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1. IXC®»I

FAERERL OGN « ZEMEOFEROT- DI, IR STEEICE S W - EIE 2 H sk
DoHND, 5T, IEORZEM OMEHRIC L 0 EHE 22 3 AR T 2 i A R R A L g
DAGRINDH T, IO OFAERSER- N2 BICNERBE RS 5 2 & BB OFE &
o TEY ., REFEMEOEE L SEOEARTTEE 2016 CERL 284 6 A 2 ABREIRGE) 2BV TH
HHTH EIR A EOSEH ORE{LHEEEZ XS Z L LI TWD,

B 2 R FAE R SERL T, REEHSZ 2T v 7 7 A VBB DS b
HOMNCERDZ NS, ZD72d, AIMER LM T 2SN+ oEMT 5 FTo
M., YEEAEREULOEELZBR ZIT L ENMHESNIEECH L THEHATLE L
(2. BWEH SIS LB LB ki a & 5 2 & DS ATRE 2R — T D Bt Al 7= 3 1 S BE el
THZLENEETHD,

L7 o T, KA KT A2 TiE, BRBEESLCINE TILEOLN TV D EFEREN - B0
RS & DI FOFEAEERSRIS QR /26 2 T 2850 OB RB M B2 T &
O EFEL T,

B, ARTA KT A 0%, MSIATEGE NESR L EREAHR A HEAE . —MRAEE N B AR
. TBAEEE AN B AR - RS —EETE A BRI - RS, BAR
MR B RIEF S, BARBG FHIREETS, AAEEEAN B RBERER 2010 b
EVERL LT,

X5 & 7n D PR HRE R
TLYoURE (VY ATET Yy v T ra—kn)

Xt L 2 HAhRe, A ITMERE -

PLUF O P35 LR O AT B L Y o /Nl

o OVEAMEMIART B MY >N, JFORPERERE ORIAR T B MR Y oo NE, B R AR
FERTX Y LoNE, EEVEE B MY oo E

B3 ST B E O JERME U o |

7277 L. CDI9 FURAZAEN & L& A T RS ARAR B T AR IEOIREIR N 72 <, HE
BRI B OO JE 23 20 O B SR B s M E IR IR LS LFoOWThng
7= TG A RS,

o WEEEHUREMEEIER DX U L JEUS O KA B ORI Y S E M OB U oD
BE T, PIROEE T 2 [BISL EOLFHRIERE, BROBE CTIIERZIC 1 RILL Eofbs:
FREREN BV | ALERRIEIZ X 0 2 2TNE LN - UTIBIFRZICHRE L

o JEMEMEY L NENEEER L S KENE IR O v ) VNEOSAICIE, BB R
%o 1R EEETe, WE 2 B EOLFEEIERN G O | FREESRE ORI LY 28
MG DR T UM FRIER ICER L

o JEMEMEY LoEUAOIKEME B MBMEIER T U Lo EMN R R U 2 I R R
JEIER X U REOSAICIR, TEEEREZIC 2 BILLEO(LSERIERENH | T EEREE
DALFRIEIZ LV BB GO 72 - 72 T BRI B3 L




R% L D RER O ESURER B

<EFHEBETOEMERT 7 = L — 3 A ~ R fE R~ Dt >

. AmER7 7=l —3I 2%
HIMEKY 7 = L— 210 K0 | FEEhBRN LB EZER 2 BT 5,

2. AHIMERT 7 = L—3 RAFEM DI
R L7ZAMERT 7 = L— ZEWE ., 1~10°CICREE ST ARSI U AR R
iR ~wE T %,

<SRBT O AN~ E >

3. ARbhOSZHEL ORIF
SR LT2REE TR 22 L, fEHERTE TRIFEERXHHT (C130°CLLT) THufs RS
2o

4. EHETORTLE
MIERAEEIC LY BEORELMHEZE L, RGO 2 BRI 7 HRTE TIZELFD U 238K
BrREAFIIEZIT O,
INEZT ) AT L L TC30mgm? % 1 H 183 HELSHEFER Y7 rhRAT 7
SN EAME) &L T300mgm?% 1 B 1[E 3 ARBLSHEEET S, k. BEDIREE
(BREREMEESE) (T v EERET D,

5. ARiho#Fh
BB ERNCAR S Z T 5, . AT, CARFEELA THIE E LT CDS Bk (20
X 100~50X 100 flH]) K& T8 CD4 B Hfifa (20X 106~50 X 1094) % . A& FHHIlad A E 2R b
T 100X 1058 % B A= (FiFH : 44X 105~100 X 10°{) 1=, CDS B:flia & O CD4 B Al o
At oA 1 @ : 0.8~1.2) L7ed L5, CDS [HMEfMIE 2§ kN 5 L 721212 CD4 15
PEMRE 2 §FIRINR 595, 728, RMOF&EIT LN &,

(R D GIZ L D RIVEH ORI 5 ZANZ DWW T)

Fo ) R~7 GBI z) HEOREITHER., AELOHE

PHRESUT RN« BESSAE BL) T AR TEIRIE S RE 5 A N O A Vi HE R

FEROHE  @E, h U A~7 (Esfiz) & UCARE30kg L EIX 1[0 8 mgkg, A 30
kg AiE 18] 12 mg/kg % miEhiET 5,




2. AdLORH, R

TLYroUHE (L ) TR =T va—k, LT TR EWnW9) 1%, BEKR
YIS D> CD4 BRME T #lliE K OF CD8 Bt TS, Ein iz Lo F oA L AR Z—%
T CD19 Z#HFRAVIZERFRT 5 CAR Z A UK - B S 74 T A HRER S 4L, RIS & [Akk
WCEBPOERIC X AR R A M L ¢ BRIRNICER 5 SN AEERERL TH 5,

AREICEISFEA ST CAR T, CD19 Z 4 EANICR#T 2~ U Ak scFv, & M IgG4 & ¥
RKAAY, B N CD28RERE KA A >, WA 7TV RAAL L THDE K 4-1BB KUt b
CD3{ M DAERR S D, 728, AITIZ CAR & & biZ, BB TEAREZFMT 2 720 Ok~
—H—& LT EGFRt P BIGFEAEIN D, A2 CDI9 R L~ E785k4 2 &, EA T
Wb UCiEME L, i, MR ESEo=T =7 4 —KEDESGEZ L1-53, ZhbDEMRICLY,
CD19 B5t: D B HEIaME D IS Xt UM 2 JEik S 5 BB I s 5,

ARehDOEGEIZINI D, HIMERTY 7 = b— v X% KiEEO© 2 BRI 7 BafE Tl 3 A3 FiEke
T CARTHMIFIOAF 2 ESESHBTY VKR EFEE CLF. [LDEREE] Lv))
EATOMENDH D, EHI1T, KEOBGIZI VYA NI A VHEGERE (LT, TCRSI &Wv9)
EOBEBRWCICED RN DEIEANRO LNAFREERH B, LR -T, 7721 —v
ADFENEH, LDALFHFIEO EhiH , RO G R ORG%ICIE, BEOBIE L+ T, 2
DRBO LN HEITIE, FBL Lo FHGITS U7 MR 72 86% & R A FFOEANIC K D . BTG U
TICUSIZB W CTELN 2 E A S R LE 21T O LERH D,



3. BRARAGE

R UTEERTEO OVE AMERHIIAL B i Y o <& (LAF, [DLBCL) ) . JRREMEHERR I iu sy
Bifay > 3E (LT, [PMBCL] ) . mEMEBMIY > & (LLF, THGBCL) ) . BEi#E
BREMEEIER X U 8 (BLF, T6NHL) ) e OV ST EEATEOJENME U > RO KGR
REIZREAM 21T - 70 £ 72 R RBR O Al &2 7~ T,

[Fzhi]
3.1, ¥ THEERER (017001 3RER)

PR ST EEIATE B Ml NHL B F 2812, RGOFAIMEENEEEoRFNE BN L L2 s
WIEXT BB S T FEERER (LAT. T017001 88BR) &\ o) EHi S iz, H70EIR - BRo R,
F1DOLEBY THoT-,

F1 ERBER - RIEHE

< FERPELTE>
o FHEITHEHAMOLLT oW oA O B lifult NHL 245 % 84,
» DLBCL =7x— | : DLBCL*, DLBCL ®JEiE% ~x3 MYC } OV BCL2 & BCL6 D [ij J57>—J7 O Ttk % & £
5 HGBCL, PMBCL & L < Iyttt > & 7 L—K3B (LLF, [FL3BJ L)) E@ah, 7
VERIHA 7Y URERNY Y X T (T CD20 BERGEK) [ L AEEREZIT TR, o2 L
A LA ERE T B S HSCT 2% 7 B,
>  MCL aA— bk 1 VYA U EO(LFHRIERENH S MCL 8B4,
e Lugano &% (J Clin Oncol 2014; 32: 3059-68) 27V, PET bR Z A9 % Bk,
. ECOGPS A7 A 0 Xt 1 DFEE**,
< BRAMEAE>
o [AMERT 7 = L—3 ZADEHiA 90 B LA O FITE HSCT D FEMREN H 5 g, FEMiRT 6 7 HAUNICT LAY X
~ T ERESINT-BRE, BRIV AURNICIALZ T Tr T R B a5 an- B,
e CAR THIBEREIE L& s TEM Sz THIRIRRE N & 5 B34,
o MBI X DRENTIRMREROA DB,
*  de novo X3 tiNHL
#* o JRBR MG E S S AROUETE T, ECOGPS 2 a7 3 2 DEE & BEEATHETH - 12,

AL OO K OV B U3 5 1:1%. 5L CD19 CAR Tl & LT CD8 Bk T #ifla J T8 CD4 Btk
T ffa o GAIAE DA EAY 50, 100 XiX 150X 100 & 7225 K 5. CDS8 Bt T I, CD4 Bt T
DN, BIAICHIRNK G35 Z & L a3,

HERNTORLOEE LHEZIEET S Z L2 HENE LT, BILEE L TUTDY Bk El
FRE (BUT, [LDABSEE) LW )) 21TV, LDALFEIEOK T 2~7 BRRICARS 2 55
rlEant, 0. KLORGEHMTICHRES oy ha— L DlbDHBARE (T vy s
{LERIE) RSNz, 7V v Uy ZERREE, KHEOTAAA] (1 HH72Y 300 mg/m? LT
DY IaRAT 7 I RE) ZEHATL2E L3, LDALFEIEORMGA LY 7TARTETIZRE 15
kkanr,

(1) AL D LD b5

I BARATZ 7 I R300mgm? KOV AZ T e 30mgm? a0 giuh 1 H 1L 3 HE AR
W, 7, BEORRE (BHERES) IS TIZAME TV RWIEY 7 KR A 77 I RO
B EOBENMTOITZ, 70k, 3 B O LD ALSRIEER ISk 2 151 2 B EFRN BB LT
BIETNVETEU R XTI 7 B R A7 7 I RO GEZEIHR G 3Fishviz,

(2) 017001 7B O BEIK RS

DLBCL =7-— kT 100 X 10 Z £ 5- (CD8 Bt T Hflifel (50 X 108#) % gk 5- L 721412 CD4
Btk T A (50X 10°M8) A RN E) Sz B2 2 B EEHMERIC W T, FEFEER & S



A7z Lugano Z£#E (J Clin Oncol 2014; 32: 3059-68) (2D < MNLEALZ B S OHIEIC L 5 2R8E &
DFERITR 2D LBV Thote, 2EEIG [95%CH 1X 74.4% [66.2,81.6] THH ., 95%CI DT
PRS- HANCHE S - BIE R EI G 40% % Flal- 7z,

#£2 FEFEEEHOKRE MIFEERZESOYE, PASEM, 201945 RAT—FH v b4 7)

B (%)
PAS 4 (DL2S)
133

CR 72 (54.1)

PR 27 (20.3)

SD 13 (9.8)

PD 14 (10.5)
Non-PD* 2 (1.5)
BAEYCED 5 (3.8)

£7%) (CR+PR) 99
(&F2hEE [95%CP] (%) ) (744 [66.2,81.6] )

a : Clopper-Pearson

* 0 R—=R T A DO TOFER AT PET 2SFHMERRE SUTRFEM T, CT A7 — Y Ol EES < K BRN
CR. PR, SD O#G, MMEEZESOHTEIZ L DR BIEHZIF L L Tnon-PD LHIE LTz, £2RHHEGOH
HIZFEW T, non-PD (IS & ORT &6 27 o 72,

%72, DLBCL =78 — h DA ZWWERHNTRREMIC 1T 28T E O/MRITE I D LB Th-oTe,

3 FPROMEFE WrEEZRROHE, DLBCL A SMMEMATXRER, 2019F8H 2 AT —F Uy ~47)

BilEx (%)

256 {4
CR 136 (53.1)
PR 50 (19.5)

SD 28 (10.9)
PD 28 (10.9)

Non-PD* 4 (1.6)

BT R 10 (3.9)

427875 (CR+PR) 186

(75hEE [95% CI*] (%) ) (72.7 [66.8,78.0] )

a : Clopper-Pearson {/

* N RT A O TOMAMRER C PET BSFIARE UL RN T, CT A7 — VORI D < fg R
CR. PR, SDO#HA., MBFEZAZOHEIC L DR BIBFR L LT non-PD L HIE LTz, 2EDEIGOR
T BT, non-PD IFHZ85) L PWMiT 2 B8 Z 72 o 72,

017001 FRERIZ I3 1T DRI R D22 EI G ORERITIF 4D LBV Tho T,

# 4 FMABAEBIOEREDORER
(017001 3B DLBCL =& — k., 20198 5 2 BF—F v F47)

DLBCL HGBCL tiNHL FL3B PMBCL NS
TFL* TFL*LLSh
131 43 33 {3 57 45 18 3 4l 14 11 256 {3
LIl CR+PR 89 25 48 11 2 11 186
A n (%) (67.9) (75.8) (84.2) (61.1) (66.7) (78.6) (72.7)
[95% [59.2, [57.7, [72.1, [35.7, [9.4, (492, [66.8,
C12] 75.8] 88.9] 92.5] 82.7] 99.2] 95.3] 78.0]




CR CR 64 20 36 7 2 7 136

EE n (%) (48.9) (60.6) (63.2) (38.9) (66.7) (50.0) (53.1)
[95% [40.0, [42.1, [493, (173, [9.4, [23.0, [46.8,
CI#] 57.7] 77.1] 75.6] 64.3] 99.2] 77.0] 59.4]

a : Clopper-Pearson i
* o BRI RaYE ) oo

3.2. EIREILESE DM (JCAR017-BCM-001 RE5) (BCM-001 3RER)

B3 OTHIEBYED T 7 Ly &7 B fllfaE NHL B3 2 5512, RO R OZ e KiE %2
B L L7-IFEmRIE RERRILFES DHERE (LT, BCM-001] &\ 9H) EM Iz, %
R BRAMEREL, RS5DEBY THoT2,

F5 FREIR - RILEE

<ERPRILE >
o FHRNITERMEDLL T OV O/ O B Ml NHL 284 % B,
» adk—h1:WHOZE (20164) (Blood 2016; 127: 2375-90) (23:-3% . DLBCL*, DLBCL OJEHE%
RY MYC O BCL2 X% BCL6 Dl Ji 7v—Ji DS T ##§8%HF 2% HGBCL b L < IX FL3B L Wi &
. T b A 70 CRERKRY Y X< T7 (Eho CD20 E193K) 2 &Te 2 LY A U Eofk
EWEE T TR,
> adk—h2: WHOSEE (20164F) (Blood 2016; 127: 2375-90) (2J3&-3% ., DLBCL*X % DLBCL DjfE
%Y MYC OV BCL2 X% BCL6 D )5 /»—75 D5 T TRk 2 3% HGBCL & L < X FL3B & 2
SN, TURNITHA 7 U URBRRERY Y R <7 (XEhod CD20 FEHI3R) Z&de 1 LY A Db
L% T - HSCT NG O BB,
>  ak— b3 (HARDOAR) : ak— b 1 X2 Ok RER -3 B,
o EFEOHIRE MMM HER S TWD BRE,
*  ECOGPSH 0T 1 DL,
<BROMIEE>
o BT CDI9EERRIEZZ T - B3, BEICHSCT #2838 (adr—h20H) ,
o THOM/MRRERE S AR BAIAR Y o NE, JFURVEA RS JGIRT B AR Y > o)fE, PMBCL. Jn#t: EBV 5
% DLBCL K UOVN—F» b U U [liZ2 A9 5 B,
* ¢ de novo XTI E et IENRIEY & (LU, TTFLJ )
ok JEEREREHE LY 2 iOWET T, ECOG PS 2773 2 OEF L., Fi, S REXIIFRERICIVERE
(LR ) O HSCT IS A I Cy o4 CTOBPUBRANFLIEITEH S L TV DA DA R — F 2 LT 3 DAL
BEATRRICE T SN,

ARG D FER O &I, HLCD19 CAR THlig & LT CDS B5it T #iE K O CD4 Btk T Ml D 5
AAEL O AT 100X 1088 & 72 % X 5, CD8 Bk THiIAE (50X 10/) % E k5 L 7=# (2 CD4 |5
PE TR (50X 108ME) RN H-3 5 2 & & Sid-,

RN TORLOATS LR MMET S 2 L2 N E LT, BIMLEE L CLLTFO LD (LS k%
1TV, LDALZEFEDOR TG 2~T7 BRRICARLZHR ST L L ande, £, Ao RIER b
R a L b — DO OHNAIRE (T v T{LSEE) BRIz, 7V v 74k
BT, RAEOFBAA (1 BH7ZY 300 mgm?> LA FOY 7 akA7 7 2 REE) 2if+52 L
& XL, LDALFREEDBMGA LV THEIETIZRE T THZ & & &,

(1) AfiRLE D LD (L3

I BERATZ 72 R300mgm? KNT AT E L 30mgm? Vb 1 H TEL 3 H AR
WL, £7-. BEORRE (BHERES) IUSLTIAMETEL R UTIT 7 a0k A7 7 2 RO
B EOENMToNTZ, 7238, 3 A O LD AL REE T I 2 151 2 B EFRNEEL L5
BTN TE HWNRITY 7 ar A7 7 2 ROFKGEZBETRERTIE S,

(2) BCM-001 75 0 i oK il




ARFRBR DA D 72 HEATEE R Q01949 H 13 HF — 4 v MATHE) 1CBIT 5 TEEHGIE
B & &i72 Lugano 6% (J Clin Oncol 2014; 32: 3059-68) (2D M HFEZESOHTEIC L 2 2R
HEIGOFRRITIR 6D LB Tholo, &2FNEIE [95%CI] (X 58.8% [40.7,75.4] TH V. BHIfHE
40%\ZxkF L CHERHICE BECTh o T-, 72, adm— b3 (BARAN106) OeZshElE [95%CI] 1%
70.0% [34.8,93.3] Th -7,

#6 FEIMEHEEOMER MSBEEZESHE. 20198951387 —Z2 v hA7)

=S

aR— b1 aR— k3 EXES

2445 104 3443

CR 7 (29.2) 5 (50.0) 12 (35.3)

PR 6 (25.0) 2 (20.0) 8 (23.5)

SD 6 (25.0) 0 6 (17.6)

Non-PD* 1 (42) 0 1 (2.9)

PD 4 (16.7) 3 (30.0) 7 (20.6)

£7%) (CR+PR) 13 (54.2) 7 (70.0) 20 (58.8)
(22850815 [95% CI*] ) [32.8,74.4] [34.8,93.3] [40.7,75.4]

J llpfEd - - 0.020

a : Clopper-Pearson 14

b AEIKUERM0.025, IEfE THIRE

*: R=R T A B ORTOFAMR R T PET B3I AR UIARFENM T, CT A7 — VORI F-S < e BEA A CR,
PR. SD D&, ALFEZEROHEIZ L Dk RIGHEAR & LT non-PD & Liz, RAEIE DOHE A TIT non-
PD & HZ5h & Lz,

20206 H19 BT —# 1y bATHESIZBIT A RNEEORRIZRTOLEBY THY . &2R0E

A [95%CL] 1% 63.0% [47.5,76.8] Toh-o7-, £/, 2k —1+3 (AARAN106]) OETHEE
[95%CI] 1% 70.0% [34.8,93.3] ThH o7,

#7 FEIMEEEBOMER MEBEZESHE. 20206651987 —X 1 v b4 7)

[EE=S
aR— Rkl aR— b3 ENES
36451 10431 46451
CR 12 (33.3) 5 (50.0) 17 (37.0)
PR 10 (27.8) 2 (20.0) 12 (26.1)
SD 7 (19.4) 0 7 (15.2)
Non-PD* 1 (2.8) 0 1 (22)
PD 6 (16.7) 3 (30.0) 9 (19.6)
4278%) (CR+PR) 22 (61.1) 7 (70.0) 29 (63.0)
(2 EIE [95% CI*] ) [43.5,76.9] [34.8,93.3] [47.5,76.8]

a : Clopper-Pearson 7}

* 2 NR—= 2T A HBORT OIS T PET DSFEIANRE UL ARER T, CT AT — Y OFHIIZ S < ik BZIAEDY CR,
PR, SD D&, MIREZHBOHIEIZ L DR BIBFAR & LT non-PD L HIE L7z, BEZEIE OHEH Tl non-
PD 3L L,

BCM-001 #BR 2 331F D HAREBI O ZZhE G OFERIZER S D LBV Th o Tz,

#8 HBEBOHE DR
(BCM-001 3B&, 20204£ 6 F 19 AT —Fh v "4 7)

DLBCL HGBCL tiNHL FL3B XN
(TFL D7)

30 #31] 4 {51 10 i 2 151 46 il

ESe 3 CR+PR 17 (56.7) 2 (50.0) 8 (80.0) 2 (100) 29 (63.0)

n (%)




L [95% CI?] [37.4,74.5] [6.8,93.2] [44.4,97.5] [15.8,100] [47.5,76.8]
CR CR 9 (30.0) 2 (50.0) 4 (40.0) 2 (100) 17 (37.0)
HE n (%)
[95% CI#] [14.7,49.4] [6.8,93.2] [122,73.8] [15.8,100.0] [23.2,52.5]
: Clopper-Pearson i




[Zett]

3.3. AL TARERER (017001 3ER)

DLBCL R — MIBWTANENEE S 72 269 4128\ T, AEFERIL2674 (99.3%) IZFR
o, BITERIX 2014 (74.7%) (238 oz (F—%Hh > 47 H 2019458 H 12 H) , &7
— RORBIEIEN 5% EOBWERIZRID LB ThHo T2,

#9 &7 — RORBEHEN 5%ULOBHWER (01700138, —F by b4 7H 12019484 12 H)

BERKRSE BEE (%)

HEAREE N=269

(MedDRA/J Ver. 21.0) 271 —FK JU—FR3LE
ERWEA 201 (74.7) 93 (34.6)
SRS

YA b I A U HEERE 113 (42.0) 6(22)

Ky 7 a7 o iE 22( 8.2) 0
MRRRESE

SHIR 36 (13.4) 2(0.7)

ik 30(11.2) 0

FEMED E N 26( 9.7) 1(04)

RFERE 22( 8.3) 3( 1.1

fibdie 17( 6.3) 11( 4.1)
—ik - £FEER LOREIBAORE

T 48 (17.8) 1(0.4)

FEEN 19( 7.1) 0
MR LY R EE

I T BRI 44 (16.4) 43 (16.0)

2 1. 37(13.8) 28 (10.4)

i/ IR i 31(11.5) 27 (10.0)

FEPVELT BRI 14( 5.2) 13( 4.8)
rErpRE

SEELIRTE 31(11.5) 2(0.7)
BREE

i 15( 5.6) 0
DB E

TR BE AR 20( 7.4) 0
mEREE

ARG i 12 28 (10.4) 4(1.5)
REB L UREBEE

FARIRE 16 ( 5.9) 1(04)

A O G K O35 30 HLANOIET X, 3BIICERD biviz, BRI, OVF AV
fEsE MAEMES a3 v 7 DFERE 1B Th o7z, 2D o5, OVF AMEMBEREE K OVHIE D%
LBNE, AL E OREBBRNEE SN2 o7z, TOM, F&& 5% 30 B H £ TlOmBEITIc L v
6 BIMNIEL LT, Tz, RMOFRKEG% 31 B BLIEOAERFRICI DT, 8269 6 (3.0%)
RO Bz, FERIT. EATHES BEME IV E DS 2 1, S, IR AR R SRR . N
JiE . EBEREAEGRE, BUIEMES 3 v 7 ROERE 1EThoT2, D9 b, HITHZEMEN
EE., i, SIS RE R BIEMRED L BlIL, ARG E OREBEEAEE SN2 hoTe, 0
fith, Fck&¥e59% 31 B HLARRIS, EEITIC LY 996128, ZofdJFIKIC XY 34 (GRER & B
IRV IMZE T 9 e OVOVE AMEREIENRE L) 23T L., ERAHD 4 BIOR TR E S N7z, F

10



72. MCL 23— F TABPEE SN 17BN T, Ao &E S5 R OBE%00 56 30 HUN
@Hiﬁ%ﬁﬁiﬁfﬁﬁi (LA, TTLS) ) 12X BN 1§, RO G554 31 B BEAREICONE A%
RS L DTN 1RO LATEY, 20955, TLSIIAM & DREBERIIEE I N0 -
77

3.4. ERILFEE DIHRB (JCAR017-BCM-001 3XE) (BCM-001 3RER)

aR—h 1L EOR3 TREDPERE SN 46 KI8T, HEFELIT464 (100%) ([Z3RO S0, Fl
ERIZ 424 (91.3%) 2RO BN (F—F By b4 7H 1 20204E6 4 19H) . £7 L — KO3
BUEIA S 5% EOBWERIZE 1002 BY TH- 72,

£10£7 V— FOREBRBEGH 5%LL EORWER

(JCARO017-BCM-001 Bk, F—FH v b4 7 H : 202046 A 19 H)

AENRZE BEE (%)

HAGE N =46

(MedDRA/J Ver. 21.0) £L71—F J1V—F3LE
2EIER 42 (91.3) 29 (63.0)
&R LY v REE

T HHER DD E 24 (522) 23 (150.0)

2 ifiL 18 (39.1) 12 (26.1)

M/ NI E 18(39.1) 13(28.3)

M i Bk e 11(23.9) 10(21.7)

HEEMELT BRI AME 6(13.0) 6(13.0)

&7 4 7'V /7 i 4(87) 2( 43)

U VBRI E 3(6.5) 2( 4.3)
—i% - 2HEER X UOE 5 ORE

FEEL 18 (35.1) 0

%t 6(13.0) 0
SEREE

YA NI A R HEERE 19 (41.3) 2( 43)

Ky 707 ) i 4(87) 0
HREREE

IREAE 4(8.7) 3(6.5)

Wi 4(87) 1(22)
rErREE

PHELIRRE 7(15.2) 3( 6.5)
HREE

iy 3( 6.5) 0

BB E5% 30 B ETOEEERICIAELIE, 16 (ar—F1) ZRDLNTZ, §EI =gz
Tifaw At & OREBERITEE S 2o T, ke h#% 30 HH £ Tl HEERETICEID5E
O BN o T2, KO G% 31 HHLUEOGERRIZI BT i\ 2131 (ZT—I\
1\ :'T F3& 1B RO B, FERITD P A VERUNE, Sl iE A~ SIEEREN S 16 ThHh
o, TDHIH, ATV X riﬁﬁzmlf“@ﬂﬂ ARG E DRIEBMRDEE I N2 oTz, ZFOfth, ik
Be54 31 B BRI, HEREITICL D 19613 LT,
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4. HFIZHOWNT

ARMOWETAMIKT 7 = L— S A BLIA T L, LD CFRIEARS DR B L TERAH
EEGIED LB TR 2 LD, ARORSSEDREE LB - FEL, ARORY
I &0 ERABERARI LIBT3 2 L BUETH S, LiiioT, ABIEUTOO~O
DY AR MR BT 2 L EA b 5,

O HERIZTOWVWT

D1  FRROM~@)DT XTI YT IR THDH &

() ARG « S IaRIE TR E D L B RGRE EEDO 2 TOHE 2N/ 2R GRE
BT AV —1) FREAT TV —1ICHET L2RE GREEED S L, Biia—7 4 x—~
—DORLEILR D IELSN 2l TR AT 5 &,

Q) AEEZRICHTHIEGEHENTRERICUEZZE L TWAZ & (A30] HrEE P iRR=EHE
(1 HIzHoX) 1) BEETIREEmE 1 0D [4) Bt PR EEIE 4 OW-F
ZJRITH TV B EEREEEE)

(B) 77 =L — AEBROM I LIZEREA Y v 7 (B, BT, AR A SRR
T5EHE) AREEINTEBY., 77— A3 by 1 4DEBRAY v 7 (&
Fifi, HiEhf, BRI SO TR ) (2 X B BRI K ONE R~ 0 HRE A 23
,STWDHZ L,

4 KinOEIER L EVEICET D FMANET 5720, BElFR L OEEO FTEE Shb
KD TEFRER AT L (LYA M) | ICTHEEREEZITO &L b, AMIZHRELNT
W5 BGEGE AR A 2 NS T 5 Z LR ARETH D 2 L,

O -2 KHIFLTL B AR Y o 7 <BE L ONEAPE Y o ~BEORZW ., 1R OARES - BIVEA RSO 5HG
oy Te ik b kA L, BERFEEREDFEMT H. AMOERICH o TO#REEET L
TERD, IBMOBEEZEO THEEARE SN TS Z &, BERKIZIE, £ 11 O)~B)D
TRCWCEYTAEMMPBEROEMLE L LT ILARBESN TS &L BT, £ 11 OO)ITiEY
THEMMS 1AL EREIN TS Z L,

#11: BROBELEZICET 2 ES

(1) EAGFFREE, 6 FULOEERREZA L, 95 3FEL ET, MEEEEEOMEEZIT>T\nH L,

Q) EMAMIEBAICE T DUHEIC L 2 IREMNERE 1 £ EH Y, LEARR & FHRBEFEEE LWL D
ko

(3) FREEMAIBEEOBREFEN S EHD Z L,

© BERNOFEAERSERLICET S HREROKHIZOVT

FHAERBEER T 2B RERIEF T 2N ENERE S, REREEEPLOERED, A
M - ZEMFICB D HHROE BN CEME (IS o MMz, ~ES - BWERNRAE LS A
DEATINR D FEHFFEPBLNIATON LR E -S> TND Z &,
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Q@ AES - BWER~OHIRIZONT

@-1  fEskisHIcBE 5 24

HELRAREA - BWEANRA UIZBUT, 24 BFRTR2IEIREI O ., YiZhtiak SUTEEEMR I BV T, 5
B LU-EWEAICES U T ABRE L QLB A OREEAY A PG o, B HISKHSRTRERAE 23
FoTWNDHIE, FFIZ, CRSOBRARFILEA T, MU X~7 GEETHBZ) OEENALES
AICHESR SN CND Z &,

®-2 EREFECIDITRE - BHER~ORMISIZEEY 2 B

JGHIEL B AMIE U o SR O U o EE O 2 5 BEFI RO 22 Gk K O RE 2 5 E A
FENARE - BWERO®=42 U U 7% &0 EIRIE & HRE A TE 55— AEBERTH M S
TWBHZ L&, 7ok, TOKRHNIZOWNWT, BEEFZOFEICHDITFEMINTND I &,

®-3 FEE - BEHEROBE RSB LT

REL - BT UC, M aia i Rk o s Fb & A 2 [ERT & (BITE OBkt
RSB LTI R KB A b s &MHCH 2 2 L) L, BB E A C & 5 Uil -
TWHZ L,
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5. ERARLIRDBE

(FEElc B+ 5 FH]

O TROBETALOEZMENERIN TS, 2B, MHEMIZ W T WHO 4 ESET 5 TUAK
(F12) ITHES<,

PUT OFF 38 SUTHEATE O KM B A Y > il
* DLBCL, PMBCL, tiNHL, HGBCL
FRFE ST ERIAPEOTRRANE Y >3 (%)

7272 L. CD19 HURAARN & Lo A 7 HUR = A AFEBL T Ml OaRIER 7. BF
& 1M S AR AT O 5 23 70 WO R T H FE M IR IR LB T, LFonTh
N TSRS,

e tiNHL LAA O KA B U o SR ONERRlE U o S EOBE T, I OEE T2
A VUL EOAREFERE, T OBE TIEAREZIC 1| 74 VU EOLERIEERH Y . b
PRIEIZ L B BB E LN o 7= TR BICHER LT

o JEMEMEY LR EEREL L. tiNHL OGA 2L, REERREO 1 BILL L2 &, WA 2
FTA VU EOALEFRERER SV | TBEERE O(LFRRIEIC LV 2RGSO o T
A EEFIERIC TR L

o JEHEMEY LoRRELIANOARTEME B MifErEIER U U L@ i L 72 iNHL O%5
\ZIE, BRI 2 T4 VL EDLREREN S O | IEERH% OLBRREIC L 0 e
FEIDE SN o T2 UL FRIER ICER LT

(%) PERRMEY oEICOW T, o RBRAEE T AHREEIZL Y. Grade 3B ER2Mr S
BIZ, 2 T A UL EOARFIRIEIC X0 BRI S DR h o T2 ITIRIRG IS LT BEIC
BHETH L,

@ TRICHKYT 2 BHIARROR RS L3R B,

o VYR =T (BHEELZ) ROT v F TV A7) o RPUEMIELER 2 & TR
DR

o URMPEERIIE O E AR B e U > SE (PCNSL)
o BMED AT Y b X —EEHROBEERD b 5 BF

o fOEMEE (72720, ATOIEREMEESRKEZRS) OBEERHD, il Ly
2ER BRSNS HER S TV ERE

T RGBS O B RENEISS, 7B BT LE . FUR RN, ROSLIRE ORI
B 36 93725 SR T2 RO SR IS5 2 BB S NI (TS U R 2 D AT — 2 1 D)
A

[ZeticBE 4 5 HIE]
O TRICHEYTIHBIEIARLDOBEENER - 2L SN TWDLZ EnD, 52TV &,
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o BHITAMDEIIIXT 2 IBBUEOBAERE D H 5 e
o JFEMELE LTHWIZIEEBN BRI EAZER D . BERANLUANDO LD TH L5

® TRICEYT AHEBFICKTAARGOEEIZONWTIE, KAEOEESWERHL SN TE LT, A
OFERIG L 72 B 720,

e ECOG Performance Status' 2\ 3~4 M #3& (ECOG Performance Status 73 2 D BE IOV T
1T, FOMOEGRIRIESE 2 ZB L., BEGEOAEE2YRFTHZ L)

(37 12) XHMpam BHEKG Y o BEOMERRE (WHO 43XEHET & AR

Diffuse large B-cell lymphoma, NOS (DLBCL - FEF#ER!)

Other lymphomas of large B cells (% DD KA B #lif U /<)

T-cell/histiocyte-rich large B-cell lymphoma (T Hifal/AEAREK & 5 A GRS B A U o /i)
Primary diffuse large B-cell lymphoma of the CNS  (JiLF& M4 H X #% 52 DLBCL)

Primary cutaneous diffuse large B-cell lymphoma, leg type (JFF&PEFZf§ DLBCL « FAZ#HY)
EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus B4 DLBCL - JE§5527)
Diffuse large B-cell lymphoma associated with chronic inflammation ({EY£4$5EIZ£E 5 DLBCL)
Lymphomatoid granulomatosis (U > \JEAR A ZERESE)

Large B-cell lymphoma with IRF4 rearrangement (TRF4 i % {2 5 JGHIARM B AR U >/ <JiE)
Primary mediastinal (thymic) large B-cell lymphoma (JFUR PR M iR A B e U > /<)
Intravascular large B-cell lymphoma (IfiL & WG B #ifm U o /i)

ALK-positive large B-cell lymphoma (ALK B4 B Hifa U o <)

Plasmablastic lymphoma (JZEIHFERMEY o/ )E)

HHV8-positive diffuse large B-cell lymphoma (HHVS [5if% DLBCL - Ff:4F27)

Primary effusion lymphoma (JFISPEMAIERR Y o /&)

High-grade B-cell lymphoma (iiBMEE B AL U > 2 Vi)

High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC 35 & OV BCL2 & BCL6
D ST I3—T7 OFRERLLE 5 FFErEE B Al Y o/ ShiE)
High-grade B-cell lymphoma, NOS (i 7EMEEE B el U o /N - JEAR LA

B-cell lymphoma, unclassifiable (B #Hf@ U > /SJif - 3HIAHE

B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (N AR KRR Bt U o /Sl & A8y % 2 U »/SBB O FPIRIRY R A
o B >N - R ARRERY)

! ECOG Performance Status

Score

E

0

4 MR STRBTE S, Bl L R U HHARASRIRZ <ATX %,

1

PIAREIICIH L WDIEB LRI S 2 28, AT AMET, BAEERDME > TOMRITITI LB TE 5,
Bl BT FREE

2 BATARECH G OH DEIY O Z LT TN CTHREEAMERIEI TE RV, AP O 50%LL Lig~<y MCiZd,
3 RONZHDOHOEY DZE LMTERY, AHD 50%LL EE Xy B2 T CTiRI T,
4 ELENT RV, BOOFORD OZ L1FEL TERY, BRIy R+ I,
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6. REZERLTHEETNXHFH

O WACEFONA, RIERFEER D RIT 2 G FIED S AR OFME K O L O 72012
A TN B L M a1 D Q/RY Y [ 2 s A RN

@ BB D, BB I OFBRIADE R Qa2 +3CA L, FEEE T o
G452 &,

® FREWERO~FT AL FMZHONT

vavl, TF74T7F%—%ETrinfusionreaction NH HoNDH I ENHDHDT, BE
DIREEZE BT B & L bic, RENRD LNIZGEITIE., @WERAEEIT) 2
L. infusion reaction ® Y A 7 2 572D, RS DK 30~60 77Rilc, 7 T I/
T2 ROV T2 KT I TEOMOE 2 X 2 v HI ZEERETR ARG 25 2
Lo AMEENTRARELRE, AIBREATaA FANIEHR Lenwz &, 7F 747
F—FEOBRGIED BEOFEENEH L-GAIH A, ReEEOHEHZ LTk 2
L,

CRSRHLONDLZ ENBHDHDOT, REDOEGIZHTZ> T, MERHBREEITH L. %
O ARIME, SR, R, RERSEE., MEREEMEY O SHRRERES O BRRIERIZ O

T, BIEE+2ITATH) 2k, 2. BRENRBOONEAICIR, BEIRGEEE AL

AHEH O CRSEF T /LT Y XA KN CRS Tk AR FOEHMICHE, W72/ E 21T
5 Z &, BCM-001 iR & E X 72 CRSEELT ATV X AFR 130OEBY THD, 7

. 017001 3 M Y BCM-001 iRERIZ BT, RGO P 5-B0162>5 CRS OAJEIFHEH E T
OMOPRE EPH) X, ThENS50H (1~14H) KU40H (2~14H) Th-o
7o FTo. CRSIZEHHE LT, MmERERMED v SHRREKIES ]S ST b,

# 13:

CRSBHT7NITY X A

Grade ®

RHALIE

Grade 1
FEE (38.5CLLE)

A $e 54 72 R UL BfiE L TV 555
XHERRIE 21T D0

AL BEH-1% 72 FEEAR O SHE
MEIZR U T, by U X~ 7 8 mgkg OFFIRNIR G- 2175 (1 Kl <%
5., 800mg AR RN &) . Fo, THXFAZY L 10mg D 24 KE T &
DERNES O b EE T D,

Grade 2
FERDZHPEE DN A% W
HE L, MANTIET
Do

FiO, 0.4 K DOBE T H 5%
WEET S, fiERb L<
IR D 1 DD FEHE
WS AR, i

AdhPe b1 72 RE LA ERGR LTV D 54

F U A= 7 8 mg/kg DFFARNIRG-21T 5 (1 KfilMT T 5., 800 mg # i
2N L) o F, TRV ALY 10 mg D 12~24 HEE T & OFRNE
5OFHbERT 5,

AN G 72 BRI O84S

U A= 7 8 mg/kg DFFIRNEEG-%4T 5 (1 IRRINT THR G-, 800 mg % i
RPN E) o Fo, TEVRAEZY U 10mg & 12~24 Bif 2 & IZER IR
595,
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Grade ®

AL

Grade 2 Dfifizrmit, FHE
O IR D720,

FFEOIRIE T 24 FEILANIZ CRS OENTRD HNRWIEE . XITRHEIC
BT B5A

NV RS T EBERS L, TXTAZ Y OREE 10~20 mg (2l
LC6~12 M T L ICERIRNEE 535, F72. BRRMBEE O o 5K % M
95 (B BuiE, AIRHERERS) .

PLEDIRIET CRS OUGENTRD Hivze\, XiF 2ol e B b ikl 3 o 5%

AN
(=)

TRV RV U EERE Q0mg & 6IFE L ICEIRNEE) L L, HE
WELT, AFAT L RF=vnrr 2mgkg 5%, 2mgkeg % 1 H 4 H)IZ
SEFS. 7 BLUANICERED) (28l x5,

s AU X2 T E2EBEE LT TH CRS ORFRARD LNLGAIL, ith
DORIEMEF O ZRFTT 5, 28, bV X~T % 3ELEEET S
Lald, YU A= T O3 24 RT3 RUNE L, GFt4lETET
D,

Grade 3
AR 2% i T A N & B
L. TALIKIET 5,
FiO, 0.4 LA F o # e 5%
WEETLH, mHEL L
ITEBDOHIEHE L V2
L9 A IKIME, Grade 3 ®
figgsEit, XX Grade 4 O
N7 ATIF—F L
H, FBEORE IR

kU X~ 7 8 mgkg DFRNE G- %175 (1 IR TR 5. 800 mg % iR
AN L) . T, TEVH ALY 10mg & 12 REE T L ICEIRN B G4
D

24 B LANIC S EDFRD D vZevy UL CRS NAGEICELT 554
Grade2 DH A X 2 AIZHED

N TR 289 AR — R 24
B, XX Grade 4 Dliggs5
M (b AT7IF—F
FRHEZRRL)

W,
Grade 4 U A= 7 8 mg/kg DFFNRNEE 5247 5 (1 KEfI T THeG, 800 mg %
Aedin e g ER 27N &), Flo, TRV AX Y 20mg & 6 B I L ICERIRN B ST

%

24 RFE AT EGE D R D BV, Xid CRS BNEGHIZEALT 2856
Grade 2 DH A X# 2 AIZHED

L EFIH

o RELHEE%IT CRSAER (BB, MATENEARZ T, KMBFES) 2ET=4V 7L,
RN 24T 5, £72. MIECRP, 7=V FUROEENRTA—F %E=HFY
N N

e F XY AL UG AR LTZE AR, D L 3EERS, XX CRS K OB
DIPRIER DML T D E TR L, Wiz R 54252 &,

*Grade 2 DEEIEL, BEAKRERSHERTHE T, HEZE=2V T E2E/ L,
MREEHOREAN & xFREREE (BRR AT . BRI X ORI 7o BB Al 7o, iRl
HOEHBEORTEIE) #1755, WRRFZVROOLNIGEIE. MEE=41 "7
ERETT %,

*Grade 3 UL EDOBAIT. ICU ICBWTE=X U 7 cHiEfns, mATERE & ONE
OB, HREARIE 21T 0, MRAESDIRD SN HAIT. METt=2V
AT 5.
eGrade 3 UL FDBE L, MEREEME Y o SKRERE O FTREMEZ BRIV B2, 7 =
VFr, MU ZURY REQXRTZ 470 7 OBEEBE L, BHE2eH % 5= L <
FHEIN T TH D EIYEHFEO [ HEEZ RETd 5,

1 @ Lee H @ Grade HIEHHE (Lee . 2014 4F)
¥ MY X TOFRGICHIZo X, b AT ORMICE, WESALA NEERAGTHIZ L,
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* 14:

MRBEGNHOLDONDZ ERHDHDT, RMDEGIZHT-> Tk, BE, KiEE, &
B B, FEMWEO FV, BREOBERIERICONWT, BEEH0ITITO 2 L, BEN
WO HNTGAITIE, BERGEEE PR T DR OMRERELE T LI Y AR
PRERE UK T D T OB RICHE, WE L4475 2 &, BCM-001 FRER A £ 2.
TR REREH T LAY XAIR14DERBY THDH, 728, 017001 KBk & X BCM-
001 FRERIZE VT, REOBEHBALA) B MR R FHOYEIFHE £ COMB O E (F
BH) 1%, #NFN9.0H (1~66 H) KM 7.0H @4~13H) Thol=,

HRREREET LY X4

Grade ¥ PR ARGS

Grade 1

AP bt 712 ML ERE L TV 256 - Rl 2853 5,

A 505 12 WA OLE « T A XV 2 10mg % 12~24 T &L 12 2~
3 OM#BIRNE ST 5,

Grade 2

FRY ALY 10mg & 12FFF T L2 2~3 HIE GEIRDSHERET 5B EI13 L
b)) RN T 5, BIBE AT v RIgZBENE 3 A 282 5858 13
EEBT D,

24 RERILANIZEE N RO DR, SUTMRRER N EL LB AT, T3
AB DR OP G 2R 20 mg D 6 el = & £ THET S,

S 51T 24 FEERRE L CHHENRD LR, EROZEREITHRD b
5. XIEMEEDTEIHESRD SN AL, AFALT L K=Y o & §k
5T 2 Qmgkg 5%, 2mgkg % 1 0 4[ENSHERE 7 0 LN
)

Grade 3

THRH ALY 10~20 mg & 8~12 BF#] Z & ICHIRN 595, IFEMHED Grade
3 OERICITRIE R E AT a4 RO S 20,

24 BRI LAICHEE D RO DAL, IR FRR B LG/, A F L
TV R=yurEHRNEGT 5 (58X OBEEIX Grade2 DT A ¥ A%

)

RIS DN DA, BHROATF LT L F=y o 28IkRNES (1~2

g, METIGE U T 24 W Z &I 0 3BT, BRRIIC LB RG-S 3T 5., ) K&
V7 mARRA7 7 IR LS gm? 2§k L, AR IE R O\ iR G R %
ZET D,

Grade 4

FRY A KL 20mg & 6 B T L ITERIRNE S5,

24 BRI LANIZELED RO b 7e, UM RFEENE(L LGB, AF L
T R=va rEHRkNES T2 58K 0MEEIL Grade2 D A XV AR

) .

BZENRSEDON 2551, SHEO AT VTV F=Y v z2§ikNEks (1~2

g, MBI U T 24 B 2 & TR 0 IR, RIS L B A il S, ) &
V7 aR A7 7 2 K L5 gm? ZFRNES L, BHKHRER N2 G R E
LD,

1 : NCICTCAE %% Hv 25,

BEIIFEN D HOND ZENHDHDT, KinDOFEEIZHT2-> T, BARIEREZHER L.
BRE 34T Z &, M, BEEKOY AV AEIZ L5 A REY 2 & T T Ok
E (BUE, MiRE) 2o bbh2 ZENRHY | HCICELFINHRESNTWD, £

7oy BB ERBMENR H 5O D 2 LD D, £z, EITHSEME A EME
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(PML) 285 STV D 2 &b, MRIERD & b DN G B 13RI O 720 O b 72
AT (MFREEMRASC MRLIZ X DEG2ErE) 2179 2 &, AR E-ANZERRICE
ZIRIIERGED TR O DNIZE AT, FET 2 £ TARMOBR G 2R T 5 Z &,

B HUIFR X F CRIFR 7 A VAR v U 7 O BFH TBEHFEYE B\ T, RV A VA
NEEMELS N D ATREMN S 5, HIV BEFE IR T T A L AN 5 Al REMEDS &
5, AMEKT 7= b — A2 EETHr0ls, BEFRTA LA, CEFR YA VAR
HIV & O A BEEATERTH 2 L0 IR IA N R V) 7 OBE TR AR &
BT 25003, FEEREESHXA VA NV A~——DFE= &)/7%*5% B #
R D A NV ADFHEMEALRS C RFR DB L OB OHBUFEET H Z &,

R OEGHEBEL ElZb= 0 i/, Fhekeel, i o smsn s o
bﬂé:&ﬁ%é@f\ﬁﬁw&ﬁmktofi\m%mummﬁﬁ%ﬁw\%%@%
a2 +ICBETH &,

ﬁy7n7)/mrﬁ%5bhé ERHLHDOT, BEDOWREL FoIc8EL ., REn
m%hﬁ TILEYI R E (7 a7 ) iR E AT %) BiT o &
&%t r@@@$:ﬂ¢éﬁﬁ%+“ ATH &,

SRR BR8N = & B B DT, ARDBEICHT > T, M ERE
WEOWE R OBHIERE 2175 72 ¥, R 2T 2 &,

FEHIRRE A L OB EEDMIRRFRNH L DOND Z N D LD T, Ktk b5k O &
FIIT H B ENEEROE R 2 1 O B OB F SR WL OB T D 2 &,
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