bivtz, LN, FRATE
1T 42 5], ZhdastsRe N AEMRE 2 41, M, e+ a0 WA
fiti tH i, 12 i%‘ﬂmf&@ﬂ&mﬁ% 1ITHY . 205 Bfiti 1 FEA S &N LD b5
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