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1. IZCBHIT

BAEERERGOANE - ZEMEOMERDTZDITIE, BT SCEFITE SV i IE 22 235K
HOEND, S HIT, FEEOBEEAR OMEANT I 0 FOH 28 R R 2R 3 iR E R R
PARBENLHT T, ThbORAEERERLZBEICLERBE RS D 2 L SRBE OB &
o TERY ., RFMEBOEE &SRO AT #2016 CFRL 284 6 4 2 ARRRIRE) 2BV TH
FRTEIE M FEOM N ORBEHEEZND Z L L sh T,

HRUWERE R 2on T ARSI, EEERLR T 0 7 7 A VS F O R &
HOMNIRRD LD D, ZOD, AR LRI OERN +OERETLETO
., HEAEERERGOBEZMRZT D ENIRINLBEITHLTEMRTL L LD
(2 BIERI DN EEL L2 BRIC Bt is 2 & D 2 & DN AT RE 78— & O B 7 faii 72 3~ R A BE C i
THIENEETHD,

Lo T, KA RT ATk, BIREESLINE TIIE LN TV D EFIRZEN « B2
RIS & DUF OFAERSRL O 7 2 HEET 2880 b BB B2 &k
O EFHEERT,

B, RHA RTA 0k, MSLATEE N E SR L EE RIS A —RAEEE A B AR IR

& —RFEEEA B AR - RIS —ARFEEE N B ARSI - e iRE RS, BAR
MR BT AARBG eSS, ASEHEN B ARERESEZSOH 10 b
EERR LT,

%t &7 DA ERSERLT,
TLXY o UHE (VYR TEY Y T )La—Ek)L)

xR & T DRhRE, FSUIMERE
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o O FAMERHIIEE B ALY > IE, FORVERERR AR B MR Y o8l TR A
FERTX Y NE, mEME B MY oNE

PR ST HEEE M EOMENME Y oo

7272 L. CDI9HURAMER & Liz% 2 5 HURZ AT T MIIRIEORRIEN 2 < | HEE
AR AR O3S 35 20V R XU B s L IS (T L7 RE T, U F OV hng
TR A RS,

o BEEEHURIEMLEE IR D% U L IELIS ORI B KNG Y SR ORI U o0
BT, MEDBE TIL 2 IS OISR, BP0 RE IS | M Lol
REIRIEDS 1) | LEIRIEIT L D 52 R 2R B VAo 7o UL IR (2 | LS L7

o UMY LSEARE G L RS R D% L ) L STEOB AT, R
%o 1 B LR AT, B 2 B EOERERES b 0 | SRS O LRI LY 554
TN DIV 1 UL IR T R L=
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$E LR REROCHEIERGE

<EPHEBICOHMERT 7 = L — 3 A ~ 5 iR~ D ik >

1. AmER7 7z — 2
HIMMEKY 7 = L— 22 L0 FEE) B R ML ER 28R HT %,

2. HAIMERT 7 = L—3 RFEYOE
BEE L 7= AIMERT 7 = L— 3 ZEME . 1~10°CITRE S ARSI A8 (D L AR S,
TR~k 5,

<R TOZ AN~ 5 >

3. AREOSZHEE OPRTF
WAL L7RREE TR 22 L, FHERE CIREEZXIHAT (-130°CLLT) CTHifEtRGT 3
50

4. &5%@%@
MRS LV BFOREBAME L, RS5O 2 BRI 7 AATE TICLLFO U 738k
BrECFRIEZIT 9,
TNVEZE Y VBB ATV E LT 30mg/m? & 1 H 1A 3 HELEHEHFEL R 7 k27 7
QF(EK%@E)&LTS%m%ﬁ%lHl@3Hﬁﬁﬁ%ETéoﬁﬁ\%%@%%
(BREREREESE) IC XV EERET D,

5. KOs
WG EANCA S 25, @5, BRAICIE, CAR BHA THII S L CDS BtEfiim (20
X 100~50 X 10°#) M ON CD4 BEfilE (20X 10~50 X 10°f#) Z . AFHllE )M E 2 [
92 100X 10°flE 2 HAZ  (%GPH : 44 X 10°~100X 10 (&) 2. CDS8 Bt & O CD4 Ba Ao o>
AfRER O 1 (FEPH : 0.8~1.2) &725 L 9. CD8 BHMEMIIL 2 H RN £ 5- L 727212 CD4 15
PR 2 TR 535, e, RBOFEGE LN &,

(KO 5 L B EIER OIREIZHW B FEFNZ D 0)

U X~7 (GBI HHR ) 1EOZEEX IR, AEROHE

HRE SN R« BEISRF FEA) T HIIRERTERRIEICPE 5 VA b A Vi EERE

FAEROHE #E, b XA~7 (BB Z) & U TERE30kg LR 1A 8 mg/kg, AT 30
kg AT 1 18] 12 mg/kg % S HET D,



2. RO, 1EABRF

TULY o VT (L )V TR =TI a—k L, T TR L) ik, BER
Ry I 3D CD4 BotE T MR ) OY CDS Btk T Mg, Bis TRz Lo F oA L ART Z—ZHun
T CD19 Z R AT 5 CAR 28 A LEFE - I S 724 TR DR S 4L, RIS & [FIER
(CHRBRAERIC X DT A28 L. $lRNICR G SN2 BAEREHL TH 5,

A EG T EAN SN2 CAR X, CD19 2R R T 5~ 7 AHK scFv, & FIgGd b
RAAY, B N CD28EEE R A A >, WONZHIfENS 7L RAAL U ThsHE b 41BB LUt |k
CD3 ORI LD, 70, ALIZIZCAR & & b, BB FEARELTAMT 572D OHifE m~
— 71— & LTCEGFRt N B TFEAIND, KD CDI9 3B LMz 5 L. BEA THN
(2% LCIEMAL, B, M ESD =Y =7 X —HEOESE =59, ZRODOERIZLY,
CD19 Bt B Al O BE 52 xF USEISAAE & JEp S B 2 R -Frr S v %,

A OREEIZN B, AMERT 7 =L — A% K50 2 Bl 7 HETE TIZ 3 H g
TCARTHMMDAEZM ESEDLHBTY KRB bR E (LT, TLDAEFEE] L))
EATHOMERND D, 6, KELOBRGIZL YA S A UikHEREE (LR, TCRS) &01v9)
HOEERIICED AREMEN D DEWERNBO DN AN DH D, LN ->T, 77z lb—v
ADE[EF, LDALFRIEOE T, RO HE R G%I2IE, BEOBILEE HoIciTv, 2
DO LNTGEITIE, BB L2 FHGIS U MR 22 558 & R 2 FF ORI L 0 . BTG U
TICU ZIZBWTHERN 22T E A Gt R E 21T H BN H D,



3. EEERERE

FRE SUTEEEYEDO OVE AME AR B AR U o 3 (LLF. TDLBCL) ) . JEISMERERRS o gy
BHifaY > 8@ (LLF, [PMBCLJ ) . &EMEE BMEY > o8& (LLF, [HGBCL) ) | JEIR
PAREMEEEIE R D U L) (LAUF, T6NHL) ) K OV T EEAME O JEIME Y o RO &R
BRI RN 21T > 72 72 BR R O il & 719,

(%]
3.1 A AR (017001 FRER)

PSSR TE B AP NHL S8 2 X800, AdmOAINER O Z2EORE 2 HiV e L72IFE
PRIER MBS AR (LAT. 017001 388R) L\ D) AVEEHE Shure, 73R - BROMEYEI,
RIDEBY ThHoT,

F1 ERBR - RIEYE

< EPUFLAE>
o FHIRENITEARMEO LT OWTN OB o B M NHL 243 % BE,
» DLBCL =t7x— | : DLBCL*, DLBCL ®EHE% 74 MYC BTN BCL2 & BCL6 D iili J5 277 O FEAE Rk % £
9 HGBCL., PMBCL & U< IZJEMatEY o8 2 L— K 3B (LAF. [FL3B) &\9H) L2Msnh, 7
VRIHA 7Y URERDNY Y R T (I CD20 FERYER) Ik AIEEEZITTEY., o2 L
DA LI E A EREE T H S HSCT %3217 12 s,
» MCLam— b : 1 LY AL EOIHRIEER H 5 MCL B3,
e Lugano J:% (J Clin Oncol 2014; 32: 3059-68) (Zfit\Vy, PET MR B A A+ 5 B,
e ECOGPS 27780 XIT 1 DEE*
< BRAMEUE>
. HMLER T 7 = L—3 2 D EHMifT 90 B LN D[RR HSCT D EFEN & 5 B, a1 6 v ALINICT LAY X
v T EBRESNRE, ERFI3VHUNICIAL I U XTY 5 RY vy absn- 8,
e CAR T HfRVRREEE T A THEM Sz THIIRREN S 5 85,
o EEPEREITIC X BN AR R DA D B,
*  de novo X% tiNHL
**  JEBR BRI EHEES S OWETE T, ECOGPS 237 M 2 DB b BREFARETH o7,

A D FVE K OB A A 7151, $T CD19 CAR T i & LT CDS8 Bt T Al & O CD4 [t
T AR OB GHPEEL DA EEDS 50, 100 31T 150X 1008 & 725 X 5. CD8 [ T #lfim. CD4 Bt T 4
JaDNEIZ, & ICERNE 5352 L & ahT,

RN TOARGEOAERS EHEAZEET 22 L2 HME LT, BILEE L TLLFO U oREREREA(L
L (LR, TLDARFEE) & )) 2170, LDAEFIFRIEDOK TG 2~7 BRICARMLEZ 53
HZEEENT, o, REOBIEMFIPIZHER 2 ha— O OmBARE (7Y vy
B5RE) DR SN, 7V v P MRk, BAEOHAAA] (1 BHH72Y 300 mg/m? LI T
D7 uaRAT7y I NE) ZEHTLZ &3, LDALHFREORGHE LV 7THRITETIZRE TT5
zEtEn,

(1) RAiALE D LD (b5FTE

Y7 aERAT7 7 2 K300mg/m? K ONTLE T e 30mgm? AW Tn 1 H EL 3 H sk
W E., £7-. BEORE (BHERES) [JSCTIAMETEVRWIIY 7 akR A7 7 2 RO
BeHBEOBENMTONT, 708, 3 B O LD LFHRIE S Ik 2 151 2 8 EFL0N B Lz
BETINVE T RN T 7 kR A7 7 2 ROREEZBE X ITHR G513 1E ST,

(2) 017001 #RBR D B R A

DLBCL =t7x— KT 100 X 10°{@ % $¢ 5 (CD8 Bt THIAE (50X 100M#) % &k 5 L7=# 12 CD4
Btk T MR (50X 100@) Z RN S) SHi=F7- 5 AIWEEHEEIC W T, FEHER & S



#172 Lugano 2% (J Clin Oncol 2014; 32: 3059-68) (252 MNIBRAEZ B R OHEIZ L 525 E G
OFERITR 2D LB ThoTo, &2FEDEEG [95%CI] 1% 74.4% [66.2,81.6] THY ., 95%CIDF
FROSFANIHLE SN2 BIMERZRZEIG 40% % ERl> 7z,

%2 FEFHEHORKR MNFEEZBSOHE, PASER, 20194 H AT —F Iy vA47)
B (%)

PAS %[ (DL2S)

133 ]
CR 72 (54.1)
PR 27 (20.3)
SD 13 (9.8)
PD 14 (10.5)
Non-PD* 2 (1.5
BAEZCED 5 (3.8)
2755 (CR+PR) 99
(BFENE [95%CE] (%) ) (74.4 [66.2,81.6] )

a : Clopper-Pearson i

*: R—=2 T A U OATOFEMRE A C PET AAREMARBE XIIARFEM T, CT AT — Y DOFHIICEED < e REIARN
CR. PR, SD D&, My HFEAEZBEDHEIC L 2R BIEHZIF L L Tnon-PD LHIE LTz, REDHEGOH
HIZEBW T, non-PDIFFEFZN E MW VET 2B 2 72 o7,

%72, DLBCL 27— h OF RN S EMIC BT 2N EE O RIZRIDEBY ThHoT-,

#=3 ZPROFER MIEFEZBESOFE, DLBCL ARMEMITHRER, 20198 R BT —% by +47)
BiEx (%)

256 1l
CR 136 (53.1)
PR 50 (19.5)

SD 28 (10.9)
PD 28 (10.9)

Non-PD* 4 (1.6)
B2 10 (3.9)

478%)) (CR+PR) 186

(BFENS [95%Cl] (%) ) (72.7 [66.8,78.0] )

a : Clopper-Pearson %

* 1 N=R T A AROETOFHIIR AT PET 2353HII R RESUIRER T, CT 27— ¥ ORI S < i RZHR
CR, PR, SDOHE, MFEAEZERONUEIZ L 2RBIGKAIR L L Tnon-PD &HIE L1z, £FEEIEG DK
HUZ BT, non-PD IFFEZRE) E WMWMET 2 b 22 o 72,

017001 3R 235 1 DM B O ZhEI S ORERITFR 4D LB THhoTe,

# 4 FERREIBI DA B DR R
(017001 3Bk DLBCL 22—k, 201948 H R EF—Fh v vF7)

DLBCL HGBCL tiNHL FL3B PMBCL NS
TFL* TFL*LI4t
131 41 33 43 57 18 #i) 341 14 {51 256 13
AT CR+PR 89 25 48 11 2 11 186
CATPAS 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,
Cr] 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, [49.3, [17.3, (9.4, [23.0, [46.8,
CrI*] 57.7] 77.1] 75.6] 64.3] 99.2] 77.0] 59.4]

a : Clopper-Pearson i
* o R EESHE R Y oV fE

3.2. EIRSILFEE DR (JCAR017-BCM-001 3RE)  (BCM-001 3RBR)

B SUTEE D T 7 Ly 7 B AaPE NHL SB35 2 3P 512 ARER O MM OVZEe2 MO ME &
HEOE L7 IEEMIERT R ERS LM WAHRER (LT, TBCM-001) &) MEkE Sz, F7Re
R BRAMEHEIL, RS5DLEBVThHoT-,

£S5 ERER - RILEHE

< EPUFLAE>
o FEITEEMEO LT OWT O o B fiar: NHL 2 A4 5 B,
» ak— b 1: WHO 2 (2016 4F)  (Blood 2016; 127: 2375-90) (Z}:-5% . DLBCL*, DLBCL D fE%
TR MYC KON BCL2 X% BCL6 DTt 5 h— 5 OiEfs 1 HAE 2 A9 5 HGBCL H L < |2 FL3B & 2l
e T hTH A7) CREAIRQRY Y Xo~7 (CUIho CD20AEIR) 2Fie2 LY A VL Eofk
FIRIE A ST TR R,
» akR—h2: WHOSHE (20164E) (Blood 2016; 127: 2375-90) (Z3-5% . DLBCL*X | DLBCL DJEHE
ZRY MYC } QY BCL2 X% BCL6 DOt 577 OBA5 T Bk % A3 5 HGBCL % L < X FL3B & 2T
SEh, 7o b I7H A7V UREHIROY Y F~7 (I CD20 ERHK) 25T 1 LY A Db
JRVE A 52 1T 7= HSCT AN D /A,
» am— k3 (HEDR) : adk— b 1 L2 OB RELZ -4 B,
o EITOFEZE CHEMFIICEZEIAER I TV S BE,
e ECOGPS 0 Xid 1 DHEE**
< RO FEE>
o I CDIVEMNRIEZZ T T-BE, BEICHSCT 2% I 7-83F (af—h204k) ,
o THURE/MLRRER B E IR BAIAR U oS, FERE MR RS ORI BAmAE Y > iE, PMBCL, JNEntE EBV 5
4 DLBCL J OV —%» N U U oNEAE A9 5 B,
* ¢ de novo XX E g MY o) (LLF, [TFL) )
*x . JLERSERESLEI S 0 BROILET G, ECOG PS A2 778 2 OBFE L. FEl, &S5 REE IIHEERIC L B
L K OF HSCT IS ARNHIE T oD & COBI/BAMEECE A L CODHADH IR~ b 2 RT3 OHIC
eI L E Shk,

ASL O HAER OH &1L, HLCDI19 CAR T #llig & L C CDS BB T Al KO8 CD4 BatE T Hiin o % 5-
A O AFEA 100X 10°E & 725 K 5. CDS BE THIfE (50X 10°M#) ZFrARE5- L 721412 CD4 B
TR (50X 108E) AEFARNEE G52 & & &,

HERNTOARGOAEE A EET S22 E LT, BILEE L CTLLFO LD {L3FEE
1TV, LDALFEEIEORK TG 2~T BRICARLZ & 5T 52 L L anT-, /-, RiLoRELRH
IR oy ha— DD DR AIRR (T vV TRHREE) NEFERSn, 7V v P71k
EEET, IRABOHAAK (1 HH7Z0 300 mgm? L FDOY 7 akR A7 7 2 N%) 2HH+52 &
&S, LDALFEEIEDRME XV 7THEIE TR T35 2L & &,

(1) ATALE O LD b5

Y7 aBEAT7 72 R300mg/m? KON VE T EY 30mgm? VT s 1A LEL 3 HBASREEIR
N E., £7-. BEORIE (BHRERES) [0 TIAETELV RISV Z7aRA 77 I RO
BHBEOREM Tz, 728, 3 B O LD ALSIEINE Pk & 15 5 A EFRN R L1255
BETINVE TR NI 7 vaR A7 7 2 ROREEZBE X ITHR S 3 P 1E ST,

(2) BCM-001 FRBR DA Bl A




AR OG MDD F7- DTS Q0194E9 A 13 AT —% h v M4 T7EE) (28I 5 FE I hE

H & &1 72 Lugano #£%E  (J Clin Oncol 2014; 32: 3059-68) (2O < MV EFERZE S DOHEIC L 5 4%
FEEGORRITIR6DEBY Thole, 2FEDENG [95%CI] 1% 58.8% [40.7,75.4] Th v, BfE

40%Z%F L CHEEIIICAE CTh o7, £/, adk— 3 (AARAN106]) OEZFZHEE [95%CI1] 1%
70.0% [34.8,93.3] Th o7,

#£6 FEIFMHEE OER MMYEBEEZRSHE, 2019981387 —F Vv A7)

[IES

ak— k1 aR— k3 EXS

2445 1041 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 (42 0 1 29

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

£7%%) (CR+PR) 13 (54.2) 7 (70.0) 20 (58.8)

(2Z=3hEI1E [95% CIlE] ) [32.8,74.4] [34.8,93.3] [40.7,75.4]

Jr{flpfiEP - - 0.020

a : Clopper-Pearson {%

<

BEKUER R 0.025, IEfE THRE
P = AT A DT OFHREE S C PET 235l ARRE SUI AR TN T, CT AT — VORI FE-S < S BEh A CR,
PR, SD DA, MMNHFEEALZESOHEIC LK BIGESE L LT non-PD & HE Lz, 2FNEIE DK H T non-
PD #3EZEHE LT,

202026 H 19 HT —4 1w NATZRESICBIT 2B G OMBIIRTO LBV THY | &50E
AN

& [95%CI] 1% 63.0% [47.5,76.8] T -7z, 7=, 2m— b3 (HARAN106]) OEFZHEE
[95%CI] 1% 70.0% [34.8,93.3] TH-T=,

#£7 EEFMHEE OER MMNEBEEZRSHE, 20206641987 —F U v A7)
[ES
ak— k1 ak— k3 EXS
3643 10431 4651
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 (2)
PD 6 (16.7) 3 (30.0) 9 (19.6)
2755 (CR+PR) 22 (61.1) 7 (70.0) 29 (63.0)
(2Z=EIE [95% CIl] ) [43.5,76.9] [34.8,93.3] [47.5,76.8]
a : Clopper-Pearson i

P R R T A O T ORISR C PET 23 aHlAHE

HARFEN T, CT 27— ORI 35 < ik BAIEA CR,

PR. SD D&, MM BEEZESOHEIL L 2 EIREDFE L LT non-PD &HE LTz, £FR2EIE O H T non-
PD #3EFEh & Lz,

BCM-001 5BRIZ 31T 2 M E R DO RN EI S OFERITR 8D LB THHo T,

#8 MBEBIDARMEDRR

(BCM-001 3Bk, 202046 H 19 HF—& v hZ7)
DLBCL HGBCL tiNHL FL3B EYS
(TFL D #)
30 il 4 431 10 {1 241 46 1
Ee S CR(+P)R 17 (56.7) 2 (50.0) 8 (80.0) 2 (100) 29 (63.0)
n (%




ElE [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)
ElE n (%)
[95% CI?] [14.7,49.4] [6.8,93.2] [12.2,73.8] [15.8,100.0] [23.2,52.5]
: Clopper-Pearson {%




[Zett]

3.3. ¥ESME THERBR (017001 FRER)

DLBCL 2R — MIBWTARED L ST 269 4 12BWT, AEHELIT 26074 (99.3%) 1238
v, BIERIZ 2014 (74.7%) ([Z@BO b (T—% By b4 7H 1201948 12H) ., &7 L
— RORBEIEN 5% EORIWERIZEIDEEY TH o7,

#F9 £ — RFORHAED 5% EORIER (017001 8. 5—F > 47 H : 201948 H 12 H)

FEBIRSER BEE (%)

HoAsE N=269

(MedDRA/J Ver. 21.0) & L—FR J1U—F3LE
2FIEA 201 (74.7) 93 (34.6)
S REE

FA NI A R E R 113 (42.0) 6(22)

Ky 7 u7 Y e 22( 8.2) 0
MIRREE

GEpR 36 (13.4) 2(0.7)

Pk 30(11.2) 0

FEED F 26 ( 9.7) 1(04)

FEIE 22( 8.3) 3( 1.1)

e 17 ( 6.3) 11( 4.1)
—j - EHEER IR EBAORE

it 48 (17.8) 1(04)

FEEL 19( 7.1) 0
mEB LY VR REE

I HR BRI E 44 (16.4) 43 (16.0)

2. 37(13.8) 28(10.4)

/R E 31(11.5) 27 ( 10.0)

FEENME LT BRI I 14 ( 5.2) 13 ( 4.8)
ErHEE

BEELIRAE 31(11.5) 2(0.7)
B IBHEE

L 15( 5.6) 0
DR E

TRPESE R 20 ( 7.4) 0
mEkREE

B 1 £ 28 (10.4) 4( 1.5)
KRB L OREEE

BREHR 16 ( 5.9) 1(04)

RO GHAF P K O 5-5 05 30 HLINOET L, 3 BINZERD Hivlz, JERIE. OVF ANl
MEsE WUSEMES 3 v 7. DBERE 1 ThoT-e 2D 95, OVE AMMIaREE K OV AIED S
1L, ARbhE ORBEBURNEE SN2 Tn, TOM, ik 5% 30 B H F TIORBETICLY
6 BINFEL Lz, 7o, RinOREEE 5% 31 H BUBOFERFRIZ I H5TIE, 826961 (3.0%)
RS BT, FERNE. AT A R AEDS 2 B, FiiHfL, ZNEestERE R aE e, AN
fiE. EBERIEREGRE, BUMIEMES 5 » 7 ROBEE RS 1 Th 72, 2D H b, HEITHELEMER
EMIE, B, SRS RE R BIEMERE O 1 I, AR E OREBEBAGTE SN oT2, D
fl, Bk 54 31 H B LAEIZ, JREEITIC R D 99 s, DRI L v 34 (GEr & B
IRVDNEAR T e e OVOVE AMEREREINEE L) 23PETE L. JERIARAD 4 Bl TN RE SNz, £
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72. MCL 27— F CARENE G SN 17028\ T, RiOE G A &L O 5% 006 30 H LN
ONEEAREEREERE (LLF. TTLS) ) ICK BTN 1#l. RELOFEEE% 31 A BLAERICOVE AN
JlifafE R L AT 1IFERD LN TEBY ., 2055, TLS IIAMS & OREBRIIEE SN D -
776

3.4. FEIRSILFEE DR (JCAR017-BCM-001 3RE) (BCM-001 3RBk)

aR— LA TRLBEESNTZ 46 41BN T, AEFELIT464 (100%) IHRD B, H
TERIZ 424 (91.3%) 1B bz (F—2 Dy A7 H 20206 H19H) ., &7 L— FD¥
HEIEMN 5% L EORWERIZE 10D ERBY ThHoT-,

£ 1027 L — FORBBED 5%L EORIER
(JCARO017-BCM-001 3Bk, ¥ —# v FZ 7 H :20204£6 H 19 H)

FEBIRSER BEE (%)

EARGE N=46

(MedDRA/J Ver. 21.0) &7 VL—F J1U—F3LE
2RIEM 42 (91.3) 29 ( 63.0)
mEB LY VR REE

I HR BRI E 24(522) 23 (50.0)

A 18(39.1) 12 (26.1)

/R E 18 (39.1) 13(28.3)

i BRI A 11(23.9) 10 (21.7)

FEENE LT H BRI S 6(13.0) 6 (13.0)

K7 47U 757 e 4( 8.7) 2( 43)

U BRI E 3(6.5) 2( 43)
—j - EHEER IR EBAORE

FEER 18 (35.1) 0

I 97 6(13.0) 0
SR REE

P A BT A L HRE R 19 (41.3) 2( 43)

Ky 707V e 4(8.7) 0
MIRREE

JFRAE 4(8.7) 3( 6.5)

E7-3 4 4(8.7) 1(22)
ErHEE

SEELIRAE 7(15.2) 3( 6.5)
B IBHEE

LTI 3( 6.5) 0

B 5% 30 HH £ TOREFRIC ié%tﬁ\lm(:m~%1)_m@%nto%li@%
RETHY ., Kihé DREBURIIGE SN o T-, EEHEE#% 30 HH T, FEEITICL S5
Tl mw%mﬁﬁoto$M®E%%5%3lﬁauhwﬁ%$% ié%ti\2M(:m—%
1. R— R34 14 123D B, FERITH > DA PERMIAE, ZIEtsie R SEERENA 1 Th
STy ZTDHL . H DA ERUMIED 1 FTA M &@I%%M# ﬁéﬂ@#oko%@m\%%
Be 1% 31 HHUBRIC, SEBHEITIZEL D 19FI033ET LT,
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4. FEFRIZDOWNT

A OFGEIITAMERT 7 = L=V ANUER T & LDALFRIERCAM DR GIBE L TEERA
FELRDPRBO LD AR E N 0D, KORGPEE2EE ZDH - FE L, AihO#5
R EEREWEHPSBEB LIS T 2 2 ERMETH D, LEER>T, KT FoO~@
DT RT &I HRICBNTHEAT 2 LER D 5,

O mHiIToNT

@1 FROM~@DTRTUIHEY T IR TH L&

(1) BEAEM « SeFAMIIRIET 2 DN E O 5 AR a8 B FHED 2T O & 7o T2t GEE
AT AY—1) XIFREN T Y —1HEST 22 0E GRERED S B, Blii=a—7 1 x—4
—DRLENIAR D EEHELISN il 2R 2 AT 2 L,

Q) AEFRICHTHEHEHENRERICUZL 2/ L TWAZ & (A30] KT HE 1A RE L
(1 BizoE) 1) BrEEPREEEER 1 1S T4) FEEPIREEEEE 4 oW
ZIRITH TV B EFEEE)

3) 77 =L — AMEROM I LT ERA S » 7 (ER, Fifhh, WS X E
T 1) REREEBINTEY., 77— A3 b 1 L4DEERAZ v 7 (E
Bll, ERERD. FRARMATED UK T ) (2L 2 FRFEEAR R K ONE R~ O 8 &R 53
L AT R

4 ARinOFIMER OVZEMIIBET DR RS D700, PR & OEEO T THE SN D
AED THRERGFL AT L (VYA | ICEEREZITO L LbIZ, KRIZRELNT
WD RUEIRGE R A AW UNC IR 5 Z ENARETH D T L,

O -2 KA B A U o/~ K ONEEE U o SEEOZW ., 1GR MK OVRES - BITERAR BB OXG
Wik bRk A A L, BUERGEEE N ET D, AMOFERICH > TOEEET L
RN, IREOEEEZED THEELARE SN TS Z L, BEMIZIZ, £ 11 o0)~3)D
TRTCUHEYTHEMMNEREOEEE E L TCIAREIN TS E LB, £ 11 O)ITEY
THERN 1AL ERES N TSI L,

# 11: BROREEFICET L EM

(1) [ERGRFFEG%. 6 FLL EOKKRBREZHA L, 25 3FL EIE, MEEEEEOWEEZIToTWnWAZ L,

Q) EMHFBHICE T ATHMEIC X 2RI mE 1 EL EH Y | LERRR L k285 L b 2
L,

(3) [AfEE MR ORI N SHILL ESH D = L,

@ BEHNOBAERRFERLICETIBEREEOKAITONT

FHAEERSERICE T 2 HHREHICEF T 2N ENRE S, RIERGEEE D OFREN, A
RIME - LI 2 M OE B OEME ST D E#Rdt, ARG - BWERS A LSS
DI SR D EBFPESLNIATON L EH R E - T D 2 &,
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@ AREE - BHERA~ORIZ2NT

@-1  FEERMAHICBIT 5B

HERARS - AWERINIEAE LIZBIC, 24 RERRZIRIAHIO T MRZhtis SOTEg i sV T, %
L TZRIERICIE U CABEE BN QWA B2 A O R 25 2 B ISAF DAL, B HIThE Al REZR (4] 23
BEoTWnpZ &, KRS, CRSOBGHFIZMA T, b X~7 (BlaF#fz) OEESAMKS
ANCHER SN TND 2 &,

@2 ERNEECLIAESG - BWER~OXMIGICET 5 E M4

JGHIIEAL B AR U o B R ONENRME Y L RIED IR e 2 B A 72 5k K O e 2 3 2 EE RN
HEDAREE - BEWEHOE®E=4 1 v 72 & OEIRE L FEHREZ A T 55— AEEERG D E S
TWDHZ &, BB, ZOERENZHOWT, BE L ZOFRICHZIEMmEINTWDZ L,

@-3 FREEG - BEAOBZEOXINICE LT

REE - BWERICKRE LT, MekhEsx d s OB 24 9 5 Al &l (BIER OZBoxt
JMCEA L THRE RO EEZITONIFMICH D2 L) L, EHICEYIZRALED T E DK 233 -
TWAZ L,
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5. ®-ExtGB LI DEE

(B2t icBEd 5 5E]
O TROBETARILOAEMENHER STV, 7ok, AU SV Tk WHO 20882355 Vil

(F

12) 12H5<,

LR OFR3 A TEEEME O KA B Hifa U oS

DLBCL, PMBCL, tiNHL, HGBCL

FRIE ST EERYEOIRIarE Y > (%)

772U, CDI9HURZIER & LIz A T HURZ AR T MllelEmiEOMRmIEN 2 <. B
T ER ISR OO R 28 220 B DU H 508 Ml fa AR % IS /538 L7 T, LFondih

Mz

(%

#%IAZ,

7= AR S,

tiINHL LA O KK Bl U o~ O Y > SO BE TIE, P80 ~BFE T2 T
A UL EOARTERIERE, IO BE TIETHRERZIC 1| 74 U O PHRIERER S | (b
PRIEIC LV BETRINE LN 7o TR ZICHER L

TERAME Y L SEES TR L7 GNHL O%E121E, BEE#REZO 1| B L2 ET, @HE 2
FTA U EOACFEIRERN S Y | B O FRIEIC LD BERINEL NIRRT
A FEIERIC R LT

JEHME Y L RBELA OARTEMEEE B Ml IE AR U o ) L oRESNEE LA L 7 tiNHL O34
Wik, IEERHRRIC 2 T4 VLU EDALHRERE N B VO | IR O FRIEIC LD 524
G DR Do T2 AT FRER I CHR LT

) MY NEEIZOWTIR, HaoRBRe AT HRBEEIZ L Y, Grade 3B 2T vz
2 T A P EDOAEERRIEIC L0 SE RGO o o URIREZIC A% LT BE I

BH5T5Z L,

@ TFRICHKET D BEEARMOEERG LR B,

VX< 7 (Bl z) KOT v N T34 7 ) R PUEMEER & G T g
FED 7B

FRAR AR SRR OVE AME R B i U o 3 (PCNSL)
Y L oMEAMFD D v X — I EERR O RO H 5 B

L DEMEREE; (72720, LUT OFFRBEEEMKEZRS) OBERERH Y, Dl Lb
2AER M AHER STV RV ESE

EVE R QLA O BRI, R R AP, P LR, ATSZ A O MR
FRAB 8 28 SR AT REZR BTS2 ST S8 RIUIBR SN TR R Y A7 DR T =V 1O
EZ

[Zetizf+53H]
O TRICHEYTIERIIRLOBEGIER - HEE SN TS 2 b, 2T L,

— BEMRR U 7oA L & FRORGS L7 e
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o BHEITARMDIIITHT D WMBUE DBEERE D B 556
o JFAELE L THWIEB) BRI BAZER DS, BEARANLSO DO THH5E

@ TFRICHEYT2HREITHTIARMLOBELEIZONTIX, AMOLZEMENRHL S TE LT, Afh
DEGXG LB,

e ECOG Performance Status! 7’ 3~4 ®B# (ECOG Performance Status 73 2 D BE 22O\ T
I, ZOMOBRIRESELZBE L, HEOREEHET52 &)

(R 12) KMRE BAMRY L EOMBRSE (WHO S ERETE AR
Diffuse large B-cell lymphoma, NOS (DLBCL - FEFFER)

Other lymphomas of large B cells (Z DAl KARIRS B #ifia U o i)

. T-cell/histiocyte-rich large B-cell lymphoma (T A /FEARER & & R KRR B #ifa U > /<)
. Primary diffuse large B-cell lymphoma of the CNS  (JEZ&ME F Xt 2 DLBCL)

. Primary cutaneous diffuse large B-cell lymphoma, leg type (JFZPER7 ) DLBCL « T A7)

. EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus 5% DLBCL - FE455Y)
. Diffuse large B-cell lymphoma associated with chronic inflammation (&2 iEIZf# 9 DLBCL)
+  Lymphomatoid granulomatosis (VU >/ SR P ZEREAE )

. Large B-cell lymphoma with /RF4 rearrangement (IRF4 xJ8E % £ 5 KR B MR U > /<)
. Primary mediastinal (thymic) large B-cell lymphoma (JFF&PEAERR IR IR B fifa U o /< fE)
. Intravascular large B-cell lymphoma (Ifil %% PN KRR B Aifa U o 2 SfE)

. ALK-positive large B-cell lymphoma (ALK B RAIARA Bl Y > i)

. Plasmablastic lymphoma (JEEZEERMEY /)

«  HHV8-positive diffuse large B-cell lymphoma (HHVS [5: DLBCL - FER¢F/)

. Primary effusion lymphoma (JFRMEMRIERR U > 7<)

High-grade B-cell lymphoma (F&HEPEE Bfila U o /<)

. High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC 3 XN BCL2 & BCL6
D D—T7 OFRERLE O @BV B M Y o/ &)

. High-grade B-cell lymphoma, NOS (ML B U >Nl - e RAY)

B-cell lymphoma, unclassifiable (B i@V > /<& - 53 FEAEE)

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (OVE AAMESRARIER Bl Y > 38 & i 7R 250 2 U oS o H R R & £
9 B Y o8l - S FRREAY)

! ECOG Performance Status
Score | EF
0 2L MR IEBTE 5, & A U H & AEESHIR <72 5,
1 RRRNCIR LUNEENIHIBR S 503, BMTAMRE T, BIEESE - TOMERITH LN TE D,
B - ROWFEF, FBIEE
BTRIRECH S DOH DOEID O Z LT X CRIEEEMEEITTE RV, BHO 50%LL B~y R Ci 23,
RONZEAROHDOEY DZ ELNTERY, HROD 50% L&y Rk FTiIJ,
2LBT RV, BHOHOEY OZ L FALTERY, BRIy KPR TFTBIT,

BlWN
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6. BREIZEELTHEE I ~NEHHA

@O IRASCEFINA, RS EE PRUES 2 B HIHES R ORME R O EfH O 7= 012
BTG A B L T D5 2 &,

@ BEBRIAICIENL D BE UTZ OFIRICAHIER OfERME 2+ ICiA L, FEZS T b

G35z L,

@ FEREWEHO~RT AL FZONT
o Tavwl .,  TFHT74TF%—%5T infusionreaction 3 H OB ENHBHDT, BE

DOIRRER H BT H L L b, By
L. infusionreaction DV A7 2z 57, RS DK 30~60 53 Hijll.

DFREO BTGB, WUIRLE AT 2
TN/

T2 FR T2 RIIUIFOMOE 2% I v HI SRR A 555 =
Ly EMEBNTRARZRE, BIBREAT oA FFNIERA LW &, T 74T
X ORGP EEOELNEH LA IUE 2. AHEBEO®HE LT Z

Eo

o CRSBHOLLNAZENRHLHDT, KO EIZHT-»> T, MEHMELITO 0L, 3
KT, SR, EFE, KEERIE, MERERMEY o SERRERE S OEERIERIZ DOV
T, BIEE 04T 28, o, BEPRO oNHEICIE, BMEREES DR

HIEHTD CRS EHR T /LY XA KT CRS I A O HRICHEV N, @)/ LE %217

9 Z &, BCM-001 i 2B $£ 27 CRSEH T L IY ALIR 13OLBY THD, 72

. 017001 7Bk K& X BCM-001 skBRIZ I\ T, ARG OFK 544225 CRS OW)EIFHE T
OHMO P IRE (FEPH) X, TNFNS50H (1~14H) kO*40H (2~14H) Tho
72 F7z. CRSIZESH LT, MEREEMY o SHHERERENHRE SN TV D,

7= 13:

CRSBHT7 /L ITY X L

Grade ®

g NS

Grade 1
PE (38.5CLLE)

A 54% 72 BRI LB L TV 5856
SRR 21T 9,

AL BEH-% 72 REB R 054
VEZIE U T, b U X< 7 8 mgkg OFMRNEL- 2175 (1 RERIT T
B 800mg AR RN L) , o, THRYAFZY L 10mg D 24 FF[# 2 &
DEFIRNE GO B BT 5,

Grade 2

FEIR DS SR DI A% e
L L, AARCKET
%o

FiO, 0.4 Kiifi O & 5 %
WELT 5, W@iRb L<
IHEHED 1 DO HFEHK
WZROST DRI, XX

Adn e 5-1% 72 R L ERRE L TV B 54

F U X< 7 8 mg/kg DFAIRNEL G- %217 5 (1 K] 23T THe -, 800 mg % #8
2RI L) o Fo, TRV AZ Y10 mg D 12~24 B 2 & O RN
GO bEET 5,

AL BEE% 72 FERRES O B4

h U X< 7 8 mgkg DEIRNE G- %2475 (1 RefEIDNT THEG, 800 mg % 48
ZRNWZ L) o Fl, TRV ALY 10 mg & 12~24 B[] & & IZE RN
595,
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Grade & sHaL:
Grade 2 Dlifigs g, 2 | LFROIEE T 24 FERILINIZ CRS OENFR D b WA, Tz

OREIFMDZR,

BT 554

MV R T EHERE L, TXVAX Y OREE 10~20 mg (2l
LC6~12 Kl Z L ICEIRNIR 595, F7-, BRI EOMOFIN % K
5 (B BRiE, BIBEERS) |

L EDIRIE T CRS DEN D L L\, XX B 2B 3 ke 9~ 5 5

AN
=

TRV ALY U ERKE 20mg & 6 FEE L ICHIRNES) L, %E
WSELT, AF A7 F=ynrr Q2mgkg#5%. 2mgkeg % 1 H 402
NEEE 7 HUWNICHE) ([c80 x5,

c h Y X T R 2EERS L% TH CRS DR NRO LNDEAIE., il
OFGEMEIF OMFE A 2 BT 2, 7B, U A~7 %230 EEET S
Yaid, MU X7 ORG24 KM T3IEENE L, &ft4RIETET
Do

Grade 3
NN A S WA
L L. MAILIRT B,
Fi0, 04 UL FoOfeE®R S5 %
VEETS, BHED L
IFHEE D HEH A V5
L9 AR, Grade 3 @
fggs e, XX Grade 4 ®
cNov AT IF—F L
H, REOFE LMD

U X~ 7 8 mg/kg DEIRNEE G- 21T 5 (1 FE#I2NT TH G-, 800 mg # it
2TV L), T, TEXVAX Y 10mg & 12 Bl 2 L ZERIRN R 53
2

24 BEREILINIZEE DR Hv7avy, XX CRS BRI LT 254 .
Grade 2 DHA X2 ATHED

AN
Grade 4 KU X< 7 8 mgkg DFIRNEEG- 21T 5 (1 BR[E 2> THG. 800 mg %7
i e B D REIR 2N L) L Fm. TRV ALY 20 mg & 6 W T &S IR

PN T E 3 b Nl N A
T ¥IX Grade 4 Dljgiesis
M (AT IF—F

)

24 FERILAINIZEGED TR O H 72V, E CRS N EGHIZE(L T 254
Grade 2 DA X2 AIZHED

EHA2FRL)
filL D ¥ T IH oA GRITCRSAEIR (BN, MATEIREARLE, KMERIES) 2E=F V7L,

PR 24T 9, F7-. MG CRP, 7=V F LU RUOEENRF A —FE2E=F
VI D,

T XY AL UG R LT AIL, D &b 3EE S, U3 CRS KU E
DHRIEIRSE R T D E TR L, WiERE s 2L,

*Grade 2 OHFAIL, FEAKLOERNSHELAT L E T, HECE=F V) 7 HEFEf L,
PR IOREAN & xHRERE (BRI, FRAIRPYR & ORI 72 BRI 78 . AREL
HORHEOHTE) 24795, MBRRFERIRBOOLNIHEE, MEE=4V 7
R %,

eGrade 3 LL DAL, ICU ICBWTE=X U o F RHERE. MATENRE & OWENL
OB, MRFNFTMZITH, MRRAFEBBVOLNIEEIT., Me=41 7
IR %,

eGrade 3 U LEDIEIE, MEREERMEY o SHRBERIE D FTREM 2 A+ 5720, 7 =
UFr, NIV ZURY REQRT 47V 7P OBEEBIEL, BHZH %I LT
I T T DEGHEDFR O AT & R 5.

£ : Lee 5 ® Grade HEFEYE (Lee H. 2014 4)
* KN X T OBREICHTZ->TiE, NV AT ORMCE, MIEFERT A NEE2RGT 5L,
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o MRAFELNHOLDLNDLIZ ENBHDLDOT, KEWOEEIZHT- > TE, MIE, KiBE, R
B FEE. FEMEO E V., BREOBERERICOWT, BIgE 01T o 2 &, BERN
O BTG AT, BERTTEE PRI T 2 BT OMRRFREE T LT Y X LK
IR G T DR OBEHRICHE, WYIRLEZITH Z &, BCM-001 7k & 1 & 2
TARRRFEREH T LI ANIEL 14D LEEBY THD, 728, 017001 R K& O BCM-
001 FRBRIZFB T, KO B GBRIG) DR EFROWEPFELE COMM ORIl (&
PH) 1%, ZNEN9.0H (1~66 H) KO'7.0H (4~13H) Th-oT,

F14: HMHRREFEET LAY XL

Grade &

R AR

Grade 1

Adn#G4% 72 RFREI DL ERGE L TV D56 - i 2Bl 42,

AP G515 2 BRIRF OGS - T X A XY 2 10mg & 12~24 K] Z L1z 2~
3 HIMERIRNEE 59 5,

Grade 2

FEY ALY 10mg & 12K Z &2 2~3 B GERFE T DHE 1T LU
1) RN G5, BIBREAT oA RIREMEAG 3 B 28 2 5 54 13k
EEET D,

24 I LANICEGE D GO B v UIMRRRFEENE(L L=GA1E, 7%
AL DR ER O GHEE &K 20 mg O 6 FEE] 2 & £ CHET D,

E 5T 24 B IIRGE L CHWENRD LRV, JEROZHE2EITHRD b
L. FEMEENTAIENRED DNDLGEIEL. ATFALT L =Y &§ik
NG54 2% (2 mgkg #5%. 2mgkg % 1 B 4 BN EIRE. 7 B LA
) .

Grade 3

T X AL Y 10~20 mg & 8~12 ] & & IZHAIRN & 5325, IIFEMED Grade
3OBERICITRIE REAT v A FOMAITHERE S 20,

24 FEFEI DANICEEER RO BV, IR ESNE(L L2 GE1E, AT
T R=ya RN ST S (B R R OWEIL Grade 2 DA XV A%

)

MR EEDLN DT, MHAEOAF LT L F=Y a2 iRNELS (1~2

g MBS U T 24 W] 2 & ITH Y IR T, BRIRAVICHLE RGBT 5, ) &
Vv 7 uR A7 7 IR 1S5 gim? Z RN S L, BRRE R ORI &R L%
ZET 5,

Grade 4

TR ALY 20mg & 6 KR Z & ITEIRNE G- 5,

24 FEEI LANICSCEE TR D H LRV, IR EEN L LB & I1E. A TF v
TV =y e o EERNEST 5 (BEGEKOBEEL Grade2 DT A ¥ A5

)

RSN D GEIE, BHREO AT AT L K=y a2 RNEL (1~2

g MBS U T 24 K] 2 & ITH Y IRT, BRIRAICHE RS E 13T 5, ) &
Oy 7 mARA77 2 RN 15 gm? ZF RN G L, i RIE R &R GERE L
ZET %,

7% : NCICTCAE E#EZ W 5,

o FUYJENDHLDONDLZ ENRHDLDT, KinDOEGIZHT=->TiL, BRIEREZMHERL,
BRETIATHO) 2 &, ME., BEEEOT A VAL D B RIEG A & e B ORYe
fE (SE, WK% REOLbNDZEnHY ., HEICELHFRREEN TS, £
7o REWELPERBIEN S b 2 ENb D, Fim. WEITVES B LB ME
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(PML) 2#HEINTWVWD Z D, MRIERDH &b =55 1385 O 7= 0wt 7
A (IMERERAS MRIIZ X AEGRZEE) 2175 2 &, ROHRGRNICERKRIICE
PRI EGME DN RO G- GAE, BIET 2 ETARMOEBEGZIEMT5 2 &,

B RUFFR SUL CBIFF R 7 A VAR v U 7 OBE TP FERYE 2B W T, FFR VA LA
DG SN D ATREMEN & 5, HIV BEEIZB W TIE T A VAR 5 AIRetED &
5, AMEKT 7 =L — 22 Ed 51, BREFRYA VA, CHRFR T A VAKLN
HIV B OF W2l 5 2 &, H*W%wx%&)7®$%ﬂiﬁﬁmm% VNI
BHT A5, TFEREREMCITR VAN A~ — D —DFE=R Y T 2T H% . BAI
R 7 A VA DOFIEMEALSS C B2 OB OECIEIR DO R B FEET H 2 &,

AR DOFHREGARLL_ EIZ D720 i/ Misd ek &S o F g sl & 6
PNbZLRHLDOT, KO GIZHT- > TiE, EHICMBEREZITV., BEOIR
e FoIcBlEd o2 L,

ﬁyﬁmf)/mrﬁ%%bﬂé ENRBHHOT, BEOREBEZDICBREL, £EN
b%ﬂt I G2 E (fE S n T ATERIE E EHIAICIT 5 %) &21T 9
&%) N1 WOD@I@# AT HBIEE TITATO 2 L,

NESZ AR BIEMRRE N > DD T L3 5 DT, KW@& (2T o TiE, Mg ERE
TREEDWE K OBERREMRAE 21T 5 0 & BIBEZ 51T 2 &,

FEHIRIB 2P AFFE DR R FRDB HODOND Z LR HDHD T, Kbk D~
BT H B ELEECE R 2 O O B O BB R S E R WL O EE T2 L
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