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1. (IL®IZ

BAEERERGOANE - ZEMEOMERDTZDITIE, BT SCEFITE SV i IE 22 1 235K
HOEND, S HIT, FTEOBEEAR O I 0 FoH 28 R E R 2R 3 iR E RS R
PARENLT T, T ORAERERLZEICLERBE RS D 2 L SRBEOMRE &
o TERY ., RFMEBOEE & UCEOHAT #2016 CFRL 284 6 4 2 ARRRIRE) 2BV TH
AT EIE M FEOM N OREHEEZND Z L L shTnd,

HOHERIBEFr 2 s 4 AR R i 3, SRE R R &7 n 7 7 A VDB FO RS &
HOEMNIRRD LB H D, ZOD, AIVEROZEMEICET OERN FOEETLETO
., HEAEERERGOBEZMRZT D ENIR SN LBEITHLTEMNTL L LD
(2 BIERI DN REEL L2 BRIC B ARt iE 2 & D 2 & DN ATRE 78— & O B 7 it 72 3~ = A BE C A T
THIENEETHD,

L7z o T, KA RT ATk, BIREESLINE TIIE LN TV D EFIRZEN) « B2
RIS & DUF OFAERSRL Ol 72 2 HEE T 2880 DB B B2 &k
O EFHEERT,

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

2. —RFEEEAN B AR - MRS —RFEETEN B ARSI - e iRE RS, AR
MR BRI ARG FEE SRS, ASEHEN B ARERIESEZSOH 10 b
EERRE LT,

%5 &7 DA ERSERL,
TLXY o VHE (VYR TEY Y T La—Ek)L)

xR &7 DRhRE, ESUTMERE
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i ER AR DIEIE A3 72O EE ST B FiE M B AR (% LIZBE T, UUTonding
723 HEICIR S,

o WHERHURENMEEIER O U oNELSN O KM B Ml U oK ONERPE Y o E D
BT, FIEOERAE T 2 [LLEOLAEGERE, HI OB TIIHEREEKIC 1 \LL R0k
WIEIED BV | ALFIRIEIZ LV 52 R2ZN G D 7R o T2 SUTTRR RIS HFRE LT

o IEMEMEY oSSR EERE U IO ERR RN IR O U oS DS EITIE, TRE R
%o 1 U EaETe, BE 2 B EOERERERH Y | TEEHRE OLEFREIC LY sBa
ERNDIFF SR o Te AT FIRIE R IZ TR LT

o IEMAMEY S NELS OARIENEEE B MIRAMEIEAR T ) L NIEDN B R U T B R R
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FE LR REROCHEUIERSE

<EPHEBICOHMERT 7 = L — 3 A ~ B ek~ D ik >

1. AmER7 7zl — 2R
HIERT 7 = L— 220 FEE)ERA BB 2 80T 5,

2. HAIMERT 7 = L— RFEY O E
BEE L 72 AIMERT 7 = L—3 ZEME . 1~10°CITiRE S AT ARSI A8 (i LA S, Y
ISR~k 5,

<EWEHEETOZ AN~EE >

3. AREOZHEN OYRTE
B LT IRIECAN 22 E L, EHAEME CIRIERERESMHET (—130°CLLT) CTHifERES
50

4. &5%@%@
MEIRAESEIZ L0 BEOREBLHER L, RGO 2 HAElG 7 HAETE TIZLLFD U /38
BrECFIRIEZIT 9,
TNVEZE Y VBB ATV E LT 30mgm? % 1 H 1A 3 HELEHEHFER N7 k277
QF(EK%@k)&LT3%m%ﬁ%lHlE3Hﬁﬁﬁ%ﬁTéoEE\%%WK%
(B RREREESE) XV EERET D,

5. KLoEs
WGBS 25, @5, BRAICIE, CAR BHA THIM S L CDS BtEfiim (20
X 100~50 X 10°#) M ON CD4 BEfila (20X 109~50 X 10°f#) Z . AFHllE )M E 2 [
92 100X 10°flH 2 B AZ  (#GPH : 44 X 10°~100X 10°{#) 2. CDS8 Bt & O CD4 Ba o o>
FAfRE DS 1 (FEPH : 0.8~1.2) &725 & 5. CDS Bfla 2 F kN 5- L 72112 CD4 5
PR Z SR 535, B, RBOFEGE LN &,

(K D5 L B EIER OIREIZH W B FEFNZ D 0)

F U X=7 (GBI #lHz) 1EOZEEXIIE,. HEROHE

BHRE ST BN R« ISR FEA) T HIIRERTERIEICPE 5 VA b A Vi EERE

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



2. KEOFE,. 1EMEF

TULY U UEE (L ) IR T RS =TI a—k, T TR L) ik, BER
RYIfL R 2k > CD4 B T HIfE & O CDS B T MR, a1z L F U A IV ANRT Z—%
T CD19 Z R AT 5 CAR 28 A LEFE - i S 724 TR DR S 4L, RIS & ARk
(CHEBRAMERIC X DR AW L. $lRNICR G SN2 BAERE-L TH S,

AEIEG T EAN SN2 CAR X, CD19 2R BRI 5~ 7 AHE scFv, & FIgGd b
RAAY, B N CD28EEE R A A >, WONZHIfENS 7T/ RAAL U ThsHE b 41BB LUt |k
CD3{ 2 DAER S LD, 7o, ARMIZIL CAR & & b, BB TFEARETAMT 5 72D DML mE~
— 71— & LTCEGFRt N B TFEAIND, KRS CDI9 3B LMz 5 &, BEA THN
Wk U CIEMAL. BEhE, G ESEO =T 27 X —HREOESEZ L1267, b oERICLY .,
CD19 Bt B At DR E I x UGG 2 JEp S8 5 0 R - FRF S v s,

AL OBIEIZHNL D, AMEKT 7 =L —3 2% AL &EE0 2 BEINS 7 BETE TIZ 3 B M
T CARTHIMDAEZ [ LS5 HITY Uk (b2 RE AT, [LDARFRE] &)
EATHOMERN DD, 62, KELORGIZL YA M bAoA UikHEREE (LLF. TCRS) &01v9)
HOEERIICE D AREEND DEWERNBO DN RN H D, LR ->T, 77z lb—v
ADE[EF, LDALFREOE T, RO RO G%I2IE, BEOBILEE HoIiTv, 2
DO BNTGEITIE, BB L2 FHGIE U MR 22 55 & R 2 FF ORI L 0 . BTG U
TICU ZIZB W TERN 22T E A Gt R E 21T H BN H D,



3. FRARRKHE

R SUTEEEYEDO OVE AME AR B AR Y o 3 (LLF. TDLBCL) ) . JEISMERERRS o gy
BHifaY > 8@ (LLF, [PMBCL) ) . &M BMaY o8& (LLF, [HGBCL) ) | JEEIR
PAREMEEEIE R D U LR (BLUF, T6NHL) ) K OV T AT OJEIME Y o RO &R
BRI 24T 72 B2 B R B O pliig 2 /R d,

[H%h1E]
3.1, VESME TARERER (017001 FX5R)

PR SUTEHAYE B MIIME NHL B 2 6 RIS, AmOAELR O ZEEORFEZ BN E LTS
FRFERT RSN TAHRABR (DA, 1017001 38BR) &\v9) AvEEE Shviz, 7R3N - AR,
KIDEBY THoT,

F 1 TR - BROMLYE

< EPULAE>
o FHIRENITEARMEO LT OWTN ORI o B M NHL 243 % BE,
» DLBCL =t7x— | : DLBCL*, DLBCL ®JEHE% 7~ MYC & TN BCL2 & BCL6 D iili J5 2>—J7 O FEAE Rk & £
5 HGBCL, PMBCL & L < i3JERMEY > o8 7 L— K 3B (LAF, [FL3B) &\W9H) Lalisnh, 7
VRIHA 7Y URERDNY Y XRTT (I CD20 FERYER) Ik AIBEEZIT TR, o2 L
DA LI E A EEE T H S HSCT %5217 T2 i,
> MCLam—b 1 VYA L EO(ERIEEN H 5 MCL B3,
e Lugano J&% (J Clin Oncol 2014; 32: 3059-68) (Zfit\Vy, PET MR B A AT 5 B4,
e ECOGPS 27780 XIT 1 D
< BRAWHLE >
. HMLER T 7 = L—3 2 D EHMiRT 90 B LN D[RR HSCT D EfEN & 5 B, a1 6 v ALINICT LAY X
< T HEREEINTEE. ERFTI3ATBLUNICTIAL S L LY T R B a2 &5 S0,
e CAR T MfaiR#E R T A THEM Sz TIIBEREN S 5 85,
o EEPEEZIC X DR AR R DA O B,
*  de novo X% tiNHL
**  JEBREREEHEES S OWETE T, ECOGPS 237 M 2 DHBE b BREEARETH o=,

A D FE K OB O A 7151, $T CD19 CAR T i & LT CDS8 Bt T #llfiu & O CD4 [t
T AR OB GHPEL DA DS 50, 100 31T 150X 1088 & 725 X 5. CD8 [ T #lfm, CD4 Bt T 4l
faDNEZ, B2 IZERIRNEE G35 2 & & s,

RN TORGEOARS EHEAZEET 2 2 L2 HME LT, BILEE L TLLFDO U »oREREREA(L
R (LT, ILDARSFEIE] L)) 21TV, LDALSHRIEOK T D 2~7 HRRICKR M E & 53
HZElEN, Fi2, REOBIEMFPIZHER 2 ha— L ObOmBAEE (7Y vy
LERE) DR SN, 7V v o ZMpEREE. BAEOHAAA] (1 BHH72Y 300 mg/m? LI T
DY I7aRAT7 7 I RE) ZHEHATLIZE LS, LDAEFEFRIEOBRMMAE LY 7HATETIZRETT5
zltEn,

(1) ATALE D LD b5

7R AT7 72 K300mgm? K ONT VAT e 30mgm> A WEn 1 H EL 3 H R AEE Ik
WE., £7-. BEORE (BHERES) [JSCTIAMETEVRWIZY 7 abR A7 7 2 RO
BeHBEOBENPTONT, 708, 3 B O LD ALFHIE S Ik 2 151 2 8 EFL0NE Lz
BETINVE TR NI 7 vah A7 7 2 ROREEZBE X ITHR G2 1L ST,

(2) 017001 kO AR pkAE

DLBCL =t7h— KT 100 X 10°{@ & $¢ 5 (CD8 Bt THIf (50X 100M@) % FkE 5 L7=#% 12 CD4
Btk T MR (50X 100@) Z RN S) SH=F7- 5 AIWEEHMEEIC W T, FEHER & S



#L7z Lugano 2% (J Clin Oncol 2014; 32: 3059-68) (25D MNIBRAEZ BB OHEIZ L 5 2= E G
DFERITR 2D LB ThoTo, 2FDENEG [95%CI] 1% 74.4% [66.2,81.6] THY ., 95%CIDF
FROSFANIHE SN2 BHERZRZEIG 40% % ERl> 7z,

#22 EEFMEE A OME OISrEEZESONE, PASHEN, 200194 2T —X Ty b4 7)

B (%)

PAS %[ (DL2S)

133 i

CR 72 (54.1)

PR 27 (20.3)

SD 13 (9.8)

PD 14 (10.5)

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

2755 (CR+PR) 99
(BFENE [95%CE] (%) ) (74.4 [66.2,81.6] )

a : Clopper-Pearson i

* o RN—= 2T A R OET ORMEIRE R T PET 253l N EESUI AR I T, CT A7 — VORI -5 < S BR A
CR. PR, SD D56, MIHFEEZEBRDHEIC L 2R BIEHZIF L L Tnon-PD &HIE LTz, REDHEGOH
HIZFB W T, non-PDIFFERZ EMWIT A B 272 o 72,

F 72, DLBCL 27— F OB IMEMENT M SEERNIC BT D B E GO RIIR I D LB THhoTe,

3 FNROMEE OISrHEEZESONE, DLBCL A MWEMATRIRAEN, 20198 12 BT —4 v vA47)

B (%)

256 14l
CR 136 (53.1)
PR 50 (19.5)
SD 28 (10.9)
PD 28 (10.9)
Non-PD* 4 (1.6)
M S AL 10 (3.9)
478%)) (CR+PR) 186
(BFENE [95%CI] (%) ) (72.7 [66.8,78.0] )

a : Clopper-Pearson {%

* 2 R—= 2T A O T OIS C PET MM ARRE X IT AT T, CT A7 — VORI HES < B2 EMN
CR, PR, SD OHE, MBEZESOHEIZL 2R BIAEDIFR E LT non-PD S HIE LTz, &2RDEIEGOH
HIZBW T, non-PDIFFERZN E M2 B2 72 o7,

017001 FRBERIZ I 1T DARFRBI O RN EN G ORERITR 4D LEEBY ThoT-,

4 FERRTRR O A B O R
(017001 7&5% DLBCL =t7/k— bk, 201948 A 2 AT —# h v b A7)

DLBCL HGBCL tiNHL FL3B PMBCL Ak
TFL* TFL*LLS
131 41 33 43 57 i) 18 15 3 1 14 15 256 H1]
) CR+PR 89 25 48 11 2 11 186
CATFAS n (%) (67.9) (75.8) (84.2) (61.1) (66.7) (78.6) (72.7)
[95% (592, (577, [72.1, [35.7, [9.4, (492, [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

EE n (%) (48.9) (60.6) (63.2) (38.9) (66.7) (50.0) (53.1)
[95% [40.0, [42.1, (493, [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 EESHE R Y oV E

3.2, [ERSILES TAERE (JCAR017-BCM-001 #52)  (BCM-001 #%5%)

PR SUTHEEEMED 7 7 L 7 B M NHL g 2604100 AR OFINE K OV M0t %2
HAY & L7z EmIEx FRE RS LR 28 MAHRER (LLF,  TBCM-001) &\ 9) MEMIiiz, Eosk
o BRAMEHEIL, RS5DLEBV ThHoT-,

F£5 FEBEIN - BpOMLUE

< FEAR L E >
o FEITEEMEO LT OWT O o B it NHL 2 A4 5 B,
» adm—bhk1:WHO%E (20164F) (Blood 2016; 127: 2375-90) Z5-3% , DLBCL*. DLBCL D%
TR MYC KON BCL2 X% BCL6 DTt f5 in— 5 OiEfs 1 HAE 2 A9 5 HGBCL H L < |2 FL3B & 2l
N, 7RI A7V URERIKRRY Y F~T (o CD20ERIR) 2&t 2 LY AL EDk
PRRE R T TR R,
» ak—h2: WHOSHE (20164F) (Blood 2016; 127: 2375-90) (Z3:-3& . DLBCL* XX DLBCL MjERE
ZoRY MYC } QY BCL2 X% BCL6 Ot )5 h>— 7 OBAR TP %A 3% HGBCL H L < IX FL3B & 2
Sh, TV b9 A2 U U REBERIR Y VX ~7 (XiTho CD20EHIHK) 28T 1 LI A b
JRIE A 52 1T 7= HSCT AN D /A,
»  ak—h3 (AERDR) : apk— k1 L2 OFERIEIEYEZ W 7- 4 B,
o HEITOFR CHEMBFIHICEERERI N TV BE,
e ECOGPS 7% 0 i 1 DE**,
<BRAM ALY >
o I CDIVEMRIEZZ T T-BE, WEICHSCT 2% 7 7-83% (af—h204k) ,
o THUM/MLRRER B E R BRIAR U o8 HE, FR MR RS ORI BAmAL Y > iE, PMBCL, it EBV 5
£ DLBCL J OV —%» N U U oNER A9 5 B,
* ¢ de novo XX E g MY o) (LLF, TFL) )
D IBBREMEIEES 2 BROWET T, ECOG PS 227 % 2 OHF L, Filih, 2 RE I FEEBIZEI Y SHE
(b iE B OV HSCT ISR T, i TOZBR/BRAMEHEITHE S L TV DA HRak— b 2 &U\ 3 DI
BEKAIREICAE T ST,

AShO HER OH &1L, HLCDI19 CAR T #llig & L CDS BB T #llia KO8 CD4 BatE T Hifi o % 5-
a0 A ﬁﬂwmﬂW@&ﬁéio CDS 5 T HEME (50X 10°M#) % ki 5 L 7-1212 CD4 15
TR (50X 108E) AFFARNEEG-T 52 & & &,

RN TOARGOAEE A EET S22 E LT, BILEE L CTLLFO LD {L3REE
1TV, LDALSFIEORK TG 2~T BRICAKRMZ & 5T 52 L L anT, F/-, RiLoRER$
IRy ha— DD DR ATRR (7 vV TRFRE) NEFERSn, 7V v 71k
ERET. IRABEOHAAK (1 HH7Z0 300 mgm? L FDY 7 akR A7 7 2 N%) 2HH+52 &
& EH, LDALFEEIEDOBME XV THEETIZRE T +5 2L & &,

(1) RTRLE D LD b5mE

Y7 uBEA7 72 R300mg/m? KON VE T EY 30mgm?E VT d 1A LEL 3 HBASREEIR
WL, £7-. BEOIRE (BHEMRES) IUSLTIAMFTEL KW IZT 7 akRk A7 7 2 RO
BHBEOWMEN T, 70k, 3 HM O LDALFEIEER IS 2 15T 2 8 EFG0 R L8
BETNVE TR NI 7 kR A7 7 2 ROREEZBE XTHR G2 1E ST,

(2) BCM-001 FABR DA Bl A




AREROG D F7- DTS Q0194E9 A 13 AT —% h v A T7EE) (28I 5 FEIhHE

H & &7z Lugano 2£%E  (J Clin Oncol 2014; 32: 3059-68) (2 < M EFER LB S DOHEIC L 5 4%
HENEORERITR 6D LB Tholz, 2FNEIA [95%CI] 1% 58.8% [40.7,75.4] THYV | BfE

40%1Z5%F L CTHEBHIICHE Th o7z, F7z, adR— 13 (HARAN106]) O2ZhEE [95%Cl 1%
70.0% [34.8,93.3] Th -7z,

#6 FEFMHEA OFER MSrEEZRESHE, 201999H13A T — % v b4 7)
[EES
ak— k1 aR— k3 EXES
2443 1051 344
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=2hEIE [95% CIE] ) [32.8,74.4] [34.8,93.3] [40.7,75.4]
Jr{fllpfiEP - - 0.020
a : Clopper-Pearson {%

<

BEKUER R 0.025, IEfE THRE
P = AT A DT OFHREE S C PET 255l ARRE ST AR TN T, CT AT — VORI FE-S < Fix BEhE A CR,
PR, SD G, MNHFEZBROHEIC L 2 BIBFEZFE L LT non-PD & HE L1z, 2ZF#EIE O TIE non-
PD # 3= L LT,

20206 H 19 HT —4 1 v NATZRESICBIT 2B G OMBIIRTO LBV THY | &R50E
AN

& [95%CI] 1% 63.0% [47.5,76.8] T -7z, 7=, adm— b3 (HARAN106]) OEFZHNEE
[95%CI] 1% 70.0% [34.8,93.3] ThoT=,

#7 FEFMHEE OMEE MSrEEZRESHE, 2020561907 — % I~ b4 7)
[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 (22)
PD 6 (16.7) 3 (30.0) 9 (19.6)
4£75%)) (CR+PR) 22 (61.1) 7 (70.0) 29 (63.0)
(2Z=EIE [95% CIE] ) [43.5,76.9] [34.8,93.3] [47.5,76.8]
a : Clopper-Pearson £

P R R T A O T ORISR C PET 2S5HIEAHE

HARFEN T, CT 27 — YOI 35 < ik BAIED CR,

PR, SD G, MNiHFEZBSOHEIC L 2 BIBFEZFE L LT non-PD & HIE L1z, 2FEIE O TIE non-
PD #3EZEH L LT,

BCM-001 5BRIZ 31T 2 MR E R DO RN E S OFERITFR 8D LB THhHo T,

%8 AT O A ORS R

(BCM-001:RBR, 20204E 6 H 19 AT —4 v b4 7)
DLBCL HGBCL tiNHL FL3B NS
(TFL D7)
30 il 4 41 10 {1 241 46 11
Ee S CR(+P)R 17 (56.7) 2 (50.0) 8 (80.0) 2 (100) 29 (63.0)
n (%




HE [95% CI*] [374,74.5] [6.8,93.2] [44.4,97.5] [15.8, 100] [475.768]
CR CR 9 (30.0) 2 (50.0) 4 (40.0) 2 (100) 17 (37.0)
e n (%)
[95% CI2] [14.7,49.4] [6.8,93.2] [12.2,73.8] [15.8,100.0] [23.2,52.5]
: Clopper-Pearson %




[Zz4t]

3.3. WEAME THEERER (017001 F5R)

DLBCL 2R — MIBWTAREDZEE ST 269 L I2BWT, AEFRIL2674 (99.3%) 1238
v, BIERIZ 2014 (74.7%) (2B bz (T—% >y b47H 1201948 12H) ., &7 L
— RORBEIEN 5% EORIWERIZEIDELY TH -T2,

#9 7L — RORHFEEN 5% EORIER (017001 &A%, S —4 v b4 7 H 201948 H 12 H)

ZEERIRHE BEE (%)

FEAGE N=269

(MedDRA/J Ver. 21.0) LT L— R 1 —R3LUE
2EIEH 201 (74.7) 93 (34.6)
Gy RIEE

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

Ky 77V e 22( 8.2) 0
PR R IR

Gt 36 (13.4) 2(0.7)

Pk 30(11.2) 0

FEED F 0 26 ( 9.7) 1(04)

FEIE 22( 8.3) 3(1.1)

e 17 ( 6.3) 11( 4.1)
—fk - 2EEEERS OGO REE

it 48 (17.8) 1(04)

FEEL 19( 7.1) 0
Mgk LY R bEE

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

i 37(13.8) 28(10.4)

/R E 31(11.5) 27 ( 10.0)

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

SEELIRAE 31(11.5) 2(0.7)
H M

D 15( 5.6) 0
IR

TR MHAENR 20( 7.4) 0
1 A PR

B 1 JE 28 (10.4) 4( 1.5)
R LUk mEE

BREGR 16 ( 5.9) 1(04)

R OB GHAF P K O 5-5% 05 30 HLINOET L, 3 BINZERD bivlz, JERIE. OVF AN
FE2E . IMSEM Y g v 7. DIERS 1B ThH o7z, 2D 5, OF AANEMNuREE & OV RIE D4
1BlIE, ARbdhE ORBEBURNEE SN2 hoTn, TOM, K& 514 30 B H F TITRBETICLY
6 BN Lz, 7o, RinOEKE 5% 31 H BUBOFERRIZ I H5TIE, 8269 61 (3.0%)
RS BT, FERNE. AT A AEAS 2 B, ML, ZNEeSERE R AEERE. AN
SiE. EBERIEREGRE, BUMIEMES 5 v 7 ROBEE RS LI Th -T2, D95 b, HEITHELEMER
EMIE, B, SRS RE AR BIEMERE O 1 I, A & OREBEBEATE SN oT2, D
i, Bk 54 31 H B LARIZ, JREMEITIC R D 99 2y, DRI L v 34 (GEr & BEED
IRVDNEE T e e OVOVE AMEREREINEE L) 2B L. JERIARAD 4 Bl TN RE SNz, £

10



77. MCL 22— F TAREDBELEIN- 17THICBW T, RihOFGERIEd R OEE%000 30 A LUN
ONEEAREEREGRE (LLF. [TLS) ) ICX DTN 16, RO REEE% 31 A BLAEICOVE AN
flifafEEC LA TN IFERD LN TEY . 2095, TLS IAM & ORERMRITEE SN0
.

3.4. FEPEILEE THZAB (JCAR017-BCM-001 3#£52)  (BCM-001 #45R)

R— 1RO TARLDEEINTZ 4641280 T, BEELIT 464 (100%) 23R D L.,
TERIZ 424 (913%) @B bz (F—2 0y bA7H 20206 H19H) ., &7 L— FD¥
HEIEMN 5% L EORWERIZE 10D ERY ThHoT-,

F 1027 L — FOFRBEIE D 5%LL EORIEH
(JCARO017-BCM-001 7B, T —%H v b4 7 H 202056 H 19 H)

B RIRHE BEE (%)

FEAGE N=46

(MedDRA/J Ver. 21.0) LT L— R 71— K3k
2RIEH 42 (91.3) 29 (63.0)
Mgk LY R mE

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( 4.3)

U BRI E 3(6.5) 2( 43)
—fk - 2EEEERS OGO REE

FEER 18 (35.1) 0

9 97 6(13.0) 0
oyl R E

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

Ky 707V e 4(8.7) 0
PR R

KEBIE 4(8.7) 3( 6.5)

Pk 4(8.7) 1(22)
e

SEELIRAE 7(15.2) 3( 6.5)
A MR

N 3( 6.5) 0

B G% 30 HEE COREFRICEDHEIE, 16 (=2h—F1) RO N, FERITFEY
RETHY ., Kihé DREBURIIEGE SN o T-, EEHEE#% 30 HE T, FEEITICX S5
IR O bR o T, REOKREEE% 31 B BLUBEOAEFEZRIC LD, 26] (ark—h
1. aFm— k3% 160 ICBD S, FERIT Y X ERIE ., 2Rt R RN A 16 Th
ST ZDO B, B VAR 1 FlIEAN & OREBERNEE SN2 -T2, T OM, ik
BeH% 31 H B LIRS, BBHEITICE D 19FI08E T LT,
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4, FEEIZOWT

AL OBEIZIZAMERT 7 = L— 3 ARMER = b LD PRRECAR MO GITEE L CEHERA
EHLNRD SNDAREMENENZ LD, ANOFRG N MY R EE 22K - e L. Aok s
WX EEARBRERANEE LEBICHINT A2 EBXMNETH DL, LB -T, KBEFULTFOO~Q
DFTRTCZiz T Mg B W CHERAT 2 MNEND D,

O HgEIz>WT

D-1  FROO~@DTXTUHYET DR TH D Z &

(1) HAEM - SeEMIIRIET 20N E O 5 AR a8 8 FHED 2T O E i 7o T2t GEE
AT AY—1) XIFREN T Y —1HET 22 0E GRERED S B, Blii=—7 1 x—4
—DRLENAR D EEHELISN il 2R 2 AT 2 L,

(2) AEFRICHTHEHFEHNTRERICUZL 2/ L TWAZ & (A30] KT HE P IAREEHE
(1 BizoE) 1) BrEEPREEEEE 1S T4) FEEPREREEEE 4 OV
ZIEITH TV D ERER)

B) 77z L — T AIROBEAICE LI ERA X v 7 (ER, FRERD., AR AR A ST ERR
T 1) REEBINTEY., 7 72— A3 b 1 L4DEERAZ v 7 (E
Bll, ERERD. FRARMATED UK T ) 12K 5 FIRFEEAR R K ONE R~ O 8 &R 53
o TWAZ L,

4 AnOFIMER OVZEMIIBET DR INEST D720, BEPR L OEEO T THE SN D
KD TRERGFL AT L (VYA | ICEEREZITO L LbIZ, KRIZRELNT
WD RUEIRGE R A A WU FER T 5 Z ENARETH D T L,

O -2 KA B AN U o Sl ONEREME U o SEEOZW, 18R OVRES - BITEFAR BB OX )G
Wy 7e sk ERREBR A A L, BUERGEEE N T T 5. RMOEHICHTZ->TOFEEET L
RN, IREOEEEZED THEELRE SN TS Z &, BEMIZIZ, £ 11 o0)~3)D
TRTCUCHELTHEMMNEROETEE E L TIAREINL TS E LB, £ 11 O)ITEY
THERN 14 ERES N TND I L,

#11: B O ETLH B4 5 E

(1) ERGRZFRE%, 6 ELU LOBKRBREZA L, 56 3FEL X, migEMEEEOHEZ{T> T\ D 2 &,

) EMMIEBRICET2HEIC L 22 MERNEE 1 FEL EH Y | LERRE & ERENE2EE LD 2
L,

(3)  [RIFEYE M ARB RS ORHE IR SBILL B D = L,

@ BN ORAERRER I 5 ERE B OAHIZ OV T

A ERER LIRS A WE LR T 2L E N E S, JOERGEENLOERED, H
E « PSR T AWM OB K OEMZE 9 2Rt REA - BIERARAE L-5E
DHENAR D EBENHENATON D IEHINE->TND Z L,
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@ AEE - BEHA~DORISIZHONT

@-1  Jigk ks B9 2 2k

HEERAES - BIWERRAE LT-BRIC, 24 BRI O T, Yedhtsd ATV T, 3
BUT-BWEAIZIS U T AR E B OWA B 22 A OFE 34 A S B, B HITRHSATRE 72 AR H] A3
BoSTNDLZ L, B, CRSOBRARICHZ T, F U X~7 (B H#az) OEBENIKLES
AICHERR SN TWD Z &y

@2 EFREHEEICLDRES - BHWEAA~OXRIGICEE 3 5 24

FGHIIEAL B AR U o B R ONENRME Y L RIED IR He b 2 B A 72 5k K O RE 2 A3 2 EERNE
HEPAREE - BEWEHO®=4 1 v 72 &OEIRE L EHREZ A T 55— AEBEERG D E S
TWDHZ &, BB, ZOERENZHOWT, BEEZOFRICHZIEMEINTWDH I L,

@-3  AHEG - BIEHORZE-CISIZE LT

REA - BWERIZR LT, Hikhtiak XITE MR OB M2 A7 5 EAh & (BITEF OB Eeoxt
JMCBEA L THRE RO EEZITONLIGMICH D2 L) L, BEHITEUIZRALED T E DK 233 -
TWAZ L,
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5. BEXIG LD EE

(A 2htk

(289 % HH]

O TROBETRILOAEIENHER STV, o8, AU SV Tk WHO 208835 Vil

(F

12) 12H-5<,

LR OF3 A TEEEME O KA B Hifa Y oS

DLBCL, PMBCL, tiNHL, HGBCL

FRIE ST EERYEOIRIarE Y > (%)

7272 L., CDI9FURZIEM & L7 A T HURSZ AR T MR EREOIRERE N <. BFE
T I AR A O 3@ S A3 72 O R T B S M 2 I 3 L7 E © LT oundh

Mz

(%

#%AZ,

7= AR S,

tiINHL LIS O KA B AR U o SPE R ONEREME Y > SO BRE T, Y10 BE T2 7
A VUL EOALSEEIERE, RO BE TIEEBEZIC 1| T4 VU EORFRERERH D | (b
BIEIZ L0 B ERHNE LN - UTIRFRBICHER LT

JERE Y o RPES AL L7z 6NHL O5AI121E, IWEE#E%O 1 B EEETe, @HE 2
FTA U EOCFERERN G O | FBEE ARG OFRIEIC L D meFTonE ooz
SAIMEFEIRIER IR Lz

TENPE ) S ELIAN OARTEMEEE B Ml IEAR Y F o ) SN E R L7 tNHL O34
\ZIE, TREHRHALIC 2 T A L EOALFRIEREN S 0 | % O(LFRIEIC L D 5B e
FENMG B2 o T2 MBS IS HER LT

) MY NEIZOWTIR, HaoiRERe AT R EEEIZ L Y . Grade 3B 2 vz
2 T A LA EDOALEERRIEIC L0 SE RGO o o URIRRZIC S LT BE I

BH5T5Z L,

@ TFRICKET D BEEIARMOEERG LR B0,

[ 2zt

VX< 7 (B lz) KOT v N T34 7 ) R PUEM SR & G T
FED 7B

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

L DEMEREE; (72720, LT OFFRBEEEMKEZRS) OBERERH Y, Dl Ld
2AEREMAHER STV RV ESE

VR R QML O BRI, R R AP, P LR, ATSZ A O
AR FE I 28 SR AT REZR BISZ I ST B RIUIBR SN AR R Y A7 DR T =V 1O
EZ

(2P % H1H]

@O TRICZUETL2HEIEIARMOKRENEER - BILL SN THWD Z Lnb, BEE2ITHhRNI &,

— BEMRR U 7oA L A PR L7 e
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o BHEITARMDIITHT D WMBUE DBEERE D & 556
o JFAELE L THWIEB) BRI BAZER DS, BEARANLSO S DO THH5E

®@ TRRITHEYTABEICHT ARLOBEGIZOWNWTIL, A OZEMENHEL.INTE LT, A%
DEHERIG L T2 B 720,

e ECOG Performance Status! 7’ 3~4 ®B# (ECOG Performance Status 73 2 D BE 22O\ T
X, ZOMOBRIREZELZE L, HEOREE2HET52 &)

(% 12) KiinZ B MR Y > SO (WHO &8G28 M)
Diffuse large B-cell lymphoma, NOS (DLBCL - 3EfFER!)

Other lymphomas of large B cells (Z DAl KABIEM B Hifia U o i)

. T-cell/histiocyte-rich large B-cell lymphoma (T /AR ER &5 R KA B #fa U > /<)
. Primary diffuse large B-cell lymphoma of the CNS  (JEF&ME Fix g2 DLBCL)

. Primary cutaneous diffuse large B-cell lymphoma, leg type (JFZPER7 )& DLBCL « T Hi7Y)

. EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus 5% DLBCL - FE455/Y)
. Diffuse large B-cell lymphoma associated with chronic inflammation ({2428 iEIZf# 5 DLBCL)
+  Lymphomatoid granulomatosis (VU >/ AR PY ZEREAE )

. Large B-cell lymphoma with /RF4 rearrangement (IRF4 HxJEE % £ 5 KA B MR U > /<)
. Primary mediastinal (thymic) large B-cell lymphoma (JFF&PEAERR AR AR B Mifa U o /< JE)
. Intravascular large B-cell lymphoma (IfiL %% PN HERR Y B Aifa U o 2 SfE)

. ALK-positive large B-cell lymphoma (ALK B RHIARA B Al Y > i)

. Plasmablastic lymphoma (JEEZEERME Y /)

«  HHV8-positive diffuse large B-cell lymphoma (HHVS [ 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
DWF D—7 OFERERLAE © @ EEMEEE B M Y o/ &)

. High-grade B-cell lymphoma, NOS (M B A Y > Nl - FEFRRAY)

B-cell lymphoma, unclassifiable (B ffifiaV > /<& - 53 FEAEE)

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (OVE AAMESRAAER Bl Y > 38 & i 7R 250 2 U oo R R & £
2 B Y ol - S FRRERY)

1 ECOG Performance Status
Score | EF
0 2L MR IEBTE 5, FFi & A U H & AEESHIR <72 5,
1 BRI LUEENIHIIR S35 28, SBATATREC, BRAEESCHE - COERITITH Z LN TE D,
B RV FE, BBEE
HATHRECHZOHDEIY O Z LT X THRESEETITERY, HP O 50%2 B~y MtcilsZ 4,
[EONTZHSOHDOEY O L LTERY, HFD 50%L, EE2 Xy R TilmI 4,
EENT R, BOOHFOBEY OZ L13a TERY, BRIy RO 7Tl Z7,

BlWN
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6. HEGICERL THE T & HIH

O BACEFINA, WERTEER DRI 2 @M E TS SR OFHER O IE[ O 7= 012
VBTG WA B L T D5 2 &

@ BEBRIAICIENL D BE UTZ OFIRCAHIER a2+ ICiA L, FEZS T b

G35z L,

@ FEREWEHO~RT AL Mo T
o Tavwl ., TFHT7 4 TF%—%5T infusionreaction 3% HoNB I ENHBHD T, BE

DOARRER H BT D L L b, Ay
L. infusionreaction DV A7 2z 57, AR5 DK 30~60 53 Hijll.

DFREO LAV BT, WUIRWLE AT S 2
TN/

Tz FR T2k RIIUIFOMOE 2% I HI SRR A 555 =
L, EMEBNTRARZRE, BIBREAT oA FENIERA LW &, T 7407
X ORGP EEOFELENEH LA IH 2., AHEBEO®HE LT 2

(I_).o

o CRSBHOLDLNAZLENRHLHDT, KMDOEEEIZHT-»> T, MEMHMELITO 0L, 3
Z KT, SR, EFE, KEERIE, MERERMEY o SEBRERE S OERRIERIZ OV
T, BIEE 04T 28, 2, BEPRO oNHEITIE, MEREES DR

HIEHTD CRS EHR T /LY X KT CRS I AT O RICHE N, @)/ LE %217

5 Z &, BCM-001 i 2B £ 27 CRSEH T /LI ZALIR13OLBY THD, 72

. 017001 7Bk K& X BCM-001 skBRIZ B\ T, ARG O 544225 CRS OW)EIFHF T
OB ORIE @) X, FENS50H (1~14H) XO40H 2~14H) Tho
72o F£72. CRSIZBHE LT, mMEREEMEY > SFHMREENHRE ST 5D,

#13:

CRSEH 7 /LT XL

Grade *

XL

Grade 1
B (38.5CLLE)

KGR G4% 72 W LB L TV 5856
SHERRIE 21T 9,

Kb P54 72 FER AR O %54
VEHNZIS T T, hv ) A= 7 8 mgkg DFARNEEG 21T 5 (1 Rl 2T T
B 800mg #MR RN L) , o, THRYAFZY L 10mg D 24 R 2 &
DEFIRNE GO B BT 5,

Grade 2

FEIR DS R DI A% o
L L, MARKIGT

Do

FiO; 0.4 K OEEE B 5-%
WEEET 5, miRd L<
TR ED 1 DO HRIEK
WZROST DRI, XX

Adn e 5-1% 72 Ref DL ERRE L TV B854

U X~ 7 8 mgkg DERIRNEL G- 21T 5 (1 FEE 2T TH 5. 800 mg % i
ZIRNWZ L) o Fo, TRV AZ Y10 mg D 12~24 Fif 2 & ORI
HGONFRbEET 5,

ARG 72 FERRES O B4

kU X~ 7 8 mg/kg DEARNSEL G- 21T 5 (1 Kefi] 23 TG, 800 mg %
2RI L) o Fl, TRV ALY 10 mg & 12~24 B[] & L IE RN &
595,

16




Grade ™

XLk

Grade 2 Dliggs g, 2
DFREEIIRT D720,

REOIRE T 24 FELINIC CRS DBGEN RO b RWIGE . ITEEIC
BT 554

R U RS T EFEERG L, TRV ALY U OMEE 10~20 mg (i
LT 6~12 R T L ICFIRNE 57 2, F7o. ERRAEEE Ot O JF K %
A (B MufdiE, BIBEERERS) |

PLEDIRIET CRS OWENRD b, IR 2B L3 ke 3~ 555

AN
=

TRV ALY U ERKE 20mg & 6 FEE L ICEHAIRNES) L, SE
WS LT, AF AT L RF=vnrr Q2mgkg#5%. 2mgkg % 1 H 402
EEE 7 HUWNICHE) ([c80 x5,

c hVY X T E2EERS L% TH CRS DR NRO LNHEAIE., il
ORI OME A 2Bt 2, 7B, F U A~7 %230 EEET S
Yaid, MU X7 ORG24 T3IEENE L, &ft4RIETET
Do

Grade 3

SR 78 /80 B 7R AT N e B
L L. MAILIRT D,
Fi0, 0.4 L EOWH#ER 5 %
WEETL, mHEL L
NTEH O HEIEK A V5
LI HIKIME, Grade 3 @
fggs e, XX Grade 4 D
v AT IF—FE
H, BREOREIIMbD2

U R~ 7 8 mg/kg DFRIRNEE 52475 (1 K22 T b, 800 mg % #
2PN L) . F. TRV ALY 10 mg & 12 FEE 2 & IS ARN 54
%

24 BEREILINIZEE MR Hv7evy, X CRS BRI E LT 254 .
Grade 2 DH A X2 ATHED,

AN
Grade 4 KU X~ 7 8 mg/kg DFARNBEG- 21T 5 (1 BRfE 2> TG, 800 mg %
EER iR YIRS RPN ZRNZ L) . Fl, TRV ALY 20mg & 6 W] 2 & ICERIRN G

N LRRZ5 AR — R 234
B ¥IX Grade 4 Dljgissis
M (T AT IF—F

)

24 FERILINIZEGED TR O HL7ev, XL CRS N EGHIZE(L T 554
Grade 2 DA X2 AIZHED

EHAZFRL)
il D ¥ FIH oA G ITCRSAEIR (BN, MATEIREARLE, KMERIES) 2E=F ) 7L,

PR AT 9, £7-. MIECRP, 7=V F U RUEEATA—Z 2E=F
I D,

T XY AL UG R LTGAIEL, M &b 3EE S, U CRS KU E4
DHRIEIRSE R T D E TR L, WA ET5 2L,

*Grade 2 OHFAIL, FEAKLOERNSHEAT L E T, HECE=F V) 7 HEFEf L,
PR IOREAN & xHREREE (B ARS. FRARPY R & ORI 72 BRI 78 . AREL
HORHEDOHTE) 24795, MBRFERIRBOOLNIHET,. MEE=4VY 7
IR %,

eGrade 3 DL DAL, ICU IZBWTE=Z U v F RHERE. MATENRE K OWENL
OB, MRFZNFTMZITH, MRRAFEBBVOLNIEEIT, Me=41 7
ZIRETT %,

eGrade 3 MU EDIEIE, MEREARMEY o SHRRIE D FTREM 2 A+ 5720, 7 =
UFo, NIV ZURY REQRT 47V 7P OBEEBIEL, BHZEH %I LT
AT T D EGHEDFR O AT & RT3 5.

¥ : Lee 5 ® Grade HEFEYE (Lee H. 2014 4)
* KN X T OBREICHTZ->TiE, U AT ORMCE, MIEFERT A NEE2RGT 5L,
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o MRARFELNHOLDLNDLIZ ENBHDLDOT, KELWOEEIZHT- > TE, MIE, KiBE, R
B FEE. FEMEO E V., BEREOBEKRERICOWT, BIgE 01T 2 &, BERN
O BTG AT, BEBTEE PRI T D2 T OMRRFRE T LT Y X LK
IR FEGIXTT DR OBEHRICHE, WYIRLEZITH Z &, BCM-001 785k & 1 & 2
TR RFEREFT LI ALIR14DOLEBY THDH, 728, 017001 &5k & O BCM-
001 FRBRIZFBN T, RO B GBRIG) DR FROWEPELE COMM ORIl (&
PH) 1%, ZNEN9.0H (1~66 H) KO'7.0H (4~13H) Th-oT,

F14: PR RFEREBET LT XA

Grade *

XLk

Grade 1

A G4 72 RFREI DL ERGE L TV D56 - iR 28R4 2,

AP 5% 2 RRIRm OIS - T A XY 2 10mg & 12~24 K] Z L1z 2~
3 HM#EIRNE ST 5,

Grade 2

FEY ALY 10mg & 12K Z &2 2~3 B (BRI DHE 1T LU
1) BIRNEET 5, BIBREAT oA RIEEMBAG 3 B 218 2 5 54 13K
EEET D,

24 FELINICSE DGR B2, UM RELNEA LGS, 7%
AL DR ER O GHEE &K 20 mg O 6 FEE] 2 & £ CTHET D,

E 52 24 R RRGE L CHWENRD LRV, JEROZHE2EITHRD b
L. FAEMEENTAIENED DNDLEEIL. ATFALT L =Y 2§k
WG9 2% (2 mgkg #5%. 2mgkg & 1 B 4 BN EIHRE 7 B LA
)

Grade 3

TXY AKX 10~20 mg & 8~12 IFH] T L ICFRIRINE 5325, IIEMED Grade
3 OFEFICITRIB G AT v A ROMRITHER S0,

24 R LAPNICEE N RO DR, IR FERNEN LG AIX, AT
T R=yarEFIRNE ST 5 (B EROWEL Grade 2 DA X A%

)

MR BN DT, BHAEOAF LT L F=Y ar 2HiRNELS (1~2

g, MEHTIG UT 24 FEH Z &2/ = d, BRIRMIC LB RS 513E5, ) &
V7 mARAT77 I R 1S gm? ZF ARG L, i RIE R OEiREERE S
ZET 5,

Grade 4

F XY A H V20 mg & 6 B T L AITEIRNE G- 5,

24 B LINIC S E DGR H eV, TR R FLNEL L2581, A F L
T R=y e EFHIRNES T2 (BGERUBEEL Grade2 DT A XU AR

[N

MEEN LN DBEE T, BHEDOAF LS L R=Y o ai kNS (1~2

g, VHEIZEUT24RMI L ICHERT, BARMICHERGE T T 5, ) &
W7 mRA7 7 IR LS gm? ZfRIRNEE S LU 8RR E R OV G R IR k%
BT 5,

1% : NCICTCAE E#EZ W 5,

o [FUYYENRDHLDONDZ ENRHDHDT, KO EIZHT=-> Tk, BHRIEREZMHERL,
BERETIATHY) 2 &, ME, BEEMEOT A VA LD B RIEG A & Te B ORYe
SE (BUMIE. WiRE) RN oo dZ enb0 ., HTICEAPINRESIN WD, F
7o FEWELPERBIEN S b Z ENb D, Fim. WEITVES B B ME
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(PML) 2#EINTWVWD Z D, MRIERDH &b =55 1385 O 7= 0wt 72
A (IMEREEARAS MRIIZ X A G2 EE) 2175 2 &, AROHGRNICEKIICE
PRI EBGE DN RO LN GAE, BIET 2 ETARMOEBEGZIEMT5 2 &,

B AT UL CHUFR T A VA v U 7 O BE UIBEAEBGEE BT, FRUA LA
DFHEMAL S D FIREME & 5, HIV BRE B W I U A LV AREENINT 2 "IREME D &
5, AMEKT 7 =L — 22 Ed Ha1C, BREFRYA VA, CHRIFR T A VA KL
HIV & O A2 BT 5 2 & ﬁ*?%wz%&)7®$%ﬂiﬁﬁmm% VN
BETAEA1T., FESEREECITFR VAN A~ —H—DF=2 ) VT 54T H5%, BRI
2 7 A v A DFEFEMAL C R OEALOEIEIEIR O R BIIEET D &,

AR DG REGAR LA EIZ D720 i/ Misd ek & SE o F g2 & 6
b LRHLDOT, KiOEGIZHT- > T, EHICMBEREZITV., BEOIR
e HolcBlEd o2 L,

ﬁyﬁmf)/mfﬁ%%bﬂé ERHLHOT, BEOREZ 5B L, BREN
b%ﬂt IR E (fE S n T AT RIEE EHIRNICAT O %) &1T) &

&% N1 f®@@£ AT HBIEE T ITATO 2 L,
TESSRRBIERRED O H oD Z LN H DD T, RnDEGIZHTz> T, i EME
IREEDWE K OBERREMRAE 21T O 0 & BIBZ T3I12ATH 2 &,

KRB LR EEDOMRERFRN L OEDONL Z LD D

%D T, &5?@%
HITIT A B ER 2 f O BB O BIEICIE R S E R WL O EET D

H%

19



