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1. IICBHIZ

A RS DA IE « ZEMEDOTARD T2 DI 1, WA SCEE SISV - IE 2R
RO OND, & 52, TEORZEOEHRIC X 0 EHp 2 1B 2 R+ i
AEERERLPAGRIND T T, 25 OFAEERERM N2 HIC/LE e B IR T 2
ZEMBREBEOEE oo T, BRFMEBGEE & SHEO AR #2016 (FEAk 28 4 6 H
2 BB E) ICB W CHEMEIR L EOMH O {bifEZ X5 Z L LS TWnb,

FRUWERBET 2 T A ER SR T, K ER SR 2T 1 7 7 A VBEFDESK
LB MNIRR L ZENH D, Z D7, ARMER L EVEICRET D IERD 0%
T2 ECTOM, YEFAEREHLORELBZIT 52 LS BHEICH L
THATS &L BT, BWEANEH LB BER IS E & D 2 L N ATREA — & DBt
7o T EREEACHERT 2 2 ENEETH D,

L7eRoT, KA KT A4 Tlik, BB ZNE TITHE LTV D EFITFA -
BEFR) R FED & | LT O PR AR R S 8 A oD st 70 i FH 2 HEdE 3 D LR D LB 0 B
H, B2 R OHEEFREEL T,

B ARTA RT A %, MNATBOE NEE G ERER S, —itENEAN A
ARIME T2, —BAEEEN B ARG - MaEREes, — AN B AR - 902
fad ks, BARMEEBGERIEYS, AARBG HHIEESS, AEEEANR
AERIERE =010 EAER LT,

KL e B AR,
A T AINVHE STEHE (—RE TRV hTES Y vala—tk)
X5 & TR DR, R TMERE
PLTF O3 SUTEEYED IR B #ifm Y o < E
o OVEAMKAMIE B HIRL Y »oNHE, FORPERER AR B M U o il TR SR
TEfatE U o SjE, IR B AR Y oS iE
7272 L. LFOWT N bilic 785 A 12R 5,
o CDLHURAIER & Lo A T HURZAMIEL T MR R IEOIRRIE 220
o AFEMEHRBAICHEIGN S D EE TH - T, YIFOBHE CTIILFHFEIEE 2 [ILL
b FHROBE TIIERZIEHREE 1 RILL BT L7 E RS oo Tz
# U< T HFEE MBS R ICHRE LGS, U3 FEm e B @ s 03
ASAY- S
R L7 D RER O ESUIER A -
<EBEHERETOAMERT 7 = L— 3 A ~ Bk~ Dk >
1. AMERT 7zl —T A
HIERT 7 = L— o A2 K0 | FEsh BRI M B ER 2 50T 5,
2. AIMERT 7 = L— 3 AFEY) OB
BB L7-AIMERT 7 = L— REM 2 2~8CITRE S N R G s TR L T




Ak OIS RR ~ s %

<[EEHEBTOZ AN~ E >
3. AL OZ K OMRAT

ARihZZE L, EHERTE CIRIEERZIHT (-150°CLLT) THAERTET 5.
4. FHATORMLE

KRR Y SEREOSSE Z fes® L MBS U CRITALE & LT, A5 OS5/ 53H
BT, LR D U v R RIREE T,

Y7 uRATZ 7 IR (EAYELT) 500mgm?2% 1 H 1A 3 HEAREEELNT7 LV
AT ) VBB AT /30 mgm? & 1 H 1A 3 HEAHHET S, ok, BEORE
XY EERET S,

5. RfhOEh

W, RAICIZHT CDI9 CAR T Mifln & LT 2.0X 10f/kg ((AE) % HZ2IZ (K 100
kg A LDOBEFEDORERREGEIL2X108MEZ) | 5 5L BT T30 55220 K 5 ICH
BIEARNE G T2, 2B, REOFHEGEILILRNT &,

g R B ¥ K B SISt

(K DFEAZ L 2 BEH OIRRIZ TN D FEFNZ DV 0)

Fo U X~7 GEGTHHEZ) FEOREIIIE,. AiELOHE

SHRE ST DR « MR B0 T ARG RS D A b A U B RE

MELOHE @, b XA~7 B Fifz) & UTKRE 30kg BLEiF 1 [A] 8 mg/kg,
R 30 kg RAIE 1 [E] 12 mg/kg & s EHET 2,




2. REDFR, 1ERERF

A T AB VA EREE (4% T TR vala—kn, DUF, TR En
2) 1, BERMMIEkO T Miflc, BErHRz To~L ha A VAR Z—% Hn
T CD19 #F BN T 2F A T7HURZAE (LLF, TCAR) &\\W9) BETFEZHAL,
BRAR - B S W7 T Mifa 2 poiiia & U, 3G & RIS SEE AR K D 1R o
FELT, BIRNICER G- S5 AERRERL TH D,

AZEEFEASILD CAR (X, CD19 # R 2T 5~ 7 Ak scFv, & K CD28
Gt KA A > o—3R, BB KA A R OHIIEN KA A > o—5) . VTRl > 7
TIWGERA AL ThHhDHE F CD3L GHi@N KA A > D—E) Ok S, CD19 %258
LM 23852 &, A T Mificx U TRtk b, B9, Mg ES0T 7 =7 ¥ —i
BROESEZ L0679, ZUHOEMIZE Y, CD19 Bt B filatE DSz L, g
IR S D NRBHIFF S D,

AR ORIE NI B AMERT 7 = L—v 2% RLE50 5 BRi2D 3 H [EEE CAM
E%&@%ﬁ%ﬁ%kbt)/ﬂﬂﬁfk%ﬁﬁ(uT\EDM%%&J&%9)%ﬁoﬁ
ENRHY, ILIEKRLOFEGIZE DA b A UHHIEERE (LLF, TCRS) £ 9H) %0
HER I CICE DL AN S DEERDRO N D AR H 5, LR -T, 77 =
v~y%@%%¢ LD%%%&®%%¢ Kb DO R OEG#IZIEL, BEOBlEE+
INTATUN, B SERD BT AITIE, 388 LI 8Tt U7 MR 22 ik & #6822 R o=
%Kib\%EJiUfmUé BWTEFRN R 2T B2 G T b e fiE 217 9 LM
b5,



3. ERPREE
PR ST BRI O KA B AR U > Sl (OVE ARG B e Y o ¥fE (BLF,
DLBCLJ &95), FRSMERERISHIIRE B #ifaY > ¥ & (LR, TPMBCL] &\ 9), &
BREatE Y N (BLRL TTFL) & WD) | mrEMEEE B g Y o <& (LU, THGBCLY
LV D)) DOIKGEBRHCREAM &2 1T - 72 L7 BRARRER O a2 R T,

[ 2hE]
WA T/ ARRER (KTE-C19-101 546#%) (ZUMA-1 #k5%)
18 kLA DGR H T 1T % D DLBCL, PMBCL M O TFL & 2 %12, RO AH L)
PE R OV 2k 2 et 3 5 IE B dbxt s 85 I/ T AHEER (KTE-C19-101 #Bx) (BAF,
[ZUMA-1 &8k &vv9) BE SN, EREIFERAEEIR 1 OLEBY ThoTz,

R1ERER - AR

<SEPREEHE>
o MEfMA T WHO 4338 (2008 4E) (2F-3% DLBCLY | PMBCL XX TFL &2l &8s
o UUFOWTRMNICHEY T DIRFRIIEOBE
> AR GRBEVED PD &HE STz, XL 4 H A 7 O—RALFIHIEE Fhe L
7RIS B RN SD T, SD oMM N KKES% 6 W ARMTHD) . =EL, —KIBEIC
AT D B IR L 72,
> TRV LEPREICIES) (B BAVE PD LHIE SH T, UTERTOENE A 2 94 7 VU E
FEh L7221 Ec B AN SD T, SD O AN kR 5% 6 W H R TH D)
> HAFSCT# 12 7 ALNICPD & HIE S XITHHR Lz,
> HZ SCT %ICHAETBR & Fhii L7 5E1%, BOFTRREBICHEIRD b, JUTFH L,
e HICD20E /7 u—FAPUERLT v b TV A 7V UEAILERE R ST IRIGR A 2T B,
o HUEAPRER  (central nervous system: CNS) 12 VU >/ ERZE DN5E8 LRV B,
e ECOGPS 730 X% 1DE#E,

<PRoMEHE>

*  CLL ®V e ¥ —BEEBROBEERENH 5 BH,
o[RS O FEHEEN & D BE,

o CDI19 EREIEIC L DIGEBENH 5 BE,

o CAR T BIAHRE B B Sz T BB & 5 B,

AL FER O &I J5%iE, CAR T Hifn e L C BAEH & 2.0x100 (£20%) {E/kg

(REEA 100 kg Z B 2 A2 1E 2x108 fE/body DO EEHE & L, #FA R/ R 1.0x106
fEl/kg) % 30 ZpLANICHEF#IRNER G320 2 & & s,

Flo, AN TORGEOESE RO ARET HZ L2 E LT, K50 5 HAlD)
5 3 HHEECRIALIE & L CLL RO LD ALFRIEZIT O 2 & & S, 7ods, AL b B
t GRER~D &GRS LD ALFHIERTE T) DBREDORIKZ R E ST L0 DLFRE (7
U DU TRERRE) 2179 2 LIRS TW o T,

U DLBCL & L CLL FOMAMMAK AN S L S,
+ DLBCL FEf5EL
o T AHfE/ARRRER S & RO AR S B U >/ jE
- 12 JE B DLBCL
« it Epstein-Barr virus B4 DLBCL



(1) ALEOLFEE (LD b55iE)

A G RTORTLE & L TU o 78BREY 100/ul UL ETH D Z & 2R L CLL T b2
ERIDNHOONTZ, Fi2, U RBREDY 100/uL RiEOHA L, BRRBRO AT 4 HLvE=
S ZE RIS EHRO L, 2T v a = SeFEEEZERT L2 L L &, B,
LD {b23HRIETE TN DA G £ TOMBIZ 2 AL S, REOBENE S - BE1%
FEH N 2 HF LA T oAU FFE O B ERIIAE & Shiz,

e YZuARATFIFR (AkHELT (500mg/m?% 1 H 1Al FF3 HARMEHE . &
NIV EZEe ) Ui 270 (30mg/m? % 1 A 18], # 3 B AEE)
(2) ZUMA-1 308 0 g R iltf

a7 — k1 (DLBCL %) KU=A— k2 (PMBCL XU TFL F#) 125\ T, EZEFHf
IHH & 7= International Working Group 2007 2&#  (J Clin Oncol 2007; 25: 579-86) (235 <
BB ERRHMTIC & 22820 GEaZd (UUF. [CRJ Lw9) XUTEHER (LITF,
(PR &\ 9) DERINIZBEOEIE) © 2 BIHOHRBGENRGY OffRITFR20LE
D Thoio,

K2 RPE02EHOFTRMBITOMR (BRFUEEMAE, 20164£8 A 24 HF—F A v b3 7)

B% (%)
ak—h1 aR— |2
51 {1 11 1
CR 24 (47.1) 8 (72.7)
PR 15 (29.4) 2 (18.2)
SD 8 (15.7) 0
PD 3 (5.9) 0
S S g 1 (2.0 1 (9.1)
%) (CR+PR) 39 10
(FEh=R [95%CIt] (%) ) (76.5 [62.5,87.2] )
Dl () 2 20,0001 (90.9 [58.7,99.8] )
*1 : Clopper-Pearson %, *2 : “IEAAIZFES < IEMMRTE, BIERZIE 20%, A EAKHE (R4

0.017

Fio, ETORERIIFRSIOEBY THoT-,

£3 ENROEMTOMRE BBRBLEMPE, 2007E£ 1271 HF—F Iy hF7)
%k (%)

ake— b1 aR—h2 nﬂv—]\\l/\&UZ@

72 41 20 ik®

92 {5

CR 34 (47.2) 14 (70.0) 48 (52.2)

PR 24 (33.3) 3 (15.0) 27 (29.3)

SD 9 (12.5) 2 (10.0) 11 (12.0)

PD 4 (5.6) 0 4 (43)

R S g 1 (1.4) 1 (5.0) 2 (2.2)
7%%) (CR+PR) 58 17 75

2 RIS IEAZ B E LT, 22—k 1 (DLBCL B#) 51 BINAKMLDOFYS 3 5 A% O IHE %%
FRRCTETZEEEaNE, 2L, akm—F 1 KD 2 ~OBRFEOMANMZIFEE T LTI &
ZEE L, RIS,



Bi1% (%)

BRI o e
72 {51 o
92 {3
(ZTZh=+ [95%CI] (%) ) (80.6 [69.5,88.9] ) (85.0 [62.1, (815 [72.1,
pfE () =2 96.8] ) 88.9] )
<0.0001

*1 : Clopper-Pearson %, *2 : ZIASARICED < IEMEMRE. BIEZE2h3E 20%., AR () 0.0075

ZUMA-1 BRI IS DML (sl UL echiE) B DB EORERIE, £4 KO
5DLEBY THoT,

4 MABE (EREE) NOEHROER
(ZUMA-1 BBR, 1RBREEEMYE, 201848 A 1L BT —F v b2F7)
Bk (%)

DLBCL PMBCL TFL
77 151 8 #i] 16 {51
CR 41 (53.2) 6 (75.0) 12 (75.0)
PR 23 (29.9) 0 2 (12.5)
SD 8 (10.4) 1 (12.5) 1 (6.3)
PD 4 (5.2) 1 (12.5) 0
B EYOER 1 (1.3) 0 1 (6.3)
B 6 14
%4 (CR+PR) 64 (75.0 [34.9, (875 [617,

(Fh= [95%CI™] %) (83.1 [72.9,90.7] ) 96.8] ) 98.4]

* . Clopper-Pearson %

#5 MBI (PRHUR) BOEHROKRE
(ZUMA-1 3Bk, 2018528 H 11 BF—# b v b4 7)

pi% (%)

DLBCL PMBCL TFL HGBCL
65 il 4 15 7 %l 6 151
CR 38 (58.5) 3 (75.0) 3 (42.9) 4 (66.7)
PR 17 (26.2) 0 2 (28.6) 2 (33.3)
SD 6 (9.2) 1 (25.0) 1 (14.3) 0
PD 3 (4.6) 0 0 0
B OER 1 (15) 0 1 (14.3) 0
7£%) (CR+PR) 55 3 5 6
(TR (84.6 [73.5, (75.0 [19.4, (71.4 [29.0, (100 [54.1,
[95%CI*] %) 92.4] ) 99.4] ) 96.3] ) 100] )

* : Clopper-Pearson 3%

3 ZUMA-1 3Bx (101 #) O (miHlE) OWERIL. DLBCL77 #il (76.2%) . PMBCLS #i (7.9%)
KON TFL16 ] (15.8%) Th o7z, Tz, MEAOFIHENAIHETH - 72 84 Hld 5 5, DLBCL with
small B-cell lymphoma & & S 4 ZUMA-1 3RBR D55 & 72 DAL LIS D Y o Nl & 2 S vz 2 Bl
Fir< 82 BlFHARTLDONGRIZ, DLBCL69 5l (68.3%) . PMBCL4 # (4.0%) . TFLO i (8.9%) TH Y.
JaFHE T PMBCL Tdh o 7= 2 B} N TFL Td - 7= 4 5, ] Tl DLBCL L HIE SN, £,
WHO 4338 (2016 4°) T HGBCL IZ#%¥4 T 2 EE A RHET 570, MIKROFMIA AIEETH - 7= 42 filD i
(R IR A S L 7= 5. TP o) © DLBCL KON TFL & E SN F N FH 4 6 KO8 2 45175 HGBCL &
HE S,



EPNEE T ARER (KTEC19-A-J201 385R)  (J201 745R)

20 W LA LR T #EAYE D DLBCL, PMBCL, TFL XU HGBCL . & %412, A4
DA R OV M % it 5 FEE BRIt BRIEIN S TAHRUER (KTEC19-A-1201 3%) (BLT,
1201 5Bk L\ 9H) BEMES Iz, FRBREBEAEETE6DLEBY THhoTo,

F6 ERBIR - BRAELE

< ERRILYE >
o FHEEMAE T WHO 4348 (2016 4E) (24:-3% DLBCL? . PMBCL. TFL XI% HGBCL & ZWr&h -k
#

o UTOWTNNIEEY T DIRERIEO BE,
> —UALFEERIEI OIS (B EEIED PD S HIE SN, XUT 4 VA 7 v O—ALFEREE Eii L
TR B EA SD T, SD oMM N KKES% 6 W ARMCTHD) . =E L, —RIEEIC
AT D BRI L 72,
> TRV SPREICIES) (B BAVE PD L HIE ST, UTERTOWEN % 2 94 7 VU E
FEh L7211 B AN SD T, SD O AN ikt 5% 6 W H R TH D)
>  HZFSCT# 12 5 A LINIC PD JULHH L7z,
> HZ SCT ZRICHAETBR % Fhii L 75 E1%, BOFTRRBICRDRD b, JUTFH L,
e PICD20E/ 7 u—FAPURRLT v b TV A 7 U UEBILFERIEREOH D BE
o TFL BE TIX FL ICHT Db iERE2 5 0 . DLBCL ISR L, (LFRIEICERPIENRD 5
noBE,
o HURARRER (CNS) 12V VSRR RRD DRV EE,
e ECOGPS 730 XiE 1o,

< BRAMEENE >

CLL ®V b ¥ — BB OBEEREN & 5 BE,

[FIFEEI R AE O LR & 5 B,

CD19 HERFRIEIC & BIRWEIEMN b 5 B,

CAR T MUBIGHRE X T E a T Sz T HIBIGREN S 5 B,

AL FER O &3 J5%iE, CAR T Hifn e L C BAEH & 2.0x106 (£20%) {E/kg
(IREEA 100 kg Z 8 2 H3A121% 2x108 fE/body D EEHE & L, #Fa &/ ARl 1.0x106
fEl/kg) % 30 ZpLANICHEF#IRNE G320 2 & & s,

Fio, ARNTORGOEE RO ZRETH 2 L2 E LT, RE 50 5 HAlh
5 3 H B CRIALIE & L CLL RO LD ALFRIEZIT O 2 & & S, ks, A B
o GRER~DBEED D LD ALFHRIERTE T) OBREORREZLE ST L -0 E (7
U DU TARRDE) 2179 2 LIRS W oz (72720, BIBREAT A NI
DWTIEL, 7L F=> 1 VR T 5 mglday L EOEGRARE O GR15 HHZREFAS
T .

(1) AIEOLFRE (LD fbFRE)

AL GRTORTALE & LT U 78EREN 100/ul LA ETH D Z & ZHERR L CTLLTF OS2

ERIDNHOWS N, F72, U o SEREY 100/uL R OSHA L. BERRBRO AT 4 e =

4 DLBCL & L CTUL F OB AK AR & S,
+ DLBCL FE45EH
- M N RHINEEL B AR Y > R E
o T AHfE/ARRRER S & RO AR S B U >/ jE
- 12 JE B DLBCL
+ Epstein-Barr virus [ DLBCL FE%rEM



—CE AR EMERO L, a T v a o TMEFERIEEZ FERTH L L ENT, B,
LD 1t%¢%§/£75775 OAMB G ETOMBIEZ2 A & S, RinORGEMEH S - HE 13
SEHNZS 2 T LI T o U3 P RIE O M ERIIAE & Shiz,

. VBB AT7 IR (HAKYELT) (500mg/m?%& 1 H 18], &3 HAREE) . &
NIV EZEe) ViR ATV (30mg/m? % 1 H 18], §3 B A EE)

(2) J201 #RER DR Bk A
FHEFHMBTEH & X472 International Working Group 2007 J&#E (J Clin Oncol 2007; 25: 579-
86) WIS EIREFMIC L D E%% (CR XX PR &£v9) MBERSNZBEOEE) O
5 1 BB ORI OFRERITR T O LBV Th o7,

®7 FEHROFE | BEOMT OMFE (BREEEMHE, 2019F7H 5 HTF S Wy bE7)

B (%)
10 15
CR 3 (30.0)
PR 6 (60.0)
SD 1 (10.0)
PD 0
%% (CR+PR) 9
(F=5h= [95%CI"] (%) ) (90.0 [55.5,99.7] )

* : Clopper-Personis:

F7-. BT O RIIRS D EBY THo T,

#8 ZEPROBIMBNTOMKRE (BBREAEMAEIE, 2019 10 H 235 —F v b47)
% (%)

15 {31
CR 4 (26.7)
PR 9 (60.0)
SD 1 (6.7)
PD 1 (6.7)
%% (CR+PR) 13
(FE#h=R [95%CI"] (%) ) (86.7 [59.5,98.3] )

* : Clopper-Pearson 3%

1201 FABRIZ I 1T D AR O A IMMEOFRERIT, LT DBV THoTz,

*  DLBCL iz DWW TIE, Mk flE & O ICHIE DWW s 12/14 il TR
. Zh= [95%Cl] (%) 1%85.7 [57.2,98.2] TH-7=,

* PMBCL (figkHlE) 1BIOhSRHEILPR Thoto,

e HGBCL (HJufE) 1HIOFHEILZCR Thotz,

e TFL (iigZ¥@®) 1Bz EHEILZPD THH- 7=,

S KEOEGNEIZEAIO 10 BilZ k54 & L CTERS iz, 10 Bid 6 FILL L TR b I2HE IR
ma e snD Z L& shi,



[Z24pE]
WA T/ FEEABR (KTE-C19-101 #&BR) (ZUMA-1 ikBR) (F—4 v F 47 H : 2018 4F 8
A 11 H)
55 TFER 49 0 ONZ 26 AR 73 0 2k — R LR U128\ T, A E955:13108/10841 (100%) (2
PO BV, BIEAIZ107/10861 (99.1%) (2§D HiLiz, FIHHEN10%LL EORIEHRIZE 9 O
LBy ThoT,

&9 RILN 109U EORMEA
(ZUMA-1 B (3 TSRSy, IR 2 S—F 1RT2) )

B BIRSHE % (%)
FEAGE 108 41
(MedDRA ver.21.0) 4 Grade Grade 3 UL I~

2EIEH 107 (99.1) 71 (85.7)

MR Y TR E
2 i 12 (11.1) 9 (8.3)
I BRI iE 16 (14.8) 13 (12.0)
FN 16 (14.8) 16 (14.8)

g R E
Ky 7 v 7V e 13 (12.0) 0

A A0 < s
Bl Bl 20 (18.5) 1 (0.9

il =
BEELIRAE 28 (25.9) 9 (83)

SRR
5HTR 24 (22.2) 1 (0.9
JbdsiE 39 (36.1) 25 (23.1)
PRHR 30 (27.8) 2 (1.9)

FEIE 19 (17.6) 8 (7.4)
fEIR 17 (15.7) 8 (7.4)

WY 7=
Bk 34 (315) 1 (0.9
TRPESE R 16 (14.8) 0

Ifn A B
IS 54 (50.0) 12 (11.1)

REER . ME M OVRERR f
NI/ EST 30 (27.8) 9 (8.3)

H Ik E
GBI 18 (16.7) 0

B R & O SRRk e
7 I8 11 (10.2) 0

— - EEEE R O 5ELORIE
FEEN 90 (83.3) 13 (12.0)
97 34 (31.5) 1 (0.9)
M 36 (33.3) 0

F TR AW NS ARy D =R — b 1 RO 2 I2B8W T, A& 5t L O 5
%6 24 1 HLINDIETL 1T, 541108 BilIZ7RD iz, HAMEITIC K DETH] (46 #) XY
T BAELT DIERR S IR DAL FHRIE 2 AT LI DL B (4 1) A Bk < BB DOFERIT, B
5. BHEAHIL, & RAEMEAMREE R OIS 1FITHY . 5 b, MBREROE MY
PEAHRRERAESS 151 Cl. Adh & ORRFERPEE SR> T2,

10



EINGE DA (KTEC19-A-1201 #5B%) (J201 3A%R) (F—X B~ A7 H 2019 45 10 A
23 H)

A EFGIL16/1601 (100%) ([ZFEH HAv, EIEMIZ16/1661 (100%) (ZF8H bz, FEHF
D310%LL EOREIERIZRIOD LB THoT-,

# 10 FHEN 10%LU EOBIVER (3201 #BR)

B BIR S HAE B (%)
FHARGE 16
(MedDRA ver.21.0) 4 Grade Grade3 U I

PHERS 16 (100) 16 (100)

JEYSIE B & OV A HUE
NSRS 2 (12.5) 0

MEK Y R
21 6 (37.5) 4 (25.0)
I ER A 6 (37.5) 6 (37.5)
FN 4 (25.0) 4 (25.0)
F if Bk Js D e 4 (25.0) 3 (18.8)
M N E 4 (25.0) 2 (12.5)
U 2 SERDE 2 (12.5) 2 (12.5)

o R E
Ky 7 r 7V e 3 (18.8) 2 (12.5)

R R O e
RARIHEE 2 (12.5) 0

MR R E
[sb ) 2 (12.5) 0

&
1B £ 2 (12.5) 1 (6.3)

)& N Y QON =]

R SR E 2 (12.5) 1 (6.3)

B ks
T 5 (31.3) 2 (12.5)

— % - R EE K O 5 R AE
FEEL 14 (875) 2 (125)
iy 4 (25.0) 0
957 2 (12.5) 0

R AR A A
U HRERER 7 (43.8) 7 (43.8)
RN el 7 (43.8) 7 (43.8)
U 2o RERER R 5 (31.3) 5 (31.3)
i Bk Fe ) 5 (31.3) 5 (31.3)
ALT #4440 2 (12.5) 1 (6.3)
AST H#4n 2 (12.5) 1 (6.3)
GGT #4/m 2 (12.5) 2 (12.5)

F G OB T (F—2 7y hAT7HET) OETIF2/1661] (125%) (2789
L, FERITWT N REETTH o7,

11



4. RERRITDOWT
REORIEIIAMERDT 7 = L— 3 ARNE/R 2 & | LD ALFFRIECARRB O GIZEE L
THEREFEFLRRD LD ARENEN D 06 | RO G0 E) 722 B8 2 20 - 5F
E L, K OFGIZ L) EELREWERANEH LIZBRICHIST 5 2 LB ETH D, Lizhi»>
T, U TFOO~@DF T A2 s BV THEMT 2 0ERH 5,

@ MRIZONT

O-1 FiLo (1) ~ (4) OFTRTUHEYT LR THLZ &,

(1) HAAEM - A MIRRE S0 E D D AR E A HE D2 T O H 2 7= T 2 F
GREAT IV —1) FRBEH T TV —UHET 22 GRELED Y L, Bfia—
T4 = H— OBREIR D EELS AT TR AT 2 &,

(@ AEFLIHTL2EHEHNAEERICUEZA L TWVDHZ L (A301 FrEETIRF=EE
AR (LRIZOE) 1) FrEEPIREEEIE 1200 [4) FrEEPIam=EE8E 40
W E R TV D EREER)

B) 77 =L — I ARIROME TGN LT ER A & v 7 (ERN, B SUTERR T t)
DEEINTEY, 772 b= ZARIZEIA R EBIADEEA Y v 7 ([Ehl, B
Al SRR T 1) 1T & 2 W R EE R K ONERT~ DO BASARI A > TV D Z &y

4) REOFHEROLZEMICET 2B REWNET 5720, BhEFEa L OO FCilE
SNDOEARMD THREBGR AT (LYARNY) | ICEEREEITH & EBHIT, Al
BTV RIERFTEZFHE L HUNCERT 52 ENARETH DL Z &,

O-2 2, B, KORES - BWERZBBIRFO XIS+ e ek & Bk 2 A L, 8iEkE
HENFERT D, RBOERIZHT- > TOFEBZE T LIZERMD IEROELEEZEZD
THEEARE SN TWD Z &, BAEMIZIE LTD (1) ~ ) OFT_NTITHEETLE
FISEROEME L L TIABRESNLTWAS EE BT, (D YT HEMPLIA L E
Bl S TnWbHdZ &,

(1) EAIGFFEG%., 6L EOBIKRERZ A L, 2 B3FLL RiE, M SR OHE 217
S2TWBH T &,

(2) EMARBRIZEE T 2 NEHIFHEIZ X 22 EENBELFEL EH D | LB fR5R & 7k
HifraEE L Tnbs Z &,

(3) [FIFE M AR REAE DRI FEAREDSHILL L D = &

@ BENOFAERERLICET S FREEROMAH|IZONT
FHAEER AL SR D I E B F T 2 A B E S v, RIETEREE DO
THWMAE N AR - ZeEEICBET 2RO B R OEMSE IS 2 s, ~EE -
RIER S L7235 8 OIS I2FR 2 B HFE D HCNIATO I D EHI A > T D 2 &,
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@ AREAE « BER~OXIKITONT
@-1 s A B4 5 ik

HERAEES - BWEADS A LB, 240 MR IRHI O T, MakhEsk I k2 5
WC, FEEL L7 RIERNCIE U CAREE B R OWABE 2R B AR OFE R A3 H I H AL, B BTk
JEATREZR RIS > TN D Z & BT, A b U HERERE (CRS) OBRARHIfH 2 T
MU X=7 (Bloffffiz) ZHEONCHEHTEL IR L T Z &,

@-2 EFRUEFHFIZLDRES - BIEH ORISR 52

PR 2 HI R IR N OB e 2 AT 2 ERIEEE N ARG - BERoE=42 U
T @D ERELIHERE LA TE 2T —LERERIPEH SN TWD Z &, i, £ DOHH
IZOWT, BELZOFEBECHZITEAMINTND Z L,

®-3 REA - AWEAOZBrCxHGIZBE LT

REA - BIWEANSR LT, Maghiax SUATEHE MRk O M2 A3 2 A0 & odds (RIEH o
ZWrORHGICE L THRER OSSR ZZ T NI &FICH D 2 L) L, BEHICHEY R LEN T
X DEHINESTND Z L,
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5. B##EXREDEE

(AL B3 2 HEH]

O THROBEFEICBWTAMOAIMENHER I TWD, 2B, #iEAIC >V TiE WHO 4

FAUGTEE UM (& 11) (2#5<,

PUF O R38O EE A O KRR B Mifla U > 7 i

DLBCL. PMBCL, TFL, HGBCL

2L, FOWFn bz 58Il R5,

CD19 HUR A ARA & L7z A 7 HURS R B T AR L O TR IE DY 72

[ S M AR S S b D BB T - T, WIOBRE TIHMbREEZ 2T A
ULk, RO BE TIIERGILBIRELE 1 74 VU BT LN RZn G o eh
ST LT HFE MBI RE I LaE . UT E FE m e s
WIRUNRE

@ TRUIEHST LRI, RMOEGRGE L2570,
o VYRV~ T (BaHMZ) KT v N TV A 7 U RPUEMEEEA A& Tl
FIERE D I\ B
o HHXAREER (CNS) 12V VU ERAENGRD b BE
o [AIfEE MR OTRIRIE D & 5 B
o BV L MWEAMBEO Y b X —EEROBERIEDO B 5 BE
o BEIELINICHOEMERE CEMERANELSN O R GEMERER, ERNBA (] :
TESEE, . ILE) SUTIEREE Y @R BRL) OO H D BE
o AFEMEMIABHEIZES S RO OEBEE T, ALFIRIEREN 1 74 DR
=
[Z&EICBEd 2% F1E]
O TRICEETLIHEEIARMOBELENEEG L SN TND I Enh, EHEEZ{TDRD
&

o —JEMRER L7 & G LS
o REORZITHT DIBBUEOBEEREN H D A
o JFMELE U THWZIEE) BRI EAZER DY, BBEARANLNDO L DO TH H5E

@ TRIZEZY T H2HEFICHT OIARLOEGIZONTL, ROZEMENHEL SN TED

T ARBOELGXRE BN,
e ECOG Performance Status 73 2-45 o #3#

6 ECOG Performance Status

Score | EFE

0 < MR TEBTE 5, S#FETL A R #AEEAHIRZ <172 5,

1 PRI LW TEBYIHIBR S DA, ATHRET, BIEERIE > TOMERIITH LN TE D,
Bl - BVWFE, R

2| BT AIRECHADE DR O = L E T~ CARe A ERECE /20, AT 0%k EE~ Y FA BT,
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o HEREESUIEHEIS K D PIEAIR G0 B ERBSIEZ A7 L TV D B

£ 11 KHKZ B MR Y > ORI EE (WHO B UGETHE LK)

Diffuse large B-cell lymphoma, NOS (DLBCL - FEFRFER)

Other lymphomas of large B cells (% Oftho> KA B fllfg U o /< fE)

. T-cell/histiocyte-rich large B-cell lymphoma (T i fal/AHARER B & RO Aa Y B AR U o /&)
+  Primary diffuse large B-cell lymphoma of the CNS  (JEF& 4 X 1% 2 DLBCL)

. Primary cutaneous diffuse large B-cell lymphoma, leg type (JFZ&14:Z & DLBCL « FH7Y)

. EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus [ DLBCL -« FE4FFL7)
«  Diffuse large B-cell lymphoma associated with chronic inflammation (1&£Z¢5EIZ#: 5 DLBCL)
+  Lymphomatoid granulomatosis (U >/ BRI 2EEE)

. Large B-cell lymphoma with IRF4 rearrangement (IRF4 #x/E % (# 5 AAa B #ije YV > SHE)
+  Primary mediastinal (thymic) large B-cell lymphoma (JF& MR M iR A HERR S B e U o /i)
«  Intravascular large B-cell lymphoma (IfL%& NGRS B Al U o /< fi)

+  ALK-positive large B-cell lymphoma (ALK B HIAREY B g U > /<)

+  Plasmablastic lymphoma (JEEZEERMEY > /1))

s HHVS8-positive diffuse large B-cell lymphoma, NOS (HHVS 31%# DLBCL - FE###7)

. Primary effusion lymphoma (JFFsMHRIER Y > /3 fif)

High-grade B-cell lymphoma (=ML B g U o /&)

. High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC 35 XT8N BCL2 & BCL6
D7 7>—J7 OFFRERLAY: 5 S Bl Y /N E)

+  High-grade B-cell lymphoma, NOS (=ML B flka U o3& - FERe V)

B-cell lymphoma, unclassifiable (B #fifid U > 3Ji « S35E A HE

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (OVE AMEIGHIARSL B e U o/l & i iy o9 o U /S IE o R IR RE A 1
B Y > SHE - SFEAR R

Provisional entities are listed in italics.

3 [RONTEESOHDOEIY O L LTERY, HHO 50%LL &2~y RB3RFTilRZ 7,
4 LBV, BODHOREY O Li34e TERY, BRIy R+ Til D
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6. BEIZEL THERTR&EEH
O IRASCESFITN A, ROERGEEE DR 2 M D RS O R & OVl 1EfE
DI OIZHERERE o ICH i LTI Z &,
@ REBIGITENL D, BEXUT T OFEICHMER OERIEEZ HoICHA L, RAEE2S
Thoi5T52 L,
@ FEREWEHO~HT A MZHONT
s  Tavl. TF 74 TFv—%ETeinfusionreaction?i®H HoD I ENHDH DT,
BE OIRFER 43 ICBIE L. BE 30 DAL, MU AR LB LT 2 &,
F 7= infusion reaction Z B&J8 3~ 2 72 8O | AL G- ORI LRFRIRTIC Hr B 2 & I LAl
RSB A ORI G5 21TH Z &, Mz BT RARERE, RIBREAT 1A
RANIEER LenwZ &, £, 774 7% 0 —FOFRKGIE D BEOFEG N
BLESEIHA. MAHEOMEHZ L T 2 L,
* CRSHHLLNDZLDBHDHLDT, KinDEGIZHTz-TE, MEHEREZITH 72
L BESUTER GEBA, R, HR, (RERFRE. X REIR. e B
A, BANMAA R HEGRE, MERERYEY o SIRERIESS) OB E 512479
Z &, BRENRRBD NG EIE, BIERGEER N RULT 2R OCRSEE T L A
U XL OCRSIZH T 2 e OWFRICHE, W@ (o) X~7 (Bfs T
#HAR) XIFRIBREAT vA FO®REE) 21752 L, k. ZUMA-1IER K&
ON201LGRBRIZ B\ T AR5 O£ 5B 5 CRSO WIEIFE HL & ¢ o o Jufi (6
F) X, #2208 (1~12H) kU0 (1~11H) THY ., J201:Bk Tii#k12
DOEFT LAY XARHNLRTZ,

#12 CRSOBEBET/NLIY X2 (J201388%)

Grade SHLE ro ) X=T* FIBEEATaA K
MEE% DIEHETR I L Dt | o 24 BEREITL I b e L 7w
JEFIEEIT D, BAIZIE. 8mglkg (kK
Do ° . A,
Grade 1 EEE A T ETES = | 800mghbody) & HeMRpvE | T T LAV
2T 5, 595,
BEERIC =L L ,
T I ﬂfzggigﬁ L P L [
ERROEEIRE LT | DT 0l g | 24 MBI YR
=2 YIS, mm$?§%ﬁm&5¢ BRRNEEIL, AT
(L L i (g ; L FL R=vnrr 1 mgkg
Grade 2 % 0.5~1.0L) Z17\>, #f s e (RIZFSEDOT X9 £
WIS U e || MROBSEEGICRIS L ) e o mii
- il ROEAIE, BEIDED
X, SIER OB L5479, C 8BS = b IC T W59 5,
MBS U CER S % ﬁé‘ - o ELIZBAITIE. W
120 . BHEEGL. 24mmoR | O 2
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Grade BSpURES hy Y X7+ BIEREATuA R
KI3EETET D, 127
L. CRS D8l K OYE fi
IZERIRISEDR B D b
RDGETE, KK 4 EE
TERE5T 5,
o WEBLEHA IR, B
HikEd %,
o WELARWEAIZIE, Grade 3 & FEIFRICETET 5,
e XF LT L R=vnrr 1
mg/kg CUTR%E R DT ¥
. EEAIRE L ICU TO |+ Grade 2 DA b FEEIC g%;%g;glﬁZ@
Grade 3 BEREIT O, BT D, °
o WE LG AITIE, WK
T 5,
o WEELARWEAITIT, Grade 4 & FEIFRICETET 5,
. L e c AFLFL R=Yuv
gggz?%ukmﬁh N 1,000 mg % 1 103 1
o TR R O L . gade 2 DA EIRERIC RIERIRNBEG-5 5,
Craded | gmmmamTsBmany | o0 o0 .
%Z)OM o W LG AITIE, WK

ERAR

B LW, o SE i 2 a5,

* RS X T OEEGIIHIm > T, ) AT OFRAE, MEMALTA 1, WERFTEEE LR
DEHEO CRSHEH T LT Y AAEEHUGHTHZ L,

o MERFEENDHOLDOND ZENH DD T, HESUTIER (MIE. JRER, SETLIREE,

RERIE, IR, JHGRE,

AT O Tk, BEN

#13 MRFAEZOFHET A ITY XA (J20138R)

FLlEMETE . MREREE. LR, REELE) oBlge+
R DAL E . BUERTEEE DRI D BB O R
LGP T LY XL, W2 ALE AT 5
7T ZARHWLNT,

Z &, J201ERBR TR I3

Grade EIpURES ro U XwT™* BB EATaA K
o JERR DEEMEIRIEIC K D xf
JEFRIEEIT D,
Grade 1 . RIE S TR T | BELZRW, o FH LW,
2V TT D,
o WEZJS U CHERIZL | CRS A2 L CRS &ff72 L
B R OBEFEFERELE |« &5 LAV, o FTXYAHZY 10 Mg F
=2V TT 5, 6 HEMH Z &SR 5
s REMEBEKRNZ T %23 | CRSEHHY T 5,
Grade 2 —ea—< A —)L%E |+ 8 mgkg ( & K 800

To—H OMPRREHIRE %
AN 3N ey =g
E=H Y TT 5,
RPN E 2 DEEEES

mg/body) % FEARPIHZ G4
5O

o HHIRRCIA R 51T G L
RWEEIE, MEITR L

CRS &fif® Y

o MU X< T EREBMG%
24 B LAINIC S0 iR
LR WEAIR, TXY
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Grade PP URES hy Y Xw 7> BIEREATuA R
2. T 8 KM Z LI E& 5 A& 10 mg (LIRS
s WOREICET NI T2, BOAF LTV =1
XFEET S, o FHRIHUL, 24 FEH Tl V) % 6 FEE I L ICERR
WA A= 7 (H) K3IEETETD, =72 NG5 5,
MRI) | JIMFE X B OMNEHE 22 L. CRS D K UMiEfs:
Hl (FIE S HE) IZERIRISEDR B D b W LA, Wi
. f@%ﬁ%’ﬁ?): LD b DY itb\iE'/\ %, K 4 [\ T 5,
BIEPUREE L K 5T TEET D,
@
s WELIEGAITIX, &5
HikT 5,
o FELARWEAITIT., Grade 3 & [RMEICEHT S,
FXP AKX 10mg (X
ERIZEEDATF LT LR
o FHEIEHEITICU TO |+ Grade 2 DA & FAIERIC ;;%;ﬂ%ffr;fﬁ“k
Grade 3 BHEITY, BT D, " °
WE LA, Wi
95,
o Y LARWEAITIT., Graded L FBEICEHT D,
AFNLFL F=1m
» Grade 3 DA L AERIC 1,000mg # 1 H 1[E 3 H
EHT 5, o Grade 2 OIFE & FEEIC MERIRN 54 5,
Grade 4 o NLMEW % B4 25560 EET D,
»5, W L= GAIiE. Wi
T 5,
o UGB LABRWEAIE., MoREItF et 5,

*: NV R T OEREICHZ-oTE, FU U X~ T ORMCE, @EFAT A K, SERGEEE R
THERHDO CRSEHT LT X AELEMGTHZ &,

BYSER S LoD Z ENRBH LD T, KOEEIZH T > T, BlETERD
BEE150TITH 2 L, Fio, ~ASARR (HHV-BIME & Te) K ONE TS B
PEREMGE (PML) 3G SN TND Z &b, MRIERN H b b -6 118
BOT- D) 2R (MERRRESCMRIC X 5 EBZHE) 21752 &, 72
B A OB GRNIRENE O YSEAGED HNTZH AT, BYYEDIRREEIE L,
BEORENZE Lcth, KERkET5Z L,

BAy~r7a7 V) MERDLDND ZENbD, BEOREL HDITBEL,

PRSI HGEIT, WERAE (s a7 ) R FRRIE & ERIRICAT O

) AATO L L BIT, BRMEDOBBEEIIHT DB AT T L

AR GRECAM L EIZH2 v BIERED . FPHERE . /MR i
DMLERED DA SN TV D DT, REDOEGIZH Tz > Tid, EMIC ki
2TV, BEOREZ +0ICBRT 52 L,

BAUT 2 IXCHRT R T A L 2 x ¥ U 7 OBE TR BT TR YA
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JVANETEMAL SN D ATREME D B 5, HIVIEGE ICB W TIE T A L AN 5
AREMEN N D, FIMERT 7 = b — 3 2 & i DANIIFR U A /L 2 &G HIVIE
PDOEBEMRTDHI L, TRUANVAT v U T ORBRE I FRGE IR &
BT 5581, FEEREESCHR VA NA—D—DF=2 ) T 5T H 72
EL R T A VA OFIFEMALLEINC X D EALOMEE UTERICEE T D 2 L,
JES R BERES B D oD Z ERH DD T, REhOFEIZHT- > TiE, MmigH
IR OWE R OB EZIT O R 8, BIEE 01175 2 &,

AR, BIKT., MiESEESNH DN ZENH DO T, Rk 5%
BE T HBEOEREAR A M O B OBEICEFEIERVWEHIEETD

(\ 8 Bl @H
I g

o



