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FRF T BOEE & SR O AR T #2016 CEAK 28 46 H 2 A BIREIE) 128\ T,
B EIR S OM A O CHEEEZ XD Z ENEVIAENTZZ L EZIT T,
MO R R R R A2 B BB R IR LT D T D i s T A R
FA U ERERTHZEELE LT,

Ll TXHTEE Y vara—tn (B4 - A T AKX ST
IZOWT, B SUTEEEMED JGHER B iAo SBEIC ks LT B0
BEHEZHIGO EBV EFEAHEET A KT A ELTRVEEDE LD T,
FOMRICY = TIE, KAHA RFIAL IOV THEESRD LY, BENDOE
JERSEE M OB R34 B B A &2 BREV L £ 97,
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1. [ZFL®IZ P2
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1. iZUBHIC

B/ ERERL O RME « ZZEVEDRHARO 72012 1%, BT STES | S\ - E 7
RmRD BN D, &I, IWEOREHEAM OMEARC L 0 e 225l E T 2o~ 7
AERBEEHLPARINS T, 2o OFAERKRESEMLZ BICHER B IR 5
ZEMMBOBREE oo TH Y | BRFEMBOER & SO IEAR S EE 2016 (AL 28 4 6 H
2 HHEEIE) ICB W CH EFMER LS OM HORBEIHEELZ XD = L L&D,

FHUERRE Y 2 3 A ERSER L KB ERSOZ 2T 1 7 7 A VDR BEF O ESK
M LHALMNCR R D ZENH D, ZD7D, AR OVEEMEICBE T D IERN 0%
T2 ETOM, YEHFAERSEHLORELBZT 5 2 LS BFEICX L
THAT S &L BT, BWEANEHE LB BER G E & D 2 L BN AREA —E DBt
- T ERERATTHER T2 Z EREETH D,

L7eRoT, KAA RT7A4 2 TlE, BREESZNE TITHE LTV A RPN -
BHPR RHIC EES & | DUF O B RS0 O fi 72 2 HEE T~ 2 Bl D L B e 3
. B2 RO EFHERT,

I RITA RTA %, MNATBOE N E SRR R O . — s A e
AR, —MAEREN B ARG - Mifaiaf s, — MR A B A - S
fafiksres, BARMEE Bk Ys, AARRR e es, AFEANR
AEERESE 2O IO EAERR LT,

KFG & T B AR R L,
A T ATIVH FEHEE (&4 TRV T AT vaa—k)L)
X5 & T DEhHE. RS EMERE
LT O3 SUTEEMED SR B g ) o <iE
o UEAMEXRMNT B ALY o NHE, JEIEMERENE RN B M Y oSl TR R
TERrE Y o IE, AR B MR Y N
7272 L. UTFoWnWTnbiliizd %451k 5,
e CDI19 HURAZEER & LTz A 7 HUR S BRI BL T MR 5 O TRHE A 22
o HFEMBMRBHICESN S D EBE TH - T, PIROBE TIHMEFHFEEE 2 [\ILL
b EROBE TIIERBIALREE 1R BT LSRR & o n/anoiz
# L <ITBEFEMEBMEBMEE ICHER LA, UL H F S i A AR 25685 28
ASAY e
R LT 5 AR R O BRI |
<EREERE TOAMERT 7 = L— 3 2 ~ B g% ~ Dk >
1. AT 7zl —3 2
HIfLERY 7 = L— 2 X0 FEE BRI MR 2 5T %,
2. BMERT 7 = L— X FEW Ok
BB LUZAMEKRTY 7 = L— RAFEWZ, 2~8CITRE S NI RA T THRE L T




A i O A~ s %

<[EEFERE TOZ AN ~BE >

3. AREhOZHEKL ORAT
AihZZE L, EHERE CIRIEERZHT (-150°CLLT) THAERTET 5.

4. BEHATOFLE
KR Y o SEREEE 2 fesB L. BTG U CRITALE & LT, AdL 5 O5ARINS3H
WLk T, LA D Y v RERBREALFERIEETT O,
vrmERAT7 7 IR (@AY ELT) S00mgm2& 1 B 1A 3 HEARESEL N7 L
A7) VBT AT N30 mgm? 2 1 A 1A 3 HEAREEHET S, i, BEORE
ICRVEERET D,

5. Rio¥h
W, R ACIEHT CDI9 CART i & LT 2.0 X 105fE/kg ((KE) % HZ2lZ ({KE 100
kg L EDBE DRRFEEEIT 2X103EZ) | 55U BT T30 04220k 51
FIFAIRNE G 5, ol RMOBFERGIILARNWI &,

DUl S A Rt o S e

(RSO EAZ KX 2 EIER OIREIZHW D FEHNT2OUT)

RN X=7 GEIETHHEZ) EOMREIIIE. HiELUOHE

THRESUXZN AL« BEBSARF B T ARIRE RIS/ O YA N A Vs

MEROHE : @E, F U X~7 B Hlfz) & UTRE 30kg BLEIE 18] 8 mg/kg,
{RE 30 kg AL 1 [A] 12 mg/kg Z S EHET 5,




2. RamDFR, 1EREF

AT ABNVE JHREHE (—W% T T2y vala—kL, UF, IRE v
7)1, BERMMERO T Mg, Ba iz dr~r ha A AT 2 —%Hfn
T CD19 ZHeBAYZFET 2% A U= AR (LLF, TCAR) LW 9) Bz FEZEAL,
B - B S 7 T Mifa 2ol & U, BE3EE & RIS SEBRAIE N K D160 R 4 )
FELT, BBIRNICER G SN FAEERRERL TH D,
AEIZEEFEASILS CAR (X, CD19 R HAYIZEET 5~ 7 AH kK scFv, & k CD28
Gfast KA A > O—5B, BEEER R A A VR OFIIEN R A A > O—58), IO/ >~
FIMBEERA A Thbde b CD3L GHIEN KA A > O—E8) bR S, CD19 238l
L7 23852 & A T M s Ui, 8, MG ESox 7 =7 2 —#
REOESEZ L-03, ZNHOERICE Y, CD19 Bt B Hifat: o EEsioxt U, EEHE
LIRS DR BHIF S D,

ARG ORIE TSI BAHMERT 7 = L= X%, K50 5 B 5 3 HRERE TAL D
AR O Z AR L LTz ) 2 RBRERFALSERRTE (LR, TLDARIRIE] L)) 21T 94
ERHY . SOIEKRMOEGIZI Y YA Mo UEERE (LT, TCRS) &) FHD
HELIFLCICEDS IS H DANEM B SN D ATREERH D, LTER-> T T 7 =
L= A%, LD ALFERIEDOFE T, Adh O G TR OREGRICIE, BEOBEE 1
SITATO BE RO SIS EITIR, BB L2 FRITE U AR & R & R o=
A &0 BEIZE C T ICU ST W TR 2 5 FHl 2 3 Lol ) 22 (& 21T 5 2D
b5,



3. ERPREAR

PR ST EERIE O KHMARSL B Hifa Y > SE (OVE AMERHIARSL B e Y > <fE (LLF,
DLBCL] &9) ., JFISMEHERR AAIRE B fifa ) > XfE (LLF, [PMBCL) &\W9), B
BAE e Y N (BUR, TTFL) &))@t B filfa Y o <J@E (LR, THGBCLY
LV D)) DOFEGEBRHCRIAM &2 1T - 72 LR AR RBR O il 2 R,

(A 2hE]
eSS T/ AHRER (KTE-C19-101 3B%) (ZUMA-1 #XBR)

18 i UL L DGR X FE 98 O DLBCL, PMBCL M () TFL B & %512, AL DA%
P OV 2 it T 2 I B IR s 55 I/ AR (KTE-C19-101 #8R) (LLF,
[ZUMA-1 k) L\W9) NEfEINT, ERBREAEETR1IOEEBY ThoTo,

K1 TRE - BRI

<SRPRFEAE >
o MMM T WHO 2% (2008 4F) (2H-3& DLBCLY . PMBCL XiZ TFL & @2l &= B
o LUTOWTIIHY T HIEHIEPEo B
> —ALFBERIEICIES) (RBAVRD PD EHIE SN2, U 4 YA 7 O —RILFIRE & Ei L
TR i RS SD T, SD oMM ikt 5% 6 AR TH D) . 72720, —RIBEIC
AN D B TEBRI LT,
> CTWRCIBEOALEIRIEICES) (B EE PD SHIE SN, UIEBTOBEEREEZ 2 A 7 12k
FEM L 72 i BN SD T, SD ORI ek 5.5 6 T H R TH 5)
>  HZSCT # 12 7 HLINIZ PD & HIE Sz T % Lz,
> B SCT %RICHEE TR & Fhti L7358 1%, BIFIREERICHREDIRBD v, ITFER L,
e BICD20E /7 u—FAPURRLT v b TV A 7 U U EFCERIE R ST —IRIGR 2T T2 BE,
o HXMEER (central nervous system: CNS) {2V L/ ERZE D3GR B IR WEF,
e ECOGPS 280 X% 1 0#BFHE,

<BRO >

* CLL ©V v & —EEEROBEERED H 2 BH,

o [AIFEERHMARRSAL O FEMIE N B D A,

o CDI9 HERYEEIC L D IaERENH 5 B,

e CAR T fiflaiafRIE I TBE TEM S e T MBERIER H 5 B,

A O RERL O EUIEA k%, CAR T Hiffn s L CHEEMAE 2.0x10° (£20%) fE/kg
(REDY 100 kg 248 2 D HAITIE 2x108 {E/body DOFEEHE E L, #FRH/NHEIT 1.0x106
fEl/kg) % 30 ZpLAPNICHEIEIRNEG$2 2 & & Sz,

Fio, EERNTORMOAE R OHIRZEET 52 L2 BN E LT, REEE O 5 BRI
5 3 H[EEGECRILE & L CUL T O LD ALFHRIEAIT S 2 & & iz, Zeds, ARSI
o GRER ~D k) D LD ALFIRIERTE T) DBEZE ORI AL E S L5120 Db FEE (7
U w DU TMEERE) 2179 2 LTRSS TW R o T2,

U DLBCL & L CELF O 2SR % & ST,
- DLBCL FEfrEM
- T MRARRRER & E AUCHIE A B Mifa U > <
« 12 S B DLBCL
- Jn#E: Epstein-Barr virus 5% DLBCL



(1) AFLEOIEFIEE (LD ARFREE)

ARG RTORTALE & LT U 78BN 100/ul LA ETH D Z & ZRERR L CLLT Db
ERIRHO BN, £ U 2 SEREDY 100/ul R OHA L, BKRBRO AT 4 €=
B \CEM A B EHRO . 2T v a = TR E A2 BT 52 L L S, B,
LD {L3ARIEE T b AR G £ TORRIL 2 AL Sh, KO GPEY S n-5a1%
JEHADS 2 LN CHIUILFIRIEO B IEMII AT & Sz,

e YIBARATZFIFR (@AHELT) (B00mgm?2% 1 H 1A, F3 HAMEE . &
NI NE T ) VR ATV B0mgm? % 1 H 1A, # 3 B ARHEHE)
(2) ZUMA-1 iRBR D i IR Al i

a7i— k1 (DLBCL %) KU'=d— k2 (PMBCL XU TFL #£3) 22O\ T, FEFH
HH & Si7- International Working Group 2007 257 (J Clin Oncol 2007; 25: 579-86) (235 <
BB EAEERGHNIC X 52820 (B2 (BLF, [CRY &wo) XTEnZsh (LI,
[PR] &) DBERINT-EBEOES) O 2 [BHOHFRMHTIESY OfERIIER 2D LB
D ThHoT,

#£2 ZHRO 20 HOPEMTOME (BREEEMHE, 20165F8H 247 —FH v L2 7)
Bt (%)

ak—h1 ak—Fk2
51 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
BRI 1 (2.0 1 (9.1)
%% (CR+PR) ( [39 . 10
(FE2hE [95%CI"] (%) ) 76.5 [62.5,87.2
ol () 2 <0.0001 (90.9 [58.7,99.8] )
*1 : Clopper-Pearson £, *2 : “IAGARICEED < TEMEME. BIMEZEZ)EE 20%., A 2 AKNE ()

0.017

Fo, ETORRIIRIDOEBY THhoT,

3 RYPROIMTOMER BBREBLEEMAE, 2017FE 1 27 A7 —F by b2 7)
Bt (%)

e k1 aR— b2 3**5&?02@

7 4l 20 i BiR=

92 {3

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)
RO 1 (1.4) 1 (5.0 2 (2.2)
7% (CR+PR) 58 17 75

2 RMERHIEEZ AL LT, aA— b1 (DLBCL ) 51 BIAARORS 3 1 H % OAHIE %2
TERPRTCHEMT D Z & s, 2L, ad—F 1 KO 2 ~OBFEOMANMITIETZT LTl &
ZHEE L. BRIk S iz,



% (%)

e agk—h2 zﬂﬁ—l\‘lA&U\Z@
72 1 20 Cins
92 45
(FFh#E [95%CT"'] (%) ) (80.6 [69.5,889] ) (85.0 [62.1, (815 [72.1,
pfE Oyfa) 2 96.8] ) 88.9] )
<0.0001

*1 : Clopper-Pearson ¥4, *2 : “IH/MARICEED < IEMEMRE, BEZEZIE 20%, A EKE () 0.0075

ZUMA-1 BRI 3500 DA (REak e X3 eiliE) BIP OFROMRIT, K4 KO
5DLBY THoT,

4 HBE (ERHEE) MNoRHEOER
(ZUMA-1 3 BR, IEBRELEMEE. 2018E8H 11 BT —F v b4 7)
B (%)

DLBCL PMBCL TFL
77 151 8 il 16
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
RO 1 (1.3) 0 1 (6.3)
N 6 14
Z%) (CRTPR) o4 (75.0 [34.9, (87.5 [61.7,

(FTHhF [95%CT"] %) (83.1 [72.9,90.7] ) 96.3] ) 98.4]

* : Clopper-Pearson 1}

#£5 MBS (PIHEE) NORHEROER
(ZUMA-1 3Bk, 201858 H 11 BF—# b v b4 7)

Bi%k (%)

DLBCL PMBCL TFL HGBCL
65 31 4 {31 7 15 6 13l

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
RO 1 (1.5) 0 1 (14.3) 0
%% (CR+PR) 55 3 5 6

(FTEh= (84.6 [73.5, (75.0 [19.4, (71.4 [29.0, (100 [54.1,

[95%CT"] %) 92.4] ) 99.4] ) 9631 ) 100] )

* . Clopper-Pearson 1

3 ZUMA-1 &8 (101 ) oM#RA iz fE) OWERIL, DLBCL77 ] (76.2%) . PMBCLS i (7.9%)
KON TFL16 f] (15.8%) Th-ot-, F£i=, HBAOPRHENFHETH 7= 84 il H B, DLBCL with
small B-cell lymphoma & H|E S+ ZUMA-1 SRERO XI5 & 722 HAAREL LIS D U o3[l & Bl & 4z 2 fil %
Fr< 82 BRI ONFRIX, DLBCL69 5] (68.3%) . PMBCL4 fil (4.0%) . TFL9 f3] (8.9%) T&HY .
it g% & T PMBCL T o 7= 2 B} (N TFL ToHh -7z 4 78, o] Tl DLBCL L HE SN, 7.
WHO 4338 (2016 /) T HGBCL IS T 2 BELRKTET 5700, MIKOFTHIA FIRETH - 7= 42 il
oW & i U 7= 5 F1 9] T DLBCL & ON TFL &HIE &N 7=F 4 61} O8 2 45 HGBCL &
HIE S iz,



W& T FEFER (KTEC19-A-1201 548%) (7201 56%)
20 #%LL_E DR TR DLBCL, PMBCL, TFL K& O HGBCL & 2 %512, AL
DA NER OBV Z Wt 5 I RIExT FRIEINES TSR (KTEC19-A-1201 38ER) (LT,
(1201 5Bk L)) BEMSZ, FRBREAEHETER6 D LB THhoTo,

F6 ERER - RIEKE

< RRFLYE >
o FHERKE T WHO 4% (2016 42) 1243 % DLBCLY . PMBCL, TFL X% HGBCL & #ZWr S iz
#

o LTFTOWTIIIHY T DI ITEO B,
> RIS GRBEIRN PD EHIE S, T 4 A 7 L O—RALFERRE & FhE L
%I B EA SD C, SD OISR S% 6 W ARMTHD) , 722 L, —KRIGHEIC
AN D BE TEBRI LT,
> TRV OALSEIRIEIC S (R BN PD LHIE SN, UTERTOEEEZ 2 94 7 VP E
Fht U 7= S BN SD T, SD DI N KL G% 6 AR TH D)
>  HZFESCT#% 12 47 HLUWIZ PD XUFEH L1,
> HZE SCT BITRETER & i L7256 1%, BOFIERZICEDIRD b, UIFEH LT,
e PLCD20E/ 7 u—FAPURRLT NIV A 7V UERILHRIEREO S 5 B
e TFL B T FL IZxH (LA N H Y . DLBCL ([CE R L, (LFRIEITIPTEN RS &
nssE,
o HHHEMER (CONS) 12V 2 JERANRD bW EBE,
e ECOGPS 7280 X% 1 D,

<BRO >

CLL ®V b ¥ — R OREEEN & 2 B,

[RIFE AR RS D FEHEE S B 5 B,

CD19 FERFRIEIC L DIERIBEN & 5 BHE,

CAR T AR UTE S TEM S e T ARIIGEEED & 5 B,

A O RERL O EUIE A k%, CAR T Hifin s U CHEEME 2.0x106 (£20%) fE/kg

(REA 100 kg 2B 2 DA 23108 fE/body D EHE & L, #FR R/ &I 1.0x10
fil/kg) % 30 ZrLANICHIEIE RN 532 2 & & sz,

Fo, AENTORBOES KO ARET 52 L2 E LT, RinE 50 5 Bl
5 3 H K CRIALE & L CLL T O LD LRI AT 9 2 & & Sz, 7ok, AL L
o GRER~D 8GR 5 LD ALFIRIERTE T) OBE ORI A2 ZE ST 520 0bERE (7
U w D TR 21T ) ZEITHR SR TV o (2L, BIBRE AT aA RiC
DOWTIE, 7L K=y o VR T 5 mg/day DL EOEGNARLOESAT 5 A ZRE RS
TV
(1) AFLEO LFEE (LD AL FREE)

AL GRTORTALE & L CTU 2 78EREN 100/ul LA ETH D Z & ZRER L CTLLT DL
ERIRHNS N, £ U o 7SEREDY 100/ul R OHAE, BRRBRO AT 4 LT =

4 DLBCL & L CLLF O AK A & S,
+ DLBCL FEf5EL
- AP RHIRE BN U oSl
- T MRARRRER & E AUCHIE A B Mifa U > <
« 12 S B DLBCL
- Epstein-Barr virus [ DLBCL FF47EM



B\ CEERREMERO L, avTF o am o TR EEYERTAHAIE L SN, B,

LD b5 iEE T DA G- £ TORMREIZ 2 B & Sh, RO GEY S N7-8E41%

FEHI S 2 LI T oAU A O B E I A E & Shi,

e YIBARATZFIFR (MAHELT) (B00mgm?% 1 H 1A, F3 HAMEE . &
NINEZEe ) ATV 30mgm? % 1 B 18l 33 B AR

(2) 1201 FRER DGR B

FEFHHIE H & &7z International Working Group 2007 &% (J Clin Oncol 2007; 25: 579-
86) (IS < EIREFMIC L 2F8h%E (CR UL PR &£v9) BERSNZEBEOEE) ©
91 BRI OfRRIIRTOLEBY THoT,

K7 BHFEOF 1 BEOBTOBE (RBRBEEMAE, 2000F 78 1587 —% by b47)
B (%)

10 %
CR 3 (30.0)
PR 6 (60.0)
SD 1 (10.0)
PD 0
%% (CR+PR) 9
(FhFE [95%CT] (%) ) (90.0 [55.5,99.7] )

* . Clopper-Personik:

F7o. BN OFERIIERES D LB THhoTo,

£8 KYEROBIENTOMRRE (ERFEEMAE, 20198105 23 A7 - FHy b2 7)
Bi%k (%)

15 %
CR 4 (26.7)
PR 9 (60.0)
SD 1 (6.7)
PD 1 (6.7)
7£%) (CR+PR) 13
(FBhER [95%CI"] (%) ) (86.7 [59.5,983] )

* . Clopper-Pearson 1

1201 FABRIZ B 1T 5 5 OFIMEORERIT, LT D&Y ThHhoTz,

e DLBCL4 filZDOWTIE, Fisg e L OHIHE DWT I 12/14 Bl TR RO S
. Zh# [95%CIH (%) 1%85.7 [57.2,982] THhH-o7=,

*  PMBCL (JEExHIiE) 1 BlOMFHEILPR ThHoTo,

*  HGBCL (HJHIE) 1 HlOMSHEILCR Tholz,

* TFL (husx¥lE) 1 BHloshEEEIZPD ThHoTo,

S ARFOBGNEEAID 10 Flzxtg & UTER S 7z, 10 FH 6 BILLETERAMRD SN HEITITA
mE AL END Z L& shTz,



[Ze41%]
WEAVE /I FERRER (KTE-C19-101 388R) (ZUMA-1 #kB®) (F—% B~ b4 7 H : 2018 4 8
A1)

B TRRRAR /00 ONZ 26 AR 7y O 2 Ak — R 1R URIZIB VT, A EHSE108/108%1 (100%) 12
RO B, BITEAIZ107/10861 (99.1%) (2§D Hiiz, FIHEI10%LL EORIEHIZEK 9 O
LBV ThoT,

F9  RHEN 10%IU L-ORIER
(ZUMA-1 28 (LTS, FOMEBY 2R -1 KO2) )

BRI B (%)
FEAGE 108 1)
(MedDRA ver.21.0) 4= Grade Grade 3 UL F

RRIVEH 107 (99.1) 71 (65.7)

MiEK Y R fEE
E=giil 12 (11.1) 9 (8.3)
I H BRI E 16 (14.8) 13 (12.0)
FN 16 (14.8) 16 (14.8)

T R E
Ky 707 Y v ijE 13 (12.0) 0

R R O e
RBRIHE 20 (18.5) 1 (0.9)

gl
BHEELIRBE 28 (25.9) 9 (8.3)

TR E
SR 24 (22.2) 1 (0.9
FibdsiE 39 (36.1) 25 (23.1)
PR 30 (27.8) 2 (1.9)

FEE 19 (17.6) 8 (7.4)
TR 17 (15.7) 8 (7.4)

DB
AER 34 (31.5) 1 (0.9
TRPES R 16 (14.8) 0

JiiikEg i
{8 1fn £ 54 (50.0) 12 (11.1)
Mg, MOS0 M OVERm fe s
{KEE R IE 30 (27.8) 9 (8.3)
H S
GV 18 (16.7) 0
B R B & O ARk E
5 A 11 (10.2) 0
— % - EEE KO 5L O R EE
FEEL 90 (83.3) 13 (12.0)
95T 34 (31.5) 1 (0.9
e 36 (33.3) 0

5 AR I QNC B TARER Sy D 2R — b 1 LY 2 128\ T, RO G- & O 5
%D 24 B AUWNOIETIE, 54/108 HIZFRD BTz, HREMEITICE 256 (46 B) KO
I EAHEAT D3RR S TUIR DAL FRIE A AT L 722 OFE L] (4 B) A FR< BFOFERIL, T
55, BEENH M, BRMIREHRERE X OMiZEeS 1B ThHY . 25, MEEL ORI
PEAHARERIES 1 B ClL, Adh & ORERERNEE SR 5T,

10



EING T AEFER (KTEC19-A-1201 #5B%) (J201 ABR) (F—H B v h47H : 2019 45 10 A
23 H)

AEFEGIL16/1661] (100%) IZFEH BV, BWEHIX16/1661 (100%) (238D HiLiz, FEHLH
2310%LL EORIERIZRIOD LB TH- 72,

10 RBZRDP 10%L L0RHER (3201 RBR)

BRI % (%)
FEARGE 16 51
(MedDRA ver.21.0) 4> Grade Grade 3 VA E
PHEFS 16 (100) 16 (100)
JEYSIE B & OB A BE

BREFIER/S 2 (12.5) 0
MR M DN R E

Egil 6 (37.5) 4 (25.0)
L Rk i 6 (37.5) 6 (37.5)
FN 4 (25.0) 4 (25.0)
1 ifn BRI E 4 (25.0) 3 (18.8)
/SRR kA i 4 (25.0) 2 (12.5)
U oo SER VD E 2 (12.5) 2 (12.5)
G R REE

Ky 7 v7 V) iffiE 3 (18.8) 2 (12.5)
R OS2

RBRIHE 2 (12.5) 0
TR E

SR 2 (12.5) 0
A REE

IR 2 (12.5) 1 (6.3)
Mg, MOS0 K OMERm fe

N ESTH 2 (12.5) 1 (6.3)
H e

TR 5 (31.3) 2 (12.5)
— % - REEE L O 5L O IR EE

FEEL 14 (87.5) 2 (12.5)
(=R 4 (25.0) 0
95T 2 (12.5) 0
il R AT

U HRER R 7 (43.8) 7 (43.8)
LIIRANY 8l % 7 (43.8) 7 (43.8)
U RERERD 5 (31.3) 5 (31.3)
SHINEE e/ 5 (31.3) 5 (31.3)
ALT 40 2 (12.5) 1 (6.3)
AST #41 2 (12.5) 1 (6.3)
GGT #3/m 2 (12.5) 2 (12.5)

B MBS OB (F—4 Ay b7 B ET) OIFETIT2165] (12.5%) TR
Siv, ERFWT N HEBHEITTH - T,

11



4. HERITOWT

A OBIEIIZAMERDOT 7 = L— 3V ARMTE Z & LD AALFFECAR L O 512
THERAEFEFZNRD LD AEEENEN LD RO G 3 #Y) 7 BH 220 - 55
EL, REOEGIZ I BERRWERANBI LIZBEICHST A2 ERXNETH D, Lichio
T, UTFOO~@DFT R TEM TR THEHT L2 LERD S,

D@ HERIZHOWNT

O-1 Figd (1) ~ @) OFTRCUTHEYT I THDHI L,

(1) BRI « EAEREESR N ED 2 B E R EO R TOHEE 25/ T2
FREAT IV —1) FRBEH T TV —NUHET 22 GRELED I L, Bii=—
T4 F—F— OELEIR D EELSN TR AT 2 &,

Q) AFEFGIIHT 2L EHNARERICUREZ A L TWAH I & (A301 FrEf k=Y
A (1RIC2X) (1) fFPEEPIREEEEE 1200 [4) FrEfEPaE=E8E 40
WU E R T H TV D EERE)

() 77 xL— U AEROMERICEI LTI A % > 7 (R, &R SO XERIR T8t
NEHEINTEBY, 772 L= APED R LB IL4DERAZ v 7 (ER, H#
Al SRR L) 1 & 2 W R EERUATH] K ONERT A~ OBASARI 23 > T D Z &y

4) REOFHMER NZEMEICET 2 EMEIUET 5720, BEa & oo Ty
ENDIARMD TBEBGFE AT L (LYARNY) | ITBEBRSREIT)Y &L bz, Al
B LTV D REIR e A 2 YT H 2 ENFARETH D L,

O-2 ZWr, 1B, KOVRES - BIWERRBRF O XS5 7k & a2 A L, sk
REFENERT D, RMOMERIZHIo > TOFFEZE T LIZEMD, IBROBREHE L ZD
THEEARE SN TND Z &, BERMIZIEZ, LTD (1) ~ 3) OFT_XTUITHET DIE
FIASRROBEEE & L CIARBIN TS &bz, (1) IS T2EMM4 L L
BlE STV DH 2 &,

(1) EMRFTFIG%, 6FELL LOMKRERZ A L, 5 B3FELL T, ik B OMHE 21T
STWAH T &,

(2) EMARLEHECBI T 5 NEHMIHMEIZ K 2 235 R IELL EdH Y | B8R & 75k
HifiaBE L b 2 &,

(3) [AfEE AR DR IR DSHILL Lo D 2 &

©@ BENOBAREREEIZET 5 HREHEDOMHIZONT
FHEREFRRERLICET D EBE LIS 2 A EELE S, REREEE D O
AN, A2 - LeMEICT 2 RO ONEME IS 2 Wi, ~5E -
RIVERI S I8 L2358 DS 28R 2 B E DN HOMNITAT O D EHINE > T D 2 L,
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@ FEA - BEA~DOXIRITONWT
@-1 Skl B9 2 2

HEERRES - BRI A U72BIC, 24RF RIS IRHI O T, 24 %0 % 313 18 ff 2%
WC, B L RIERNCIS U CABEE B QWL 2R MR A OFE R 23 B I i, B BTk
S FATREZR IR 3 E S T D Z & FRIS, YA B A VU HHEERE (CRS) DOBRRRFICIHE 2 T,
RV RX~7 GBI Hiaz) 2l TE L ICHL T2 L,

@2 ERUEFEFIZLDARES - RWER~DOXHSICEE T 2 2

(ZH#50 2 P A i L O Re 2 9 2 EIRIEEE BN AR RS - BERHOE=4 ) v
7 hEmHOEIRE EERAE A TE 5T — AEBIRHIDEf S TWD 2 &, 2, Z DR
IZDoNWT, BELZOFRICHFTAMINTND Z &,

@-3 ~EA - BEHOZBroxHIZE LT

ANEG - BWERNT®E LT, Yaghiak T s O M2 A9 5 Ehl & EE RIEH O
WX L THRER R EZZ T ONL %I H D 2 L) L, EHICHEY 72L& )N T
X DEHINESTND 2k,
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5. BEXRLRHEE

(B 2h BT 5 FA]

O TFTROBFIZBWTARMOEHEDRHB SN TND, 728, A SV T WHO 43
FYGTHE MM & 11) 12HE5<,

LT OFFE SUTEEAME O R B fllla Y o /i

*+ DLBCL, PMBCL. TFL, HGBCL

2L, LFOWTR bl 7581 R 5,

o CDIOHURAMER L LI=F A T HURZAARTEE T MR R L OIREIE 720

o AFEMBMBEICHEIGEN D 5 HRETH- T, MIEOBE IR EEZ 2 T4
ULk, FREOBE TIIEREZILFREE 1 74 VU BT LENT00 G b ian
S 72 L T HFZE MR ISR LA, ST H s i s (2 s
YA 2

© TRRICHET2EFIL. KLOEERG LRG0,

o UVUFU~T (Bariz) KOT v b TYA 7V RPUBEMERER & & T b

FEVERED 70 R

o HHXMER (CNS) 12V v 7 YERANRD b b B

o [AIFEIE AR IR OV D & 5 B

o BPEY MMEAIMED Y b X — RO TR D & D B

o BEIELNICMOEMERER EMERABELIO R EEEE. EENSA (]
FESEE, EE. LB SUTIERME Y LoNEERS) OBEEREOH DB
5 1 ML AR L 5@ S S e W D R T ALBIRIEREN 1 T4 L DB

AN
=

[ZcefEicBd % H1H]
O TRISKETLHGEIRLORENER - EEL SN TVWD Z b, BEZ2ThRV
N

o ERE UM A S LG E
o RO D HOE OB & D 55
o EMEIE LTHWZIEB BRI B RS, BERANUNO S D TH LH5E
@ TRICHYTH2EEFICHTIOIRMOBEEIZONTIEL, KibOZEMEDPHELSNLTED
TOARBOBRERNG LB,
*  ECOG Performance Status 73 2-49 o B3

6 ECOG Performance Status
Score | EF
0 2L MR JEBTE 5, FFE R U HEAEEDHIRZR T2 5,
1 PHARRIZIL LUNEBNEHIBR S 223, BMTAE T, BRIEHECHE - TOMEH,ITITI 23 TE 5,
Bl BWFFE, FHIEE
2 TR CTHOH DR O Z L1F T X THREENMEEIFTERY, HPD 50%A LT~y FA Tl IT,
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o HIEARRESUIEHEIC X D PIEAIR 5B RBYSE 2 A7 L TV D B

11 KXHAEE BAIR Y v EOMBRSEE (WHO 5 3EMETEIHAR)

Diffuse large B-cell lymphoma, NOS (DLBCL - FEf5ER)

Other lymphomas of large B cells (Z Ot > Kl B fifa U o/ 3Jif)

. T-cell/histiocyte-rich large B-cell lymphoma (T i Ja /A ARER & & B OCHIA . B A U > /3 E)
+  Primary diffuse large B-cell lymphoma of the CNS  (JELF& 4 Xt 2 DLBCL)

. Primary cutaneous diffuse large B-cell lymphoma, leg type (53145 & DLBCL - T 7Y)

. EBV-positive diffuse large B-cell lymphoma, NOS (Epstein-Barr virus [51%: DLBCL - FE4FF )
+  Diffuse large B-cell lymphoma associated with chronic inflammation ([&V£%5E(Z £ 5 DLBCL)
+  Lymphomatoid granulomatosis (U >/ Ak A ZEFIE)

s Large B-cell lymphoma with IRF4 rearrangement (IRF4 #r/E 2 ¥ 5 KAfaZ B M U > ~fE)
¢ Primary mediastinal (thymic) large B-cell lymphoma (JF s MERERE M RR ARARSY B Ail@ U o S fE)
. Intravascular large B-cell lymphoma (I N HEREZE B i U o /X))

*  ALK-positive large B-cell lymphoma (ALK BPECHERRSL B fifa U o/ SJ)

+  Plasmablastic lymphoma (BB ZFEME Y 7 fE)

s HHVS8-positive diffuse large B-cell lymphoma, NOS (HHV8 B DLBCL - FEFF27H)

. Primary effusion lymphoma (JERFEPEIRIZERR U /i)

High-grade B-cell lymphoma (& HEMEEE B fifE U o /X))

. High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (MYC 35 J OV BCL2 & BCL6
DM 7 H>— 07 OFFHERLA: 5 S Bl Y o /N JE)

+  High-grade B-cell lymphoma, NOS (MR B il U > Nl - JEpp )

B-cell lymphoma, unclassifiable (B #fifict Y o /Nl - Z35ANEE)

. B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic
Hodgkin lymphoma (OVE A MR BHID Y o <fili & i) R 2% 0 U = BEO RS £ 5
B Al Y 3 E - SR RERY)

Provisional entities are listed in italics.

3 RONZHZOHEOEY OZ & LnTERY, BFRO 50%LL EE2y R KT-TilZJ,
4 ELENT RN, BOOHEORYD OZ L3 TERY, BRIy RO+ Tl I,
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6. BEZEL THEETEHHE

WA SCEBITIN 2 SOEIRGESEE DAL D EM T D & A O FEME & OV E 5 H
DI= DI LB E WA+ ICHR L TOLHT 5 Z &,

TEPRBAARIZENL D | B T Z OFIEITAH MR Oabtt 2+ L, [[AEEZ#
ThoEETLZ L,

FEREWEH DO~ A MZHONT

)

)

vavl, TF7 47 % —%E LinfusionreactionH LoD T ENRHDH DT,
B ORIEZ FICBER L, B AR ONEAITIE, MY AEEZITY 2 &,
¥ 7= infusion reaction & B3~ % 72 6O | RS G- ORI IRHHFTIC Hr e 2 & I A,
fREMBERAI ORI 54175 2 &, Ema BT RaRLRE, BIRKEAT A
FANIER LN 2 & 72, 77 47X —FORGITH ) HEO RN %
BLL7=H i 2. BEHEOMEHEZ LTk 2 &,

CRSBRHBHOLNDZ ENRHDLDOT, RLOEHIZHT--> Tk, MERREEZTTS 7
L BESOIAER BN RME, R, RERFRE, B, REAR ORE, B
R4, B AE N HEGRE, MERE MY o SHARERIESS) OBlE 2 +/71217 9
Z &, REDVPRBOONILGEE, BIEBCEER MRS 2B OCRSE Y L A
U A 5 JOCRSIZRE T 2 et OIEHRITHE Y, BEIZRLE (Fv ) A~x7 (BIsT
FHAZ) SUIRIBRE AT vA FOREE) 2175 2 L, k. ZUMA-1ER K
ON201RBR I T AR S D $G-BR 4R 7> & CRSO YIEIFEEL E T oo Wi o> 1 i (3
BH) X, EhEN2.08 (1~128) KU20 (I~11H) THH ., J201:88: TiIE12
OEET NIV XLBHNLITE,

#12 CRSOEE7TNITY XA (J2013R8)
Grade PR URTS ro U X=7* BIREBEATaA R
Wi DML - 5 & | 24 P (- b8 L7ans
FENEIE 21T AL, Smake (RA
° 7" A}
Grade 1 ESCIRAE A TEBTES £= | 800 mgbody) & Wk | T 0T LRV
YT 5, 54%,
i e B - = ] ]
IS YL O qﬁZﬁﬂigf‘”T@ . R U R TR
BREOBFRELE | N ] 24 SRR
s = < FRNB AT L
ﬁgéégiﬁmﬂ%% §mMW%%%W&5¢ gii:ﬁnglizg
W 0.5~1. AN - o BESR0Fa
O i |+ mgpmcpis L | SO DT
B RERORE R, | SRR BETINT
T T T ;gmﬁ““ﬁ‘ﬁ&% . WELBAITIE. WK
72, . BBEEE. 24 B | 0 2
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Grade XLk ho ) X=T7* B 2sraf K
K3mEFETETD, 7272
L. CRS O OYEf
WZERREGE DR RO b
TeWGATE, K 4 [|lF
TRET 5,
s WELILAICIL, &S
FiEd 5,
o ELRWEAICIE, Grade3 & RIERICEET 5,
e AFNT L R=ynrr 1
mg/kg (XIFFRIEEDT ¥
¢ EEBHEXEICUTO |+ Grde 2 DBA LA | a0 E A2
Grade 3 BT, BT B, ' :
o WELI-BHAITIE, WK
35,
o W LRWIGAIZIE, Grade 4 & [RIMEIZEHT S,
e Grade 3 DA L HIERIZ * AFAT L R=Yas
G 7. D I,Oi()Ofng%lEiIIEBEi
o ATERDR B OY A | gradeZ DOGE L RERIC RIEIRNEE G55,
Graded | iz myomans | 0 o .
5; o WELIZHAICIE, W

ERAN

e LW a3, ol 2 i3 5.

*hY SR T ORGAZHT-> T, PV AT ORMTE, BEFERYT A N, SERFBEE DRI
HEHO CRS EET LT Y A LEEHAGHT L L,

o MRRELNDHLDONDZ LB DHOT, HlE SUTER (IE, Rk, SEELIREE,
RARIE, IR, Pk, RolERETE. MeEREE. AR, KRS oBige 1

AN

WZATH 2L, BER

D b aIE, RERTEER RS D R O R

FHERT LT XALEZHE, WUREETT O 2L, R0 TIXRI13DE

YA ZABHWSRT,

#13 HRJBELOFTET NIV XA (J201R5)

Grade KLk ho U X< 7% B EATaA R
o JEER OFEMEIRHIZ X D%t
SEFRIEETT D,
Grade 1 o RN IE A 1L TR S T = o RELZR, o RELZ,
AN
o WEZJE U CHFEAZL | CRS &0 L CRS &fff72 L
W RO BEATELE |« B5 L, o TXH AKXV 10 mg %
=2V T D, 6 FFE Z & T IRN & 5
e BEMERNY Z7 AT | CRSEHHY 35,
Grade 2 —ea—v - RF—)L%E |« 8 mgkg ( & K 800

r—EH ORI %
TV AR AR 2 TE TR
RE=FV T D,
RN K2R a2 EET

mg/body) % FRIN 53
Do

o HiESCEmFERGATRIG L
RWEEIE, BEIIET

CRS &fif®H

o "YU X< T 5 B
24 B LA BN B
Y AANAY e A A
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Grade XLk ho ) X=T7* BIEREATeA R

5 T 8 WM LR | A%V > 10mg LTS

o WOMBIZEZRNRITH T 5, BEOAF LS L R=V 1
XS 5, o BERHUL, 24 FFE TH V) & 6 BT & ICERIR
A A= 7 (I KIEFETETS, 272 AEET 5,

MRI) | M X & ONEHEZE L. CRS O & OVE &
Hl (FIE S HE) WZERREGERRO by | o HE L2GAITIE, ik

o EELENBO BN DY ROGRIE, K 4 [mE T 5,
GRES/NEE F ok S THRET %,
Do

s WELLELAICE, BE
PIEd S,

o UELAWEIAIZIL, Grade3 & FEEICEHT S,

Grade 3 BHEIT, BHITD,

o THXHRAHY L 10mg(X
RS EOAF LT R

. =ryuy) &6k

o ILSTHILY s . LA LRI _
B HVE#EE X ICU TO Grade 2 DA & [RERL R 55

o UE LTHAITIEL, W
T 5,

o UELAWEIAIZIE, Grade4 & FEEICEHT S,

e XF AT L R=V iy

* Grade 3 DA & AERIC 1,000 mg # 1 H 183 A
BT 5, o Grade 2 DA & FERIC MFEIRNEEG-5 5,
Grade 4 o NTIMEWE % BT 258580 BHITD,
b5, o WELI-GAITIE, WK
35,

o WELLWEAIE, MO Z RS D,

. N VR T OREIZHT--> T, U R T OUMNTE, WIEFERY A K, RGeS N2t
TAREDO CRSEHT LI Y XAEEFAFT AL,

BYEN H DL OND Z ENH LD T, KinDOEEIZHTo > TE, #iEITER D
BEETHITATH 2, Flo, ~AANK (HHV-6MRGTe) R OWEITHEZ B
PEAEAE (PML) 2E SN TWD Z &b, MERDS S b b4 138
SO OmE) 2 (MEBRMRAECMRIC X 2 B2 IrE) 21752 &, 7
B A OB GRNIEEME O RYSEAGED LB AT, BYYE DRI Z B L
BEORENZE Lcth, Kz kET DL,

K~ ra7 ) g ERndbbdZ Endsb, BEOREZ5ICBIZE L.
BHEDPRO LN HEIL, WURAE (7 a7 ) AL E ERRICAT O
) EATO L L bIT, BYMEDOMIEFRIIRT DB E AT O 2 L,

Ao GHEBOAM L Eichb= 0 . ek, arhEkiEeb . i Mas . &S
D MEJH D N H|E N TNDH DT, KO EIZH T - T, EHRNZ MR
ATV, BEOREZ HocBlsmT o L,

BEUFR UICHRIF R 7 A L AF v U 7 OEE UIBEEREE 1BV T R v A

e

18




JVADNFEMAL S D ATREMEDS B 5, HIVIERGEE 1B WL T A L AR IS %
AREMEDN D D, HIMEKT 7 = L — 3 A2 Eid D ANIAFR U A Vv R HIVE
PeDFMEWRT DL, FRUANAX v U T OBREIPERYE AR %
Beh3 25503, REREESCHRVANAY—I—DFE=F2Y) VT 5(TH 72
&L PR T A LA DFEFEHALLEINC X 5 BAL OB UTERICEET 5 2 &,
S EHEGREN H 5N Z ENH LD T, KOG ITHT- > TiE, MigH
A MR IR S OWE R OB A 21T O 7 &, BIEZ 01T H 2 &,

WAER, BERIKT, WilESREESERS SbNE ZERH LD T, Kbk
BT A B EOELRFEER A O R OB ESERVWEIEET D

(S b @
{'\r

o
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