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1. LI

FHAEERSERN OGN « ZEMEOREMRO DI, B SCEEITEES W 2l IE 26 23k
oD, EHIC E%@H%&%®@5K;D%ﬁ%&%ﬁwm%F%Tﬁﬁiiﬁéﬁﬁ
ﬁﬂaéhé¢f ZID OFAEEFRERLE A BN BE ISR T 2 2 L BB o E
o TEY | EMEGEE & WFEOIATTE 2016 (R 284 6 H 2 HERERIE) | kwf%i
B E SRS O H O b HEZ X5 2 L L EhTnd

HHRVERBE R 2 R T P AR R R T iﬁ%%%ﬁé@7m774wh%f@iﬁ&%
HOENCRRDZENDHD, 20D, AMMERNLZEMEICET 2 ERNH0&ERET 5 ETOD
B, YZHEEREMGOBEELRZITHZEnHHIN2BE I L THERNTLE DI
BIVER DR L 7- BBkt & & 5 2 & B AlHe/s—E O B 2 7= 3 R T %
ZENHEETHD,

Lo T, RITA RT7A4 0 Tlid, BARBBESSZNE TILELN TV D EFIEER - By
RHNZ IS & LU OFAERS R O foi 7ol H 2 i 2 BLa 0 D BB B B x &
O EFHERT,

k. RITA RTA 0L, MNATEIE NEIE S RS AR A, — VA AN B AR ik
. —AEEIEN BRI - MRS AN B A ML - iR E . HAR
MR BRI . — AR EE N B ARE R HHIRIRR S, AWAEEE A B A RIS
2OWIIOH EAERK LT,

)G L A AR E RS,
TLYoUEE (VYA TES Y =T a—EkL)

XL 2D ahEe. IR IMRE -

DU O3 T EEA MO AR B e U o/ XJif

o OFEAMESMARA B MR Y N NE, JRORVERERE AR B AR Y oo NE, R R R
FERTX N N, EEMEEE B MR Y N E

PR OSUTEREMEOJEIEME Y > E

PR TS D~ > RV Y o fE

PRI U T EEEME O DfgE Y )il

7272 L, CD19 HURZIER & L7 A 7 HURU A AR B T ez A ORI 720 B IR
%,

MR LR REROH & XLERRE

<EFEEETOAMET 7 = L— 3 2 ~H3EiE 5% ~ Dk >

1. AMEKT 71—
HIMERY 7 = L—3 A28 0 FEshERA AL ER 2 8T %,

2. HMERT 7 = L—3 RAFEMOBGIE
BEL7ZAMERT 72 L —3 ZFEME ., 1~10°CITERE SR G558 (R EL L CA AL L
Lﬁlﬁnx’\iﬁ\%‘a‘é




3.

<EFEB T Oz AN~ G >

At DI OPRAF
UG L7RRBECAR M A L. I ERTE TR ER KA T (130°CLLT) Ttk friFd
60

B E RO RTALE

MERAFIC LV BEOREEZME L, RG5O 2 HFin o 7 HATE TIZLATFO U 738k
BrEALFIRIEEIT O,

INETELY VR ATV E LT 30mg/m? % 1 H 18] 3 HESHEFFER RN 7 0k 27y
2N (AP & LT300mg/m?% 1 H 1[0 3 HEAREEET S, 2B, BEOIRE
(BFEREREESS) (2 X 0 WHEBEET 5,

Y NTH/Y N

PG BERNCARMZ R T 5, @E., AR, CARZEEA Tl & LT CD8 G (20
X105~50 X106 i) % O CD4 BRI (20X 105~50 X 108 ) % . &bl R E 4o
T 100X 10%{H %2 B (FPH : 44 X10°~100 X< 10%{&) (=, CDS8 BHIHAMIN I O CD4 B o
Moty 1 (#PH : 0.8~1.2) 725 L 9. CDS BEMEMIE Z H RN BE G- L7212 CD4 [
PERIE 2 B RN 595, 7R, RMOFRGIT LR &y

WERTEE: TIVAM v Y= 27 A TS

(R OEGZ X 2BIWERAOIEEIZH W B EHAFNZ-SW1T)
Fo ) X=7 (Bl ) HEOPEIIHE, AELROHE

ahiie

(TR EERESHRIRIAE O A b A R E R

MEROHE mE, M) XA<7 GBI z) & U TR 30 kg UL EIX 1[F] 8 mg/kg, (K

30 kg A 1% 1 [0] 12 mg/kg % S EET 5,




2. AROFE. FEREF

TUX o OHIE (& VYT EE Y T a—kL, LU TR v 9) id, BER
Fo I k> CD4 BG4 T fifa . OY CD8 Bk T Mlifaic, @ /i v F oA AT Z—Z
fcms%%ﬁm_mﬁﬁécAR%%ALP% B S B 724 TR DRER S, BEIRS & [REE

(CEKPRAERIC X D16 2 ] L T #IRNICE 5 S o BAERKRSERL CH D,

AREBITEIE - E A SH7z CAR 1L, CD19 Z RIS 5~ 7 AHk seFv, & | IgG4 & ¥
RAA, & b CD28 B KA A >, NN T 7V AL ThsHE b 4-1BB L OE b
CD3; DA S D, 7B, AdmIZIE CAR & & b2, BIETEALEEZTMT 572D O mm~
— 71— & L CEGFRt B FEHAINS, ARbh2 CD19 Z 3B L - fifu 2585k 5 & | %AT@W
Wt UCIEME L, BEGlE, MG ES D=7 = 7 # —iEOEEEZ L 7- 53, 2 bOERIC
CD19 [5G B flfa OS2 %F LS ML 2 St S & 2 W03 Wi S b,

AREOBGEIZENL D, AMEKTY 7 = Lb— 2% RGO 2 BEin S 7 BATE TIZ 3 H M
T CAR T HifaD A% 210 E ¥ 2 BT Y U8R b E (LT, TLDARSRE, Lv9)
EATOMERNDH D, SHIT, KEOEEIZX VYA S A UiHEERE (LR, TCRS) v 9)
EDEERLTICE D WH riﬁ%p‘éﬁﬂ’ﬁﬂﬂﬂ WD HENDAREMRH D, LIz ->T, 77—
X@%mm an%ﬁgm%m¢ RO G H R OBE#ZIZIE, BEOBEL I TV, B

P BT EITIE, R LTS UM B 72 F05k & BB 2 FeoERlc L . IR T
‘fEU%Kﬁwf%?%ﬁéﬁ%@%ﬁhﬁ@ﬁ@%%ﬁ5%%ﬁ%éo



3. ERPRAGE

R XA O KA B fE U o NiE (O AR BRI Y > )i (L F. [DLBCL]
EW D) | JFORYERERE IR B iR Y >N E (LR, TPMBCL] S\ 9) | MRS B Mgy
YNE (LR, THGBCLJ &V9) | WEEREKEMEEIER U U Vo E (LR, [tiNHL) &
VW) ) L B UTERGTEOIERIMEY o8E (PR, TFL) & 9) | ERSUTEREED~ > Ry
Afa Y X (LU, ITMCL) &V 9) KOFRUIERARMHE LS Y v E (LR, TMZL)J
LN D) DIRGRERZFEN A 1T - 72 2R R R ER O ki &R T,

[Fzh]
3.1. HEAE 1AERER (017001 FABR)

B SUTEEAYE B MIaTE NHL B8 2 550, A0 R O ZetEost2 B & L7-EER
et HEAE THEER (BLF, 1017001 35k Lvv9) AEME Sz, B8 - bR R, &
1DOEEBY Thol,

R1EREBR - BRI ERE

<SEPUFLE>
o FHRENITHEHIEMOLUTOWT O o B fat: NHL 28+ 5 83#,
> DLBCL =274— b : DLBCL*!, DLBCL O f&% k9 MYC & BCL2 & BCL6 Diifi 57— 5 O AR
Zf£5 HGBCL, PMBCL % L < [ZJEfattV > /) Grade 3B (UL T, [FL3B] &£\ 9) LM
N, 7V R TV A7V RERRV Y S~ (Mo CD20ZEHE) (2 L BEBE2Z T TRBY., »
D2 LY A VU EO(LFFRE T FE MR (LT, THSCT) L\9) 2Z7-8%E,
> MCL =i/"— b : MCL &@2WrEi, 7 ueHl, 7 b Blgas s h—BHEE BTK) KO
U Xiw7 (o CD20ERIER) #5302 LU A LU E2 O EEER 2 CHER T A &
Tpot- B,
*  Lugano £% (J Clin Oncol 2014; 32(27): 3059-68) (Z7£\ ., PET [GHERBAEH T 5 B4,
e ECOGPS 27780 k1 DEE*S,
<BRONFEUE>
o HIMET 7 = L —3 2ADOFENERT90 H LN O FEFRE HSCT O EMERENH 5 BE . Eligie » ALNICT LAY R
v T EREISNEEE . EMFI3VALNICTIAL I ELRITY T R v aih S B,
e CART MIRIEHRE LB FEM SN 72 T AIRIEHREN B 5 B,
o EEMRJEEIC X BTN AR O A D B,
*1 : de novo X % tiNHL
*2  JRBREMEEHE ES 7 BOWETE T, MCL E2ZBiEh, 1 LU X UL EOEEREEY ST TR XITERNE &
TRol-BELBEARETH -7,
*3  VREREMEEER S IROWETE T, ECOG PS 2 2778 2 DERE L BRIFRETH -1,

A O FEN O B3 7L, CAR BHE THllE LT CDS 5 T i & O CD4 51 T
i o HME D4 F 2 DLBCL =27 — R Tl 50, 100 3% 150 X106, MCL =274 — bk ClX 50
X100 X108 (F & 725 X 5. CD8 FLVE THIM, CD4 Bt THaDNEC, B2 ICFIRNIEE G452 &
L&,

RN TOROAEE LR AZRET 5 2 L2 A E LT, BILEE LTUTOU »RERBRE
L (LT, TLDABEFEE] L)) 2170, LDALFERIEOK TG 2~7 B ICARM 2B 59
ArlrEnz, £, RLOBIEHMPICFER 2 Fa—A DO OFNAEE (Vv
{L52E) BNFR STz, 7V v VU ZEFERER, BAEORAAK 1 HH720 300 mg/m? LT
DY IaRAT7 7 I RE) 2FEHTHI LS, LDALFEIEORMGE XY THATETIZETT5
ZEtani,

(1) AiALE O LD {b2piEsE



/7R A7 72 K300 mgm? KON LF T E L 30 mgm? 20T h 1 H 1R, 3 BB ER
Wb, £72. BEORE (BHERES) (S TCIATTELVRNXIIY 7Rk A7 7 2 RO
B BEORMESTONTZ, 708, 3 HEO LD ALSE SN T ke 2 151 2 H EF G0N L=
ABETINVETEVRWNXIEY 7 aiR A7 7 2 ROBRGEAZEE IRE IS,

(2) 017001 35k O iR pkAR

@O DLBCL Zt7A— k

DLBCL =75 — R T 100 X 108 = £ 5 (CD8 FME T Mk (50X 108{#) % FFARIEE S L 7212 CD4
B T #HAE (50 X108 18) Z&RIRANHRG) SN7-T7- 5 A0MEEMER (PAS) (2HOW T, M
JHH & &7~ Lugano J&%E (J Clin Oncol 2014; 32(27): 3059-68) (=3 < M2 A Z B S DOHEIZ X
HEFNRNEOMRITR 2 DLBY Thole, 2ENEIE [95%CI] 1% 74.4% [66.2, 81.6] THY |
95%CI O IR FRNIHE S N 7= BEETNE S 40% % Elal- 72,

F#2 FEFMELDOKE MIHFEZESLYE. DLBCLPASEM, 201944 R BF—%b v b4 7)

B3 (%)
PAS £ (DL2S)

133 44

CR 72 (54.1)

PR 27 (20.3)

SD 13 (9.8)

PD 14 (10.5)

Non-PD* 2 (1.5)
BTN 5 (3.8)

£7%h (CR+PR) 99
(&FHhEE [95% CI2] (%) ) (74.4 [66.2,81.6] )

a : Clopper-Pearson =

* 0 R= 2T A HEOETOFMR R T PET 233 RREX IR FER T, CT A7 — VP OFHICE S & BEZH RN
CR. PR, SD Oif, MMFEEZESOHTEIZ L 2 BIBEDE L LT non-PD L HE LT, £2RIEIEOH
HIZ IV T, non-PD (TIEZE5) & MV MRAT 21T - 72,

%72, DLBCL =17~ — F OFWEMENT SEFMIC BT 5 RGBS O RIIEIDLEBY TH o712,

#3 ZEPBNEOME OMSIBEZELSHE, DLBCL AWM RER, 20198 A R BT —F¥ 4> b47)

B (%)

256 il
CR 136 (53.1)
PR 50 (19.5)

SD 28 (10.9)
PD 28 (10.9)

Non-PD* 4 (1.6)

BAEY N 10 (3.9)

2% (CR+PR) 186

(&Z=EE [95% CI*] (%) ) (72.7 [66.8,78.0] )

a : Clopper-Pearson /£

* o N—RT A RO TOFER R T PET BB RREIIRER T, CT A7 — VORI &5 < I BHRR
CR. PR, SD D5, MMBFEAEZESOHEIZL 2R BIGEE L L Tnon-PD & HE LT, £2RYEIEOH
HIZ BT, non-PD 1E3EFER & IRWVEIT 21T o 72,

DLBCL =R — MZE T A MBI OB EOMRITRA4OLELY THo T2,



# 4 FBEBIOFIEORR
(M EEZESHE, DLBCL AL, 20198 R AT %y +A7)

DLBCL HGBCL tiNHL FL3B PMBCL ENS
tFL* tFL*LI4k

131 {5 33 43l 57 {3 18 4 34 14 151 256 15

) CR+PR 89 25 48 11 2 11 186
EA 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, [49.2, [66.8,

CI*] 75.8] 88.9] 92.5] 82.7] 99.2] 95.3] 78.0]

CR CR 64 20 36 7 2 7 136
Ely n (%) (48.9) (60.6) (63.2) (38.9) (66.7) (50.0) (53.1)
[95% [40.0, [42.1, [49.3, [17.3, [9.4, [23.0, [46.8,

Cr’] 57.7] 77.1] 75.6] 64.3] 99.2] 77.0] 59.4]

a : Clopper-Pearson {%
* o R HRHRE R U o

@ MCL z24h— b

MCL = 75— K T100 X 108 % £ 5 (CDS BAPE TR (50 X 108#) % FFARINPE G- L 7= (2 CD4 [
T #f (50 X108 E) ZFARPNES) Sh. BTKi 281 2 LY A UL EOEHEIERENH 2 BE
DI ZRG L LTz PAS IZOW T, FEFAHEHE & &472 Lugano L% (J Clin Oncol 2014; 32(27):
3059-68) |[ZHAS L MNIBELZEBROHEIZ LD ERZPENEOMFIIR S DLEBY Thote, &R
ElE [95%CI] X 86.5% [76.5,93.3] THV . 95%CI O FIRNFRNIHTE SN -BEERZHE 4
400/0%_"J:|E]’)71f:0

#5 TEIMEDOKE MIHFEEELYIE. MCLPASEHM., 202318 19BF—Z Wy T 7)

FE (%)
PAS (DL2S)
74 131
CR 55 (74.3)
PR 9 (12.2)
SD 5 (6.8)
PD 0
Non-PD* 0
BalEY O 5 (6.8)
4783 (CR+PR) 64
(&R=REIE [95% CI7] (%) ) (86.5 [76.5,93.3] )

a : Clopper-Pearson 7% (2-sided 95% exact Clopper-Pearson confidence intervals.)

* 1 N—=2 T A HEOET O A T PET 233l REE UTARER T, CT A7 — P ORI IES < g RN
CR, PR, SD OHA . MIEEZESOHEIC L DR BIBEHREL LT non-PD L HE LT, 2EHEEOH
HIZIBW T, non-PD 1ZIEZH) & AT 21T - 7=,

F7-. MCL =i4— KT 100x106 {2550, 1 L AU FOREEERNH 5 BE 2 E0h
ERAT I SR EFIC B T 2 ZhEIEORIZFE 6D EBY Th-o T,

728, MCL 27— MIIZEHAEN 1 LY A OB O 2 6], BiAREIC BTKi IZ X 5 1REZ%
TR WEEEBRE 46 (D B 2BIE, AAEN 1LY A OLOHWRE LRI L) BNHAAN I,
4 I 2 B3 B PEREAT ST AR 25 S BRAN S L7228, 4 il & b IS A TR B 2 L TRERE Y [E fili
HIEBIZES S ER (CR) BED LI,



#6 ZEPEIEOME MrEEZESNE, MCL EERBITISRER, 2023 1A 19T —% v b47)
B (%)
BT R &M (DL2S)

77 i
CR 58 (75.3)
PR 9 (11.7)
SD 5 (6.5)
PD 0
Non-PD* 0
B 5 (6.5)
275 (CR+PR) 67
(&EDEIE [95% CI*] (%) ) (87.0 [77.4,93.6] )

a : Clopper-Pearson i (2-sided 95% exact Clopper-Pearson confidence intervals.)

* L N— AT A ROETOFER A T PET 285l REEIIARER T, CT A7 — Y OFHEIZE D BRI
CR. PR, SD O, MALHEEZBROHEIC L DR EREDR L LT non-PD LHIE L, 2FHEIEOH
HIZ BV T, non-PD (T2 & VM 217 - 72,

MCL =27/R— ~® PAS 5 b, HeIEMHEPRARER U O A, Ki-67 7 BiEIS . TP53 Z£R0
A, KO Blastoid Morphology DA RO FEIE OFEFIIER T DO LB THoT2,

£7 WMOEMBOEHEORER
(I FEERZESHE, MCLPASER, 2023F 15 19ATF—F 4y h47)

HoE A M AR AR SR U Ki-67 38155 TP53 &R Blastoid Morphology
N

" e 30%H  30%LL E ) pil3 " i3
7 i) 67 151 12 15 55 {3l 18 5l 30 f51 20 i 43 15

7%  CR+PR 6 58 9 49 16 27 16 39
wE n (%) (85.7) (86.6) (75.0) (89.1) (88.9) (90.0) (80.0) 90.7)
[95% [42.1, [76.0, [42.8, [77.8, [65.3, [73.5, [56.3, [77.9,
Cr*] 99.6] 93.7] 94.5] 95.9] 98.6] 97.9] 94.3] 97.4]

CR CR 6 49 7 43 10 26 14 35
S5 n (%) (85.7) (73.1) (58.3) (78.2) (55.6) (86.7) (70.0) (81.4)
[95% [42.1, [60.9, [27.7, [65.0, [30.8, [69.3, [45.7, [66.6,
CI?] 99.6] 83.2] 84.8] 88.2] 78.5] 96.2] 88.1] 91.6]

a : Clopper-Pearson i% (2-sided 95% exact Clopper-Pearson confidence intervals.)

3.2. EpiFESE D3R5 (JCAR017-BCM-001 3%5%)  (BCM-001 35»)

3 UTEEEED T 7 vy 7 B RME NHL B3 &2 3P 8102 R DOA Mk L 2rEokst % |
My & L dEEMIEx IRERS LR TARER (LLF, TBCM-001 ABR) \v9) NFEEShi-, I
HER - BRAMEHEIL, E8 D LB THhHoT-,

£8 EER - BRAERE

< EPRFLYE>
o FHEXIHIBMEOLITOWTh o OEFT O B Ml NHL 2 F 5 % 8#,
>  dR—k1:WHO 2 (2016 4£)  (Blood 2016; 127: 2375-90) |Z}#:-3% , DLBCL*!, DLBCL DJEHE
Z9 MYC KO BCL2 3% BCL6 D5 i»— 5 OB A1 F#ZH 35 HGBCL ¢ L < IXFL3B £ %
Wi, 7o o047 0 RERIFRY VF~7 CULMO CD20EHE) A 5dr2 LY AL E
DAL FFRIEE Z T2 B,
» Sk —hk2:WHO %3 (2016 4) (Blood 2016; 127: 2375-90) Zk:-3% ., DLBCL*! XX DLBCL DO
FEZ 7R MYC ¥ BCL2 X% BCL6 D)5 )77 Diafn+HtEkZH 425 HGBCL 4 L< 13X FL3B &
WS, 7o NI A 27 ) URERIFZRY VX< (Efhod CD20 =) #5811V A 0D




(bR E % % 72 B HSCT Rl 0 BE,
>  ak—h3 (AARDR)  a3m— k1 XIE 2 OB IEIEL - B,
o EIEOERE CHBEZEMNICEHONER SN TV BHE,
e ECOGPS 7’ 0 3% 1 DEHE2,
<BRANHLHUE >
o IEEIC CDIYERRIEZZ T E, @EICHSCT 2% 1) 7-8E (af—h2074h)
o T HIM/AAREREE M B AR Y > E (LLF, [THRLBCL) &\9) | FEEMEE AT B
U 3fiE, PMBCL, J/ifintE Epstein-Barr virus 5% DLBCL X OV —% > h U Vo3 EEF T 5 BHE,

*1 : de novo XTI EHHIENAMEY o %@ (LLF. TtFL) &\ 9)
*2  VEBREMEEE RS 2 IOWET T, ECOG PS 2 a7 A 2 DEF L, Flh. 2 REVIHFREEICEIY EHE
{LFRET OV H Z HSCT (SRS T, o4 CoFER/ERI L REICE S Lfb\éiz%é.\m%k:m‘ }\ 2 K3 D
FCBERATREICA T Sz,

A O FER O ESIEAFEIL, CAR BHAE THIlRE L CDS I5ME T #lf & O CD4 [5ME T
A O GHEL O EFEDY 100 X100 # & 725 K 5. CD8 Btk T MifE (50X< 100 ) % FARN# 5 L
72212 CD4 Bk T MR (50X 108{#) NEARNEE G35 2 & & &Sz,

RN TORLOEE EHGEZEET D L2 HE LT, AillE L L TLLTO LD bk %
TV, LD ALSEEEORK T D 2~7 HRICAMZEGT 52 & L sivz, £z, RihoRbEHE$
IZRE 2y b — DT DOPIRARE (7 v U JHRIEE) BNEFERSNZ, 7V v 7k
FRREL. BHEOFAAAl A HH72D 300mgm2 Ll FOY 7 ak A7 7 I F%) 2FHTHZ &
LEN, LDALEREOBBRE LV THMECICR TTH 2 L &him,

(1) RiALE O LD {L55RE

v/ uaR A7 72 K300 mg/m?2 N7 VAT e 30 mg/m? A2 \0Tuh 1 H 1 [EL 3 A B AR
W#EE, F7-. BEOIRE (BHERERES) (S CTINAVE TEV RISV 7 ahR A7 7 I KO
P BEOWENMTONT-, 728, 3 HEO LDbRIEER P Ik 2151 2 8 EFR0 8B L=
BIETINETE KRNIy 7 ar A7 7 2 RO®GEZHE X TERELNFIESI -,

(2) BCM-001 75 O Jifi & i At

2 LU AL EOWBEREO S DB XIEEE T Ly v T B AfEME NHL B 258 b Lz =

— M1 Eam— F3DOHEIEZLTIRT, b ars— NOAINEDFT- 2 TR (2019
ORI AT —X Iy A T7EE) 1280 5 EEFNMEH & S4172 Lugano 3% (J Clin Oncol 2014;
32(27): 3059-68) (ZHS K MNHEEZBSOHEICLL 2 E2RZPEIEOM™REEFRIOLEEY ThHhoT-,
2IZHENE [95%CI] 1 58.8% [40.7, 75.4] TH V., HIE 40% 2% L THEHUICER CTh o712, %
77, ar—5r3 (HARAN10 B O2FEIE [95%CI] 13 70.0% [34.8,93.3] Th-oT-,

£9 2hR— MEU3OTEFMEER OBE MMNEEZESHUE, 201989 BT —F Iy A7)

BilEx (%)

aR— M aR— 3 EXES

24431 1047 34451

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 (4.2) 0 1 (2.9

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

2% (CR+PR) 13 (54.2) 7 (70.0) 20 (58.8)
(&EPEE [95% CI*] ) [32.8, 74.4] [34.8,93.3] [40.7, 75.4]

Ji lpfE® - - 0.020

=3

: Clopper-Pearson %

B EKUER 1) 0.025, IEfE_IEKRE

: R— 2T A DT ORI AT PET 23 FEMREE IR EN ¢, CT A7 — Y OFEIZE S < HKRBEEN CR,
PR, SD &, MNIFELZEROHEIC L 2K BIBFEHE L LT non-PD L HIE L7z, £FHHIE OEH TIL non-
PD #IEFHh & Lz,



202046 H 19 BT —4 1 v NATZRRRIZEBIT 2 FEIEOMRITFE 10 DBV THY | 2%
5 [95%CI] 1E 63.0% [47.5,76.8] Th-o7l-, 7. @2xm—F 3 (HAAN 10 i) OLEHES
[95%CI] 1% 70.0% [34.8,93.3] TH 7=,

#10 A — FMEIOTEMEEE ORERE GIIFEZESHE. 2020E6A 198 F —F By +F7)

[N
aR— B aR— R3 EXES
36/ 1041 4671
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)
42723 (CR+PR) 22 (61.1) 7 (70.0) 29 (63.0)
(£750EIE [95% CI*] ) [43.5,76.9] [34.8, 93.3] [47.5,76.8]

a : Clopper-Pearson {%

¥ NR= 2T A HEOETOFMRES T PET 2N ATE IR ER T, CT AT — VORI S < BB BIHEM CR,
PR, SD OifE, MEFEEZESOHEICL 2 REBIFFEHE L LT non-PD & HE LTz, £FHEIEOHH TIX non-
PD ZIEZEh & Uiz,

aR— 1 EOak— b 3BT 5B ORGEIEORRIIENNOLEY THoT-,

#11 BB OB DR R
(BCM-001 RBR2A— k1 KO3, MIBEZBSHIE, 2000666 A 9T —F Iy vF7)

DLBCL HGBCL tiNHL FL3B 2k
(tFL D7)
30 il 4 f31) 10 41 2 31 46 15
B CR+PR 17 (56.7) 2 (50.0) 8 (80.0) 2 (100) 29 (63.0)
A n (%)
[95% (37.4,74.5] [6.8,93.2] [44.4,97.5] [15.8,100] [47.5,76.8]
CI?]
CR CR 9 (30.0) 2 (50.0) 4 (40.0) 2 (100) 17 (37.0)
E n (%)
[95% [14.7,49.4] [6.8,93.2] [12.2,73.8] [15.8, 100.0] [23.2,52.5]
CI?]

a : Clopper-Pearson %

HE HSCT JE#IGD 1 LY A OIFEED & 2 3 X THREDT 7 v v 7 B Mgt NHL i
Bhaxgl Licakr—b 2 2B 268952 FICRT, ARak— MOFMEO EEFHHEE & S
7~ Lugano J£# (J Clin Oncol 2014; 32(27): 3059-68) (ZJ&-3 < M R EZ B S OHIEIZ X D 2EY)
FIEDORERIIER 12O LB ThoT-, 2FDHEIE [95%CL] 1% 63.0% [42.4,80.6] THH ., Failc
FXE SV BRME 50.2% (2% L CHERHFRIICH B R ZITRO bivihoTe, Flo, adhx— 2 (HRA
2 41) ORFEEIG [95%CI] 1£50.0% [1.3,98.7] TH-7=,
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#12 ar— FM2OTEFMER ORKRE
(ML EEZBSHE, AHEMTIRER, 2022838287 —F v b4 )
Bk (%)

27 31
CR 13 (48.1)
PR 4 (14.8)
SD 3 (11.1)
PD 6 (22.2)
A S 9 1 3.7
SERZ%) (CR) 13
FRENEIS [95% CI''] (%) 48.1 [28.7, 68.1]
#%) (CR XX PR) 17
ERDENE [95% CI''] (%) 63.0 [42.4,80.6]
Jr Al p "2 0.128

*1 : Clopper-Pearson £
*2 0 FEKHEEF M 0.025, BEZNEIE 50.2% 209 % IERE —HHRE

AR— b 2 2B T DM OZEI G ORRITEZ 13D LB Th-o T,

#£13 MEEBOFMEOR R
(BCM-001 R =R — b 2, M EEZBSHE, AHEMAITRISER, 202638287 %y b2 7)
DLBCL NOS

AN
denove L HGBCL FL3B XN
18 14 0 f3i] 8 f3l] 1 {51 27 {3
T2 (CR) 9 — 3 1 13
SEEFNEE (%) 50.0 — 375 100 48.1
[95% CI'] (%) [26.0. 74.0] [8.5,75.5] [2.5,100] [28.7, 68.1]
%% (CR XL PR) 11 — 5 1 17
2FYNEE (%) 61.1 - 62.5 100 63.0
[95% CI'] (%) [35.7, 82.7] [24.5,91.5] [2.5,100] [42.4, 80.6]
* : Clopper-Pearson 5
33. AL S MAEERER (017006 3RBR)

Ty T AU U RIERD CD20 FERIHE 2 & T HIENERE O RS CHH A X R LA
% HSCT S D7 7 Ly v 7 B fiflatt NHL B# 235052, KihOF R L2 2K 5
DI ERIERSHER (LLF, 1017006 345y &\ 9) 3G S e, TR REYE - ProfJLue
FERMOLEEY THHTZ,
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K14 EER - RO

< EEPURLYE >

*  WHO 73¥ (2016 ) (Blood 2016; 127: 2375-90) (Z#-3%, fAMFHMEIC LV LTOWT o O/MER
@ B fifaE NHL & 2k Shi-BE,
> DLBCLNOS (de novo X |3 tFL)
> DLBCL OJEREERT MYCINT BCL2 & BCL6 D)5 7>—77 DR % £ 9 HGBCL
> FL3B

o TUNITHA V) UREAIKRRNY Y X2 T (IO CD20 EHEK) 25T 1 LU A U DILFEEERR H
LB,

e  ECOGPS 052 DEE,

. H % HSCT FEiE S 0 B,

<BRANHYE>

o IEREIC CDI9 EAEEE ST 12 BF,

AR OER OHESIFEH FEIZ, CAR REBAE THIlAE LT CDS [BME T fifa & CD4 [5ME T
O£ Gt DGR3 100 X100 # & 725 K 5. CD8 Bt T Mg (50< 100 &) % FFARN£5-L
721412 CD4 51 T Al (50 X1004#) ZERRNEE G352 & & shvr-,

HERNTORBOEE a2 RETHZ L2 HMNE LT, filliE s LCLLTO LD kL%
1TV, LD ALPRIEDOK T D 2~7 HRICKRMZEGTHZ & L anl, £7o, RanoREHE
IR ha— L DO DHINIRIE (7 v P M) NERSNTE, 7V v Y7k
RET. BRAEOHAAA A BH720 300mgm2 Ll FOL 7 ak A7 7 I R&%) 2@H+T52 L
LEN, LDALEREORBH XV THRE TR T T 52 L &his,

(1) BiALE O LD {bFHE

IR A7 72 K300 mgm? K N7 LE T e 30 mg/m? 20 Fh 1 H 1E 3 HBLSTEER
N#eH., F72, BEORE (BRHRERES) IS L TIZAX T EV RN IIL 7 aiR A7 7 2 RO
P BEOWENTOIZ, 723, 3 HEO LDAALSEEER TP ISk 2 151 2 FEFRLPREEL L7128
BIETINVETEC RN XIEY 7 ak A7y I ROBRGEAZEETL LN TE T,

(2) 017006 FR5x O fifs bk Rk Ak

AFRBR O A MED EFERHETE B & X372 Lugano JE%E (J Clin Oncol 2014; 32(27): 3059-68) (2}
SHMNEEZEROPEICLDE2FGNEEOMFIIRISO LBV ThoTz, &2FIHE [95%CI)
1% 80.3% [68.2,89.4] TH V. I 50.2% %} L CHAHUIZAR CTH - 7=,

#F15 FEFHEER ORKE WMIBEREBSNE. MBI RER, 2021489524857 —F 1y b4 7)
% (%)

61 {3l
CR 33 (54.1)
PR 16 (26.2)
SD 3 (4.9)
PD 8 (13.1)
SR S g 1 (1.6)
5642787 (CR) 33
SERTNEIS [95% CI'Y] (%) 54.1 [40.8, 66.9]
#%) (CR XiZ PR) 49
PRMEIE [95% CI'Y] (%) 80.3 [68.2,89.4]
J il p fE? <0.0001

*1 : Clopper-Pearson %
*2 0 AEKEER 0025, FEMEZZEIS 50.2%I25% 4 2 EfE " HHRE
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017006 X5k (2351 2 MR O =B A OfERIZE 16 D LB THo T,

16 HEBEBI OB ZIMEDRE R
(017006 A5k, M EEREBSHE, FHEEIGSRER, 2021498 24 BT —F v h A7)
DLBCL NOS

denove L HGBCL FL3B EXON
33 {3l 9 {51 18 4 145 61 {3
SE42ZE% (CR) 20 5 7 1 33
SERFNEIE (%) 60.6 55.6 38.9 100 54.1
[95% CI'] (%) [42.1,77.1] [21.2, 86.3] [17.3, 64.3] [2.5,100] [40.8,66.9]
%%) (CR XX PR) 28 7 13 1 49
2FPEE (%) 84.8 71.8 72.2 100 80.3
[95% CI'] (%) [68.1,94.9] [40.0,97.2] [46.5, 90.3] [2.5,100] [68.2,89.4]
* : Clopper-Pearson 7%
34. Ept RS MRS (JCAR017-BCM-003 325) (BCM-003 3R5)

T hTY AT REA RO CD20 FERIEE A 5 eI ENE IR O LA ICEHGME SUT 12 7 H LN
IZHE3 LB ZE HSCT )07 7' Ly 7 B #latE NHL B 260500, AR L EEREO A M
KONtz d 5 2 L2 A e LTCIFEmRBIESbibigii (BLF, TBCM-003 35k v 9)
PNFENE S HLTz, FERBPUEYE - [RAMEHEIIR 1T O LBV Tho T,

# 17 R - BRI EE

<SEPRELE>

e WHO 78 (2016 %) (Blood 2016; 127: 2375-90) [ZHS& | MBEFAOMEIC L 0 LT OV O
@ B HfEME NHL &2 S /- B,
> DLBCLNOS (de novo X /X tiNHL)
» DLBCL OEZREA RS MYCI NS BCL2 X% BCL6 D )5 )>— )5 Di&in B %2 A9 % HGBCL

> PMBCL
> THRLBCL
> FL3B

o CD20 HEHIM T v TV A7) UREREET 1 LI A OLEREEND V. #iGME (PD, SD, PR
X CREZERL 3 7 ARREBNCER) IEEH L7z (—RIBEICE D CRERRE 3 7 AL ER@#%n»>12 4
ALUNOER) BE,

e ECOGPS 201 DEE,

<BRAMEEE>

. H % HSCT FEiE S O B,

o IBEITEGFIBREL T CD19 EAYRIE A Z T T B,

e JR3M RS DLBCL, Epstein-Barr virus (5 DLBCL, /X—2 v U 2 %#E, X3 CLL b L <13/ 58k
PR VRN OB Y AT 5 B,

AN D R OV B 3 71, CAR ZSBUE T A E LT CD8 e T #ifi Jz O CD4 44 T
RO 5 A E O AFHY 100 X100 {8 & 725 X 5. CD8 Btk T fifa (50X 108 ) Z kNS L
72212 CD4 5% T MR (50 X 109{#) Z&ARNEEG 5 2 & &Sz,

ERNTORLOERE B ZEET 5 2 2B E LT, BILEE LTULTFO LD {3 EE
1TV, LD AL HREOKR TG 2~7 HRICAMZHR G T2 L L and, £, RioRLE M+
IR ha— DO DOHINARE (T v U T iR RITER SN, 7V vy v Uk
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FRREIT, EHBEOHINAK (R-DHAPY | R-ICE? X (I R-GDP¥ ) ZfiH+5- & LS. LDk
FREOBMEE X0 T HRIE IR TTA 2 L & &hi,

PRI EE D AE R O & U IE R R, E\IEAER 1 HE XV, IRBRETEMOREEIZ LY,
AR FEE (R-DHAP, R-ICE X3 R-GDP) OWFihg 3 4 7 Afeh (144 7 v 3 i)
X, FORIZHZ HSCT F OFA M i EpHa NI ST, R b FE 3 1 7 AEITT2%)
D3RR B AV BRI ZIL H 52 HSCT fFH KR EALFIRE) 25 T 5 & Sz,

(1) BiALE O LD {b55R1E

7R A7 72 K300 mgm? KON LE T E L 30 mgm? 20T h 1 H 1A, 3 HBLSEER
Wb, 72, BEORE (BHERES) OSC T TEVRWNUIY 7 B8R A7 7 2 RO
BHBEORENPTONTZ, 70k, 3 HEO LD ALSEE SN ke 2 151 2 H EHG 08B L8
BIEINEFTE RN ITL 7 0k 27 7 2 RO GE2WE IH 531k Sn-,

(2) BCM-003 55 O PR il fs

W REAEAT ORE . EEFHMETE H T 5 Lugano ZE%  (J Clin Oncol 2014; 32(27): 3059-68) (25 <
MR AEZBSHEIC L DA N MFHE (EERLHA 2 OEREZFDRWELT, PD, HIEX
{E#% 9 i & TIZ CR/PR % RIERK ITH M DIREIT X DHi 7= e Lnd AFIEOBIMEIZ OV T, Wit
PRBRANCHEER SN £ TOMM, LLF. [EFS] 2\ 9)) OfEFE K (N Kaplan-Meier #iffix, #
BEOK1IO LB THY, FERERREEICRTT 2 RMBEO BRI FRGE S L7 O] p i< 0.0001,
JERI Cox LN — RET L) , £z, HARN OREEES 6], EEEIRERE 4 ) OMA X NMAF
AR (P efii [95% CI) ) (%, ASEET4.2 [1.4,NE] H H ., EUERERET8.6 [2.7,NE] 7 H TH

27,

#18 FEFMHEHORKRE MIFEEZESUE. AT MRES, 20214E3 8T —FH v b4 7)

AL FEHETRIRRE
92 {3 92 {4
EFS A Xk (%) 35 (38.0) 63 (68.5)
T (%) 2 (2.2) 2 (2.2)
PD (%) 26 (28.3) 39 (42.4)
HNEZLH% 9 £ Tl CR/PR ZHRIERK (%) 4 (4.3) 17 (18.5)
AENEDORREIT X DT 7P ARIEDOBIME (%) 3 (33) 5 (54)
ol [95%CI] (W A) 10.1 [6.1, NE] 2.3 [2.2,4.3]
NP — K [95%CI] ™ 0.349 [0.229, 0.530]
JT Al p i <0.0001

*1 : WIERROIRFESIE (PD, SD, PR XX CREMK% 3 7 HRBRTICHER, CRER% 37 H KA
DABEIZ ) RUSSAAIPL (0 X3 1, 2 X3 3) ZBRlIRT & LicEhl Cox Il — FE7 1
&

*2 0 AEKERM0.012, FREFTIZIT DIRERE DL EMEOFFE S 15 L LT O'Brien-Fleming 5l

o HERBESAVWLN, AEKECHEIBTIX 1 EE OFEMED FRFHT CTO o ODWHENBE S

7o

D Jwke~735mgm 2% 1 HBEIC, TFHFAX Y 40mg 2 FE1~4 HBIZ, %72 2,000mg/m?1 A 2 [
ZE2HABIC. YA IFF 100 mg/m? 2 1 H BICENENEIRNE S,

Y YUxLw7 35 mgmAE1ABIC, A AT 72 K5000mgm? A2 BEIC, =AY R 100 mg/m? &5 1
~3ABIC, BVARTTFUREMBRTmES (RKAHES00mg) %% 2 A BICENENEIRNE S,

Y YR w7 3smgmE AE 1 A, TRV ALY 40mg HE 1~4 HEIC, #5142 1,000 mg/m? % 5 1
BEOESHHEIC, YAZTF L 75mgm? %% 1 B BICENENEIRNES,
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1.0

09 -

Proportion of Subjects Without an Event

0.1

0.0 -

A
N

0.8+

0.7

0.6 -

0.5 -

04 -

03

02 -

92 83 66 35 32 23 N1 168 16

: iy e
‘l_ll_l_}‘ I ..
My T aaie
o * B
.
= H 4 1
PR R

0 § 2 3 & 5 B 7 8 91093 2 B M5 1T 1818
Time (months) from Randomization

92 B3 35 32 23 2 12 1 10 1 4 4 4 4 2 2 0
= - = == 17 &

89 86 6

K1 BCM-0033RBRIZI51T HEFS D Kaplan-Meierdi#f (FZMEMRATISREM, 20214E3A8AF —F b v b4 7)

F 72, PFS DR O Kaplan-Meier Hifi3, TN ZNRI19KNK 2D LB ThoTo,

#19 PFS OFER (BCM-003 B, M BEZELNE, AHEMBITRER, 2021438887 —F vy bt

7)
N i P ETRIREE
92 3] 92 7|
L AT (%) 28 (30.4) 43 (46.7)
ol [95%CI] (W A) 14.8 [6.6, NE] 5.7 [3.9,9.4]
NP — FE [95%CI] ¢ 0.406 [0.250, 0.659]

* . WIENEEOEEZNE (PD, SD. PR XX CR EK#% 3 4 A BB HEIR., CRIEME
3 ARBLEIZES) K OVSAAIPT (0 X1, 2Xix3) ZEAIKT & L7 Cox
I AN — FET I D EE
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1.0

09

0.8

0.7

0.6

05

0.4

03

02

Proportion of Subjects Without an Event

0.1

0.0

BELRBE

0 % 2 3 & 5 6 7T 8 9% WWR21aHM

Time (months) from Randomization

15

1EEEmEt 92 82 66 37 34 Z[m 21 16 1B 12 M W 6 4 1 4

FEit 2 s @
X2 BCM-003 BBz

OSIZDOWT, 20213 H 8 HF —# B v N4 7 Wi s Offi 5} Of Kaplan-Meier ghifi%. #hTh

7)

FWKROHIDEEY ThoT,

£20 OS OHEFE (BCM-003 3B, AT RER, 202143 8B —¥ b v hA7)

N i TEVETRR B
92 3 92 {7
L (%) 13 (14.1) 24 (26.1)

o [95%CI] (B A) NE [15.8, NE] 16.4 [11.0,NE]
Y — R [95%CI 0.509 [0.258, 1.004]

* . HIENREOIEEZNE (PD, SD. PR XX CR Ek#% 3 4 A BRBEATNIZHEIR., CRIEME
34 ARGBLIEICESE) ROSSAAIPL (0 XiE 1, 2 Xix3) Z2ERlET & L=/ Cox
A — REF XY EH

16

16 17 18 19

% PFS @ Kaplan-Meier BifR (EZIYEREATXIRER. 2021483 A 8HT —F v b A



1.0
09
08 -

0.7 -
06 F e

0.4 - |
R

Proportion Surviving

03
02 -
0.1+

L e S e ——— e ——="
01 2 3 45 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21
Time (months) from Randomization

PEMEAfERE 92 91 B9 86 72 53 48 40 37 33 28 24 21 19 16 18 12 5 4 1 1 0
AEO¥E 92 91 9 6 75 64 53 42 3I7 34 33 31 2 W 17 1B 12 7 2 1 0

X3 BCM-003 REXIZHT 5 OS D Kaplan-Meier Hi#R (BEIMEMITHREN, 2021E3H S8BT —F v v 47)

BCM-003 #5235 1T DA OB IEDOFEFRITR 21 D LB ThoTo,
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#21 HBEBIOFEORE
(BCM-003 3, M EEZESHE, AT AREN, 202143 8HT—F Yy b4 7)

DLBCL NOS
de novo tiNHL HGBCL
Y NITT S TEYERRRE A FEYETRTRIE NP FEYETRIR A
53 4l 49 5 7 il 8 15l 22 15 21 43l
EFS 4 <2+ (%) 19 (35.8) 30 (61.2) 2 (28.6) 6 (75.0) 14 (63.6) 19 (90.5)
R [%5‘)’/001 95 [61NE] 3. [22,8.1] NE [1.9,NE] 21 [1.2,NE] 44 [41,11.7] 22 [0.9,3.9]
SERZ%E (CR) 37 24 5 3 12 5
s AFIHELA (%) 69.8 49.0 71.4 375 54.5 23.8
[95% CI'] (%) [55.7, 81.7] [34.4,63.7] [29.0, 96.3] [8.5,75.5] [32.2,75.6] [8.2,47.2]
#%h (CR XiX PR) 45 27 6 3 18 8
2IPEE (%) 84.9 55.1 85.7 375 81.8 38.1
[95% CI'] (%) [72.4,93.3] [40.2, 69.3] [42.1,99.6] [8.5,75.5] [59.7,94.8] [18.1, 61.6]
PMBCL THRLBCL FL3B
A TEHE R PNt TEAETE R ENTEES TEHETR R
8 1 10 51 1 31 4 131 1 {31 0 {5
EFS 4 X2 b (%) 0 7 (70.0) 0 1 (25.0) 0 -
HRAE [?;/ ocrl (% NE [NE, NE] 2.2 [1.0,NE] NE [NE, NE] NE [2.3,NE] NE [NE, NE] —
SE42%E%) (CR) 6 1 0 3 1
SERTNEIE (%) 75.0 10.0 0 75.0 100 —
[95% CI'] (%) [34.9,96.8] (0.3, 44.5] (0.0, 97.5] [19.4,99.4] [2.5,100]
#%h (CR XiX PR) 8 3 1 3 1
LIINEE (%) 100 30.0 100 75.0 100 -
[95% CI'] (%) [63.1,100] (6.7, 65.2] [2.5,100] [19.4,99.4] [2.5,100]

* . Clopper-Pearson %

18



3.5. ER2ILF % T FH3RER (JCARO017-FOL-001 388%)  (FOL-001 3X5R)

PP SUTHEEEYED FL (Grade 1, 2, 3A) K OYMZL B 261510, KR OF M O 2ok
Pt AL Lz IEEMmIEx IRIERS LA MAHER (LT, TFOL-001 §B% | L\ 9H) 2EjESni-,
TR - BRAMEEITR 22 0 B ThHho Tz,

22 EREIR - BRAERE

<SEPUELYE >

o HEREUIEHEMED FL (Gradel, 2, 3A) XX MZL ® 18 LA ED B,

e ECOGPS 20 XiX1DEE,

ark— b1 (UKRIGELFEFL)

o B3LVAVULOEERERAFTSHFLEE, 9L 1LY A U EERFICD205E (VY <=7, FEX
Y Rw 7)) LT AR AN L SRR E &, HSCT IZRNEEL VA v & LTHREIND,

ak— k2 (ZRIG¥ FL)

o 2LV ALVOEEBEFEREATHFLELE, YHb1 LA EEFCD20FE (VYFo~T, XY X
~ 7)) LT VFILFNC X D EHEEE ST, HSCTITRTTAEL YA L LTHFRSND,

ak— k3 (ZkIEH FL)

o HICD2 HUE (VVFi~T, ALXYXSTE) LT AR EE 1 LA OFRETRIEREZA
4% FL B,

*  POD24 (ZWitk 24 7 A UPIZIREBEIT RO Hiv, &ANZ FL E 2B SivTns 6 1 AUNIZIER =TT
WA L E) NI GELF 2% (UL TFTO~@, JClin Oncol 1998; 16: 2332-8) ¢ 1oLl RIZ#%3Y,
O FLIGERT DAER (BIERICRE S )
© UhA L RessRErEE . ) Lo EICHEER T S ERE . bulky L (7 em 2B DIEES 15X 3 cm

Bz D NEEN 3 oL )

@  efiE
@ 6 HALLEITHT AR A e

ak—r4 (MZL)

o 2ULUAVULEOREREREAETDIMZLEE, >bH1 LA EEFR CD20 bk (VYo ~T7, 4B
XY AwTE) LOT VX ALANC XA 0EREEZ &1, HSCT KOWE MZL (Zx9 5 g i Laiiasi
VAL LTHRESNS, EMZL OFEIEIEFIZ 1 DD LT A v AR IR,

<BRANEYE>

e DLBCL XU'FL O#EAE Y >/, SUTMBFHIREESRROFT RUISEER 2 73 5 B3,

. HEMERIC LD RENPIERER (LAT. TCNS] L)) oAHATHHEE (M CNSHEZ L) |
< BEIC CAR T Ml X132 OMOEE T 2 ek a1 - B3,

A D R K OV 8 3 551X, CARFEEVE T flifid & LT CD8 BtE T #ihd & OF CD4 Bf% T
IO £ GMREL DGR3 100 X100 {5 & 725 X 5. CD8 Btk T il (50< 100 &) % FRNE S L
727212 CD4 B T MR (50X 1008) ZE ARG 55 Z & & s,

RN TORMOAESE EHHARET S Z LA B E LT, AILE S LCTLLFO LD bk
1TV, LD ABSRIEOK TG 2~7 HRICRMZHEGTH 2L L&, $7o, AR
WIRE o ha— LD OFNAIRE (T v o FMEFRRE) DEFRENT, 7V v 7k
SRR, LDALSIREORBR LV THME CICRE TTH 2 & & &N,

(1) RiLE O LD {k2EEE

Y7 BARATZ 72 K300 mg/m? KON VE T E Y 30 mgm? 20T vE 1 H 1R 3 H SR TR
WieE, 72, BEOIRE (BRERERES) (JSCTIAMETEV RIS 7 i A7 73 KO
BeHBEOBWENThiz, 728, 3 HEO LD {bFEIEETICAEFRICL LD 7V X T e KRV
NFv 7 aR A7 7 I ROBEGEORE X IHEGH IR benoT-,

(2) FOL-001 55k D B bR plcf

® =A—hr1, 2 %03 (FL)

AR OF O EFEFHETE H & S 472 Lugano 5% (J Clin Oncol 2014; 32(27): 3059-68) |2k
SHMNFEEREESDOHTEICLD2EFTIENEO/BIIR 2 DEEBY Thotz, aAR—F1 KD 2ICEB
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52 EIE [95%CI] 1X97.0% [91.6,99.4] TH V. 95%CI O FIRNFERNIZHE L-BiEaZE
DEIE 60%% ERl~7-, F7=, adm— b 1B 5 2=50EE [95%CIL] 13 96.2% [87.0, 99.5] T
H U 95%CI O FERAFRNIHE LIZBESEDEE 50%% Eal>7-, 512, aak—F3cBT
% 2FENEE [95%CI] X 95.7% [78.1, 99.9] TH Y. 95%CI O FIRNFRIHE L7 HE2E0)
B 50%% FlEl 72, £, AARABRE OH (2A—hF1REO2: 861, adk—F3:14) 2B
5 EFNENE [95%CI] Z=dh—h 1 KO 2 T 100% [63.1,100.0] . =HA— b 3 T 100% [2.5,
100.0] . 5E2ZNEE [95%CI] [ Tadk— k1 K%O0N2 T100% [63.1,100.0] . =74— K 3 T 100%

[2.5,100.0] TH o7,

#£23 EREFTRORBIEEZIE (FOL-001:R8, My EBEZRLSHE. AT RER. 2023418270

F—B v v A7)
Bl (%)
ak— k1 ak—h2 2R 1 RO2 am—h3
(PO 6 ARE) (ZRIE) (ZWIBFLIR) (ZIRIEHE)
53 48 {71 101 {1 23 fi°!
CR 49 (92.5) 46 (95.8) 95 (94.1) 22 (95.7)
PR 2 (3.8 1 (.1) 3 (3.0) 0
SD 1 (1.9 0 1 (1.0) 0
PD 1 (1.9) 0 1 (1.0) 1 (43)
B 0 1 (2.1) 1 (1.0) 0
%) (CR XX PR) 51 47 98 22
EFRBEE [95%CI (%) 2 | 96.2 [87.0,99.5] 97.9 [88.9,99.9] 97.0 [91.6,99.4] 95.7 [78.1,99.9]

*1: == b 3023610 55 15 (23 POD24 I[Z5% 4 L. 8 #4% POD24 IZ3%4 L7238k 28 GELF &> 1 DL BIZi%
B,
*) : Clopper-Pearson 7

@ =ak—h4 (MZL)

AR O A NED EZFHIEH H & S 4172 Lugano J£4E  (J Clin Oncol 2014; 32(27): 3059-68) (25D
SHMNFEERESOHEICLDEFZDEEGOR-BIZIR24DOLEBY ThoT-, 2FHEIA [95%CI]
1% 95.5% [87.3,99.1] TH Y. 95%CI O FIENFFNHIHE LIS EIS 50%% ERl>7-, 72
B. BARAN26E HI128% (CR) PR iz,

24 EEFHMEERE OFR (FOL-001 3Bk, My FEZBHE, AHEMITAREN, 2024F 11 A 29 AF—%

By RAT)
B2 (%)
66 15l
CR 41 (62.1)
PR 22 (33.3)
SD 1 (1.5)
PD 1 (1.5)
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d) 6 4 HLLEITHT- B FEGR 7a By i

@ FREUTHEIBYEDO~ > PR Y L SEIZOWT, FERlCald 4 2 BE IR 0565 L1377
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NAREERI I BIBR AT RE 72 AL IS
SEEICYIRENTARTRY A7 DAT—T 1 OFEEE

® FFRESUFTERYEOLBZAT ) IOV T, FRUCEES § 2 BHEIIARM OB LG R L1372 6 7%
W,

* B CD20 HLik % & te A0 HHERE D 7o B
e [Af HSCT 2% \T T/ 5 90 HUINDEE

o fOEMEEE (772U, LT OIRMMEEMREEZRS) OBEE DY | DL
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ENEREMELIA O PG EVERS, 7R B LA, FLEE BRI, RIS O
LSNP STPA

TENE AT RE 7 BTS2l
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o ABERIEEN 2 LU A RO MZL B3, 72k, HSCT KO MZL (2%t 2 Moy H
IZRTEEL Y A 2 LTCEF EEN A, EMZL OPEIEEIZ1 DD L I A L3kt
YA AN

[Z2ticBEd 23E]
O TRICESTL2HEIIRMOBENEER - i I TWL 2 s, HEE2TORNI &,
o —REfROR L7 AN & TR LTSS
o BEIIARS DRI D WBUE OBEREN & 556
o JFMEE ULTHWIRBE R EZER DS, BEARNLS O S DO TH L35G
@ FRICEEYTHHRFITHT HIARLOEGITONTIE, AMOZEENHELSNTE LT, Af
DEEXRZ L 725720,
* ECOG Performance Status*7)’ 3~4 D5 (ECOG Performance Status 7% 2 D EH (2O
TiE, ZOMOBBRIREFELZZE L, GOAGLHET 52 L)

4 ECOG Performance Status
Score | EF
0 2 B EETE D, BFaiL R U R FAENHIIRZR <ATZ D,
1 AR LVEBNIHIR S 508, BITAMRE T, BIEESE S TOERIITI 28N TE D,
Bl BOFEFE, FHIEE
2 BATRRECH Y OE OB O Z L1 3T X CREELEDEEIT TER VY, BHRO 50%LL L~y R ci D
7
3 RONZEOHDOEY OZ L LATERY, HHD S0%L, L4~y R T CRId,
4 LTV, BOOHFOEY OZ Lige TERW, BRIy RO+l
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(F 35) FHRaE BHIRRY o SBEDOMEMRSE (WHO HEUETENR)

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

Other lymphomas of large B cells (<& O o> IR B Y o /<)

. T-cell/histiocyte-rich large B-cell lymphoma (T #llfa/fHARERE- A R HMAERL B AR U o /i)

e Primary diffuse large B-cell lymphoma of the CNS (JF{F 4 H1#X #7% % DLBCL)

«  Primary cutaneous diffuse large B-cell lymphoma, leg type (JF%VER7JE DLBCL - T %)

«  EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus 5% DLBCL - FE47%%!)
Diffuse large B-cell lymphoma associated with chronic inflammation (2% 5EIZ4£ 9 DLBCL)

«  Lymphomatoid granulomatosis (U >/ \JEEE A 2EMEAE)

*  Large B-cell lymphoma with JRF4 rearrangement (JRF4FAERL % £ 5 FAMAaZ! B Hifg U > VfiE)
«  Primary mediastinal (thymic) large B-cell lymphoma (57 PERERR iR A HEFREYL B fifa U > /<)
«  Intravascular large B-cell lymphoma (% N JCHIfaR B flifa ) o <)

e ALK-positive large B-cell lymphoma (ALK 5% RAHAEA B Hika U > /i)

e Plasmablastic lymphoma (FEEIFERIEY > E)

«  HHVS-positive diffuse large B-cell lymphoma (HHVS [5i1 DLBCL - F:45 FA)

e Primary effusion lymphoma (FFMEAENER Y > E)

High-grade B-cell lymphoma (&M B#lfin Y o/ 3fE)

. High-grade B-cell lymphoma with MYC and BCLZ2 and/or BCL6 rearrangements (MYC¥ J. O BCL2
& BCL6 D J77>—75 DFER A M 5 &ML Biia Y o E)

e High-grade B-cell lymphoma, NOS (ML Bfifa Y o/ ViE - FERRE)

B-cell lymphoma, unclassifiable (B #ifg VU > Vi - 55 AREE)

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and
classic Hodgkin lymphoma (UVE AMERHIAEEY B Hifa U o 3filE & g O 3% 2 U ol O Hr R e
AES BAlRaY o/ SE - S REERY)
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6. REIZBELTEREINEHHE

@O BCEITI A, RGEMRTEEE DA D B R M O IR TR O BTl S5 125D S ARG O R K&
W IEME R O 7o DI B2 @A T8 R L T+ 5 2 &,

@ IRWBAIAICIESI D BAE T OFBE AR a2 3 ICHA L, AEZ2ETrb&
F4nz &,

@ FREWERDO~RT AL MMIHOWT

vavJ, TF 7 4T —%5T infusion reaction "% 5 OND T ENHDHDT, BE
DIRREE +IBET D & &b, BREPRBD ONTHEIIE, MURLAELITY 2 &,
infusion reaction ® U 27 #2572, Rt 5O 30~60 5ailz, 7ERTI /) 7
VROV T2k RIIUITFOMOE 2 & I HI ZAKEGRA G52 L, &
MEgENTRAZRE, BIBEREAT oA RANXFER LW b, 7FH7 4 7% 0—%
DEGITHES BEOFERPEB LG40 A2, REHEEOHERZ LTk 2 &,

CRS NHOLDLNAZ ENHHDOT, KWOREIIHTZ> X, MEREZITO 2L, %
BRI, SR, EIE, REEFRAE, MERERMY v SHHARERE S OB AIERIZ DWW T
BEETDATY 2L, F72. BEARD ONEHEAIT. KEBMEMIRIGERSS
(ASTCT) @ CRS ® 7 L— K (Biol Blood Marrow Transplant 2019; 25: 625-38) %235
WTC, Ik OIRIERH 2258 1535 Z L, 728, 017001 385k DLBCL = 4 — kKO
017001 3% MCL = 7~— ., BCM-001 ;A =" — ~ 1 LU= — k 3, BCM-001 35 = 7k~
— k2, 017006 5, BCM-003 345, FOL-001 5k =17~ — h 1~= 48— |k 3 KT FOL-001
AR AR — b 4 2BV T, ARMOEERIAE, D CRS ORI £ TOMM O ddfil (#
H) X, #1500 (1~14H) . 40H (1~10H) . 40H (2~14H) . 3.0H (1
~8H) .40H (1~12H) . 50H (1~63H) . 60H (1~17H) . X040 H (1~29
H) Thoto, 72, CRSIZE#H LT, MERERMEY o SHAREEN S ST 5,

MR ESR (ET 7 = 7 ¥ —ffaBd iR m eGSR (ICANS) ) Rdbbitd Z &7
HLOT, KinDOEHIZHTIz - TiE, BE, KiE, Rk, g%, oo E0v, ESE
DEFFRIERIZDONWT, BEEEH5I2ATH 2 &, BENRO bIGAITE, KEBRMIQ
1R¥7% (ASTCT) @ ICANS @7 L — K (Biol Blood Marrow Transplant 2019; 25: 625-
38) H\THASNWT, B DOBFERRH S HICRT 5 Z L, 72k, 017001 iA%k DLBCL =
A— . 017001 3Bk MCL = 7Rx— . BCM-001 ;AR =R — F 1 'z AR — F 3. BCM-001
FRBR 7R — b 2, 017006 7X5%, BCM-003 7k, FOL-001 524k — k 1~2Rh— k3 KON
FOL-001 7&B% 2 35— b 4128\ T, REOEGBAED SRR FR OB E CoOHH
oOffiE @) 1L, FNFEN90H 1~66H) . 80H (1~25H) . 7.0 H (4~13
H) .80H (2~11H) ., 70H (1~63H) , 11.0H (7~25H) . 85H (4~16 H) .
K85 H (2~36 H) TH-o7-,

BYGENRH HOND Z ENH LD T, KD EIZH T2 - TE, BHFRIERSE 2R L, 8
BhA ST 2 b, ME. EEEONT AL REC LA H R R A S e i FE O RYYE
(BUE, RS RHObbd I Enb | HECICELFNRHRESNTND, £, %
BWEGF R ERBAE RN H Db D Z RN DD, £, ETHEZEMEEEMNE (PML) 23
ENTWDZ LD, MRIERN D D OISR O 7= D O 2k (MBI
AS° MRIC L 2 E{GZWE) 2179 2 &0 RO GANCERI I B2 7o fE B GYE 23
RO LNIEAIE, BIET S TRLOREZEH 52 &,
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B TR U CBIFR VA NV AX v U 7 OBE IR 2BV T, TR T A VAR
FHEVE(L SND FTREMER & 5, HIV KYEE (2B W T T A VAT 2 /[ REMN B 5,
FERT 7 = L— 22 EiT 501, BRFRTY A LA CHRUFR T A VA KO HIV &
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