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1. IZCBHIT

PRSI OGRE « ZEVEOTHAR DT DITIE, TR SCESE IS 2 1E 2l 23K
HHND, BT, ITAEOREREITOEAIT X 0 HEHE 28 A E ST 2R F A R R 5,
MWAEARBEINDH T, 2D OFEERER 2 BICHNERBE RIS 2 2 L BB OFE &
RoTEY ., RFEMBOEE & i RAT #2016 CERL 284 6 H 2 AMEIE) 2BV TH
HHTEE SO A ORE L HEEZX D Z L L& TW5,

HRUWERER 2n AR SR, EEUERLR T 0 7 7 A VB F O EHE L &
HOEMNIRRD LD D, ZOD, AR LRI OERN +OEETLETO
., HEAEERERGOBEZRZT D ENIRINLBEITHLTEMRTL L LD
(2 BIERI DN EEL L2 BRIC B2t Iis e & 2 2 & DN ATRE 78— & O B 7 i 72 3~ R A BE <
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HIERT 7 = L— 22X 0 FEEERA BB 2 80T 5,

2. HAIMERT 7 = L— RFEY OE
BEE L 72 AIMERT 7 = L—3 ZEME . 1~10°CITERE S T ARSI A8 (0 LA S,
TR~k 5,

<EWEHEETOZ AN~EE >

3. AREOZHEN OYRTE
B LTIRIECAN Z2ZE L, FEHAEME CIRERERZRESMHET (—130°CLLT) CTHifERES
50

4. &5%@%@
MRS L BEOREBAME L, RS5O 2 BRI 7 AATE TICLLFO U 738k
BrRECFRIEZIT 9,
TNVEZE Y VBB ATV E LT 30mgm? % 1 H 1A 3 HELEHHFER R 7 k27 7
QF(EK%@E)&LT3%m%ﬁ%lHlE3Hﬁﬁﬁ%ETéoﬁﬁ\%%@ﬁ%
(B REREmEESE) ICX v EERET D,

5. KmoEs
WG EANCA ML 25, @5, RAICIE, CAR BHA THI E L CDS BitEHilm (20
X 100~50 X 10°#) M ON CD4 sl (20X 109~50 X 10°f#) Z . AFHllE )M E 2 [
92 100X 10°flE 2 HAZ  (#GPH : 44 X 10°~100X 10 (&) 1. CDS8 Bt & O CD4 BaE i o>
AfRER Oy 1 (&EPH : 0.8~1.2) &725 L 9. CD8 Bt EMIIL Z HE RN £ 5- L 72 #4212 CD4 15
PRI 2 SR 535, e, RBOFEGE LN &,

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

F U X~7 GBI z) 1EOZBEXIIZE., HEROHE

BHRE ST BN R« BEISRF FEH) T HIIRERTERIEICPE 5 VA b A Vi EERE

FAEROHE #E, ) X~7 (BB Z) & U TERE30kg LR 1A 8 mg/kg, AT 30
kg AT 1 18] 12 mg/kg % S HET 5,



2. RO, TERBF

TULY o UEE (—L ) TR =TI a—k L, T TR W) ik, BER
FYIfL R 2k > CD4 B T MR & O CDS Bk T MR, Bia iz L F U A IV ANRT Z—%
T CD19 Z R AT 5 CAR ZE A LEFE - i S 724 TR DA S 4L, EFES & [FIER
(CHRBRAERIC X DT A28 L. $lRNICR G SN2 BAERE-L TH 5,

A IEG T EAN SN2 CAR X, CD19 2R R 5~ 7 AHK scFv, & FIgGd b
RAAY, B N CD28EEE R A A >, WONZHIfENT 7TV RAAL L ThsHe b 41BB LUt K
CD3{ DA S LD, 7o, ARMIZIL CAR & & b, BB TFEARETAMT 5 72D OHifE f~
— 71— & LCEGFRt N B FEAIND, KD CDI9 3B L=z idi#ka 5 L. BEA THN
W% L CIEMAL, ., MfEESD T T = 7 X —HEOESEZ L2579, ZhODERICLY .,
CD19 Bk B MR D IEE 6T UIEEHIIE 2 JE3k S B 2 9 B irs s n b,

AL OBIEIZHNL D, AMET 7 =L —3v 2% RGO 2 BEINS 7 HETE TIZ 3 B M
T CARTHIMDAEZ 1 ESE2HITY Uk RE AT, [LDABFRE] &)
EATHOMEND D, 6, KLOBRGIZL YA S A VkHEREE (LLF. TCRS) &)
HOEERIICED AREMEN D DEWERNBO N RN H D, LR ->T, 77z lb—v
ADE[EF, LDALFREDOE T, RO H RO G%I2IE, BEOBILE HoIiTv, 2
RO LN HEITIE, B LB U MR 72 ek & R 2 RO Ec K v . HEIZS T
TICU ZIZB W THERN 22T E A G R E 21T H BN H D,



3. EEERERE

R SUTEEEYEDO OVE AMERARA B AR U > 3 (LAF. TDLBCL) ) . JEISMEHRERS o gy
BHifaY > 8@ (LLF, [PMBCLJ ) . &EMEE BMEY o8& (LLF, [HGBCL) ) | JBEIR
PAREMEEEIE R D U LR (LR, T6NHL) ) K OV T AT OJEINE Y o RO &R
BRI EM 21T o 72 B2 ER B O BiE 2 3,

[FzhiE]
3.1. ¥#EAME 14/ERER (017001 3RAER)

PR SUTEEAYE B fia: NHL B35 2 X8, REOB MR OV Zehomstz B e LI23Es
FRIER PR ZFE T AERRER (LAT. 1017001 3kBR) L uv9) FEME STz, 7R - FRAMEHEIL,
F1DEBYTHoT,

F1 ERBR - RIEYE

< EPFLAE>
o FHIRENITEAMEO LT oW OB o B M NHL 243 % BE,
» DLBCL =4— b : DLBCL*, DLBCL ®JE#E%A 719 MYC K (X BCL2 & BCL6 D 5 7> J5 D FEAE % % £
5 HGBCL, PMBCL & L < I3JERMEY > o) 7L — K 3B (LT, [FL3B) &\ 9H) Lalisn, 7
VRIGHA 7Y URERDY Y R T (Ehod CD20 FERYER) Ik AIEEEZITTEY., o2 L
DA LI E AR T H S HSCT %3217 T2 s,
> MCLaF— b : 1LY RA L EORZEFIERNH D MCL B,
e Lugano J£% (J Clin Oncol 2014; 32: 3059-68) (Zft\Vy, PET MR B A A 5 B,
e ECOGPS A7 780 XIT 1 D
< BRAWHLHE >
. HMLER T 7 = L—3 2 D EHMifT 90 B LN D[RR HSCT D EfEN & 5 B . a1 6  ALINICT LAY X
< T EREEINTERE . ERFTI3TBLUNICIAL S L LY T R B &5 SR,
e CAR T HfRVRREEE T A THEM Sz THIISEREN S 5 85,
o HEPEREITIC X B IRAE N AR R DA D B,
*  de novo X% tiNHL
**  JEBREHEEHEES S OWETE T, ECOGPS 237 M 2 DHBE L BRIFARETH o7,

A D FE K OB T A 7151, $T CD19 CAR T il & LT CDS8 Bt T Al & O CD4 [
T AR OB GHPEL DA FEDS 50, 100 1T 150X 1088 & 725 X 5. CDS [ T #lfim, CD4 Bt T 4l
faDNEZ, B2 IZERIRNEE G35 2 & & S,

RN TORGEOAERS EHEAZEET 222 HME LT, BILEE L TLLFO U »oREREREA(L
L (LR, TLDAEFEE) &) 2170, LDAEFIFRIEDOK TG 2~7 BRICARLEZ 53
HZElEN, Fi2, REOBIEMFIFIZHER 2 ba— O OmBARE (7Y vy
L5RE) DR SN, 7V v o ZMpEREE. BAEOHAAA] (1 BHH72Y 300 mg/m? LI T
DY r7aRAT7 7 I RE) ZHEHATLHZE LS, LDAEFEFRIEOBRMMAE LY 7THATETIZRETT5
zlltEnt,

(1) RAiALE D LD (b5E

Y7 aERATZ 72 K300mgm? K ONTLE T e 30mgm? A WEn 1 H TEL 3 H R AaEE Ik
WE., £7-. BEORE (BHERES) [JSCTIZAMETELV RV IIY 7 akR A7 7 2 RO
BHEOWENMTbNT, 7. 3 HEO LD LFRIEFEE T IS 2 05 2 B EFLNEIL L=
BETINVE TR NI 7 kR A7 7 2 ROREEZ2BE X ITHR G 1Z P 1E ST,

(2) 017001 FRBER D B A Rk Ak

DLBCL =t7k— KT 100 X 10°{# & $¢ 5 (CD8 Bt T HifE (50X 100M#) % FkEE 5 L7=#% 12 CD4
Bt T A (50X 10CfiH) ZFRAIRNERS) Shi- 722 A8 MEEHEERIC W T, FEIMEEE & S



A7z Lugano &% (J Clin Oncol 2014; 32: 3059-68) 12535 < MNIHEEZ B X OHEIL L D 2R E&
OFEFITR 2D LB ThoTo, &2FEDEEG [95%CI] 1% 74.4% [66.2,81.6] THY ., 95%CIDF
FROSFANIHE SN2 BHERZRZEIS 40% % ERl> 7z,

%2 FEFHEEHORER MNFEEZBSOHE, PASER, 20194 AT —F% Iy 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
BAEECED 5 (3.8)
2755 (CR+PR) 99
(BFENE [95%Cl] (%) ) (74.4 [66.2,81.6] )

a : Clopper-Pearson i

* o R—= T A R OET ORMERE R T PET 253l N EE SUIRFENE T, CT A7 — VORI -5 < S B RA
CR. PR, SD D&, MIHFEAEZBEDHEIC L 2R BIEFZIF L L Tnon-PD LHIE LTz, REDHEGOH
HIZB W T, non-PDIFFERZ EMWVIT A B 272 o 72,

F 72, DLBCL 24— F OB I SREERNIC BT D BB GO RIIRID LB THho Tz,

#=3 ZPBROER MIEFEEZBESOFE, DLBCL ARMEMITHRER, 200198 R AT —% v +47)
BilEx (%)

256 14l
CR 136 (53.1)
PR 50 (19.5)

SD 28 (10.9)
PD 28 (10.9)

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

478%)) (CR+PR) 186

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

a : Clopper-Pearson {%

* 1 N=R T A AROETOFHIIR R T PET 2353HII R RESUIARER T, CT A7 — ¥ ORI S < i RZHR
CR, PR, SDDOHE, MFEAEZEZONUEIZ L 2REBIGKAR L L Tnon-PD &HIE LTz, £FEEIEG DK
HIZFBWTIE, non-PDIFFERZ E MW 25 Z 72 o 72,

017001 3R 1235 17 DR O ZhEI S ORERITFR 4D LB Tho Tz,

# 4 FERREIBI DA B DR R
(017001 3Bk DLBCL 22—k, 201948 H R EF—&h v +F7)

DLBCL HGBCL tiNHL FL3B PMBCL S
TFL* TFL*LLS
131 41 33 431 57 i) 18 13 3 11 14 15 256 f1]
) 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% (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, [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 EESHE R Y oV E

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

B SUTEE RO T 7 Ly o7 B AAME NHL SB35 2 3P 512 RER O MM OVZEe2 MO E &
HEYE L7 IEE MR R ERS LR WAHRER (LLF,  TBCM-001) &) MEkE Sz, F7ire
- BRAMEHEIL, RS5DLEBVThHoT,

£S5 ERER - RILEHE

< FRPRJLYE>
o FHHTEHAMEO LT oW O/MER o B fliatt NHL 243 5 83,
> ark— Dk 1:WHO%ZHE (20164F) (Blood 2016; 127: 2375-90) (ZJ&-3% . DLBCL*, DLBCL DEHEA
TR MYC KON BCL2 X% BCL6 D iti 5 in— 5 Oi&fs 1 HAE 2 A9 5 HGBCL H L < |2 FL3B & 2l
N, 77U RTHA 7Y URERIZRRY Y F~T (Itho CD20ERIR) 2&t2 LY AL ED{k
FIRIE AT T R,
> SR—bh2: WHOZEE (20164F)  (Blood 2016; 127: 2375-90) (Z3-5& . DLBCL*X % DLBCL DJjZHE
Z oY MYC }e QY BCL2 X% BCL6 Ot )5 >—77 OBA5 T Bk % A3 5 HGBCL % L < X FL3B & 2T
ENh, 7o hIH A4 27U CRERHRRY YR~ T (Ehoo CD20 EHEK) 25T 1 LY A v Dfbi:
JRIE A 52 1T 7= HSCT AN D /A,
> adk—h3 (AADR) : zdR— k1 %2 O 2 7= i,
o EITOFEZ CHEMFIICEZIAER I TV S BE,
e ECOGPS 0 Xid 1 DHEE**
< BRAMEUE>
o IREIC CDIVEREEEZ T8, WMEICHSCT 2% 7-8%F (afh—Fr204) ,
o THURE/MLRRER B E R BAIAR U oS, FER MR RS ORI BAmAL Y > iE, PMBCL, JNEitE EBV 5
1 DLBCL } OV —%» N U U oNEAE A9 5 B,
* ¢ de novo XX E g MY o)l (LLF, TFL) )
*E o JRER B ER 2 AOWET T, ECOG PS 277N 2 OEA L. £, &FIRE I ERAIC LY 5H&
AL K O HSCT (X ARTE S Ty D2 COFR/BRAEEIZE A L TN DHEDH IR — bk 2 LT3 DA
BHERREICEE ST,

ASLD AER OH &L, HLCDI19 CAR T #llig & L C CDS BB T Al KO8 CD4 Bott T Hii o % 5-
SO AFEA 100X 10°E & 725 K 5. CDS Bt THfE (50X 10°M#) ZFrRE5- L 721412 CD4 B
TR (50X 108E) AFFARNEE G5 2 & & &,

HERNTOARGOAE A EET S22 E LT, BILEE L CTLLFO LD AL REE
1TV, LDALSFEIEORKR TG 2~T BRI Z &R 5T 52 L L anT-, -, RiLoREELR$
IRy ba— DD DR ATRR (7 vV TRFREE) NEFERSN, 7V v 71k
EEET, IRABOHAAK (1 BH7Z0 300 mgm? L FDT 7 akR A7 7 2 K%) 2HH+52 &
&S, LDALFEEEDRME XV 7THEECIZRE T2 L & &,

(1) ATRLE D LD b5E

Y/ uaBEA7 72 K300mg/m? KON VE T EY 30mgm? VT h 1A AL 3 HBASREEIR
N E., £7-. BEORIE (BHRERES) IO0LTIAETELV RIS Z7aRA 77 I RO
BHBEORENM Tz, 728, 3 B O LD ALSRIE I Pk & 15 5 A EFRN R L1255
BETINVE TR NI 7 vaR A7 7 2 ROREEZBE X ITHR SR 1E ST,

(2) BCM-001 FRBR DG A Bl A




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

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

40%1Z5xF L CTHEBHINICHE Th o7z, Fiz, adR— 13 (HARAN106]) O2ZhEE [95%CH 1%
70.0% [34.8,93.3] Th -7z,

£6 FEIMHEEOFHR MNBFEZBSHE, 2009898137 —2 W v b4 7)
[IEES
ak— k1 aR— k3 EXS
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=2hEI1E [95% CI] ) [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 235l ARRE ST AR TN T, CT AT — VORI FE-S < Fix BEhE A CR,
PR, SD DA, MMNHFEEARZESDHEIZ L DK BIGFESE L LT non-PD & HE Lz, 2FNEE DK H T non-
PD #3EZEH L LT,

20206 H 19 HT —& 1 v NATZRESICBIT 23BN EOMBIIRTO LBV THY | &50E
AN

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

#£7 EEFMHEE OEERE MMNEBEEZRSHE, 20206641987 —F U v A7)
[ES
akR— 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)
2755 (CR+PR) 22 (61.1) 7 (70.0) 29 (63.0)
(2Z=EIE [95% CIlE] ) [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

IERER T, CT AT — VORI ES < i REED CR,

PR. SD D4, MM BEEZESOHEIL L 2 EIREDFE L LT non-PD & HE LTz, £FR2EIE OFEH T non-
PD #3EZEgh & Lz,

BCM-001 5BRIZ 31T 2 MR DO RN E S OFERITR 8D LB THhHoT-,

#8 MBEBIDARMEDRR

(BCM-001 38k, 20204E 6 H 19 HF—Z A v "4 7)
DLBCL HGBCL tiNHL FL3B EYS
(TFL D7)
30 il 4 41 10 {31 241 46 1
Ese S CE?+P)R 17 (56.7) 2 (50.0) 8 (80.0) 2 (100) 29 (63.0)
n (%




Bl [95% CI°] [374,74.5] [6.8,93.2] [44.4,97.5] [15.8,100] [475,76.8)
CR CR 9 (30.0) 2 (50.0) 4 (40.0) 2 (100) 17 (37.0)
EE 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 {%




[Zeft]

3.3. #EAME 1/ERER (017001 3RER)

DLBCL 2R — MIBW TR L ST 269 4 12BWT, BEHELIT 26074 (99.3%) 1238
v, BIERIZ 2014 (74.7%) (2@ bz (T—% By b47H 1201948 12H) ., &7 L
— RORBEIEN 5% EORIWERIZEIDELY TH T,

#F9 £ — RFORHAED 5% LORIER (0170018, 5—F > A7 H : 201948 H 12 H)

2REBIRSER BEE (%)

HoAsE N=269

(MedDRA/J Ver. 21.0) & VL—F ZU—F3LE
2FIEA 201 (74.7) 93 (34.6)
S REE

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

Ky 7 u7 Y e 22( 8.2) 0
MIRREE

GEbR 36 (13.4) 2(0.7)

EIL 4 30(112) 0

FEEMED F 26 ( 9.7) 1(04)

FEIE 22( 8.3) 3( 1.1)

e 17 ( 6.3) 11( 4.1)
—j% - EHEER LI CREBAORE

it 48 (17.8) 1(04)

FEEL 19( 7.1) 0
MR LY R EE

T BRI E 44 (16.4) 43 (16.0)

A 37(13.8) 28(10.4)

iR E 31(11.5) 27 (10.0)

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

prELIREE 31(11.5) 2(0.7)
B IBREE

i 15( 5.6) 0
DR E

TRPESE R 20 ( 7.4) 0
mEkREE

B 1 JE 28 (10.4) 4( 1.5)
KRB L OREEE

BREGR 16 ( 5.9) 1(04)

RO GHAF P K OG-0 5 30 HLINOET L, 3 BINZERD bivlz, SERIE. OVF AN
MEsE WUEMES 3 > 7 DBERE 1 Th -T2, 2D 95, OVE AMMIREE K OV ATIED S
1BlIE, ARbdh & ORBEBURBEE SN2 hoTn, TOM, K& 51 30 B H F TIORBETIZLY
6 BINFEL Lz, 7o, RinOEKE 5% 31 H BUBOFERFRIZ I H5TIE, 826961 (3.0%)
PR BT, FERNE. HEFTIEL A AEAS 2 B, FiiH L, ZNEesERE R AEERE. AN
SiE. EBERIEREGRE, BUMIEMES 5 v 7 ROBEE RS LI Th -T2, D95 b, HEITHELEMER
EMIE, B, SR RE R BIEMERE O 1 I, AR & OREBEBAGTE SN oT2, D
fl, Bk 54 31 H B LARIZ, JREMEITIC R D 99 iy, ZF DRI L v 34 (GEr & B D
IRDNEAE T e e OVOVE AMERERENE L) 23ETE L. JERIARAD 4 Bl TN RE SNz, £

10



72. MCL 227" — h TR E G- SN2 17 BBV T RO GHE K OB 5% 5 30 BN
ONEEAREERERE (LLF. TTLS) ) ICX BTN 16, REOFEEE% 31 A BLAEICOVE AN
JlifafE R L AT 1IFERDONTEY ., 2055, TLS IIAMS & OREBRIIEE SN D -
.

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

aR— 1IR3 TRLBEESNTZ 46 41BN T, AEFELIT464 (100%) ICHRD B, F
TERIZ 424 (913%) IZ@BD bz (F—2 Dy bA7H 202066 H19H) ., &7 L— FD¥
HEIEMN 5% L EORWERIZE 10D ERY ThHoT-,

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

BENRSEH BEE (%)

EARGE N=46

(MedDRA/J Ver. 21.0) £V — R J1V—F3LE
2RIEM 42 (91.3) 29 ( 63.0)
B LY VR REE

T BRI E 24 (52.2) 23 (50.0)

A 18(39.1) 12 (26.1)

iR 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 17U 757 iE 4(8.7) 2( 4.3)

U BRI E 3(6.5) 2( 43)
—j% - EHEER LI CREBAORE

FEER 18 (35.1) 0

9 97 6(13.0) 0
SR REE

P A ST A R R 19 (41.3) 2( 43)

Ky 7 a7V e 4(8.7) 0
MIRREE

JFEAE 4(8.7) 3( 6.5)

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

SEELIRAE 7(15.2) 3( 6.5)
B IBREE

L, 3( 6.5) 0

Bk H% 30 HEE TORFEFRICEDETIE, 16 (ak—1F1) RO, §EI VIR
RETHY, Kihé DREBMRIIEGE SN o T-, EEHEE#% 30 HH T, FEEITICL D5
CIFRD oo To, RO 5% 31 H auﬁmﬁ%%% J:%fﬁEt 1. 241 (:m—%
1. R— R34 14 123D, FERITH DA PERIAE, ZIEtsiE R SEERENA 1 Th
STy ZDHL . B DA PERUMIED 1 FlTAM }:@I%B‘%Wb Zﬁéﬂfmwto O, Bk
BeH% 31 H HUBRIC, SEBHEITIZE D 19FI033E T LT,
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4, FEFRIZOWT

AL OBEIZIZAMERT 7 = L— 3 ARMER T b LD PRRECAR MO GITE L CEHERA
ERHLNRD LD FAREMENENZ LD, REO®E G2 EEEZZW - FrE L, KOS
WX EEARBRERANEE LEBICHINT A2 EBXMNETH L, LB -T, REGEFULTFOO~Q
DT RTCEiz T gk B W CHERAT 2 MNEND D,

O mHIToONT

D1 FROM~@DOT_ATITHELTHHERTHD Z &

(1) HAARIE « oML N E D 5 BHiaRRE R ED 2 COIEHE W= GRE
BT AV —1) IRBEHT TV —1 ICHET 2R GRERED I B, Biia—T 4 x—4
—DELE AR D HMEDAN Z 7T 2R 2 H 352 L,

(2) AEFRICHTHEHFEHENRERICUZL 2/ L TWAZ & (A30] KT 1A RE SR
(1 HIzHoX) M) HEERIEEEEIEE 120 (4] BEgEPSESEEIEE 4 DWW
ZIEITH TV D ERER)

B) 77z L — T AIROBERICE LI ER AKX v 7 (ER, FiERD, BARRRA A SO IERR
T 1) REEBINTEY., 7 72— A3 bty 1 L4DEERAZ v 7 (E
Bli, ERERD. FRARMATED UK T ) 12 L 5 FIRFEEAR AR K OVE R~ O 8 &R 6] 53
Mo TWAHZ L,

4 A OAIVEROZEMICBET D1 E NET o720, BEFRR & 0D
KD THEERGE AT L (LA RY) | IZEEREEZIT) & & bIT. K
WD RUEIRGE R A AU TR 5 Z ENARETH D T L,

TTHEEIND
il 6N T

O -2 KHIEA B AN U o/~ ONEREE U » REEOZW, 15R A OVRES - BITERAR BB OX G
Wik bRk A A L, BOERGEEE N ET D, AMOFEHICH > TOEE2ET L
RN, IRIEOEEEZED THEELARE SN TS Z &, BEMIZIZ, £ 11 o0)~3)D
TRTCUCHELTHEMMEREOEEE E L TIARESINL TS E LB, £ 11 O)ITEY
THERN 1AL ERES N TSI L,

# 11: PROREEFICETLEM

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

) EMHEBRICET2HEIC L 22 MERNEE 1 FEL EH Y | LERRE & ERENE2EE LD 2
L,

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

@ BRENOBAERREFRLICETIHEREEOKAITONT

A ERER LIRS A WA FLICERF T 2L E N E S, JOERGEENOLOERED, H
E « ZeMEICEE T A IE WM OB K OCEMZE T A Emiett. REA - BIERARA L7256
DHAEAR D EBENHCNATON D IEHINE->TND Z L,
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@ AREE - BHEA~ORRIZT2NT

@-1  FEERMAHICBIT 5B

HERARRE - BWERSRA LIZBRT, 24 FFRIZRAHIO T, SRk SUnE iz c VT, %
HLUZREIEMICIE U TABEE B OB R ORE R D3 A ISR DA, 1B D IS rTRE 22 A 23
FoTNDH T L, KT, CRSOBERICHA T, F U X~7 (Biaf#fx) OIERENAARMES
ANCHERR STV D Z &,

@2 ERNEECLIIAES - BWER~OXMIGICET 5 E M4

JGHIIEAL B AR U o B R ONENRME Y L RIED IR He b 2 B A 72 5k K O e 2 3 2 EE RN
FHEDPAREE - BWEHO®=4 1 v 72 & O EIRE L HEHREZ A T 55— AEEEG B E S
TWDHZ &, BB, ZOERENZHOWT, BE L ZOFRICHZIEMmEINTWDZ L,

@-3 FREEG - BEAOBEOXINICE LT

REE - BWERICKE LT, YekhEsx dE sk OB 24 9 5 Al &l (BIERH OZRoxt
JMCBEA L THRE RO EEZITONLIFMICH D Z L) L, EHITEYIZRALED T E DK 233 -
TWAZ L,
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5. ®#ExtGB LI DERE

(B2t ic B85 5% E]
O TROBETARILOAEIENHER S TWD, o8, AU SV Tk WHO 2088355 Vil

(F

12) 12H5<,

AR OF36 A TEEEME O KA B Mifa Y o/

DLBCL, PMBCL, tiNHL, HGBCL

PRI ST EERYEOIRIarE Y > (%)

772U, CDI9HURZIEM & LIz A T HURZ AR T Ml ERiEORmIER 2 <. B
T ER ISR OO R 28 2200 B DU H 508 Ml e AR % IS /538 L72 & T, LLFondih

Mz

(%

#%AZ,

7= AR S,

tiINHL A O K@ Bl U o~ O Y > SO BE TIE, P80 ~BFE TIE2 7
A LA EOARERIERE, IO BE TIEHRERZIZ 1| 74 VU O PRIERERH O | (b
PREIC LV BETEYINE LN o 7o IR ZICHER L

JERE Y o RPES AL U7z 6NHL O5A 21T, IWEEE#% O 1 B EEETe, @HE 2
FTA U EOACFEIRERN S Y | B O FRIEIC LD BERINEL NIRRT
A FEIERICEH LT

JEHME Y L RBELA OARTEMEEE B MlaEIE AR U o ) L oRESIEE LA L 72 tiNHL O34
Wik, IEERHRRIC 2 T4 VLU EOALRIEREN B 0 | BB ERES O FRIEIC LD 524
TG DR Do T2 XA FRER I CHR LT

) MY NBEIZOWTIR, HaoiRBRe AT HREEEIZ L Y . Grade 3B 2T vz
2 7 A P EDAEERRIEIC L0 SE RGO Do To URIRREZIC A% LT BE I

BH5T5Z L,

@ TRICKET D BEEIARMOEERG LR B0,

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

FRAR AR SRR OVE AME R B i U o 23 (PCNSL)
Y L oMEAMFD D v X — BB O RO H 5 B

i DEMEREE; (72720, LT OFFRBEMEEMIKEZRS) OBERERH Y, Dl Lb
2AEMEMAHER STV RV ESE

VR R QML O BRI, R R AP, P LR, ATSZ A O MR
AR FE I 28 SR AT REZR BTS2 ST e RIUIBR SN AR R Y A7 DR T =V 1O
I T

[ZetizBE4 5 %E]
O TRICZLETL2HEIEIARMOKRENEER - BILL SN THWD Z Lnb, BEE2IThRNI L,

— BEMRR U 7oA L & PGS L7 e
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o BEITARMDIIIIIHT L MBEUEDBEERE R & 2 56
o JFAELE L THWIEB) BRI BAZER DS, BERANLSO DO TH L5586

®@ TRRITHEYTABEICHT ARLOBEGEIZONWTIL, KON SN TE LT, A%
DEHERIG T2 B 720,

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

(R 12) KMRE BARY L EOMBRSE (WHO SFEHETE 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 /AR ER &5 R KA B #fa U > /<)
. Primary diffuse large B-cell lymphoma of the CNS  (JEF&ME F Xt 2 DLBCL)

. Primary cutaneous diffuse large B-cell lymphoma, leg type (JFZMER7 ) DLBCL « T A7)

. EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus 5% DLBCL - FE455/Y)
. Diffuse large B-cell lymphoma associated with chronic inflammation (&2 iEIZf# 5 DLBCL)
+  Lymphomatoid granulomatosis (Y >/ A% Py ZEREAE )

. Large B-cell lymphoma with /RF4 rearrangement (IRF4 HxJ8E % £ 5 KA B MR U > /<)
. Primary mediastinal (thymic) large B-cell lymphoma (JFF&PEAERR BRI B Mifa U o /< fE)
. Intravascular large B-cell lymphoma (Ifil %% PN KRR B Aika U o 2 SfE)

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

. Plasmablastic lymphoma (JEEZEERME Y /)

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

. Primary effusion lymphoma (SRR U > /<)

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

. High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC 3 XN BCL2 & BCL6
DWF D—T7 OFRERLE © @ EEMEE 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 AAMESRAAER Bl Y > 38 & 7R 50 2 U oS o R R R & £
2 B Y ol - S FRRERY)

1 ECOG Performance Status
Score | EF
0 2L MR IEBTE 5, FFEai & A U H & AEESHIR <72 5,
1 AR LUEENIHIIR S35 28, SBITATREC. BRAIEESCHE - COERITITO Z LN TE D,
B RO FE, BBEE
HATHRECHZOHDEIY O Z LT X THRESEETITERY, HP O 50%2 B~y MtcilsZ 4,
[RONTZASOHDOEYOZ L LATERY, B 50%LL EE2~Xy Rk CilEI 3,
ELENT R, BOOFOBEY OZ L13a TERY, BRIy RO T 27,

BlWN
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6. BREICEELTHEE I ~NEHHA

O BACEFITNA, WERTEER DRI 2 @M E TS SR OFHE R O IE[E O 7= 012
BTG WA B L T D5 2 &

@ BEBRIAICIENL D BE UTZ OFIRICAHIER Qa2 +0ICiA L, FEZS T b

G5z L,

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

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

DFREO BB, WUIRLE AT S 2
TN/

T2 FORN T2 RIIUIFOMOE 2% I v HI SR ERA 555 =
L, EMEBNTRARZRE, BIBREAT oA FFNIERA LW &, TF7 47
X ORGP BEOFELRNH LA IUE 2. AHEBEO®EHE LT 2

CEO

o CRSBEHOLDLNAZILENRHLDT, KMDOEEEIZHT-»> T, MEMHMELITO 0L, 3
KT, SR, EFE, REERIE, MERERMEY o SEBRERE S OERRIERIZ DOV
T, BIEE 04T 28, 2, BEPRO oNHEICIE, MEReES R4

HIEHT D CRS EHR T /LY XA KT CRS I A O RICHE N, @Y/ ALE %217

5 Z &, BCM-001 i 2B £ 27 CRSEH T LIV ZALTIR 13OLBY THD, 72

. 017001 7Bk K& X BCM-001 sBRIZ W T, ARG OFK 544225 CRS OW)EIFH FE T
OO IE ) X, TnENS50H (1~14H) XO40H (2~14H) Tho
72o F£72. CRSIZBHE LT, mMEREEMEY > SFHREENHRE ST 5D,

7= 13:

CRSBHT7 /L ITY X b

Grade ®

g RS

Grade 1
B (38.5CLLE)

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

Abn P G-1% 72 Rl AR O %54
VENZIE U T, U X< 7 8 mgkg DFAIRNE G- 24T 5 (1 RFfEINT TR
5. 800mg ZR NI L) . Flo, TXHFAZY L 10mg D 24 e Z &
OFIRNEGOUFH b BET 5,

Grade 2

R S R PE D A% o
mL L, MARKIGT
Do

FiO, 0.4 K DTS- %
VHEETD, mE@iRd L<
IHEHED 1 DO HFEHK
WZROST DARIMIE, XX

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

U X~ 7 8 mgkg DEIRNEL G- 21T 5 (1 FEE 2T THR 5. 800 mg % i
ZIRNWZ L) o Flo, TRV AZY 10 mg D 12~24 B 2 & ORI
GO bEET 5,

AL EEG1% 72 RERART OG54

kU X~ 7 8 mg/kg DEARNSE G- 51T 5 (1 Refi] 23T TG, 800 mg %
ZRNZ L) o Fl, TRV ALY 10 mg & 12~24 B[] 2 L IE RN &
595,
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Grade & sl
Grade 2 Dlifigs g, 2 | LFROIEE T 24 FERILINIZ CRS OWENRFE D b WiEA . T EE# Iz

OREIFMDZR,

BT 554

RV R TEHERE L, TXVAX Y OREE 10~20 mg (2l
LC6~12 Wl Z L ICHIRNIER 595, F7-, BRI EOMOFIA % K
s (B BiE, BIBEERERS) |

DL EDIRE T CRS OEN B L\, XX B2 B3 ke 9~ 5 5

AN
=

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

c h VY X T R 2EERS L% TH CRS DR NRO LNDEAIT., il
OREMEIF OFE A 2R 2, 7B, U A~7 %230 EEET S
Yaid, MU X7 ORG24 KM T3IEENE L, &ft4RIETET
Do

Grade 3
NN A S N A
L L. MAILIRT D,
Fi0, 0.4 L EOEEH#ER 5 %
WEETL, mHEL L
NTEHOHEIEKAE V3
&I HIKIME, Grade 3 @
fggs e, XX Grade 4 D
v AT IF—F L
H, BREOREIIMbD2

h U X< 7 8 mg/kg DEAIRNE G- 51T 5 (1 Kefi] 23T THEG-, 800 mg % #8
2N L) . F, TRV ALY 10 mg & 12 FEE 2 & ISR AIRN 54
2

24 BEREILINIZEE MR O Hiv7evy, X CRS BRI LT 254 .
Grade 2 DHA X2 ATHED

AN
Grade 4 KU X~ 7 8 mgkg DFARNBEG- 21T 5 (1 BR[E 2> TG, 800 mg %7
EER iR YIRS RN 2RI L) . Fl, TRV ALY 20mg & 6 Wil 2 & ICERIRN B G

N LRR ZsH AR — R 234
T ¥XIX Grade 4 Dljgissis
M (T AT I F—F

)

24 FERILINIZEGED RO H 72V, XE CRS N EGHIZE(L T D54
Grade 2 DA X2 AIZHED

EHA2FRL)
filL DR FIH oA G RITCRSAEIR (BN, MATEIREARLE, KMERIES) 2E=4 V7L,

PR AT 9, £/, MIECRP, 7=V F U RUEEATA—ZE2E=F
VI D,

T XY ALY UG R LT AIL, M &b 3EE S, U3 CRS KU E
DHRIEIRSE T D E TR L, WA ST L,

*Grade 2 OHFAIL, FEEAKLOERNSHET L E T, HECE=FV 7 HEFEf L,
PR IOREAN & xHREREE (BRI, FRARPY IR & ORI 72 BRI 78 . AREL
HOKHEOHTE) 24795, MBRFERIRBOOLNIHET,. MEE=4V 7
IR %,

eGrade 3 LL DAL, ICU ICBWTE=Z Y o F/ RHERE. MATENRE L OWEN
OB, MRFNFTMZITH, MRRAFEBBVOLNIEEIT., Me=41 7
IR %,

eGrade 3 MU EDIEIE, MERERMEY o SHRERIE D FTREM 2 A+ 5720, 7 =
VFo, FUZURY REQRT 47D 7Oz L, BEEZEN % EiE L <
I T T DEGHEDFR O AT & RT3 5.

¥ : Lee 5 ® Grade HEFEYE (Lee H. 2014 4)
* KN X T OBREICHIZ->TiE, U AT ORMCE, MIEFERT A NEE2REGT 5L,
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o MRARFELNHOLDLNDLIZ ENBHDLDOT, KELWOEEIZHT-> L, MIE, KiBE, R
B FEE. FEMEO E V., BREOBEKRERICOWT, BIgE 01T 2 &, BERN
PO BTG AT, BERTTEE PRI T 2 BT OMRREFREE T LT Y X LK
IR FEGUI X T DR OEHRICHE, WY LEZITH Z &, BCM-001 7k & 1 & 2
TARRRFREH T LI ANIEL 14D LEEBY THD, 728, 017001 bR K& O BCM-
001 FRBRIZFBNT, KO B GRRIGE) DR EFROWEPELE COMM ORIl (&
PH) 1%, ZNEN9.0H (1~66 H) KO'7.0H (4~13H) Th-oT,

#14: MRERBHEHETNLITY XA

Grade &

POp AR

Grade 1

A G4 72 R DL ERGE L TV D56 - iR 2Bl 2,

AP G5% 2 RRIAREOEE - T A XY 2 10mg & 12~24 Bl 2 L1z 2~
3 HIMERIRNE 59 5,

Grade 2

FEY ALY 10mg & 12K Z &2 2~3 B GER T DHE T LU
1) EARNE G5, BIBREAT oA RIREMEAG 3 B 218 2 5 54 3k
EEET D,

24 FELINICEE DGR B2, IR R ELN BN LGS, 7%
AL DR ER O GHEE & K 20 mg O 6 FE[E] 2L £ CHET D,

E 52 24 B IRGE L CHWENRD LRV, JEROZHE2EITHRD b
L. FEMEENTAIENRED DNDLEEIL. ATFALT L =Y &2§ik
NG9 2% (2 mgkg #5%. 2mgkg & 1 B 4 BN EIERE 7 B LA
)

Grade 3

T ALY 10~20 mg & 8~12 ] & & IZHAIRN & 5325, IIFEMED Grade
3 OFEFICITRIB G AT v A ROMRITHER S0,

24 FEFEI DANICEEEN RO BV, IR ESNE(L L2 GE1E, AT
T R=ya o EFIRNE ST S (B EROWEL Grade 2 DA XV A%

)

BEIER SN DB AL, BHBEOATF LT L K=y o v Z2RNE S (1~2

g MBS U T 24 K] Z & ITH Y iR T, BRIRAICHLE RSB 13T 5, ) &
Vv 7 uR A7 7 IR 1S gim? ZFRNE S L, BHRIRE R ORI &R G %
EET D,

Grade 4

T ALY 20mg & 6 KR Z & ITEIRNE G35,

24 R LINICHGE DGR B2, UTMHRERFRN B LI HEIE, AT
U R=Yr o EFRNEGT 5 (G &R OEIL Grade2 DT A X A5

)

EIER DN D HA L, BHBEOATF LT L K=y o Z2RNES (1~2

g MBS U T 24 K] 2 & ITH Y iR T, BRIRAICHLE RS E 13T 5, ) &
Oy 7 mARA77 I KNS gm? ZF RN G L, iR IE R iR G ERE L
ZET D,

1 : NCICTCAE E#EZ 5,

o FUYJENRDHLDLNDLZ ENRHDHDT, KO GIZHT=-> Tk, BRIERFEZMHERL,
BRETIATHO) 2 &, ME, BEEMEOT A VA KD B REG A & e B DR
fE (SE, MRS RELbNDZEnHY ., HEICELHFRREEN TS, F
7o REWELPERBIEN S b Z ENb D, Fio. WEITVES B LB ME
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(PML) 2#EINTWVWD Z D, MRIERDH &b =55 1385 O 7= 0wt 72
A (IMEREEARAS MRIIZ X AEGEZEE) 2175 2 &, ROHRGRNICERKRIIZE
PRI ERGYE DN RO LN GAE, BIET 2 ETARMOEBEGZIEMT5 2 &,

BRUFR UL CRUTFR U A N AF v U 7 OBE NIBAERERGRE IR N T, TRV A VA
PEEME S NS ATEEMEDS & 5, HIV B ITB W TI Y A NV AN % ATaetE A &
5o HILERT 7 = L= R & LT SR, BRFRY A VAL CRFRY A VA KT
HIV &GO ELHEGR T D5 2 L TRUANVAF v U 7 OBE IR AR Mm%
BETL5510F, SRR EESCHTRVANAY—T—DF=42 ) 7T %17 5%, BH
ﬁ%?%ﬁ&wﬁ@ﬁ@k%CE%%@&%M@@%%%WWHﬁﬁiﬁﬁﬁé:ko

AR DG REGAR LA EIZ D720 i/ Misd ek &S o F g & 6
bﬂé ENBHDHDT, KinDEGIZHT-»TE, EHICMIERAEZITV., BE DR
EPOICBET L L,

ﬁyﬁmf)/mrﬁ%%bﬂé ENRBHLHOT, BEOREBEZICBREL, £EN
P BTG EITITE U 2L E (0 7 v 7 ) A FERIE &2 EWIRICAT 9 %) 21T 9
&% \JX#WL®QM%£ AT HBIEE TITATO 2 L,

NESSAABIEREE N > DD Z L3 D DT, ﬁm@&ﬁu%tOTi 1 37 s EE AR
TREEDWE K OBERREMRAE 21T 5 0 L BIBZ 52T 2 &,

IR B LB RAFFEDOMRR TRV H O DOND 2 ENHDHD T, Kinkb% D~
FITIE B B EGEERSCfE R A 1 ) B OB EICIEE S TRV RS EET L 2 L
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	【通知】リソカブタゲン マラルユーセルの最適使用推進ガイドラインについて
	【別添】最適使用推進ガイドライン

リソカブタゲン マラルユーセル

～大細胞型B細胞リンパ腫及び濾胞性リンパ腫～



