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WY ASH RiEREE WYASFRTE
S | WYRSAREEE | YRS LREEE WYASAE T WY AZARE T
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2. WY ASHIT & BABORN

VYRS 7 gEeE

Step doses. Loading doses. Base dosesDiii CEARAIE SHEBSNE T . SHRSOME(FLUTDEY
TY,

_Step doses Loading doses . ., Basedoses
19128 2947)L8 3~8547ILH
(2165R) 18/ (&2180) h
= 9~1794JIVE
18E: 1mg * (&2168m)
E

8HH: 2mg

1HH : 60mg 18H : 30mg

CR:5e2Z=%). PR EDEZ. SD  RBLE

1588 : 60mg

PR/SD 1HH : 30mg B58T

©® Step doses
1Y 7)VEDTHBICAAFITmg. SHEICAEI2mgZs2IkNig 5 UEX 7,
- RECRSZBR T 21D ENZNRUBARNICEMNRAETHHEEZASNTVET,

® Loading doses
- 1P Z)LBED15HERO2Y A4 J)VED1BEICARI6OMgZ AR5 LE T,
- BENIIHBUDOFLEEZNRE UCEBE-RIL (ER) BITICK Y . RKDBANR (R2EMEENRU
BERN=WEIG) DERDNTRASNSHAELEZEASNTVET,

® Base doses
- 34 )VBDTHBREEAE30mgZE2 kN5 ULER T,
- BYID2H A TV TEEN I\ UICEIC, BAD DEGINREBRDIEMNZERSND EFTRINZIHES
ZAONTVET,

IWYRASAETE
Step doses.Base dosesDRNCTE MESHERINE T SHRSOUEFLITDEI T,

_Step doses Base doses o
1947)LH 2~8541J)LB
(218R) (&218/) £
S 9~1794JIVE
*l (&218/)
E

1HE: 5mg
8HH : 45mg 188 : 45mg
158H : 45mg

CR:5E2Z=%). PR EDEZ. SD  RBLE

PR/SD 1HH : 45mg BE58T

©® Step doses
YA J)VBEDT1HBICAHFISmg. 8HEICAE45mgZ K M5 UER T,
- BHMCRSZER T BIcHI(C. BEREXVERAEN OB T 2HIERS5E U TV T, BEYEIREICHSNT
BEIRNIRS (1/2/60/30mg) LEEEDEREELZZ SN TVET,

® Base doses
1Y A )VBED1SEBERO2Y 4 J)VEDT1HELEIEAE45mgZE MRS LE T,
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MENAGGH—0

BRSHORIHES (1.8, 15HB%24)

FEYXIY U FENPS/TTUM
+451 20mg(IV) 500-1,000mg (PO)
Vi \@aiih ] XiF 18]
AFIFLRZVOVY | | YTIVERSSVERE"
80mg(IV) 50-100mg (PO)
BED1~28HS 501 B BE500.5~1 FRSA

SR SEIDEES >4
FFHYRIY U Vi cd vk S
T51% 20mg (V) 500-1,000mg (PO)
KRG i _ RO _
AFIVFURZYOVH | | YTIVERSIVERES
80mg(IV) 50-100mg(PO)
B50D1~288H5 501 B8] #500.5~ 1051

SRSRIOFRS >

FEHYXF Y VA kDl
+ai 20mg (V) 500-1,000mg (PO)
KDHELE podFS h516)
XFIVFURZYVOVH | | YTIVERSSVERE™
80mg(IV) 50-100mg (PO)
BED1~287HS B50 1 B #500.5~ 1588

SRSRI0RHRS 24

FEYXIY U 7ENPES/TTUH
+491% 20mg(IV) 500-1,000mg (PO)
Ko fEfE XiF )16y
AFIFLRZVOVH | | YTIVERSSViERE"
80mg(IV) 50-100mg (PO)
B501~28831Hh'5 B50 15/ B500.5~ 185801

188

WIRA=H
FURRENE
Tmg*>

AR ED I TIRS

& IR ERR

| BEORECHUTAREEERE

188

WYRA=F
RiRAnE
60mg*>

1917 VEDBEENRIFDISE.
BRShREZ 2K ME CEfETEE

188

WYRA=F
FURRRE
30mg*>

1917 )VEDBEEN RIFDBE.
RERREZ 22— TR ke

188

WIZA=F
FURRRE
30mg*s

1917 VEDEBEEN RFDEE.
RS8Rz 26 TRafET e

&SR

& IR ERR
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2mg*® 60mg*s
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WYRZARETE

O FEF21BEZ1AIILELTESULERT,

® FEURSICRDTLSETBT 21 (C ARIRSHEF KBS ETHITIT> T TV, (HP26)

O FFIESICLDCRSHGHS5HND T ENHDDT 1Y 7)LE (1. 8KRU15HEB) [CDVLWTIF. KFI DRSS
FIC. BIBRENILVEVHZRSULTLEETWV, 201 7 )VBREE. AFOFIOIRS%(CCRSAH S50
NICBEICE CRSIPGESDOHNIRKIRBDF T, BIBRENLVEVEIZIHRS U TLEE W, oo AT
2k 58 ARIDIESHIIC MBI U TRAERBRIPIE 29 = VEIERS LT RE L, (*P25)

O CRSIFRSVHICELFBHOND LMD, 154 T)VEDEERSEICITIFBEORECIL U T AREEZ
RET LU TLIEE W, 22U A< £ BAIEDE Mg 55aie% A8REIE M I ARBIEL LT IET L,

22

WY ZA=FETEDRSH
£ : BN [ BEERHER (FLMOON-35ER [JO402955#58 3L+FL SCIk— k1) 10

S SHOMIES (1,8, 15889 =
FEYAFY Y FENFZ TV o=
+97% 20mg (IV/PO) 500-1,000mg (PO) g{é‘z E
K HtE X RO " &
AFIWTURZYOV | | YTTUERSSvEmE" Smg*® ™= =
80mg(IV/PO) 50-100mg(PO) En #6
B501~28805 858 58 30M~25PIF TS
DED5mgiE SEk & ASKEIG AR CEE
ERSHORS 188
2
) Fxx9vys | | prrFS Tz -
3 +51 20mg (IV/PO) 500-1,000mg (PO) g{é:z E
KT s RO 2 &
; AFIFURZVOVH | |Y71VeRSSvEmE" 45mg** =
i 80mg(IV/PO) 50-100mg(PO) %6
= 501~ 20515 855 158 0B~ 29D TS
ERSHORS 188
9
§ FEYRAIY UM FENF= /T
11; +5312 20mg (IV/PO) 500-1,000mg (PO) g{éﬂr E
KSR U RO =) %
; XFIVFURZYOV® | | YTIVERSSvEmE" AL =
i 80mg(IV/PO) 50-100mg (PO) %6
B 501 ~2881HS 158 15 301~ 29I TS




H
=
K
U
i
i==1

15 8
HIE
EE
B35
e
=
ER

WYASH ® WYASH 2
BT E ETE E
45mg*> o = 45mg*s —
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E
30/ ~29D 3 TERS 30 ~29h I TERS %
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%1 | CRSDFBAICH L CENFARTT , BRAICHI > TR SEADETFRLE SR 0,
%2 BEREHBICOWVT. 154 JIVEDEBRSEICKDEIREDTLSTHIMNEE SNFE Uiz, TLSOUZITHENEEZ S5NDBEIFE. 204 J)LBLED
KABOENERENE U, 5
%3 BARHBICBVT., BIBRERIVE VEIDRIRSIE 1 YA ZIVBENESE U, 284 Z)VBELEFEE T Uz, CRSOFIRHERH SNIZIBEF. Z0D% &
DY A T IVIFCRSHERERI NGB LB D F CRIBRERILE VEIDFIRSFMNET U, A

%4 RARRRICOV T BAEREINOME R Y S VEIDRHR SEFMEICH U TERESNE U,

%5 1 )V RZ A RESME (5mg/0.5mLEH]) X (F)L Y R = A NE45mg (45mg/ TmLEE]) ZAWTE MRS LET,

%6 © BRARRERRICHBVTIF, KEIDIZE5%D L EHI0HHDBBESIERINERIFTHNTWVE Uz, 25+ Z)VBLIEFFTH A 2L T infusion reaction& 0
CRSOIKEN'H SNIFVIES . RBERSRGEZ 157 B & Tl T Uz,

FEILSNDZERCEU T BREDBFHRNE ZSRIES L,
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C{ERICHE-T

VYRS 7 gEeE

AEIDFAREFICIF, BRBE U CHITHBREERIBRZGA LTSV, FRE U CTHBEERIRARUN
[FEALBVTLIEETN

O NA 7 b EEZREM Y HEEERBER CHRUTUTOMREE LTIEETW

B 5H5HR 1’58 REWMUE FMEOHERE
18HE Tmg TmL 50mL32(&100mL
1947V 8HHE 2mg 2mL 50mL32(&100mL
1588 60mg 60mL 250mL
29401L8 60mg 60mL 250mL
34 7ILBELIRE 30mg 30mL 100mLX[&250mL
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2704 R+ bURTT 4 ( 9.8%) 1( 4.3%) 2 (13.3%) 1 (100%) 1 (100%)
i 12 (29.3%) 0 11 (73.3%) 0 0
EREMREE 8 (19.5%) 0 8 (53.3%) 0 0
EREMREA 1(2.4%) 0 0 1(100%) 0
YVINTLvY— 0 5
(DS ER) 1( 2.4%) 0 0 1 (100%) 0
RIVFFLvH— o 0
(S A 1( 2.4%) 0 0 0 1 (100%)
ICUND ARz 5(12.2%) 0 3 (20.0%) 1 (100%) 1 (100%)
ICU : EaE=E

%1 ©GradelCld. ASTCTEE(C CFHEN TERD S ILAEAINN 1 BISETN TV D, ASTCTRETIHE CERRN > ffERIF. XT O RRUHEHRDUEH

EEE NIz,

BESBZHDGradelFASTCTO Y VYR (THHL

F—9A7v A TH 2021488278

CRSEIFIFDUE
FLMOON- 1518 (n=19)
£Grade Grade 1 Grade 2 Grade 3
(n=9) (n=7) (n=1) (n=1)

rURTT 2 (22.2%) 0 1 (100%) 1 (100%)
ZFoqr 222% | o | 1(100%) | 1(100%)
ZFO4R+RYURRT | 222% | o | 1(100%) | 1(100%)

s 1(11.1%) 0 1 (100%) 0

EnERREA 1(11.1%) 0 0 1 (100%)

BEERDGradelFASTCTOY YT R? (THEHL

F—9Hhwv A TH:2023F108138



IWYREFETFE

SOV 1/ TABBRRRERER (GO29781588 F2 FL RP2DIik— k) GBATF—9) 2 ([CHBIF D CRSEIRIFDINE F
LTFO®Y Uz,

ENE 1 BEEAREER (FLMOON-3:E [JO402955 8 3L+FL SCOR— ~]) 'O CIECRSICH T B8 &EFTH
NFBATULR,

CRSHIRRFDINE
F2 FL RP2DO7k— b (n=94)
£Grade Grade 1 Grade 2 Grade 3
(n=28) (n=19) (n=7) (n=2)
rURXTD 8 (28.6%) 2 (10.5%) 4 (57.1%) 2 (100%)
2Fo«0r | 6(21.4% | 5063% | 10143%) | o
2704 R+bYURRT | 2079%) | 1(53% | 10143% | o
20 4 (14.3%) 0 4 (57.1%) 0
KREEREE 6 (21.4%) 0 5 (71.4%) 1 (50.0%)
EmERREL 1( 3.6%) 0 0 1 (50.0%)
;’%ﬁgﬁl’ﬁﬁ) i 2(7.1%) 0 0 2 (100%)
ICUNDABE 1( 3.6%) 0 1 (14.3%) 0
ICU : EiaEsE

BEERDGradelFASTCTOAY YT R? (T

F—9hv b4 TH 202482816 (GO2978158% F2 FL RP2D/R— i), 2024535 4H (FLMOON-3558)

CRS?DGrading (ASTCTE #E) '?

ASTCTEAECE D L CRSOEEEHITEEFLITDE T Uz, CRSODGradeld. tDRATHEE U7 W\ FEEk,
EMEVRBRECEDVTHESINE T,

FEE f#5E 38 CLLE

[ RU 1
SERINVTFLVD BEHORER (VT

B FEAISTE mesdii el | s 0N
: RO/ RF#2 ]
e — St vaiia B VAR

RUFAU—VRATHUHE

CPAP : 55ifm EITIREDE, BIPAP | —ABM4RZEITIR

¥1 D FHESE MICEZSNBRED VST EDEREERIND . B, CRSBE(C b U XY TNFEIBEENILE VEIFEOREAE AN FHT A ~
A VEEZEREUISSE. UEOCRSOEEEGrade|EICHAFTETH D, CDHE. CRSDGradelHEMER T/ IFMKERSRAE(C K WIRE
TN,

%2 1 CRSDCradeld. KW EEDER (fBICEX SN READBWVMEIEX I FMERFIE) (CK > TRESND, FIZ X HEN39.5C. 1IBEDRENZET D
EMEARRESR N 1 — U ZET DEBRFAEDES(F. Grade 3DCRSICHFEIND,

X3 HEREBENZ 21— BRERSEN6L/DUTDHBEE EERIND, BREICEblow-byAIC L BBHRRSHERND A TNFNETHLSNS
FHECTHD. BneRN=1— VG BRESENOL/DEBIDBELEEIND.

Reprinted from Biol Blood Marrow Transplant., 25 (4) , Lee DW, Santomasso BD, Locke FL, et al. ASTCT Consensus Grading for Cytokine
Release Syndrome and Neurologic Toxicity Associated with Immune Effector Cells., 625-638., Copyright (2018) American Society for Blood
and Marrow Transplantation, with permission from Elsevier.
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IR R IT BEFREZ DR

CRSFUIRISDIZ S - (s - BRARU L EE

AFIDFSICK D CRSHEIRUBES B BEE(ICIN U T UTOEEZBZR(C. AFIDIRSHHIZR S V(T

RE B PLEZZELUTIEE L,

VY R A imEsE

Grade 1

Grade 2

B5ZEDEL. B LEZE{TD

5%,
BRELEL

th " chEREF D

B [l e ﬁﬁfm\\ HSLTD

. ?ggﬁ% B5RET

B SN B S ERT

(5

th

i ] ]

g BSEp% BSEp%
= ICH% ICHH

B5%=0ifiL.
BRELEL

AN EELTHS
7205 A
LTWB T &=L,
8’593

GradelASTCTOV PR (4L

46

- FERHDEHEL TH'572
R EEBLTWVS
CEERRAL ARSI B

- IEESEOESFLUT
DILGREETEHIE
ZIREIT B

Grade 3

- FERHEHEL TH'572

BEMU EEELTVS
LML ARSI B

- FIEESEOESFLUT

DIRSHREET S

* NRCOIR5ZI%E1I 2

Grade 3(FB%).Grade 4

A

y

RSz hlRL. o
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GradeldASTCTO VY HR'? [CHHL

REOES ETICEIRD
CHELTHS7 285/ E
BBULTWS =TSR
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R5H5 RS

REESETICEIRD
EELTH 57 285E L E
BBULTWB =TSR
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IR R IT BEFREZ DR

CRSHEIRIFDEEH 15 VR : #R T HEIE (FLIV] (FLSC]

KEBBMITEEZR (ASTCT) A4 RS 4 VW ESZ(ERS Nz, ARIDBKRRBRIFOSES 19> 2%
BICERLTVETD,

ERNOE I DETARE EEER (ICU) COEEZ%ETT D EihE= (CU) TEET S
[ERCRS)
Grade 1LUFICEI{E/#R
I2FET ARBERNTES
DIDFTHERE. fisstezE=
IUTID
FERICIGU TRERA (R FERISIU THRERA (s FERISIU THRERA (s FERISIRU TRERA (1T
BAE) [CLDBUGNEZE PATIES. HREA FE |PRATRK. MAEE FE \PEBETE-IUVT  EBEHN

TUOWERZEZIUVT
e

BREREMNFEERSE
EE D H B CEBER
(DIMEREEPIFIREEEE T
%) HMIREL. 2 B LA E fik5E
LCTW5RE. BIgRERIL
EVEI (6B DT+ X
gV 10mg BIRARS)

BIR5%) (C L DEERNE
TV ERZEZSUVT
EE)

- RIMEDHZSF HETK
Uik 7z 2R3 RmiR S
9B, FTIL-6FAE 2B D=
BREAZDERD R
I25E. RERIDRSZ
BB L. Grade 3MDCRSH
BEOWIGICRH->TEE

B 5%) [C KBRS

ETWIERZEZIUVT

ERS)

- RIMEDBEF. AE(TIE
Uit 208 5IRIIR S
MORERERSTD

AR A, R A
£E5%) [CLBEULEE
TVWERZEZIUV T
EES)

BB ERILE Al (685R]
BOTFIAIV10mg
BIRNIRS) 21’592

- BIESREEN)LE /A (O8RS
BOTHFIAIV10mg
BIRANIRS) 21’592

RUNYUIRT DRE% g% SBIEDBBIF XFILT
EHEER) BB R ERILTE VEC LB LRZYDO>1,000mg/H
BEAICERLEES. DEFIRNIR 5Z18599 B
Grade 4D CRSHEIEIFD
SICRE>TERT D
NMUARTZRSTS
FUXYTORSEEENS | MUY TD2LE DRSS
24BBLINICEEIR D e ZE BaH'S 18-24B5RILLAIC
UIrWEE. Grade 3DCRS ERPLAELEVIES.
RIRFORINCHE>TEER Grade 4DCRSHEHIBFD
EE) SIS TEET S
NIRRT -2 5%,
RMENBHEUCBEIEE
BREERIVEVE (6EE
DT FY ATV 10mgEsiR
WL 5) DR S5ZRT 2
MEMB DR SZIRTTT 2

248 NICERAREIER (CEBE N H SIS S MAS/HLHD R Z R

BEDCRSEELIT BT EN' BB TDADRIEIER (BIRE. BINAES) ZFRH L. J0F D1
IV ABRRDZHTAPCRIREZTTS

MAS/HLH : 207 7 —I5EMHUERE/ IMERERMY >/ RS EE
GradelgASTCTO VY H R 7 [CHHL

¥ 1 b U T8mg/kgDAIEHE 54 (CCRSDEE KR UK (CEREREVIIE D'ERD STUR B G F. 8IFEI EDRIFSZ 35T T2O8 0 b U X< T8mg/kg
BIRMIR 5 ZRIECE B (CRSBRBIWER2OHRS) . FARSDOBEODESHBAICHEN T, b U TOHIRSOHNIDZEBZ TIFRSE 0,



DITICHES T I BAEAIIFERPREER [C BV CCRSZFIE U e —BIT T . 2 COESINEIRRRRE, BRERT
DIFTRERBI)FB A T IR IAY MMIBETHE U CREF AN UERA ATV X ZETSRLIES L,

FEGIHBTT - WY A S F riEeEEIC ST 5 CRSFEIRAEGI
EMSE 1 1BEEERERER (FLMOON-15188 [JO40295518% ik ak— k])7®

AEBIN (2. BR]

ERE B ) 0 (FL) s - 1R | 70mf. Bt
Ann Arbor43$8 Stage V (N—X 51 V)
ECOG PS PS 1 (R—X A V%)
FLIPI 3 (B
FLIPI2 3 (B
BIEIX TL(RITU—ZT8)
SEESE H(RITU—ZT8)
e R-CHOPESE. BREVE. Z0Dfts (55E)
BR | AUERE AR AR O RFER L
BRI 50
i BIE CAED) . BREIME CABD) . TR CAED).
= B DHRAEE CoEch) . B8 CAmEch) . B, RERE (A%T)
FLAOVEURY)EEE, PAEU Y, yORY Y, Jx7+Y
PNyv—— oy 29w . ERTOV. TS T4V RIAIV VBT AT )L
SHEICHTOHRER | o0y mT 250 £ ROLF Y VBB T AT, T 1V
SOy IY)VEsIE
B
14BE OIS

18EH

N

=]=|

15H8
16HH
1788

18HH

2188
22HB

(191008 188 | ARTTILY R4 EesT 1 mgis

(191008 8BB | ARTTILYASAREMI2MgRS

(19498 1588 | ABRTFTILY RS A mEisre0megiis

MER(37.0C~37.4C) CEEDIRRED Y o CRSEHIHT

EROWEEEAS L. OFVY 07TV MUY LA60mMe/BRZIRSHEA

P F2(38.0C) RUTER®D ") o CRSODIEE(ERD & HIRT U RFEIERA
P CRPEFMEAIDIz. BERFrhE U THEYE (BT MUTFFVY I ~UD LKIIY2g/8)

ZFita

(290008 188 | ERPDELD AR N TILY 2= 4 mEssteomgit s

it

Pl

(B3EFRR]

CRSDAERIC TABRHIBZIER UTe /o8 AFIR S 1 8HBICEREBREEERE U TRS. FAIRS £ DISEIIER
KW [RRERD Y | & HIMA.
21BBICCRSOIERHEIE L TWD Z & 21 L. dniF 7z DiE & HIk.

#0 A

Fitis S FrAR
- St o et
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=
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%
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IR R IT BEFREZ DR

<BHETDINA I ILY A VRUBKIREBEDHR >

sRERH sC 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30
\4 v v \4
FEUE5E
1mg 2mg 60mg 60mg
[ ) CRS
CRSHIRH N N
ST v O+vY 07z F DL WER)
v TINITFY U FRID LKIDY
38.0
362 37.6 37.4
8 37.5
(QC) 365 — —
35.5
—o— INHEHAIME
200 —o— YLARHAIME
mE 150 88 i N
(mmHg) 100 M w—__.i&f
e ] —— A Py
50 ° W "
52
5 3.58
CRP
(mg/dL) 2.5 V\
e ___——
0 ——
600 572.985
JIUFY
(emol/L) 400 301.098
200
LDH
/L) 220
120
2
1.1
UVEsE 1 0.78 —
(nmol/L) ')\._./‘\._/“\-
0
50 8515
IL-6
(ng/L) %
0
® ZDthDEEFRIZE(E
AJU—| C1D1 C1D1 Cc1D8 C1D8 | C1D15 | C1D15 C2D1 C2D1
Zvo | wasm) | @se | C1P? | sesm | ese) | @sa) | @se | ©'P10 | s | aese) | ©208
ExE -11 1 1 2 7 7 15 15 16 21 21 29
IR3B%% (E1/9) 1 93 17 121 124 91 82 75 108 91 88 100
/) ViRER (X 10°/L) 294 244 234 238 261 245 274 225 203 252 - 279
U > )NEREL (X 10°%/L) 1.02 1.62 0.16 0.64 1.49 0.38 0.99 0.16 0.31 1.22 - 1.47
YFOEREK (X 10°/L) 2.9 4.57 12.4 8.57 1.91 4.46 2.97 7.6 9.35 2.78 — 5.37
AEﬁ‘DE‘VE(g/L) 126 113 121 17 113 110 114 97 99 109 — 114
ALT (U/L) 12 11 — 13 15 - 15 14 13 13 — 10
AST (U/L) 28 22 - 30 32 - 29 27 34 27 — 25

SC: ROU—=vT.C: Y1 T)L.D: H
©® BLQ (Below the lower limit of quantification) : E& MRAE



BURICHBIT 3 2 AER I FBRIREXBR (CH W T CRSEFIE LIc—HfI T T . 2 COIERIN' EHRFEB, fERZRT
DIFTRERBI)FB A T IR IAY MMIBETHE U CREF AN UERA ATV X ZETSRLIES L,

n VAN [RESSRAE. LDHIENN, 2, ALTIEND. ASTIENN. b U XY JfEA]

FREE SRR ) VEE (FL) TFHis - 1Rl | 60t it

Ann Arbors48 Stage I (N—R 54 VEF)
ECOG PS PSO(R—=Z 51 /)
FLIPI 4 (&m)
FLIPI2 5 (&)
BAEIR BURIU—ZUTH)

N BIRH D)

BERR - R2ED%. BREGE. Z DAt (ABE)
5 RETHRES AN O FATERR U
BR{ERE U
aptm }?’Eﬂﬁ \LDH%BD\ U ) NEREURA . 3P OPERRIAME CBEED) | B97K. BMnER
A CaEET)

AT T B AR TAIITSAF L TOEZ R,

=B A (1L 3L 4L 5L 3L 2L 1)

2]

-188

==
=]=]
=]

Ao FRIRIC K2 B97K AT 8B (CBEIE LEERSRAE (SpO2 90&R1H) &4

P SPOARDRTE, FCPREF K L IFIREERRDER A Dzt Bez=EFE (1L nasal canula) e
(19428 1BE | LYASARESTIMgRS
P SpOAKT (89%) BEFRETE (4L mask) [CEFE

> IFIREEERRS ) BAZRETE (SL mask) ([CEE
P BSREOS (7L mask) [CZE

P CRSICHULGEFAE ROJWLFVYIANTBIZATILF NUDLA

100mgZi%k5

P EEREL (FIO2 80%.50L/min Nasal high flow) ([CZ&E
P FERCRS & HIMT (Grade 3)

P LY RZ T R IR S T

P CRSICH L. b2 UXT T (530mg) 2185 (4)838.77C)

> IIERXIRIRESRE (BK)

REH | HEER

188 | KT

3HB | MzKIENEG

5HE | &L

7HBE | &L

P ASTIEND. ALTIEN (Grade 3) . CRSIC KX 2 FFEEERDIEN0 & Hith
> LDHIBN0IE, CRSK U RRIR C K 2 AT EESR DIBA0 & HIA
P FEEAROTFRRERR L. SpO,2 98~100%ZH#FFL TH Y. b U XY TBIIRSNE S HIM

» EESREUA (FIO2 50%. 40L/min Nasal high flow) [CZE
> ASTHEND. ALTHEND (Grade 2)

B=REA (FiO2 35%. 40L/min Nasal high flow) [CZ&E

BEsREA (3L mask) [CE S

BREBRIFDIED . RL LBz ET—/VU VT, BBREX (2L nasal canula) (CESE
ASTIEND. ALTIEH0 (Grade 1)

» LDHIENIEIL Y R = F sEd F iR Sallc OfE
P ASTIFEEEBANDHE. ALTIF29U/L T 2 HAIRHIZEEN & KT L. CRSOIE & IR

> BERECEA (2L nasal canula) (F k. LY A=A sEss TR SMBEIO#BZRMRE (1L nasal
canula) FTHEINTLRWAY, CRSIC K DIEEEZRINAEIF CHE & ¥, BRREUAIFIOK, BEKIC

S IFIRES (T U TR

[1BEEmR]
[ZDft]

AEIDZFOT 7 A LROKENIRS £ OBSEIEER & L [RREIRED L | S HIKf.

N=R5A V~BZRFERR~BROERT T EHUNIVDE R EH 5NN o1,

#0 A

FrhIHRF
- St o et

frilSs
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D
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IR R IT BEFREZ DR

<BHETDINA I ILY A VRUBKIREBEDHR >

HERH sC 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30
v v v
KEIESH
mg 1mg (B%5) 2mg 60mg
[ J CRS
CRSHIEH VvV ~URRD
RS vV EEEERLESA
v [ES5
39 383
3] 38
(@] 37
36
190 —o— IN#EHAINE
88 —o— JRARHAINE

P o W&W\PM‘M’W
(mmHg) 9o - >

40 49
10 7.69
CRP .
(mg/dL)
0 0.24
530
350532
JIUFY
(pmot) %0
30 31.458
1100 Y
LDH
) 600
100 292
2 139
- 116 oo
ZEIE o—C—r ﬁ\._‘—/—.\‘ﬁ —&
(nmol/L) ! Nt
0
1200 1160
IL-6 600

(ng/L) A‘\N
- —o?

® ZDfth DERFKRIREIE
o C1D1
5| s | s iy || €12 Unscheduled D | (2w | (@ | @5

HERE -14 1 1 1 2 3 5 7 8 9 20 20 27 27
fria% (@/5) 89 86 115 127 85 85 | 101 83 86 78 88 78 86 86
/) \iRER (X 10°/L) 78 77 54 46 35 39 45 59 74 92 51 58 80 84
U INERE(X10%/L) | 0.35 0.38 0.01 0.05 0.02 | 0.10 | 0.42 | 0.42 | 0.41 | 0.38 | 0.36 0.44 1.34 0.32
SFORERER (X 10°/L) 1.75 2.1 0.64 1.32 0.74 | 0.28 | 0.68 | 0.61 - 557 | 1.92 1.10 1.54 1.74
ANEJOEVE@/L) | 124 120 121 119 113 109 | 108 | 108 | 111 | 111 110 12 110 109
ALT (U/L) 24 23 - - 213 138 | 87 65 56 44 24 - 37 38
AST (U/L) 29 30 - - 327 152 | 75 44 42 34 48 - 32 33

SC: RoU—=Zv7.C:547)L.D: H



<BE . MUY T (TCZ) #B5a1# DIRFIEEEHT (unscheduled) >

Bitd 5 5% R 18% 28#% 38% 8E#% OB
rURTD v
B5H 530mg
CRSHIREH o <
ST v BIEEERILEVE
v BRRE
10
CRP 5
(mg/dL)
0
400 32357
JIUFY
(pmol/L) 200
0
892 878
1000
698
oH ez 564
) 500 259
0
4000 2870
IL-6
2000 1120
(ng/L)
4 '/\W\21 8 34‘19 122
0 —— —o
© Z DthDEFFRIRE(E
TCZ TCZ TCZ TCZ TCZ
e g 15 15 185 185 185
6HF % 1H#% 28% 3H% 8H#%
/)RR (X 10°/L) 46 - 39 39 42 43 %
U >/ SERER (X 10°/L) 0.05 - 0.05 0.05 0.27 0.17 0.15
SFEREREY (X 10°/L) 1.32 - 113 0.43 0.29 0.26 4.41
ALT (U/L) 23 - 216 186 119 94 41
AST (U/L) 30 - 481 258 109 82 29
IFN-7 (ng/L) 252 158 35 7.1 3.7 1.4 0.73
SIL-6R (ug/L) 54.1 51.8 81 128 260 281 462

TCZ: hYURRT
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IR R IT BEFREZ DR

> MIREREY >/ EEEERAE (HLH)

® FEIDIRS(CH I > T FE FFBEAR UMK ZEDOBIERROAERZ +2 (CHEUL T EE L,
® HLHA'ER) SNICIZEE AR ZIR S0Pl - AEXEPIE L. BIBRENLEVEIDRSEDE R
MEZIT>TLIETLY,

AER

FEHER MKEAN TJTUF VY ER NS YA F—C LR BT« TV /5 VI, 88X (FZ D1t
HifCHITI D MRERF

IR
VYR F T

Y 1/ TBESRAER (GO297815188) GEN = —9)>®

HLH*"[&.B11 FLRP2DOR— BV TERHBHNFEBATUR,

B11 FL RP2DI7fi— MUSADAEI BRI S UTe ZIL— - Jhi— k CREREINESO) ([CHWVTIE3H
FKIBHRH SN N BIFTETHIT LIz, (SP57)

ERE I 18EEERHER (FLMOON-151%5% [JO402955K88 #hikdk— ~1)7®
AEHEICHPVT HIH [EZTHSNEBATUR.

%1 MedDRA PTIMEREERMD >/ HEBEAE (GO29781558) /BB B EHEMIRNE JO4029558) | LT 2 BRZELS
GO29781: 5k B11 FL RP2DI/R— b : &EEHCTAWZAEEEMedDRA ver. 24.0(C#HL
FLMOON-1588 : &5t (CAWL/=FAEEIFMedDRA ver. 20.1(C#EHL

F—9hv b#TH  2021F8827H(GO297815#E B11 FL RP2DIR— 1), 20234108 138 (FLMOON- 1)

VYRS ARETE (FLSC)

S 1/ 1 HEEEREER (GO2978158% F2 FL RP2D kK — ) (B8HF—9)°
HLH*"(&.F2 FL RP2DJ7h— MMTHWLTo44Iea 14 (1.1%) ICERH SN T DEBIFIET-FI T LT, (=P57)

B 1 {EIEREER (FLMOON-351%52 [JO402955E% 3L+FL SCak— K1)
AFERICBV T HIH SR SNFETAT Uz,

1 1 MedDRA PTIIIERESMD >/ VEBERIE (GO29781588) /SRR EEHIRE JO4029555%) | [ T 0 1 U 9 —HlRaBSEHLHIREIREY (GO29781
HERDH) | [CZH T DEZ =&

GO29781: 5k F2 FL RP2DI/R— b 1 &EHCAWZFAFEIFMedDRA ver. 26.1(C#EHL

FLMOON-3z8% : &5t (cAL/cFsEIFMedDRA ver. 20.1(C#EHL

F—9hv b4 TH 202482818 (GO2978158% F2 FL RP2DI7/R— i), 2024F354H (FLMOON-3558)



FEIROFHEA

B HLHYERIR F TOHAR %
WYRASAETE g

AN 1/ TABIEERER (GO297815E F2 FL RP2DIk— 1) (B55—9) ? (CBIF BHLHIEREE TO

EARSIE LU ROE Y T LT,
HLH# ISR % TR ,
s
BRREERE TR FiEiE hRE g?\
GO29781:tE8 2
F2 FL RP2DaH— ~ 141 20.08 20.08

F—9hv A TH 202452818

iE [FLIv] (FLsC]

CRSDIERDIEE NN (FFHN TH B HBGF. REI T 79 —MEEMRERMD >/ EBIRERR
HEMREF (IEC-HS) ZESTHLHZZEB L TLIZE W, (=P56)
RENRD SNIBEFEEE(CIH U TARZIRS TR - REX ([EPIE U BIBRENLEVEIDRSED

Fitis S FrAR
- St o et

BYRINEET > T LT, 5
%
<sE> BANE [ HHiERE (FLMOON-1:E8 [JO40295:%E ik dk— R17® . FLMOON-3:48 Z

[JO40295588 3L+FL SCOR— R]'?) [CBIF BHLHRIREEDSIE S 8 500, - (A% - BER D

ohFEE
Grade FE DT fé
£Grade - HLHAS®E O N 218 S 3 AB FR S0 - AE L. HLHOBEHRE BB T 2, HLHATEES Nz %
S6E. B E5EXKENICDIET B, 2
s HLHAREE S NG AEHN D 5N BDIEEIF IBUEDHRTIC LIRS EBRE LU TCH LU,
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it g D& LT,
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BEGERE R OME RIS VEIIC DOV TIE, SEREREEEDFIAICH > TRSAMTHNT L,

*1 CRSDFRAICHU CENFRERD O EMRICHI O TIERRDEF RN ETSRIES .
#2 VY A=A R A DB T RN E—EBREN RIGBDID MBI CRBF AN ET SRS,

(FHEIRE] FZHHIRE : 2= EIS (CRR) DRIZFHMHES (IRF) 5F)
BIREHIIEE  CRRIFVEEHE] . Z=30EIE (ORR) [IRFEHE. EaEsat il . Se2Z=AAE (DOCR) [IRFFHM.
FI6EEETI] . Z=3EAR (DOR) [IRFEHE. IBEESH] . FHIERLEFHAR (PFS) IRFFH. T6EEHR] . £
(Os) =

WY RAZF BRI EDABS N AERUAEICEET 2 2RF U TDEY TY.

7. BERUARICEETY 2R (i)

7.2 FARRSICEL DY A MO VREEREN G SHNBENG20T, 194 7)VE (1. 8RU1588) RU2Y A 7)VBIC DV T, KA SD60537(C, BIBRERILEY
BIZRIRE5 92T 3T VB ARIDRIDIRSEICTA ML VIRBEREN S SONICBE(CIE U1 b O+ VRBERBN HSHNR< B2 X T BIEKE
TIVEVAIZERIRS T 2T & Flos YA TIVICK ST REURSD30~609F1IC, MEBITIH U THREGERRICHERI I VEIZRIRST DI & [BFAN.2, 8.1,
11.1.188]




[(BRTETE] SEHMIAE ICAVSEEMRIF EIREME Y >/ ENRAEREZ AW CEHE U,
FEFHBIEE CTHDCRR (IRFFHM) [CDOWVWC. ITTEMEER MU ALY bO—)LDFER%Z [EHER —IBIRE

ZRVTHR LTz, BREX(GEBMOFLEEZNRE Uz /U o T8 (EAFEGR) OB 18R E‘RE
HERICHBITDCRR 14% X NUAILTY bO—)LE U, BHECRR%E 14%IC587TE LTz, BHBECRR%E 14%. %
WY A= 7 DEARFCRRZ28% EFRTE U MRAIERKAES % THREFI83% ZIBRT 312 H(C[F80BINUET £

Hofco R AHETEARL EBH 1D EOPREFET BN ZT D T ENERIICRESNTU,
2021%3R158%Z7—9 Oy b4 TJBE UCHEBERZER UIcE I3 FEFHHERE ZER Uicfzo.,
AERZFCDFIERE U FELTWE202158H 27D ISEN#ETE ULTEB U,

CRRDI5%ClIEClopper-PearsonizZANTEE LTz, g
BIREHEIER Tdp 2 CRR (EBEFH) K UORRDIS% ClHEHRICClopper-PearsonizZ RV TEH Uiz, B
DOCR. DOR. PFS, OSl&Kaplan-MeierZTHE L. BBRED IS % ClIFBrookmeyer-CrowleyiEZ BT i
BH Ul F12.61 8. 121 BERMDOCR, DOR. PFS, OSEIGZHTE L. ZD95%ClFGreenwood DI T
BH U,
CRR (IRF5¥) D 77 L— T E#T (5. 145! BMI. Elik. A&, ECOG PS, Bulkyf®"Z. FLIPI. BTEEZ L I X >
. R2ZBEEDBERE. CAR-THIIIEEDGERE, BITODEEICK T BIEHIE. FICD20H1AICH T DIEHIE, o
ZILFIVEEICH T ZIEFUE. PISKRESAIC T 2 M. REOTICD2074FES5H S DEIR. Double g
refractory. POD24.CD20. EZH2 &G FER) FBHIICRESN TV, ﬁ;%
rE
5
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BEREBRADRLIE (FL1v)

SEETRITTERE) [ cPRSBRIAt EEEPRE : 12.915)
B11 FL RP2D7k— b
(n=90)

FinPRIE [EEHE] . % 60 [29-90]

St 55 (61.1%)
4R

4 35 (38.9%)

0 53 (58.9%)
ECOG PS

1

37 (41.1%)

Q2D SiaERFRIEE T OB PRIE [EE] . H

82.2 [11-292]

I

5 ( 5.6%)

Ann Arbor%

16 (17.8%)

25 (27.8%)

I
il
I\

44 (48.9%)

Bulky#®Z= (>6cm) &+

31 (34.4%)

N—R 54 VEDSPDRIE [EaEH]

3,014 [234-15,799]

Low (0-1) 26 (28.9%)
FLIPI Intermediate (2) 24 (26.7%)
High (3-5) 40 (44.4%)
choR{iE [Ea6E] 3 [2-10]
1 0
AEEL I X U 2 34 (37.8%)
3 28 (31.1%)
4Pk 28 (31.1%)
FCD20%1F 90 (100%)
IVESI V| 6-1] 90 (100%)
. BFiEMmErHHiaiE 19 (21.1%)
A aEDTESE -
CAR-THERREE 3 ( 3.3%)
PI3KBEEA (EIRIFRHEER) 17 (18.9%)
RERARE 13 (14.4%)
BiREDBE 62 (68.9%)
WINHDRETEE 78 (86.7%)
AR Y SR GE WENHDHCD20¥ifE 71 (78.9%)
-
Dousle retiacroryy 48 (53.3%)
POD24 47 (52.2%)

POD24 : —RiaEFInE2FLINDEFR
SPD @ ZrmaiEAl

M AUBEICH U TR IFEER6 Hh BLINDBH

PRI (—9Hw A T8 1 2021438150) REHABPRE  12.91 8 (8 : 2.0-22.1)



chRSEETE: (BREPEPRE 1 1290 8) ‘

SL2EMES : CRR(IRFEHE. ITTER) (EEHER)
STEEYWEIS | CRR(EAESHE. ITTSERH) (BIRSTHEIEE)

hEEEMTEFDB11 FL RP2D I 7/R— MMIH(F B CRR (IRFFH) (357.8% (95%Cl : 46.9-68.1) T&H 1) BIBECRR
(14%) [T 2HEEENRD 5N/ (0<0.0001. FHEBZIERE ") . CRR (IBESH) [356.7% (95%Cl
45.8-67.1) CoH >,

100+
50 57.8% 56.7%
- (95%Cl : 46.9-68.1) (95%Cl : 45.8-67.1)
5T
£
= 60
h
-
8 40
%
2 BRfECRR :
20 14%*2
o_

IRFEF SHEEHE
B11 FL RP2D7k—hk(n=90)

* 1 1RELAY TR IRV EEAT

EHRRATDS (BRI RIE - 1831 ) ‘

SE2FEIS : CRR(IRFEHE. ITTSEH) (EFEHEER)
STEEYWES | CRR(EAESHE. ITTSER) (BIRSTHEIER)

EINEETEEOBT1 FL RP2DI/R— MIH1F B CRR (IRFFHT) (£60.0% (95%Cl 1 49.1-70.2) . CRR (FBE
i) 1560.0% (95%Cl : 49.1-70.2) T&H > Tz,

100-
60.0% 60.0%

80 (95%Cl : 49.1-70.2) (95%Cl : 49.1-70.2)

5T

S

= 60

)|

£l

& 40

%

2 BAfECRR :
20 1492
0_

IRFEF AR
B11 FL RP2D7k—hk(n=90)

%2 BRIGHEMOFLEBEENRE U2/ 5 U S T 8E| @RAREASR) 05BN TBIRRABRICHITDCRREE A R UAILIY hO—)LE LTHRELE'Y,

PRAFEAEE (T —9 0w bA T8 2021638 15H) EREREIETRIE : 12.90 8 (&6 : 2.0-22.1)
BN (T —9 70y b4 T 1 20214F8827H)  ERERHARIhRE  18.3 1 8 (& : 2.0-27.5)
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ERARENERDRLIE (FLIV

| RIS EEERIPRIE : 18.370F) |
STEZMHM 1 DOCR (IRFEHTh. ITTSRE) (BIREFEEE)

ENIEEMTEFDBT1 FL RP2DJR— MMIEH1FBDOCR (IRFEHih) ShoRB(FFE (95%CI : 14.6 h H-NE) TH |
121 ADOCREIGIF71.4% (95%Cl : 57.9-84.9) TH > 1z,

100
80
B
Z 60
Zl
N
= 404 B11 FLRP2DIHR—NCHIFBCREI (n=54)
% oA RYNE 2 16f1(29.6%)
DOCREPSE : 5% (95%Cl : 14.6:8-NE)
20~ 12nADOCREIS : 71.4% (95%Cl : 57.9-84.9)
+1T5400
0_

T T T T T T T T T T T T T T T T T T T T T T 1

01 2 3 45 6 7 8 91011 1213141516 17 18 19 20 21 22 23
YECRHA S DHEAR (F)

No. atrisk 54 52 52 50 46 45 42 39 36 32 25 24 23 22181311 8 7 6 6 4 1 1

| sEEREs (BEBRITRE : 18308 |
FEIS : ORR (IRFEHIEA U3 EEEF{E. 1T TSRE]) (BIREHEIEER)

ENEEMTEFDB11 FL RP2DJ7/R— MMIEHI1FBHORR (IRFEFHT) (£80.0% (95%Cl : 70.3-87.7) . ORR (FBE
) (&77.8% (95%Cl : 67.8-85.9) TH o1z,

ORR 80.0% ORR 77.8%

(95%Cl:70.3-87.7) (95%Cl:67.8-85.9)
100_ 0, 0, CR
10.0% 2.2% 2.2% 11.1% - PR
80 7.8% 8.9% B sD
= 20.0% 17.8% W PD
£ 60- W RIETREE,
Z| KRB FRZEHE
=]
% 40
20+
0_

IRFE¥{d FIGEEETHh
B11 FL RP2Dik—b (n=90)

B (T —9 Ay bZ 78 1 202148827H) BREHREPRE 1 18.31 8 #F : 2.0-27.5)



‘ IBHIRRATES (BRI RIE : 1831 )

ZE3hHARS - DOR (IRFEHi. ITTER) (BIRSTHEIEE)

EINEEATEFDB11 FL RP2DJ/R— MIH(1F2DDOR (IRFEHT) PR{EF22.8 1 H (95%Cl : 9.7-NE) TH W,

127 BDOREI&(E61.8% (95%Cl : 50.0-73.7) T&H 21z,

100+
80-
2
Z  60-
gl
P
= 40- B11FLRP2DIK—NCHIFBCR/PREI(n=72)
% £ NN : 2961 (40.3%)
DORMRE : 22.878 (95%Cl : 9.7-NE)
20-{ 121FDOREIE :61.8%(95%Cl : 50.0-73.7)
+ 315404
0_

T T T T T T T T T T T T T T T T T T T T T T 1

01 2 3 45 6 7 8 91011 1213141516 17 18 19 20 21 22 23
#JEICR/PRHAS DHAM (B)

No. atrisk 72 70 67 61 57 52 51 48 44 42 36 33 33 31 2519 16 13 12 10 10 9 4 2

BIEENE (T —9 Ay b4 TH : 202148H8270) HIRHIRITRE © 18.3 18 (#E : 2.0-27.5)

1808 AR F 8
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RARSIBRDALTR

FLIV

CRRDY J'7'IL— T f&#f (IRFEF{)

‘ ENIERATES (BR=HIRPRIE  18.31 )

LllE CRR(95%ClI)

2tk 90 | 60.0% (49-70) — —
- 65T 60 | 55.0% (42-68) —eo—

65m E 30 | 70.0% (51-85) —e—
R 5 55 | 52.7% (39-66) —e——

it 35 71.4% (54-85) ——e—
BMI hR{BER 41 63.4% (47-78) %H

e EIN 41 | 585% (42-74) ——e—

EXN=vT/5FUFR 7 3/7* 1
Ei& Z 0t 77 | 59.7% (48-71) — —

B 6 5/6*

ZAUNYAYTAT/ 1 0/1*

PISAARAT 4T ;

FITA 8 6/8*
A BA/PZIURRPZAUAN| 4 3/4*

BA 74 | 58.1% (46-69) —e—

TR 3 2/3*

0 53 | 58.4% (44-72) e
ECOG PS 1 E 37 | 62.2% (45-78) —

& 31 | 61.3% (42-78) i
Bulky@Z (>6cm) | 59 | 59.3% (46-72) ——

Low (0-1) 26 | 57.7% (37-77) ——e—
FLIPI Intermediate (2) 24 | 62.5% (41-81) ——

High (3-5) 40 | 60.0% (43-75) —
ot e 2 34 | 73.5% (56-87) e
RISl X 3LLE 56 | 51.8% (38-65) — e
R2EGED &Y 8 2/8*
B 7L 82 | 63.4% (52-74) —
CAR-THERZEEED &) 3 1/3* :
BRI U 87 | 60.9% (50-71) -
BEEDEREIC B 62 | 51.6% (39-65) —_—
1 BT 12U 28 | 78.6% (59-92) — —
FCD204AIC B 71 | 54.9% (43-67) —e—
ST B EAME U 19 | 78.9% (54-94) —e—
7 ILEIAERIIC &) 51 51.0% (37-65) —e—
Y BIRMIE BU 39 | 71.8% (55-85) P
N &Y 12 | 50.0% (*21-79) } -~ |
T BB &L 5 4/5

BB L 73 | 60.3% (48-72) e
S OFHCD20¥YHE 3 RMA 23 | 34.8% (16-57) —e——
B50 5 DHR 3n B 67 | 68.7% (56-79) ——
MCD205EE 7 ILFIL | 554 48 | 50.0% (35-65) —e—
{EHICH T BRI §
(Double refractory) |7&U 42 71.4% (55-84) F——e—
POD24 &Y 47 | 57.4% (42-72) R S—

73U 43 | 62.8% 47-77) — —
CD20 Bk 68 | 55.9% (43-68) —eo—

e &Y 8 3/8* i
EZHZBETER U 43 | 60.5% (44-75) . —
00 250 50.0 750 100.0(%)

* 10BIREDIER [FCRE/ B ZFEH LTS,

BN (T—9 70y b4 T 1 20219F8827H) ( ERERHARhRYE  18.3 1 8 (& : 2.0-27.5)



| SENRATES ESIRIPRME 18315 |

HSEEA-72HARY - PFS (IRFEF. ITTER) (BIRSTHEIEE)

ENIEEEEDB11 FL RP2DI/R— MIHIFBPFS (IRFEHT) tPRIEET17.91 8 (95%Cl 1 10.1-NE) T&H Y.
121 BPFSEIG(E57.7% (95%Cl 1 46.9-68.4) TH o1z,

100
80-

%.f

E 60—

=7

gl 404 B11FLRP2DIHR—K(n=90)

=] A RN 421 (46.7%)

% PFSHhER{E : 17.948 (95%Cl : 10.1-NE)

= 204 12nBPFSEI& :57.7%(95%Cl : 46.9-68.4)

+ 15400

0_

T T T T T T T T T T T T T T T T T T T T T T T T T

01 23 456 7 8 91011121314 1516 17 18 19 20 21 22 23 24
BERmh S OHARE (A)

No. at risk 90 87 80 73 66 66 56 55 55 50 46 43 39 35 35 28 26 24 15 14 12 12 10 8 3

| BRI (ESEABRPRIE : 18370 A) |
SHETFHIR : OS(ITTER) (BIREHEER)

EEATEFDB11 FL RP2DIR— MMIHIF B OSHHRIEFAHRE (95%Cl : NE-NE) T&H 1. 125 BOSEIG(E
93.0% (95%Cl : 87.6-98.4) T >z,

100_%

80
::
£ 601
2l
& 404 B11FLRP2DIK—K(n=90)
% A RUNY: 851(8.9%)

OSHhER(E : K& (95%Cl : NE-NE)
204  12»BO0SEI& : 93.0%(95%Cl : 87.6-98.4)

+ 154900
o_

T T T T T T T T T T T T T T T T T T T T T T T T T T T T

0123456 78 91011121314151617 181920 21 22 23 24 25 26 27
BERImh SO (A)

No. at risk 90 90 89 89 87 87 86 85 85 82 80 78 67 65 61 55 51 48 36 34 3225201510 1 1 1

BN (T —9 0y b4 T 1 20214F8827H) SRR RE | 18.3 1 8 (& : 2.0-27.5)
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EIREHEROD AR (FLIV

Z2HOHE (R4 ERIRER) [ sememes EREmRIPRIE : 1835 5)
B11 FL RP2D3k— i (n=90)
BEEREROI 90 (100%)
Grade 3L/ LDBEESR 3 (70.0%)
SELGEESER 2 (46.7%)
BSPIEICESLFESR 4 ( 4.4%)
REICESLHEER 2 (2.2%)
CTCAE ver. 4.0
FIREEER (15%L L) (Z24EFRER) | SBEEHES REARIPRIE : 1835 5)
B11 FL RP2D37k— k (n=90)
FEIRBIEY 90 (100%)
YA~ A4 VRHAERE (CRS) 1 (45.6%)
] 3 (36.7%)
GV 8 (31.1%)
FHE 6 (28.9%)
KU > MiE 4 (26.7%)
ZOFEE 9 (21.1%)
YFPERIBIAME 8 (20.0%)
KAU D LM 7 (18.9%)
G 6 (17.8%)
B 6 (17.8%)
T 5 (16.7%)
2 5 (16.7%)
FE 4 (15.6%)
&Rz IR 4 (15.6%)

MedDRA ver. 24.0

BIEEES (T — 5 Ay bZ T8 1 202148827H) REHEPRE 1 18.31 8 #FH : 2.0-27.5)

100



EELGEESESR (2611 L) (R4 EFTER) (e =R : 18.315)

)
B11 FL RP2DI7k— k (n=90) I%
SR 42 (46.7%) 2
YA M A4 UREEIREE (CRS) 1 (23.3%)
2EEEE 3 ( 3.3%)
FRIBRR 3 (3.3%) ;
3 2 ( 2.2%) §
Sk 2 ( 2.2%) g
BEEoLU7 2 (2.2%)
COVID-19 2 ( 2.2%)
ITRIA - N—DA )LAMIE 2 (2.2%) £m
BIMENS 3 v 7 2 (22%) ﬁ%
MedDRA ver. 24.0 %%
‘’RSPIEICE-H> -AEER (R UARITEE) | EAERATE (REARmhsRiE 1830 7)
<
B11 FL RP2DI7k— k (n=90) i
SR 4 ( 4.4%) 2
YA M A4 UREEREE (CRS) 2 (2.2%) %
ITRIAY « N—DA JLAIEE 1(1.1%)
RIF R 1(1.1%) @
MedDRA ver. 24.0 E‘
&
5
FETICE->-EEZER (R EBIRER) e ERmEmERE : 18375) <
B11 FL RP2DI7k— k (n=90) Tz
SIRBIA 2 ( 2.2%) &s
EMEYET” 1(1.1%) &
S 1(1.1%) ;

MedDRA ver. 24.0

* VWINBBRESDERBREEESNI.

BIEES (T — 9 Aw bF T8 1 2021468827H) BREHREIPRE 1 18.31 8 #F : 2.0-27.5)

Q
&
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ERARENERDRLIE (FLIV

3. EMEE 1 HBERARE5R (FLMOON-1
KR k— )7

7) AGRESEHMEER | EANES 1 ABEERER (FLMOON-1:88% [JO402955 8 ik JRh— )

8)Goto H, et al. Int J Clin Oncol. 2025; 30(2): 389-396.
[FlEER « AR PA BRI DTED S E MBS NIz, AXEFPHRBEFRX ST DHERUF. Hoffmann-La Rochett. ARG tEN 5
BRREER(ICEENZTEND.]

sl BRHEIE (FLMOON-1:15% [JO40295518% # K 7k— K])

B ®] BENFEEMOFLEEZNRE UC VY AT BRI EO BN U R ZIRET T 2.

B RIBECL2UIAVMULOEGEEZZIT LI ENHDBRENSEEMEDOFLEE 196 (TTER. BHERD
ZeMEETED : 1961)

5 &I YAZAREESTZ 194 7)LBDIHBEICTmg. 888(2mg. 1588(260mg., 25 Z)LBD1HEIC60mg
®G5UT. 3T 4 7)VBLIZFFTHEIC30mgkRS LTz,
3BENTATILE L8 A TILE THEfE LT,
8 A JIUETHFICCRIMESNICBREFIRSZHT U PR/SDOE S NICEBEIREH 1 7Y+ T )L & TR S 7Z ik

iR [JO402955 8%

ERS Il ) fat
CRDIBEIFIESET .
PR/SDDIZEF 175 A1 T ILE THESR
v
BRSHEED YA L 2 3 8 L
FLES (3iER) 1BE 8EE 158E 18BE 188 188 186
(n=19)
e — ;byziz- Tmg 2mg 60mg 60mg  30mg 30mg 30mg
- (EICCD20MB I, Grade B5E
1-3A (RiER¥E) [ step doses >| Loading doses >| Base doses >
- 18 E
+ ECOG PS 0-1
- FICD20BNECER U7 )b
FILLRIZEST2UI XY
ig@;ﬁ'ﬁu)/\nﬂﬁfﬁﬁ[ HiRs | BB5HIICER

- TRRBKDHE (1 ~28810'S) (1 9+ DIV ERLZA. BEBERERE DU I N B WEGIF2T 1 7)VE LB EE)

- BIBRENVEVEIBSRIFN | FFH XTIV 20mg (V) XIFXFILFLRZVOY* 80mg(IV) (1,294 7)LBFHE. 3T A
J)VELREEHEICHUTRELE)

- EEEkgEREA) (165/RIRD) © 7 2R 7=/ 71 500~1,000mg (PO) (M6 TRHE) *2

- IERIZVEI(1B5/RIAD) | Y71 VERSI VBRI 50~100mg (PO) (MEITSHU TRIE) 2

*1 CRSDFRAICHU CENFRERD O ERICHI O TIERFDEF RN ETSRIEE .
*2 VY ASA R E DB RN E—BRENRIGDID MBI O CFBF AN ET SRS,

FHEIER] FZHHIEE  T2=WEIE (CRR) DRIZEHil#%ES (IRF) ST

BIREHMAMIEE  CRRIFEESHE] . 230214 (ORR) [IRFEHE. EAEHE] . TE2 =R (DOCR) [IRFEH.
SBEREH] . Z230HAR (DOR) [IRFEH, 386 . fIEEAETFHAR (PFS) [IRFEH. I8 . £EFHR

(OS) %=

[(ERthETE] SEHHIEECAVSEEMNRE. CGETHREMD >/ EMRHEREZ AV CEHiE U .
FEFMMIEE THBHCRR (IRFFHM) (CDWVT, BRXGHEEMHDFLESEZXNRE LI\ U Y T8 (ER
RAER) DENE TAEEEFRHERRICHIFBCRR 14% ' ZE X MU ALY hO—)bE U, BHECRRZE 14%(C]7E
U7zo CRR(IRFEH) M90%CID TRREHBHECRR 14%% L@ > 2B & (C. CRRIVMA%EKE TH D E WV S IR
RERZEEAT 2 & Ule, BB EFIEIFHIRFCRRZ46.9% & U, K AIBEKES% TREFIH94.4 % BR
EINBHE Lizo CRROIO%ClIFClopper-PearsonizZ VW TE L Uz, BIRFHEHIEE CHBCRR (FEE
1) X O"ORRMDI5 % Clo @R IC Clopper-PearsoniEZ ALV TEH Uc. DOCR. DOR. PFS, OSlFKaplan-
MeiersE CHEE U, hRIEDI5 % CliEBrookmeyer-Crowley;AZ W TEH Uz, Fic. 6 0 BIF=ROD
DOCR,DOR. PFS, OSEI&ZH#TE L. ZDI5%CllEGreenwood DX TEH LTz,
CRR (IRF5Fii) X O"ORR (IRF&Hh) D 7' 7')L— AT (s, 4RI, ECOG PS. Bulkyf®RZ. FLIPI. AT/EE
U IAE, R2ZBEDGEE. CAR-THIREEDGERIE. BIEDEEICH T 2IEFME. FICD205UERICHT S
IV 7 )LFIVEBICH T BIEHT4E. Double refractory. POD24) (FHRIICRE SN T LI,

VYA A RBEEE DA N AERUARICEET 222U TDEY T,

7. ERURAEICEHEY %R (ki)

7.2 FRPEREICK DY A S YBEREN S SONB T ENH DD T, 194 JIVE (1. 8RU15HE) RO2T A Z)LEIC DV TE AFIRSD60HHIIC, BIBRERILEY
BIZBHRST 2T & 34 J)VBLIER. ARIDFIEIRSHICY A AL VRIEREN G SONIEBBCIF T4 bO1 YRBEREN HSHONB<R2E T BIBRE
MIVEVAIZERIRS T DI & Rcs YA TIICK DT KBRS D30~600711C. MEITIHU THABRRCAEII I VRIZFRSIT DI &, [EFFNT.2. 8.1,
1111881




BESR(TTER) [ =2 @EAEPRE : 7.9555)

FLMOON-1:5& E\RE
(n=19) S
EEHPIRIE R . 3 72 [58-80] *
- = 9 (47.4%)
it 10 (52.6%)
(RECPIR{E (6] . kg 59.8 [43.5-92.3] %
£COG PS 0 17 (89.5%) é
1 2 (10.5%) B
BT S 5AEBA S TORARIcoRE (466 . B 86.3 [36.1-154.7]
1 1( 5.3%)
i 2 (10.5%) %E
Ann Arbor5)$8 i)
I 5 (26.3%) og
4 11 (57.9%) ER
Bulky#2 (>6cm) 354 6 (31.6%)
R—2AS5 A VEEDOSPDHIYE [EEFE] 1,628.7 [280.9-9,205.0] =
Low (0-1) 3 (15.8%) £
FLIP! Intermediate (2) 4 (21.1%) ;233
High (3-5) 12 (63.2%) =
choRE (86 3 [2-5]
1 0
AARL VX 2 7 (36.8%) £
3 6 (31.6%) 5
A 6 (31.6%) B
1 CD20#{x 19 (100%)
7 ILF IR 19 (100%) 25
BAEOEE R2EE 1 ( 5.3%) ﬁg
BREMS@ITEE 0 :
CAR-THHRIRE 1 ( 53%) i
EEDAE 9 (47.4%) =
st W NHDHCD 2041 8 (42.1%)
-
POD24 5 (26.3%)

POD24 | —RiaEFI®2FUNDER
SPD : Z5 @&
I AUBEICH U TR 8% 6 n BLINDEBH

FEFE (T —FHw bFTH 1 2023F108138) REHBTRRIE : 7.955 8 (& : 0.1-17.1)

>0 0




ERARENERDRLIE (FLIV

TERITE FSBRIPRE : 7.9557) |

SL2EMES : CRR(IRFEHE. ITTER) (EEHER)
STEEYWES | CRR(FEAESF . ITTSER) (BIRSTHEIEE)

FLMOON- 158 (C31F B CRR (IRF5H) (£68.4% (90%Cl : 47.0-85.3) T&H 1. 90%CID TRRIEIFBHMECRR
(14%) 72 L@l > 7z, CRR(FBEFH) (363.2% (90%Cl : 41.8-81.2) TH > 1z,

100+ 68.4%
I i 63.2%
(30%C1: 47.0-85.3) (90%Cl : 41.8-81.2)
80
5+E
S
= 60
;w
-l
& 40
%
2 BAMBECRR :
20 14%*
0_

IRF5T{i ES e
FLMOON-15#5% (n=19)

* BHRIFEAHDOFLEEENSRE Ul 3/ U o T HE| (ERHRER) OENE TEERRRRICHITHCRREZE X MU A)LTY bO—/LE LTERELRE',

| SR EEERIPRIE  7.950F) |
STEZMHM 1 DOCR (IRFEHTh. ITTSEE) (BIREFEEE)

FLMOON-1EER(C 3 1FBHDOCR (IRFEF) F2R1E(E13.6 1 B (95%Cl : NE-NE) T&H 1.6 5 BDOCREIG (&
90.9% (95%Cl : 50.8-98.7) T o1z,

100 4—|

80
% 60

=T

6‘2 40- FLMOON-15RERIC 3513 BCREI (n=13)
% A NN 26(15.4%)

DOCRIME : 13.6:8 (95%Cl : NE-NE)
20 61BDOCRZIE : 90.9%(95%Cl : 50.8-98.7)

+ 15400

0

T T T T T T T T T T T T T T T T T T T T T T T 1
01 2 3 45 6 7 8 9 10111213 14 15 16 17 18 19 20 21 22 23 24
YIECRAS DHAR (B)
No.atrisk 1311710 9 7 7 4 3 3 3 2 1 1 1 0

FEFNE (- Hw bFTH 1 2023F108130) REHBTDRIE : 7.950 8 (& : 0.1-17.1)
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| EEeRE (EEBRIPRE : 7.9508) |
FFEIS : ORR (IRFEHIA: U'EaEEEFE. ITTSRE) (BIREHEIEES)

FLMOON-158&(C 3317 ORR (IRFEH) (£78.9% (95%Cl : 54.4-93.9) . ORR (/B EFH) (384.2% (95%
Cl:60.4-96.6) THofco

ORR 78.9% ORR 84.2%
(95%Cl : 54.4-93.9) (95%Cl : 60.4-96.6)
100
10.5% 10.5% B CR
0 ) PR
80 10.5% =D
= 10.5% 21.1% mPD
£ 60- W RIETREE,
2| RAIR$FENE
=}
% 40
20+
0_

IRFEF SHESHE
FLMOON-15#5% (n=19)

| SRR ERBUPRIE : 7.9505) |
SHHAR - DOR (IRFE¥{. ITTSEE) (BIREHTIEE)

FLMOON-1588&(C 37 B DOR (IRF&H) FREF15.00 F (95%Cl 1 3.7-15.0) T 1. 65 ADOREIS(E
84.0% (95%Cl : 48.7-95.9) T >z,

100 ]

80+

60+

40- FLMOON-1:XB&(C 3513 B CR/PRfI (n=15)
ARV 451 (26.7%)

DORMPZE : 15.058 (95%Cl : 3.7-15.0)
20+ 641BDOREE : 84.0%(95%Cl : 48.7-95.9)

+ 15400

(%) Db N EHE

0+

T T T T T T T T T T T T T T T T T T T T T T T T T

012 3 456 7 8 9101112131415 16 17 18 19 20 21 22 23 24
#IEICR/PRAS DEARE (A)
No.atrisk 15151412 9 9 6 6 5 5 5 2 2 1 1 0

FERIAR (T —9 Ay A TH 1 2023F108130) RSHRPRIE : 7.95» 8 (E5H : 0.1-17.1)

#0 A

FrhIHRF

frilSs
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3
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BRREHER O R

FLIV

CRRDY J'7'IL— T f&#f (IRFEF{)

| EETRES GEPRIPRIE : 7.955)

LllE CRR(95%ClI)
24f 19 | 68.4% (43-87) } ®
- 65K 5 4/5*
- 658 E 14 | 64.3% (35-87) } i
] 9 5/9* i
451 Hl :
fogid 10 | 80.0% (44-98) —o |
0 17 | 76.5% (50-93) F————e—
ECOG PS 1 5 o
HY 6 4/6* i
BulkyiRZ (> ;
ullymz (>6cm) g 13 | 69.2% (39-91) : o
Low (0-1) 3 3/3*
FLIPI Intermediate (2) 4 4/4*
High (3-5) 12 | 50.0% (21-79) } o —
2 7 5/7* :
B DS :
AARLIXZE 12 | 66.7% (35-90) | o
R2BED &Y 1 AN
eyt %L 18 | 66.7% (21-87) | o
CAR-THBRIEEED &4 1 1
BRE U 18 | 66.7% (41-87) } -
BEDLE &Y 9 5/9" |
FUR R it AN i 17U 10 | 80.0% (44-98) d %
MCD20HAIC &) 8 6/8"
X BIETUE ®U 11 63.6% (31-89) %
7ILFIALHIIC &Y 8 6/8"
w9 BIEGE NG 11 | 63.6% (31-87) }
FCD20HAE 7 ILFIL | 54 8 6/8*
BRI o B IETTE
(Double refractory) |7&U 11 63.6% (31-89) }
By 5 4/5*
POD24
© U 11 | 63.6% (31-89) |
0.0 250 500 750 100.0(%)

* 10BIRiBDIEB [FCREY/ B ZFCH LTV B,

FEFRR (T —9AY b4 TH  2023F108130) HASHARDRIE : 7.95» 8 (HE : 0.1-17.1)



| EEeRE (EEBRIPRE : 7.9508) |

HSEEA-72HARY - PFS (IRFEF. ITTER) (BIRSTHEIEE)

FLMOON-1588&(IC B (FBPFS (IRFEHM) BRIBEIF16.40 8 (95%Cl 1 5.2-16.4) THW. 65 BPFSEIGIE
76.0% (95%Cl : 48.0-90.3) ToH o1z

100
80 —LI_|_‘—

%ﬁ

A 60_

£

7

gl 404 FLMOON-1&8(n=19)

=] ARV 64 (31.6%)

% PFSHtHSE : 16.418 (95%Cl : 5.2-16.4)

~ 204 6nHPFSEIE : 76.0%(95%Cl : 48.0-90.3)
+ {15400

0

T T T T T T T T T T T T T T T T T T T T T T T T T
01 23 456 7 8 9101112131415 16 17 18 19 20 21 22 23 24
BERmh S OHARE (A)
No.atrisk 19 17 1514 141411 9 9 6 6 5 4 3 1 1 1 0

| =i EEBRIPRE  7.950F) |
SHFHIR - OS(TTSE) (BIREHEIEE)

FLMOON-1588&(C (T 2 OSHRIB(FFRE (95%Cl 1 10.2 7 B-NE) TH .6 5 BOSEIEIF100.0% (95%Cl -
100.0-100.0) TH > 1z,

100 =
80

-

= 607

&l

& 404 FLMOON-1588(n=19)

% A RN 2f1(10.5%)

~ OSHhIUiE : 5Ki&E (95%Cl : 10.218-NE)
20+  6»HO0SEIA : 100.0%(95%Cl : 100.0-100.0)

+ 15400
o_

T T T T T T T T T T T T T T T T T

0o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
BERImh S OHARE (A)

No.atrisk 19 19 19 19 19 19 16 12 12 9 9 7 6 5 3 3 3

FERIAR (T —9AY b4 TH 1 2023F108138) BRSHBPRE : 7.95» 8 (#H : 0.1-17.1)
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RARSIBRDALTR

T2 OBIE (R EBTERE)

FLIV

| EETRES GEPRIPRIE : 7.955)

FLMOON- 18 (n=19)

BESRFEIEGIE 8 (94.7%)
Grade 3L/ LDBEESR 7 (89.5%)
ERLBEESER 7 (36.8%)
BESHIEICESTEBEER 2 (10.5%)
REICESLHEER 1 ( 5.3%)

CTCAE ver. 4.03

EREEER(15%L L) (REMAFIRER)

‘ TERE (FRRABPRE : 7.9508)

FLMOON-1:8 (n=19)

FIRBIER 18 (94.7%)
U > ) NERERIA 13 (68.4%)
YA ~AA VHAERE (CRS) 9 (47.4%)
ASTIEND 6 (31.6%)
ALTHEND 6 (31.6%)
2 5 (26.3%)
YFCPIRERIA 5 (26.3%)
& 4 (21.1%)
ZOFE 4 (21.1%)
FEACHS RIT 4 (21.1%)
B myE 4 (21.1%)
2 3 (15.8%)
wREE 3 (15.8%)
B IMIRECR 3 (15.8%)
Mo U )L E >80 3 (15.8%)
EZiZ ks 3 (15.8%)

MedDRA ver. 20.1

FEMIFEE (T —9 0y bF T8 2023F108130) EIEHARBTPRIE 1 7.951 8 &8 : 0.1-17.1)



ERLHSER (Z2MEREE)

| ETRATE ESRIPRIE : 7.9555)

FLMOON-1:{8% (n=19)
FEIRBIEN 7 (36.8%)
YA b AA VRS (CRS) 2 (10.5%)
DA )L AR 1 ( 5.3%)
FHERERE 1 ( 5.3%)
SEEER 1 ( 5.3%)
/)RR 1 ( 5.3%)
12 (ICANS) *' 1 ( 5.3%)
SR 1 ( 5.3%)

MedDRA ver. 20.1

* 1 SRR TDOMedDRA ver. 20.1(CEDE, EFHHEE UTHRESINTLIZDDD. EEMHREERBIFICANSTH .

ICANS& U CEeEt

REPIEICES>AESER (REMEREH)

| ETHE ERPRPRE : 7.9505)

FLMOON-15%8% (n=19)
FEIRBIEY 2 (10.5%)
/NSRRI 1 ( 5.3%)
RS ICANS) *! 1 ( 5.3%)

MedDRA ver. 20.1

* 1 SRERR COMedDRA ver. 20.1[CEDE, MREME UTHESINTLSBDOD, EEIHREERAIZICANSTH W,

ICANS& U Tt

SECICE S ILRAEER (REMHFITEE)

| ETRITE SRR RIE  7.9555)

FLMOON- 138 (n=19)
RIRBIEL 1 ( 5.3%)
1)\ 1 ( 5.3%)

MedDRA ver. 20.1

* 2 BERECOERRBRIESES NI,

FEFENE (T—9AY b4 TH 20235108 130) FREHABDRE

1 7.95» 8 (#E : 0.1-17.1)
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BRREHER O R

4. 85156 1/ I 1EERARERER (GO2978155% F2 FL RP2DK— )
(BHT—9)°

FL SC

9) AGRIFEHIME  BHE 1/ T1BERRaER (GO297815{8& F2 FL RP2DI/R— )

SHERIIE (GO29781518R F2 FL RP2DJ7k— )

[B 8] BEXBEEHOFLREZNRE UV T, VY AT R NIRRIBFEDRBERLICN T 2EYENREDIFS L.
BN OLZEMZIRETT o

Bt R BEC2UIXVUUEDEGEEZRZ (T ENHDBEBHENGHBMEDFLEZI4G] CEYENREMANTER !
6861 ITTER. BN O R MEMITER : 9461)

57 A IWVAZFAEFFZI1Y9407)VEDTHEICSmg. 8HE. 158E(C45mg. 29« JJLELEIF1BEI(C45mg

®5 Ul

IBEZ1YAT)ILEUL.BY A TILE THikfE Uico
8T A JIUETEFICCRAMMESNICBREFIRSZEHT U PR/SDIMEONICEEFE 1 754 7 )LE TR S Z kiR

RS et U) alt
CROZEIIIZSHET.
PR/SDDIZEIF17Y A JILF THii
\ 4

BRIHLMED Y49 . 2 3 8 17

FLEE (G3Em) 1BE 8EE 1588 188 188 188 188

(n=94)
R IWIREH 5mg 45mg  45mg  45mg  45mg 45mg 45mg
- {5891 Grade 1-3A B58E
- 18w E (B~E) | Step doses Base doses >

+ ECOG PS 0-1

- ICD20RMBUER U7 )b
FILER ZZSC2LIAY
MEn2gEU Y /NERE
[CKDIBBIE

)
t £t 1

T

T

B 5 | SRSHIICKE

7 )VELESHETIHU TSR

- MREGERE] © 7P/ T1>* 500~1,000mg (PO) (AEITIHL TSEHE)
- MERIZ VA IYTIVERSZVIERIE" 50~100mg (PO) (MEITIHU TENE)

BFEAGERE R OME RIS VEIIC OV T, SEEEREEDFIAICH > TRSMTHNT LI,

- TRRKAEE 1~28810'5) (1 T4 7)VB A, EBRRERIEOURINBVESE 2 U1 J)L B EE)
- BIBRERILVEVA: FFOXIYTT 20mg (IV/PO) IFXAFILFURZY OV 80mg (IV/PO) (1 B A T)LBIFMZAE. 294

* CRSDFBAITH U CEPIRAESIDI SERICH O CFEERI DB F RN Z TSRS,

EHEIEE] FZ5HHIES : 3Y 1 JILE U4 7)LBERSEN) DERARY XY TMEP b3 TBE (Crowgh o) RUER
KXY AN T DO-848F TORE-BFEIMDHR FERE (AUCo.s4)

BlREHIBIEE

: se2EMEIG (CRR) DRIIFHImHRES (IRF) 570, T6E51M] . Z3HEIE (ORR) [IRFFH. 8

S . ST Z=RpERE (DOCR) [IRFEH. F6E=51M] . Z=30EAE (DOR) [IRFEHE. I6EE1M] . FIEREFRARE
(PFS) [IRF5¥h. 8B . 247 (OS) F



[(ERthEtE] FZEFHHIEE TH D ERARY AN T Crough cyes MU AUCosaDsUREEE (B11 FL RP2DIR—K) (W T D
FESMFFRARRTE(C K W EFHE LTz TNZNDEEFIEDL (GMR) [CHWNT. 90%CID TREA'0.82

THNIE. FHETHZ AT DT EE Ulze EXRYZR T Craugh e R UAUCo s DGMRE 1.57 T E
1.06. ZBFHH (CV) ES0%ERET & HRABRKES %, REI80% CHLHMZIHT Bl s
36MILL LD LB T S 1z, WEERF YAV TIADREOEBEFERRY XY TR FE (F2 RP2DIh— M) &

NS E (B11 RP2D IR — b) Z1R S5 UTc BEDBEFEYEREET IVICKUHEULICEARY AT
MEPRE (RN XHEB) =AWV,
BIHHIEBICAWV2EEMRE. CET MBI /BRI EEEZ BV CEHE LT,

Bl EHEIES Td5 5 CRRE U'ORRMDI5 % CliZClopper-PearsonizZ AV TEH LTz, g
DOCR. DOR. PFS. OSlgKaplan-MeierfECTHEE L. thRIEDI5% CliFBrookmeyer-Crowley;AZ W T B
BH U, Fe 1208, 18 7 BEIRODOCR, DOR. PFS. OSEIGZHETE L. €D 95%ClIFGreenwood D= %
TEHUT
CRR (IRF5Hh) DU 77 )L — T (Fks. 14£5). BMI, Kk, AT&. ECOG PS. Bulky/®Z. FLIPI, AEEL ¥
X R2BGEDIGERE, CAR-THIREOE DGR, BEXA DS I 2 IEHIME, FICD2051A I T DIRFUE,
7 ILFILERIC T 2 M. PIBKBEEAICH S 2RI, REDHTICD2051FIR 5D 5 DHEIE. Double =
refractory.POD24.CD20) [FZERIICHRESN TV, we
23
TR
5
e
»
z
o]
T
4
2
2
=
T
53
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5 %
£3
g
3
]
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ERAREIERDALHE (FLSC)

BEES(TTER) | =R EEERIPRIE | 20.7 1)
F2 FL RP2DJ7k—
(n=94)

FirhRIE [EBH] . % 65 [35-84]
54 53 (56.4%)

PRI
itk 41 (43.6%)
0 63 (67.0%)

ECOG PS

1

31 (33.0%)

Q2D SiaERFRIEE T OB PRIE [EE] . H

95.1 [15-424]

I

3( 3.2%)

Ann Arbor%

9 ( 9.6%)

32 (34.0%)

I
il
I\

50 (53.2%)

Bulky#®Z= (>6cm) &+

23 (24.5%)

N—R 54 VEDSPDRIE [EaEH]

2,560.3 [176-19,676]

Low (0-1) 14 (14.9%)
FLIPI Intermediate (2) 27 (28.7%)
High (3-5) 53 (56.4%)
== 3 [2-9]
1 0
HAEL U X V8 2 44 (46.8%)
3 18 (19.1%)
4Bk 32 (34.0%)
HICD20%itk 94 (100%)
7 LFJALA 94 (100%)
. SESSEE k2 19 (20.2%)
BaEDEE -
CAR-THlfaE = 4 ( 43%)
PIBKFEZEEI (EAREER) 11 (11.7%)
TR 25 (26.6%)
EEDEE 59 (62.8%)
WP NH DRTERE 73 (77.7%)
RERRICH T DIRGE WINH DHCD20¥iE 63 (67.0%)
-
Touble refracioryy 43 (457%
POD24 41 (43.6%)

POD24 : —RiaEFInE2FLINDEFR
SPD @ ZrmaiEAl

M AUBEICH U TR IFEER6 Hh BLINDBH

FEFFE (T -y b7 T8 1 2024F2818) REIBPRIE 1 20.7 1 8 (8F : 1.0-34.0)



[HEEEARY XY TMETREDHER ] ([CIFFEGE S NICREEX MR UNDEF NS ENE I HEEREFIC

FHE S NIETe BT LET,

| TG (EEBRIPRE : 20708) |

EARYAYIC trough_cyc3 KU AUC .84 (EMENRERFIREER) (EEFHHERE) ?g
X

:EX;?\\\/X“V 7\\Ctrough_cyc3 (3ﬂ4g)b§ [4'U"f 3'5%:&7_:/“*/ L;
2)LERSHT] OImED b3S TBE) NUAUCoss ! =
(0-84HZF CORE-FEEHE N EBE) OsuBRE(C H—@—
Y B TDRATFHEDL, (GMR) [FZNZN ! oo O 1.3
o ) ) 0 ) ) : 0 CI I = 1.
1.39 (90%Cl : 1.%0 1.621)\ 1.06 (90/oCI\\. O,'ng | — o B
1.21) THY, WINBEBEXBO TRIEN IS : AUCoas: GMR 1.06 2
N—IVMN0.8% ko>, ! (90%Cl:0.92-1.21) ¢
I : 1 %
0.5 0.8 1 2
HOIFIEDH (GMR)
BE
F2 FL RP2DJ7k— h (n=68) B11 FLRP2DII7h— b (n=90) 2
FRAT IS R B 48 61 be
c 158 (SD). wg/mlL 26 (1.1) 1.8 (0.6) Es
S P A(E (EICV%) . g/mL 24 (52.3) 1.7 (456) |
GMR (90%Cl) 1.39 (1.20-1.61)
FRAT IR B 68 90 ~
AUC F5f6 (SD) . ug- B/mL 286.9 (111.1) 274.2 (95.3) &
" e V%) . ug - B/ml 262.2 (50.1) 2483 (57.8) i
GMR (90%Cl) 1.06 (0.92-1.21) 2
Z
WEEARY A T IETEEDHRE
ERARYVANTE NEX 3@ =it 5 U BEOBEMEYERRET IV ERVWTHE LI EARY AR T -
METRE (5 THEE) DHBFLUITO@EY TH o1, I
5
<
10.00
3 '_
S r Z 3
) 9
2 ®E
g% 100+ 2
N - 13
‘|~P2 i g
B
N 010+
K O10F —138)*
M 3 = F2 RP2DJ7/k—h(n=138)
Eﬁ I = B11 RP2DIiKk—h(n=214)"
g cPSR{E, 90% FHIK
0.01 + * Group BRUFD3 5ERSNAERUBE TInNzIh— hOESEHRE U FLUADSE).
3 EHERDIT—NIDNTHERERT 5/ o7 — (PI0) B,
21 42 63 84 105 126 147 168 189
MERSH SO (B)

FEMBIAET (T —9 Ay bA T8 1 2024628 1H) REHARIPRIE 1 20.7 5 B (EF : 1.0-34.0)

Q
&
A

VY RAZ A BRI DAGR S NUCHRESFMRIF AT D@ TY
4. WEENSHR BRXISEAEOEIMEY >/ E

VY RAZF B REDER S NICIEER FIHRIFLUTDED T .
4. WEENSHR BRXISEAEOEIMEY >/ E
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ERARENER D RKHR (FLSC

| EETeRES (BEBRIPRIE : 20718) |

ST2EMEIS : CRR(IRFEHEA: U 4ESH. ITTER) (BIRSTHEIEE)

F2 FL RP2D3O7R—

N EHIFBDCRR (IRFFHT) (358.5% (95%Cl : 47.9-68.6) . CRR (FEBE5HM) (360.6%

(95%Cl : 50.0-70.6) T >z,

100~

80
=
70
E

= 60
2
£l

& 40
%

20

0_

SEERZNEE -

58.5% 60.6%
(95%Cl: 47.9-68.6) (95%Cl:50.0-70.6)

IRFEFE SHESHE
F2 FL RP2D7k—b (n=94)

| =TI EEBRTRE : 20728) |

DOCR (IRFE¥({tfi. ITTSME) (BIRSFEIER)

F2 FL RP2DOR— MCEHIFBDOCR (IRFFH() thREIF20.8 5B (95%Cl 1 18.8-NE) Tt 128 BDOCR
2&(EF72.4% (95%Cl : 59.9-84.9) CoH > Tz,

100
80
&
#Z 60+
2l
=]
g 40+
20+
0_

F2 FL RP2DRk—H 33 B CRH (n=55)
ARV 1961 (34.5%)

DOCRHRAE : 20.8:18 (95%Cl : 18.8-NE)
12nHDOCREIE : 72.4%(95%Cl : 59.9-84.9)

+ #1544

— T T T T T T T T T T T T T T T T T T T T T 1
1 2 3 4 5 6 7 8 9 1011 1213 14 1516 17 18 19 20 21 22 23
#LCICRI SDEAM (B)

No. at risk 55 55 54 52 50 48 44 41 41 35 33 33 27 26 25 20 14 13 13 1210 7 4 1

FERARES (-9 0y b4 T8 1 2024F2818) REBEPRE : 20718 @ : 1.0-34.0)
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| TR (BEBRITRE : 20708) |

#Z3121S : ORR (IRFEHMA: U ;A= I TTER) (BIRSTHEIEE)

F2 FL RP2DO/R— HCSHIFBHORR (IRFEH) (374.5% (95%Cl : 64.4-82.9) . ORR (F/BEEFH) (373.4%
(95%Cl : 63.3-82.0) T o1z,

ORR 74.5% ORR 73.4%
(95%CI : 64.4-82.9) (95%Cl : 63.3-82.0)
o | 7 "
7.4% 11.7% PR
80— 13.8% 12.8% SD
mPD
§ 16.0% 12.8%
§ 60 W RUETRE,
2l RN (FREENE
=]
% 40-
20
0_ = ~ =
IRFEFh FIGEEETHh
F2 FL RP2DIK—h (n=94)
| E=wRE EEBETRE : 20708) |
ZEHAR : DOR (IRFEH. ITTSRE) (BIREHEIEE)

F2 FL RP2DO7/R— MCEHI1FBDOR (IRFEH) thH1EIF22.4 7 B (95%Cl : 16.8-22.8) Tdr '), 121 HDOR
EE1369.9% (95%Cl : 58.5-81.4) TH >,

1

(%) Db N EHE

00+

80+

60+

40+

20+

0

F2 FL RP2DR—MC &3 BCR/PREI (n=70)
ARV 2660(37.1%)

DORHIRE : 22.41H (95%Cl : 16.8-22.8)
1217FDOREIE : 69.9%(95%Cl : 58.5-81.4)

+ 15400

123456 7 8 91011121314 1516 17 18 19 20 21 22 23
#IEICR/PRAS DEARE (A)

No. atrisk 70 68 66 59 58 54 50 47 46 41 40 39 33 31 30 28 22 17 17 16 10 9 6 1

FEMIFE (-5 Hy b4 T8 1 2024F2818) REIARPRE 1 20.7 1 8 (8 : 1.0-34.0)
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RARSIBRDALTR

CRRDY J'7'IL— T f&#f (IRFEF{)

FL SC|

| EETRTES ERIPRIE : 2075 5)

BllEL CRR (95%Cl)
2k 94 | 58.5% (48-69) — —
- 65K 46 | 60.9% (45-75) ——e—
6581 L 48 | 56.3% (41-71) —e—
R Bk 53 | 56.6% (42-70) }—0—{
it 41 | 61.0% (45-76) ——e—
Bl hRfEE 44 | 43.2% (28-59) ——
OB E 44 | 68.2% (52-81) ——e—
EANZwI/STFUFR 2 1/2* i
Ei& 20t 88 | 60.2% (4971) —eo—
AEA 4 1/4*
NOAT7YRBZOMD | o/1*
KEFEEHEE §
e ETIN 10 | 60.0% (26-88) } ;
EAN/FIUARFAUBA | 2 2/2*
BA 80 | 58.8% (47-70) —e—
7RBE 1 0/1*
0 63 | 57.1% (44-70) —e—
ECOGPS 1Lk 31 | 61.3% (42-78) — e
D) 23 | 522% (31-73) —e——
Bulky@Z (>6cm) |, 71 | 60.6% (48-72) —o—
Low (0-1) 14 | 78.6% (49-95) - °
FLIPI Intermediate (2) 27 | 74.1% (54-89) e —
High (3-5) 53 | 45.3% (32-60) —e—
e er e 2 44 | 59.1% (43-74) —e—
MERLIXVR gy 50 | 58.0% (4372) ——
ROBEED ) 15 | 66.7% (38-88) % :
BRI "L 79 | 57.0% (45-68) — —
CAR-THBIEEAD &Y 4 2/4*
SEREE U 90 | 58.9% (48-69) —e—
EREDAE(C &Y 59 | 50.8% (37-64) — —
X9 RIS L 35 | 71.4% (54-85) ——e—
FICD20HA(C & 63 | 49.2% (36-62) —e—H
T B 7L 31 | 77.4% (59-90) ——e—
7 LA ALRIC By 49 | 49.0% (34-64) ——o—
Y B BL 45 | 68.9% (53-82) e —
N &Y 10 | 60.0% (26-88) } ‘
8 S =L 1 o
ASEER U 83 | 59.0% (48-70) —e—
BAOMCD20ME | 37 ALK 12 | 50.0% (21-79) } o—
BEH SO 31 B8 80 | 60.0% (48-71) —eo—
HICD20HtkE 7 ILFIL | 51 43 | 44.2% (29-60) —e—
(BRI o B IETTE ?
(Double refractory) |#&U 51 70.6% (56-83) F—e—
&Y 41 | 48.8% (33-65) ——e——
POD24 ®U 53 | 66.0% (52-78) e
CD20 Bk 56 | 62.5% (49-75) ——
0.0 250 500 750 100.0(%)

* 10BIREDIER (FCRE/ B Z5CH LTS,

FEFNE (T -5y b4 T7H 1 2024F2818) REBEPRIE : 20.7 18 (8H © 1.0-34.0)



| TR (BEBRITRE : 20708) |

IR TFHARY  PFS (IRFSF{H. ITTSER) (BIREHEEE) B
Be
4
F2 FL RP2DOR— MCTBIFBDPFS (IRFEH) hRIEIFZ18.545 8 (95%Cl : 12.9-24.0) T Y. 121 BPFS %
B 5(E62.3% (95%Cl : 52.1-72.5) CTh oz, =
100+
80 2
i i
= _ 5]
g 60 4
7
8] 40l F2FLRP2DIK—K(n=94)
a8 A RN 4345 (45.7%)
% PFStho{iE : 18.51H (95%Cl : 12.9-24.0)
= 20+ 12»APFSEIE : 62.3%(95%Cl : 52.1-72.5) £m
+ 15501 40
0 D5
T T T T T T T T T T T T T T T T T T T T T T T S
01 2 3 456 7 8 9 10111213 141516 17 18 19 20 21 22 23 24 R
SBERIEHSDERM (A)
No. atrisk 94 90 86 81 73 72 63 61 61 55 54 54 45 41 40 33 32 31 23 18 17 14 12 8 1
1%
3]
[ TR BEAEERE  2075A) | 5
_ _ 1z
SHFHRM - OS(ITTSRE) (BIREHEIEE) 2
F2 FL RP2DO7R— MCBIFDOSHIMEIFFIZE (95%C| - NE-NE) T 1. 125 BOSENE(1F90.2% (95%Cl :
84.1-96.3) CHh o1z,
;%
100+ =
% %
80 =
::
£ e0- 3
| D=
& 404 F2FLRP2DIR—h(n=94) e
% AR 1161(11.7%) )
~ OSHhIYE : FiE (95%Cl : NE-NE) =]
20  12#B0SEIE : 90.2% (95%Cl : 84.1-96.3) e
+ F5E =
o_

T T T T T T T T T T T T T T T T T

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32
BERImh S OHARE (A)

No.atrisk 94 90 85 84 84 82 76 67 62 56 51 40 30 24 16 11 5

FERIAR (T —9AY b4 TH 1 2024%F2818) REABPRIE : 20.7 58 (8 : 1.0-34.0)

>0




RIARGI\ERDRYE (FLSC)

Z2HOHE (R4 ERIRER) | =B FERIPRIE : 2075 5)
F2 FL RP2D 7Rk — k (n=94)
BESREIROI 93 (98.9%)
Grade 3L/ LDBEESR 49 (52.1%)
SELGEESER 37 (39.4%)
BEHIECESLAESER 7 ( 7.4%)
REICESLHEER 8 ( 8.5%)

CTCAE ver. 4.0

FREESBR(10%L L) (Z24ERER) | ETES FRPRIPRIE : 2075 5)
F2 FL RP2D 37k — bk (n=94)
FEIRBIEL 93 (98.9%)
FESTBRRIRZ I 57 (60.6%)
ES 33 (35.1%)
YA b HA VBRHEEIREEE (CRS) 29 (30.9%)
TR 19 (20.2%)
COVID-19 18 (19.1%)
B 16 (17.0%)
ERAE 14 (14.9%)
LT 13 (13.8%)
SFHERRAME 13 (13.8%)
B 13 (13.8%)
&im 12 (12.8%)
RAETE 12 (12.8%)
%R 11 (11.7%)
HERE 11 (11.7%)
FHEL 10 (10.6%)
R 10 (10.6%)
EX 10 (10.6%)
R ERzIR 10 (10.6%)
WREZIREE 10 (10.6%)
R ZHE 10 (10.6%)

MedDRA ver. 26.1

FEARE (-9 0y b4 T8 1 2024F2818) REMBEPRE | 20718 @ : 1.0-34.0)



BEERBEER (26 L) (Z2MHEFREE)

| EETRTES ERIPRIE : 2075 5)

F2 FL RP2D7Rk— bk (n=94)

FEIRBIEN 37 (39.4%)
YA b AA VIEAEIREF (CRS) 4 (14.9%)
COVID- 198k 4 ( 4.3%)
RIEREYET 3(3.2%)
COVID-19 2 (2.1%)
FHH 2 (2.1%)
FAMEFPEGRAME 2 (21%)
BmiE 2 (21%)
YA b XAFODA )V AREER 2 (21%)
ER =y EESpE 2 (21%)
ERRRINEER 2 (21%)
= mAE 2(21%)

MedDRA ver. 26.1

EPIEICE>BESER (R MHREE)

| ESHRITE (ESABRPRIE | 20.7 1)

F2 FL RP2D7Rk— bk (n=94)

FEIRPIEL 7 ( 7.4%)
COVID-196Mx 3(3.2%)
COVID-19 10 1.1%)
EEERINERE 1 ( 1.1%)
MIRERMD >/ HEEEERAE (HLH) 1 ( 1.1%)
Fitifi e 1 ( 1.1%)

MedDRA ver. 26.1

SECICE > BEER (R MRS

| ETHRIE ERPRPRIE : 2075 5)

F2 FL RP2D37k— bk (n=94)

FIRBIEL 8 ( 8.5%)
R EYET 3(3.2%)
COVID-19mR " 2 (2.1%)
COVID-19* 1 (1.1%)
EERERINERLE” 1 (1.1%)
MIRERMD >/ VHEBEKE (HLH) 1 (1.1%)

MedDRA ver. 26.1

HBEREE E DRRBEREEES NI (COVID-19HRICDNTIFTHINF)

FERIAR (T —9AY b4 TH 1 2024%2818) REABPRIE : 20.7 5 (8F : 1.0-34.0)
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ERARENER D RKHR (FLSC

5. EAZE I BEEARER (FLMOON-3515% [JO402955{5% 3L+FL SC
Odik— K])'?

10) AGREFEHIER | ENES I ABERAREER (FLMOON-35 82 [JO402955 8 3L+FL SCOR—K])

VBRI E (FLMOON-358% [JO40295518% 3L+FL SCOk— K1)

B ®N BREXEEHAMHOFLEEZEENRE LTIV Y AS AR TEEFBEEDOEMER ZEMZIR5TT D,

B & BEC2UIX VU EDEEEEER T ENHIBRENGEAMOFLEESH (TTEDH. MR
T MMRITER : 561)

5 & LYRSAR R4 2LEDBEC5me. 88E. 1588(45mg. 251 7 LELEEF 1 BEIC45mg
®’5UT,
IBEZEI1TAT)ILEUL.8Y A TILE TR U,
8 A TR TIICCRIWESNICEE(FIRSEIR T L. PR/SDHIBSNIEEBEIEEH1 754 TV E TR S5 =ik

ER I atal V) et
CRODIZEIIIZSHET .
PR/SDDIZEIF 17 A JILF T
v
BRFHAMED Y1) 1 2 3 8 17
I:L.%S%; (3:8H) 1B 8HE 15BE 1BE 1BH 188 188
n=
ErRREE }bzxi;}- 5mg 45mg 45mg 45mg 45mg 45mg 45mg
- (EEEICCD20M I, Grade B58E
1-3A (R I Step doses >| Base doses >
- 18 b
+ ECOG PS 0-2
- ICD201ZM B AR U7 )L
FIL LRI ZEST2UI XY
Jié:f?;g'ﬁu)/\"ﬂifﬁﬁl: Fis5 | BIBS5HIICEE

- TRBKAEE (1~28810'5) (1 T4 7)VBEFA. BERBEREIEOURINBVESEE 2 U1 7))L BB )

- BIBEERIVEVE - FHEUAIV T 20mg (IV/PO) FAFILFLRZVO>* 80mg (IV/PO) (1 A 7)LBIFE. 254
7 )VELEIRN TN TEE)

- REERE (1 B5RIA0) © 7P/ TT* 500~1,000mg (PO) (MEITIHL TERHE) *2

- MERIZ VA (185R80) © YT VERSIVIERIE 50~100mg (PO) (MEITIHU THEME) *2

#1 CRSDFRAICHL CENFEFRDD JERICH IO TIEEADBEF R ZTSRIEE N,
*2 VY ASH R DB F AN E—EIRENRIZ DI KD o CUFBF RN ZISRIES L,

FHEIRE] FEHHIRE : 2= EIS (CRR) DRIZFHMEHES (IRF) 5T
BIREHIBIEE : CRR(TEE M) . Z=30EIE (ORR) [IRFFHE. E/8EaHM] . Se2Z AR (DOCR) [IRFFFHM.
FIBEEEH] . =380 (DOR) [IRFEHD. 6B . FIEREFHIE (PFS) (IRFFHE. aE I 24
(Os)=

[(BRFETE] SEHHIEB(CAVSBEMRE. B /BT 2 Lugano 8 BRI EREEZ AW CEHl L.

WY RZFRTEDARSINCAERUARCRET 2 ERIFUTDBY T,

7. iERURASICEHEY %R (ki)

7.2 FEWRSICR DU A M A4 VIREERBED G SONB T ENHZD T 194 J)VE (1. 8RUVI15HE) [CDNTIE ARIDERSHIC, BIERENLVEVEIERST DT L, 201
7 VELIEIF, ABIDRIERE SHICT A O VIBAEREEN' G SONIEEE(CIE. T4 b1 VRHEERE#D G S DONIB <32 F T, BIBRENLEVAZRIRS T2 &
T BAIIVICKS T AHDRSHICMEICH U THRASRRIPRERY S VRIZRS T2 &, [BFAYN1.2.8.1.11.1.138]




B=TT TR (FEREPRIE | 6.445 )
BEER

FLMOON-358%
(n=5) g
=
EHATPoRE [$5) . 5% 72 [43-83]
B4 1 (20.0%)
1R
i 4 (80.0%)
A
0 5 (100%) =
ECOG PS 1 0 o
2 0 b
BRI SAEBRE S TOMRRE (#5E] . B 141.0 [17.8-227.7]
I 0 \
{58
I 1 (20.0%) B
Ann Arbor9)%8 s
i 2 (40.0%) |
W 2 (40.0%) o
Bulky#Z (>6cm) 35 1) 3 (60.0%)
R—25 4 VEOSPDHSRE [F5E] 1,207.8 [559.2-3,797.8] .
Low (0-1) 1 (20.0%) B
FLIP| Intermediate (2) 1 (20.0%) 2
High (3-5) 3 (60.0%) c
chiR{E [£5EE] 2 [2-4]
1 0
&
BISAREL O X %8 2 3 (60.0%) £
3 1 (20.0%) f
Ak 1 (20.0%) <
HCD20HE 5 (100%)
7V AL 5 (100%) zz
» BRiEmeEiisE 0 2
R AEDIELR - g
CAR-TiERams% 0 3
1E
PI3KFEEH (BPARER 0 i
TR 2 (40.0%)
BIAEIC T IR EEDEE 2 (40.0%)
POD24 1 (20.0%)

POD24 : —RiaEFIB® 2FEUNDEF
SPD : T3 @&
IV BUBERICH U TRNIFEE®R6 Hh BLINDBFR

FEEE (- Hy bF T8 1 2024F3840) HRIPEPRIE : 6.441 8 (#H : 5.7-8.5)

>0 0
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ERAREIERDALHE (FLSC)

TERITE FSBRIPRE  6.4457) |

S2Z=EIS : CRR (IRFEHE. ITTSEA) (EEHEHED)
FLMOON-3&& (C B F D CRR (IRFEHM) (F5/5F1Tdp o fe.

BlEHEIEEE & (ITTER) | EBeIE EEETRIE | 6,445 )
FLMOON-38 (n=5)
CRR (FEJBEE5Hih) 5/5
ORR (IRFE¥{T) 5/5
ORR (FSAESH) 5/5
DOCR (IRFE¥F{ii)
AR N 0
hRfE (95%Cl) . B FE (NE-NE)
37 BDOCREIS 5/5
DOR (IRF5¥Fi)
AR Y 0
hR{E (95%Cl) . B FE (NE-NE)
31 HDOREIG 5/5
PFS (IRFE¥{dh)
AR MY 0
hR{E (95%Cl) . B 3% (NE-NE)
351 BPFSEIE 5/5
oS
AR MY 0
hR{E (95%Cl) . B R (NE-NE)
31 BOSEE 5/5

FERIAR (T —9 Ay bFTH 1 2024%3540) EREARPRIE : 6.441 8 (83F : 5.7-8.5)



T2 OBIE (R EBTERE)

| EERAE ESRIPRIE © 6.44 0 5)

FLMOON-3&E& (n=5)
BESRFEIEGIE 5 (100%)
Grade 3L LOBEEER 1 (20.0%)
ERLBEESER 1 (20.0%)
BSPIEICESRBEESER 0
RUICESIEBEER 0

CTCAE ver. 4.03

FREEER 2FILLL) (Z2MEHEREE)

| ETRE EEBRIPRIE : 6440 5)

FLMOON-3z8& (n=5)
FIRPIEL 5 (100%)
BRI I 5 (100%)
MmeLDHIEN 3 (60.0%)
FF 2 (40.0%)
FZRERzIR 2 (40.0%)
22 2 (40.0%)
& 2 (40.0%)
{2t 2 (40.0%)
FAANCHS RIS 2 (40.0%)
NERIE 2 (40.0%)

MedDRA ver. 20.1

FEHE (T -y b4 T8 1 2024F3840) ERRIEPRIE 1 6.441 8 (8 : 5.7-8.5)
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= =——— ==
nnﬁﬁﬁ%ﬁwmﬁﬁ FL SC)
BEREESER (Z2UHETER) | E=RiES FERIPRIE : 6445 5)
FLMOON-35z8% (n=5)
FEIRBIEL 1 (20.0%)
DA )L AMRHR 1 (20.0%)
MedDRA ver. 20.1

BSRIEICE > BEER (R MERER) | RN BEAEPRIE 6440 5)

FLMOON-3EBRICE VTR SPIEICE S TEBEEBRIFBH S NGB D1,

RTICE-H>BEER (Z2EHERER) | EEHES FRPRIPRIE : 6445 5)

FLMOON-3FBRICHENTHRTICE 2 EBSERIFVH S NIEH o1,

FEFFE (T—9I0y b4 T8 : 2024F3540) SRR DRE : 6.441 8 (8F : 5.7-8.5)



A IREK EEACO EEI PR S HEHIBHE TUBEELIG N O UPLIIG I O | B ER o 10pE¢ B

R QY VORI Gt




126

BRAREHER O RGIR

ERFRETERIC 17 B BIfER—B >

VYRS A SEEEE

)PP A=A FL SC)

GO29781:45% ﬁ%g&’;g;tg GO29781:HE% F[%E%Ngggg
B11 FL RP2DJ7k— b kI h— K] F2 FL RP2DOk— bk 3L+HFL SCaR— K]
(n=90) (n=94)
(n=19) (n=5)
HES LUK TE#ES 44 (48.9%) 9 (47.4%) 30 (31.9%) 4 (80.0%)
Z DFERE 15 (16.7%) 2 (10.5%) 4 ( 4.3%) 0
R 12 (13.3%) 2 (10.5%) 5( 5.3%) 2 (40.0%)
R ERI% 7 ( 7.8%) 1( 5.3%) 4( 4.3%) 1 (20.0%)
HIBEERTZ 7 ( 7.8%) 0 2(2.1%) 0
B2 ERIR: 6 ( 6.7%) 0 6 ( 6.4%) 0
#IBE 4 ( 4.4%) 1( 5.3%) 2( 2.1%) 0
ZFE 4 ( 4.4%) 0 1(1.1%) 0
EmB 3( 3.3%) 0 1(1.1%) 0
ZSEMUEE 3( 3.3%) 0 0 0
BEREBIREE 2( 2.2%) 0 6 ( 6.4%) 0
EBtRE 2( 2.2%) 0 1(1.1%) 0
BT 2( 2.2%) 0 1(1.1%) 0
FEAH 2( 2.2%) 0 0 0
TR RS 1( 1.1%) 0 1(1.1%) 0
BFIERE 1( 1.1%) 0 0 0
BUREZZ 1( 1.1%) 0 0 0
e 1( 1.1%) 0 0 0
SEREIERN 1( 1.1%) 0 0 0
mokEs 1(1.1%) 0 0 0
fervas 1(1.1%) 0 0 0
LA 0 3(15.8%) 1(1.1%) 0
it ) 0 1(53%) 0 0
BE 0 1(53%) 0 0
L7 0 0 1(1.1%) 0
FE - ERRRANET AR 0 0 1(1.1%) 0
KRS 0 0 1(1.1%) 0
BEERE 0 0 1(1.1%) 0
RZER 0 0 1(1.1%) 0
A e 0 0 1(1.1%) 0
R ERE 0 0 1(1.1%) 0
TR IR B 0 0 0 1 (20.0%)
RERES 41 (45.6%) 9 (47.4%) 30 (31.9%) 1 (20.0%)
YA M hA VRHEREE 41 (45.6%) 9 (47.4%) 29 (30.9%) 1 (20.0%)
Ky 207U i 2( 2.2%) 0 1(1.1%) 0
BEE 1(1.1%) 0 0 0
MEREEME D >/ HRIGERE 0 0 1(1.1%) 0




VY ASH EESE

WY AZFKETE EEY

o R, | owmsem | RER, | condues
(n=90) vy (n=94) SR Co T %
—i% - LEEEH &L UIRSERIOREE 36 (40.0%) 3(15.8%) 69 (73.4%) 5 (100%) .
5% 17 (18.9%) 1(53%) 3(3.2%) 2 (40.0%)
"’ 16 (17.8%) 17 (18.1%) 1 (20.0%)
== 8 ( 8.9%) 8 ( 85%) 0 =
iR 4 ( 4.4%) 0 1(1.1%) 0 2
EE T 1(11%) 1(53%) 0 0 B
e 1(11%) 0 101.1%) 0 -
A4 VT IVI VY RER 1(1.1%) 0 0 0
EEABIR 1(11%) 0 0 0
BB p: 1(1.1%) 0 0 0 EE
B 1(1.1%) 0 0 0 )
fERR 1(1.1%) 0 0 0 %f%
S 1(11%) 0 0 0 :
I 1(11%) 0 0 0
ST 0 1(53%) 0 0 ~
SESTEBAIRI 0 0 57 (60.6%) 5 (100%) #
SESTEBTATHE 0 0 9( 96%) 0 I
SEHERIFD 0 0 5( 5.3%) 0 =
SESIEBIIE S FERk 0 0 3(3.2%) 0 <
SEERI 0 0 0 1(1.1%) 0
SESTEBIE R 0 0 1(1.1%) 0
o 0 0 1(11%) 0 £
08 0 0 0 1 (20.0%) !&:3
HRRIEE 25 (27.8%) 4(21.1%) 12 (12.8%) 0 'C;
= 11 (12.2%) 0 7(7.4%) 0
FEESHFN 4 ( 4.4%) 0 1(1.1%) 0
RASMEESE= 1 — 0/ F — 3(3.3%) 0 0 zz
KATRIORAE 2( 2.2%) 0 0 -
sam 2( 22%) 0 1( 1.1%) 0 H
R 2 —0/5F— 1(11%) 2 (105%) 1(11%) 0 i
KET2 T(1.1%) 0 1(1.1%) 0 &
ERHA 1(1.1%) 0 0 0
i 1(1.1%) 0 0 0 _
e 1(1.1%) 0 0 0 i
p=3=valiEs 1(1.1%) 0 0 0 .
RAmE 1(1.1%) 0 0 0 g
LS 1(1.1%) 0 0 0
i 0 1(53%) 0 0
KERER 0 1( 5.3%) 0 0
SR 0 0 2( 2.1%) 0 o
mEE 0 0 1(1.1%) 0 '
CRIRS 0 0 1(1.1%) 0
s 0 0 10 1.1%) 0

&
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RARSIBRDALTR

VY ASH EESE

WYAZARTE

GO29781:8 F”\"OON'ﬁ_‘tEﬁ GO29781:8 FLMOON'iaﬁ

B11 FL RP2DI7k— k [JO40295518 F2 FL RP2DJ7R— [JO402955(8k

(n=90) ;Ej%r?j;) S| (n=94) 3L+FL (Sncj, )m— R~
RS L UREREE 22 (24.4%) 3(15.8%) 9( 9.6%) 0
€U > IE 14 (15.6%) 1( 5.3%) 6( 6.4%) 0
€H U™ LIEE 5( 5.6%) 0 4( 4.3%) 0
€~ IRy LI 5 ( 5.6%) 0 1(1.1%) 0
BHORIR 3( 3.3%) 0 1(1.1%) 0
&Y VIE 2 ( 2.2%) 0 0 0
&AL ™ L IMEE 2 ( 2.2%) 0 0 0
E3 e dng = 1(1.1%) 0 0 0
ERESIMAE 1(1.1%) 0 0 0
B 0 2 (10.5%) 0 0
BY IRy LIE 0 0 1( 1.1%) 0
Bk 0 0 1(1.1%) 0
& ~ U™ LIMEE 0 0 1( 1.1%) 0
BiEEs 21 (23.3%) 4(21.1%) 15 (16.0%) 0
1) 9 (10.0%) 2 (10.5%) 3( 3.2%) 0
T 3( 3.3%) 1( 5.3%) 4( 4.3%) 0
Oms 2 ( 2.2%) 1( 5.3%) 1( 1.1%) 0
7 2 ( 2.2%) 0 5( 5.3%) 0
e 2( 2.2%) 0 1(1.1%) 0
TSR 1( 1.1%) 0 0 0
EPeEER 1( 1.1%) 0 0 0
W= 1( 1.1%) 0 0 0
P 1( 1.1%) 0 0 0
1Bt 1( 1.1%) 0 0 0
SRR 0 1( 5.3%) 0 0
BREERRS 0 0 1( 1.1%) 0
&5 0 0 1( 1.1%) 0
ODsEmE 0 0 1( 1.1%) 0
OsEs 0 0 1( 1.1%) 0
OmEzg 0 0 1( 1.1%) 0
SHIERE 0 0 1( 1.1%) 0
_REERE 0 0 1( 1.1%) 0
PN N 0 0 1( 1.1%) 0
REER TR R 0 0 1( 1.1%) 0
MRS &V VI NREE 19 (21.1%) 2(10.5%) 15 (16.0%) 0
TFORERRIANE 14 (15.6%) 0 8 ( 8.5%) 0
am 4( 4.4%) ( 5.3%) ( 5.3%) 0
U > I NERRIANE 3( 3.3%) 1( 5.3%) 0 0
/) RRAME 1(1.1%) 0 3( 3.2%) 0
U I \NEREE 1(1.1%) 0 0
B mERAMEE 1(1.1%) 0 0
U NEfE 1(1.1%) 0 0
FEAMEFOERRANE 0 0 1( 1.1%) 0




VY ASH EESE

WY AZFKETE EEY

G0297815t5% IOt G0297815t5% FSOIOINEE )
B11 FLRP2DIM—h | HO40295H5A F2 FL RP2DJh— LJOa07 okt %
(n=90) AIR— N (n=94) 3L+FL SCaR— ] =
(n=19) (n=5) 2
2
BEFRIRES 18 (20.0%) 15 (78.9%) 22 (23.4%) 2 (40.0%)
SFCREREGRA 7 ( 7.8%) 5 (26.3%) 8 ( 8.5%) 0
PSZUPIJNSYARTTS—LIEN 5 ( 5.6%) 6 (31.6%) 2( 2.1%) 0
5 =1 =h = =~
;fgg;/% S/hSYATT 4( 4.4%) 5 (26.3%) 3( 3.2%) 0 %
5
/) AREGRA 2( 2.2%) 2 (10.5%) 4( 43%) 1(20.0%) A
==%
C-RISHEEEN 2( 2.2%) 0 4( 43%) 0
Y- IWIZIRSYR T TS—LHEN 2( 2.2%) 0 0 0
fshE U L E i 1(1.1%) 2 (10.5%) 0 0
7+ TV 57D 1(1.1%) 0 0 0 EE
I
) 1( 1.1%) 0 0 0 ﬁ%
{REEN 1( 1.1%) 0 0 0 w2
SEo 07U ViR 1( 1.1%) 0 0 0 :
TIFRIAY - N—94 L RARES M 1( 1.1%) 0 0 0
ERSA /AL RIRERE 1(1.1%) 0 0 0 .
M7 LA YURZ T 79— 1( 1.1%) 0 0 0 %
U > ) NERECRIA 0 13 (68.4%) 0 0 !&CS
EIMERERA 0 3(15.8%) 2(21%) 0 =
B MmERERHEAD 0 2 (10.5%) 0 0 <
&7 T UF Vi 0 0 1(1.1%) 1 (20.0%)
MehP BB KRB0 0 0 1(1.1%) 1 (20.0%)
SARS-CoV-2iaEi it 0 0 1(11%) 0 e
(C
PSZUTPE/NSVARTIS—E 0 0 1(1.1%) 0 &_‘3
KSYR7=F—t LR 0 0 1(1.1%) 0 ZS
fnth7 L7 F = 810 0 0 1( 1.1%) 0
SFchEREIEAN 0 0 1( 1.1%) 0
BRSSO SEGEE 15 (16.7%) 1( 5.3%) 11 (11.7%) 0 zx
5 7 ( 7.8%) 1( 5.3%) 2( 2.1%) 0 -
HAP 4( 4.4%) 1( 5.3%) 3( 3.2%) 0 d
gl
L 2( 2.2%) 0 3( 3.2%) 0 ;
w53 1(1.1%) 0 3( 3.2%) 0 &
HEERE 1( 1.1%) 0 0
RIENRERS 1( 1.1%) 0 0
a8E 1(1.1%) 0 0
R 0 0 1( 1.1%) 0
RIRERRE 0 0 1( 1.1%) 0
TFIRES. K305 & UfitiRiE = 11 (12.2%) 1( 5.3%) 5( 5.3%) 0
IFOR 2 3( 3.3%) 0 2( 2.1%) 0
%0 3( 3.3%) 0 2( 2.1%) 0
IR0 2( 2.2%) 0 0 0 .
R 1(1.1%) 0 1(1.1%) 0 '
SR 1(1.1%) 0 1( 1.1%) 0
CIRR IR 1(1.1%) 0 1( 1.1%) 0

N
O
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BRAREHER O RGIR

VY ASH EESE

WYAZARTE

GO2978158 ﬁ%f&';ggg GO2978155 F[%g%gggg
R ey M mkan—n | PPRLRRZONRTR | siiR scam—
(n=19) (n=5)
M IREE 1( 1.1%) 0 1(1.1%) 0
BIk 1( 1.1%) 0 0
B 1( 1.1%) 0 0
e 1( 1.1%) 0 0
Leo<y 0 1( 5.3%) 1(1.1%) 0
(R 0 1( 5.3%) 0 0
BHm 0 0 1(1.1%) 0
s 0 0 1(1.1%) 0
RS & UBERE 10 (11.1%) 421.1%) 18 (19.1%) 1(20.0%)
R 3( 3.3%) 0 2( 2.1%) 0
B 3( 3.3%) 0 2( 21%) 0
FREBRR 3( 3.3%) 0 0 0
EETey 1( 1.1%) 0 2( 21%) 1 (20.0%)
OB~ 1( 1.1%) 0 2( 21%) 0
e 1( 1.1%) 0 1(1.1%) 0
IR 1( 1.1%) 0 1(1.1%) 0
N R 1( 1.1%) 0 1(1.1%) 0
SETH 1( 1.1%) 0 1(1.1%) 0
MMmESE> 3 v T 1(1.1%) 0 0 0
e 1( 1.1%) 0 0
BREE 0 3 (15.8%) 2( 21%) 0
AR 0 1( 53%) 0 0
COVID-19 0 0 4( 43%) 0
COVID-1965% 0 0 1(1.1%) 0
A D RER 0 0 1(1.1%) 0
Z2—EYRFR - A ORF AR 0 0 1(1.1%) 0
zﬁ;\\;;w”’ﬁtﬂw‘jyj 0 0 1( 1.1%) 0
SR E R 0 0 1(1.1%) 0
FEEmR 0 0 1(1.1%) 0
ERERERMEA LR 0 0 1(1.1%) 0
BRBEEN 0 0 1(1.1%) 0
KRR 0 0 1(1.1%) 0
B 0 0 1(1.1%) 0
A U AR 0 0 0 1 (20.0%)
BEEE 6 ( 6.7%) 0 2( 21%) 0
TR 3( 3.3%) 0 1(1.1%) 0
SHELIRE 3( 3.3%) 0 0 0
5o 0 1(1.1%) 0
Tz 0 1(1.1%) 0
MmEE= 6 ( 6.7%) 0 5( 5.3%) 0
T 3( 3.3%) 0 1(1.1%) 0
BFTY 2( 2.2%) 0 1(1.1%) 0




VYRS A RS WYRZARETS
GO29781:8 ﬁ%f&'\;ggg GO2978158 Fb’gﬂ%ﬁ?gg
B11 FL RP2DJ7k— k Ak e M F2FLRP2DIMR—b | 5 2o e 20
(n=90) (n=94)
(n=19) (n=5)
BIMmE 1(1.1%) 0 0 0
BRI 0 1(1.1%) 0
{&ImE 0 1(1.1%) 0
SR AR R 0 1(1.1%) 0
RE= 4( 4.4%) 0 3( 3.2%) 0
BRI 2( 2.2%) 0 0 0
B8 1(1.1%) 0 2( 2.1%) 0
iR 1(1.1%) 0 0
AR S ;2 1(1.1%) 0 0
ARARAEAR 0 0 1(1.1%) 0
DEES 4( 4.4%) 1( 5.3%) 1( 1.1%) 0
BB 1(1.1%) 0 1(1.1%) 0
2 NURDEHE 1(1.1%) 0 0 0
IR 1(1.1%) 0 0 0
DIMERE 1(1.1%) 0 0 0
mgEs 0 1( 5.3%) 0 0
BB JURIEEE 3( 3.3%) 0 3( 3.2%) 0
EEEHEN 1(1.1%) 0 2(21%) 0
HIE 1(1.1%) 0 1(1.1%) 0
RS EE 1(1.1%) 0 0 0
e 2( 2.2%) 1( 5.3%) 0 0
EEIL7 2 ( 2.2%) 0 0
IEREALE 0 1( 5.3%) 0
= PESLUNBSHE 2( 2.2%) 4(21.1%) 1(1.1%) 2 (40.0%)
SEACHS RIS 1(1.1%) 4(21.1%) 2 (40.0%)
s 1(1.1%) 0 0 0
] 0 0 1(1.1%) 0
EERB L UURERS 2( 2.2%) 0 0 0
PRERZ SFEME 1(1.1%) 0 0 0
SRS IR 1(1.1%) 0 0 0
B LURBES 1(1.1%) 0 0 0
SRS 1(1.1%) 0 0 0
FFiEEREE 1(1.1%) 2 (10.5%) 0 1 (20.0%)
AFiae R 1(1.1%) 2 (10.5%) 0 1(20.0%)
RS EE 1(1.1%) 0 0 0
WS ES 1(1.1%) 0 0 0

- GO297815 8% B11 FL RP2D37R— h.F2 FL RP2DJ7R—
ESTICAHVZAEIFBT1 FLRP2DI/R— b @ MedDRA ver. 24.0. F2 FL RP2DI7/R— b : MedDRA ver. 26.1(Z#EHL

- FLMOON-15{8&,. FLMOON-355&

ESTICAWVZAEEIFMedDRA ver. 20.1(Z#EHL
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Q&A

[&E - A - 12 5]
NEIW ssmmrzncls-rse REOR5BIEE S TNRENTTH?

VY RS A EEsE
FEN SRS OEREEORSECEL Tl LIFORICHE> T RSV, o BTAXY. FERUBE(C
BET 23S 7 5[CREORD ISR,

MOEsE - R5e > A0 S5H >

DS DHART
19178 1942)EELT. 188 1mg. 858 2mg. 1558 60mg a5
186 2B E S1581(1,8,1588)
T  EETEEN
AILEVE RASERA
AR S AR S
60538 30~60441
19198 2;8/ E. 1942 ED8EBELT2me. 1508 60mg T 578
8EH 6 B[R £1#571(8.1588)
aegs fl iexs=om.
HILEH AR
AHRS AR S
605381 30~60%34i
144 21LE&ELT, 188 1mg.85E 2mg. 1556 60mg T 5EH
6@/ E &1581(1,8,1588)
aErs l nexs=om.
HIVEH P
ARURS FEIES
605381 30~60%341
19178 28947VE&ELT, 166 1mg. 888 2mg. 1588 60mgTia5Hes
1588 =Sy S18581(1,8,1588)
T  EETEEN
60 AILEVE RRSERA]
mg
AR S AR S
60538 30~60441
394 2)LEELT. 166 1mg. 888 2mg. 1558 30mgTia5/Ep«
68/ E S1581(1,8.1588)
aegs f niexs=on.
HILEH AR
RIS AR
605341 30~60%34i
3947 IVELIGE RYAIILELT, 1BE 1mg.88E 2mg. 158E 30mg T SHER*
188 6:E”L L &18581(1.8.1588)
aEgs l nexs=om.
HIVEH P
ARURS FEES
605381 30~604341

WipE M ER

¥1 : HIEHRS BN SOMBIN LKL VEVBER FESNTV/CAETRS 28T 5.
#2118 15HBICDV T FEHR S D607 71IC. BIBKERILE VA ZRHRS T2 &,
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B’E575E

294 7)VEIF1BBEIC60mg

EIERE MERIZ VAL
RILEVHI fREERR

FEIRS FEIRS
607371 30~6051

294 JIVEZ1HBEIC60mg

BEIBRE RERI = VAL,
RILEVE EREERER

FEIRS FEIRS
60571 30~605351

294 7IVEF1HBEIC60mg

EIERE RERI= VAL
RILEVE ik

TS FEIRS

607381 30~60537M

39 7 LEEE1HEIC30mg

BIBRE MERIZ VAL

RILEVE fREERR
FEIRS FEIRS
6077 H 30~607371

494 7 VBRI 1HEIC30mg

BIEERE RERI = VA,
RILEVEI EREERER

FEIRS FEIRS
60571 30~6053510

LIS 1 7)b&18EIC30mg

BIERE RERIZ VAL
RILVEVEI SR

FEIRS FEIRS
607381 30~60537M

3917 EEF1BEIC30mg

BEIERE RERIZ VAL
RILEVE mREnisER

FEIRS FEIRS
607380 30~60%71

3Y7IEEE1EEIC30mg

BIEKE HERIZ VAL
RILEVE ARASEEA
KBRS AHRS

6051 30~605 %
3817V EINE 1 EEC30mg

BIBSRE RERIZ VA
RILVEVE FRE SRR

FRIRS FEWRS
6053710 30~60471
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Q&A

IWYRASAETE

AEUAERDOBRIEDIRSHACEUTE LIFOBICHRE> TL RS, Fie. BFAN7. BENMU RS (CBEhE
T BEE 7AICEEDEFRD CSBLILIES L,

" - Q= 3575
MERSE-258 P Soomee P RS
1942)V81BSEUT, 158 Smg, 858 45mg, 158 45mgTIRS "
188 2EEZEAS

(1.8. 15BHE D% 5H))

L] ]
A TN o > >
ILEVE EnsERR Eg
— AR SH AR SH —
1917)L8 191 7)LE8EEELT, 8HE 5mg. 15HE 45mg TR 5H ™
N N
8HH 6:ERL L (8. 15EEDR S
T e >
HILEVE RHSATER]
A SH A SH
19478 244 7)VE1HEELT. 188 5mg. 88E 45mgTia5mER*>>
N .
158H 6:ERLL (1.8EEORSH) —
O RN e )
RILVEVE EESERA Eg
R SH AR SH -
291 7VELIE ®Y4 21 BEELT. 108 Smg. 808 45mg TR SE>
N [N
188 GERLLE (1.85EORSH) —
TN o >
RILEVE fEsERR Eg

AEPZSH REZSH]
R ECER
*1 1 AIORSEN SORBN _ERK VEVEEF FESN TV HE TR S5 ZEHT 5.

X2 L AAIDRSHIC. BIBRERIVEVEZRST DT &,
*3 REBEBRORTIOYAJILO158ER RS LN &,
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294 7 )VELIEZ1HEIC45mg

BIEERE RERIZ VA,
RILEVEI EREERER

AERSH AREPSH

2947 VELIEE1HEIC45mg

ammE  f nezosva. PR
HILEH RSB 45mg

AERIRSH REISH E

3594 7)VELEZ1BHEIC45mg

BIBRE RERXIZ VAL
RILEVE R ERER
AR SHE] AEPIRSHE]

LY 1 I)b&18EIC45mg

BIERE
RIVEVHEI

REZRIZ VA,

R RTER
AR5 H AREPSH
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Q&A

VYRS A UNDABRESE S HETEETH ? (FLsc)

BRI VVEE (BEC2UIAVEE) RgE UleBANS 1/ TABRR SR (GO29781 5 5%
B11 FL RP2DJ7R— b, F2 FL RP2D IR — k) (BT —9) > RUEANE 1 1HEERER
(FLMOON- 1588 [JO402955188 #iAk J7k— b1, FLMOON-3:%88 [JO4029558 3L+FL SC
OR— R 78O (E, BEIOEWM - REMEDREISNE U, 12T, thOMBHESHI & D
HAEICEAUTEYMS - T2 MIFEII LU TVERE A,

ARBEVOETHERATETEIN ? (FLsc)

VYRS F s

BFAXDEEHDE)  AIFAR U, ARE(EEDCHERTDCEEBELTVE T, POEET.
FRGEOHFEAETHEIRNAERET DIESF. 2~8CTHRFEL. 24BREMAICFERLTL R
TV T ERRIEEZELTLIEEL,

WY RAZ AR TFE (FLSC]

BFRXOZHOEY . VU VI UREEEODTFER LT RT W, POEET. EPHIC
FERETYU Y IERETDESE. 2~8CTREL. 24BRLIRICER LT RS0, Fi.
WBSZIREW >R FERZEREL TSIV,

RUEEEICH D BERIFENSSVWTTH?
RUEREEERIAEHISEAREZ EIFTHLIVWTIH?

154 7)VBRAFELU ENMFTERS LTSV, 204 7)VBLEET DA J)LEORBSHA
R 156 RSEEZ2BE CTEET 5 N TEXRT,

YRS BREEEER ST B
T4 —FEDI—hZERLTHLVTTH?

A VT4V TAIY —FERLBENTZE L,
RENFA 2V SAVTAIVY —ICRIE T DEBNHBIE T,

VYRS A R ERS T B
HaDEER ZER LI )— FTRELTHENTT H ?

BE5LRBVWTLIEE L,
RENEY VINTREITH B, OFERTEASNIL—hZIL—hT 5y 28T ICEA
Ufe ) MDEEISBE LI ULIZBEE. I VIV T BENMEE TR EDONSHBEN G U F T,



FEREORIERR TR,

VRS A AR (LI ;
FHIDFIEREF. CRSOERU X I ZRIRICHIZ, EIUIIFTEZHEE LTHRESN 2

% LTz, BERABRIC BV TR S NIEEIHERUR LM T —9 (LT BIFBRR T 4 v k- URT
NSYREET BT ENRENTVET,
194 2B BERVSEBICHF 2 1mgRkU2mgn [Step doses| [FE A,/ BEEREC

BTHY . LIBEDOERSTOCRSORIRTI R I ZEFHIED ZENREINE Uiz, 1A 7)LED %
15HERU2P 4 7)LED1BED60mMgM [Loading doses] [C&Y . REDERMEIES g
N2 EFRASINF T, TSIC, [Base doses] & LT3H 4 7)LBREDTBHEIC30MgZIRS5T g
ERAID2Y A J)U TOREREHEI\GIRIE SNk, FRNBRIBRMIRNE SN 2D T ENREN
TWET, (=»P18)
s 3
WY RAEARETE (FLSC 25
fa
154 2)VBD1BEXRU8HBICHF25mghkU45mgd [Step doses| [FCRSDFEIRY XU % 0=
TR

B S B AIEDITHIERSE LTH Y, EYBIEEICBNTHEIRAIRS (1/2/60/30mg) L ERRED
BESEZEAONTVET, &5(C. [Base doses|&E LTI A ZIVED15BERO2Y A TILE
D 1BBLEIC45mgERS5 T 2BE(E. GO29781:E F2 FL RP2DIR— K [CBWT. LY
AZFFUBEHEICH T DIV A A NEDEYENRE (EARY XX T Chrowgh s MUERARY X &
Y JAUCoss) DIESHHNTERENE Uiz, (*P18.113)
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Q&A

DI ICHBN T DIEAIFERREER ICHVWTKE NED SRERENT W B R 1c—HITT . £ TORERIHDEIRR
@, fERZRI DIFTIESD I E B A

BEORPTHILY AS T REENS IV RS AR T it
WYREAETENBILYRSH SEEEICTBRBT LR
HEINFETH?

WY RS F EEEEN B Y AS AR TEDYWEZICF BT —IN R, I BRED
LRMEDEYENEEICRIT BIEMHTESN TN e HEBINE B A.

AN 1/ T HBEEFREER (GO297815%88 F2 FL RP2D IR — K) (BHAT—9) P RUENE 1 48
EEER=RER (FLMOON-3:8 [JO402953: 8 3L+FL SCOR—R]) O Tl Y R = A4 simssit &
WY AZAETEOYUEZFIEERDSNEBAT U,

22U, BNEE 1/ TR R (GO2978 158 AEHE/\— b~ F2IR— ) (BHF—9)?
TRIVYAS AR TEDSIVY A4 BB X IEAN 1R SNE Uiz,
KEGFDIEHRIZLITDOE) T

POEETYIEIET BEEE EECEBSOREEFRL T,

B [HIBE. SRR EGIERAIAIN]
BES | mmUYEGFD | MRl | somft &t
g2

188 (191008 188 | LYR=AF IS MgRS
8HH (191oLE 8BE | LYAZFK FF45MgES

P FEARBRERDESIEIALIICBIF D Grade 1DAIBEE Grade 2MZEE R & T DGrade 2D
1088 TFAE
P IJFEFIVNIT LAY/ OVICKDEER. 15HEICOE

(191008 1588 ) LY R=AETE4SmgRs

» HABEERDEEIEINIIC BT D Grade 1DAIBEEGrade 2MiZREERH# & T DGrade 2ME51ERAIIE
EFRIEU. S SITERBEESICHEWN T BRI Z S Grade 1 DS 7Z FAE
P IJFEFIV NIT LAY/ OVICEDBES. 21BB(ICOE

(291008 188 | LY REAEFE45SmgiRS

P BE. GARRECGrade 1DRIBIZ M S Grade 1 DSBS Z FEAE
> NUTP LY/ OVICKDBER 298B(CEE

(391008 188 | WYRSARFE4SmeRS

(4p1o1B 188 ) LY REAETE45SmgiRs

P IEABRERDESTEBALICH (F D Grade 1DHIEEGrade 2MDFER I E T D Grade 2M5E5IERNI
RIt7E FERE

> MU LY/ OVICKDEER 82HBCEE

(sp1o1LB 188 | LY REAKFE45SmgRS

P Grade 1DFHEfIR 7z FEAE

108HE NI ZEUEREERRIPZES §:-ay: bl

11088 P Grade 1DEFEBAIR e FEAE

(791008 1BB ) LY R=FSEESI30MgRS

Tr=Ish P YR USRS (Grade 1-2TRHERL) ZRRUKIIIEN S, 127BB&YILYRAZS
R EI0MEICIN BRI

> 17040 )LEFRTRS ZME L. SBRZK T Ul

1588

1788

23HH

25HB8

438H
64HE

65HH

85HH

[ZEEhRE]

WYZAZARTENSIVY A REFEENDUWBXFIRDOEIRY XN TIMEPR b5 TRE (Crown) (& H)1
BREIDSY A J)LE (6U 4 J)LEKR SN ©2.88ug/mL. YIWBX#D79 4 J)VE (8U 4 J)VBEKRSHI) T
2.72ug/mLCH o1,




WeEW vozsrmFrorssusesTym?

2
XYW cmmviamsicpFEs LT R, KRS EHEBCHNATEBLESE. LREE T
BT 5T EDTEF T EHBPURSIBEINTNEDT, B—EF~NEVELIHTS ';é}
CEFBITLREV, Fio. HENHBGEH. HECREDS M (5. BB, 5.
S 43815 T <2,
o 1/ IARERAREER (GO29781 58 ARIER FIES LT —FDRUF RERER )
28]) ENF—5) 2 [CBT. 140722861 (61.4%) HAREES. 77/22861 (33.8%) HEEES. :
4/2281(1.8%) ' LBRERICRT TS L Uiz, v
* EYENRERRATR R EER 22841
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WY RAZF BRI AR SN AERUHERIELU T D@ TY,

6. FiERURAE

BEBRAICRERRYAYT (BEFHERR) LT 21BEZ 1Y 7)LE L 1Y T)LBIR1BBE(ICTmg. 8HEIC2mg. 1588(260mg. 25 7)LBIF1HBIZ60mg. 34
JVELEE1HEIC30mgZE8T 1 I L& TruigiiEd 8. 8T 1 JIUETHIC, TR2EMHMBSNCBEIFRSERL T U, e MBRENEFBARIDESNICEEL, 511754
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Q&A

(2204 : BWERDTRS - 340L)

m Infusion reactionlC DWW T, CRSICEBHET 2HEERUNDERD (FL1v] (FLSC)
FRERBPLREZHZ TEE L,

ISV vz =7mmess (o)
)V A= mUEERECBIFBDCRSICEELZEWinfusion reactionDFEIBIRTRIELITO®E) TUE,

a5 1/ 1 FBEEREER (GO297815E: B11 FL RP2D Ok — K) GBS F—9) 5O 1CBITFS
infusion reaction™ OFRIFKR (5%LUL) (BEER)

B11 FL RP2D3ik— b (n=90)
£Grade Grade 31k
FIRBIEL 63 (70.0%) 4 ( 4.4%)
Z DFEE 19 (21.1%) 0
EA 16 (17.8%) 0
e 14 (15.6%) 1T (1.1%)
B2 B RIBR 9 (10.0%) 0
HIBE 8 ( 8.9%) 0
HIHEERZ 7 ( 7.8%) 2 (2.2%)
(R R 7 ( 7.8%) 1 (1.1%)
WL 7 ( 7.8%) 0
E=47732> 5 ( 5.6%) 0

%1 0 MedDRA HLT FESEBAIRIR] K UMedDRA SMQ BBEUE (K1) | [7F 7« S+ —RIN (L) | ITZ4 T 2B EEE
BEERDGradeldCTCAE ver. 4.0, &5t ICAWVZAEEFMedDRA ver. 24.0(Z#EHL

ERE I 18EERER (FLMOON-15ER [JO40295588 Hikdik— K1) "2 ICBIFS
infusion reaction™ DFRIFIXR (BEER)

FLMOON-1&t8& (n=19)

£Grade Grade 31k

FIRBIEL 15 (78.9%) 4 (21.1%)
e 5 (26.3%) 0

FAANICHDS R 4 (21.1%) 2 (10.5%)
Z DFEE 4 (21.1%) 0

SR 3 (15.8%) 1 ( 5.3%)
HIBE 2 (10.5%) 0

EH5MFE 1 ( 5.3%) 1 ( 5.3%)
BRERRE 1 ( 5.3%) 0
AR 1 ( 5.3%) 0
O 1 ( 5.3%) 0
ity 1 ( 5.3%) 0
BREEIRKE 1 ( 5.3%) 0
s 1(53%) 0

1 1 MedDRA HLT DESBRAIRIN] R UMedDRA SMQ BBBUE (L) 1. [7 77 « S+ —Rb (L) | [T 2BR = &5
BESRDGradeldCTCAE ver. 4.03. &5t CAVZAEEIFMedDRA ver. 20.1(C#EHL
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(%) Db Nt 2R

BPECH UTEDK SR FHHRESPHRMERESNTVDTLL SN ?

FEIDBF AN ClF EBHREANTIESE U T, [BE (BIRRPEESD) M RIENERBILT S
CENBDDT, AERSHINOBUGTHEBEEZET 5 & AFIRSDPIFREEDRIEN (&
BLICHDICERT B & EREHINTLET,

Flc BAE 1/ THHEERRE (GO297815E B11 FL RP2D7/R— k., F2 FL RP2DR— )
BN T —9) **0 ROEWNE [ ABiERE (FLMOON-1588 [JO4029558k A dik— K],
FLMOON-3588 [JO40295:X8& 3L+FL SCOR— K] ) 789 2BV T, BREEZDHIMIT. D1 )b
2R EERRA MERAY (- 1 —F Y RAF ARLICHT DHRLEED FHIZ SN T AL
TNTLEULI,

BE.FHBESICOVTIR . BFDOHA RSA U EITSBLIIEE 0,

WY A= F iR
GO297815t8 B11 FL RP2DIK— b (8547 —5) RUFLMOON-15E [J040295:5
IERTIR— N [CBIBYILT P E MEEE MEE MO IAE/ DIFVOFHES
ERERR G T OB T LT

BRARELERICEH (3 B TR SRR (AU

100
B FLMOON-1:8%[JO402955E% K J7/R—K]
80 1 GO29781:t5% B11 FL RP2Dak—b
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- SHEZBZ CTGrade 2h'Fd 255 T RENTHDOHEENEZ SN2BEG. 1~
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‘I%Fﬂ:s FERDRIE. BIEEDSBEIFBESH TR A RSA VTR IET VAT TRV, Flo 7 O8R5 ICK DB L FRMRZETS
[CREET 2 BDTIETRL,

ET) SR - (EREEARTIC, HBVF v U P BRUBHERREEZ AT U——27F %, HBSHIR. HBCHIFS KUHBSHIAZAIE L. HBSHIURNBZIEDF + U 7
h\ HBSHURABRM CTHBsHIA, HBCHAD WS NHN &2 WVIFED T DOBHERARD Z IS o HBSHIR - HBAHUAS K UHBSHADAIE S SEE
DAEEZERVNTRET B T ENEF UL\, /e, HBsHUFE MG (HBsHURBRIEN DHBCHUARRIE) AIICH UV TH HBVEFIEH LIFHRES N TS W,
DO F VEBENBESD THIGEERE . HA R SA VTR FINHAER UL,

E2) HBSHURFGMBISFHEEPIEIC IV DIV b T &, e, INTDERIICHNTHER? 07 DRSEBRSUTHE T (5 c > THEEMEC I
HIL b T BDHEE UL,
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b. BEOILFBEESLURBIEAEZE T 20 FRNEEREEZHAT 215G | BERIDMRVGH S, HBVEEHLDU X I N5 %, HBY DNAED
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C BIBRERTOA NE, REifZ, REIIHIERD 2 WERRIEMIERZR T 20 FIRIVEEEIC K S RBIGIEE | HBVEEIEH DU RTH
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H3WVIEEREHBI 7EIENFAIE (RE 2.1 log U/mL) TRAT S EFTRETH S,

E6) R - (LPEUEZRIIET BRI, CERLITRHBICHERY FOTREZRIET %, J&(C. DA )LABHSWHBSHIRRZIESICHW TR, B8 07
FHHRSPTH > CTHRMEMKRIC K DIETHIDTRES N TS L. I - LR2BEZERIET BRICUA IV ABZEE I ETE T ENEF UL,

E7) Gl - AEREADSH B VIEEEHE THIC, HBY DNAEA20 IU/mL (1.3 Loglu/mL) BLEICR S TR CE S ICEE 7 - 07 52539 2 (20 IU/mL
FwHIEDBE. BIDIRA > N TOBREZEHRET D) . Flo. BREHBHIREZY U V7 (CHBWVTT IU/mLKER M (KER1E) 52 W) EaREHB
I7ESERFERREDH S, HBY DNAZBITAIE L T20 IU/mUN ETH2 T & 2R Ul L CRiE 7 T OT 5 72B5 9 2. Sl - (E2RAhD

0. RRIHEPREIFERDSH 2NEBREE S (RS ZPIET 2D TIFR < N ZEFEEPIE 183K T 2.

E8) BT AT FEHIMIEDAEVETV, TDF. TAFDERZH#ET 2,

E9) PEEDON QDM ZiHIC T HBEICIIKET FOT RSO TH TR CH DN TOREC DV TIFAFHEPIE B U L TT 5,

ORI Y=V TBFCHBSHURBFIELE > FOERI Tld, BRUSMERTRICSIT 2 ETY FOTRSKE TEEZEFILTVS I L, QRITU—ZVTEIC

HBCHUARG M & T (FHBSHUAISIEIE S THERI T, (1) il - (EPROAR T, AR B 120 BB RS Z#T 2 &. (2) COf#FRIRT(C
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(4) HBSHIRS K UHB I PESHEHR B b2 b g 2 T EHEE LU,

E10) HEE7 FOTRSHETERAGRLLED120BEIE. HBY DNAEZY UV I Z S8 TREICBBIRET 2. RBHEHESSKE7 70T DER LD

ERICE D BBEHERP(ICHBY DNAEH 20 IU/mL(1.3 LoglU/mL) KU LIRS 1R TESICRS 2B T 3.

—MRAHEEAN BAFERR FFRZEA NS4 MEREER R | [BEFREEA NS+ > (854k) 12022468, P98-100.
https://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b (2025512 5&88)
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FICEEDERE AR EIRED@EYEAH T CABIDIRSZT I E U4 M+ VRIHIEIREEH X T DR SEDRSEDFHIEEZTOEEBIC,
E{E%’a‘:'l’ﬁlCﬁL\\E"%"fﬁ.&’\?t‘)ﬂt%ﬁl:li\%ﬁﬂﬁﬁ%%b"ﬁ{?@'%ﬁ'f R AA VIR EIR S A 5 AEICHEV BE)FUEZITI &
7.2.8.1.84,11.1.128
1.3 EEO#HEFNER(REL T 175 —{lafEHESHERBESO) NS 5SONDIEN B DD T, iEE 5TV BEEHRHSNIBEICE.
SUEARFEEE DRI T 2RET T 105 — SRS R EIEAH 5V AEICHEV. BYFLEZ{TSC L. [8.2.8.3.11.1.28H]

2. BR(RDEEICIHZESLIEVTE)
AN A UMBEDBEEREO 55 105

3. #AL-1ER e Tz REIFORIE WAL
3.1 #8mk HAHAVIEH | Grade 2 P52 L E ) AL E 1T | RS L TH B T2 I L 1
174 VYA SR Img LY A3 SIS Omg SE G ZEERAIEIELZ A il | BB LT AR, 125
DA D) Do GomL) O FORE ST | 3528, il G50 k43 LT
S ZLHTES L B LA,
ARG | 2250207 GREFHID ™ Ing | TARYZYT GRETABD ™ 30mg ;ﬁ%ﬂiﬁ%&;ﬁg Er;j PRRRETASEE TS
173471 (ImL) 13171 (30mL) ZrhiltL. L 202,
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VB 7l | Grade J:f ,ﬁ;ﬁi@g&;ﬁgg&; éiﬁ‘t%@: &;ﬁﬁ%{fﬁw 5| | 81 ot R B e N BB EOT AMOL b TE U FORIEES S

Z&,[1.2.7.2.11.1.1%0H1]
8.1.1 S AV BHBE RN S B 55O PRl E 17528,
8.1.2 AANDFEG-HZ, FeEh, TEIE AR SR, AKEESIE S S IOV TSR iz e,

WP T 5% 45
ZEMTED, 5P PR AEIRAS
TRLHE1E AL,
HPILENZE,

T5Z&,

W) WA ORI LD 528



8.1.3 ANV IIHE B REHE 5HI - 2 GBOENBTEN S, 1AV HO %P 541213 E OIRTE
IIBCC AR BlA Bl BT 8, 72720 A7 E b I D60mg £ 5 Pt % ASIF RN 537 A Bt Bl
T5ZL,

8.1.4 FAMAV IR EED N BRERA B SN A IR RN IR B 25T 5 L0 E
[ FEE A RN

8.1.5 BAEMHIfHA THAZ~T GEIZT-HURA) %30 Tl TEAINTHENL ThLZE,

8.2 fR I R (G075 =7 2o 2 —HINABHE R VR I 5 0) b 6b N BT LN BHBD T, AFHID
PGB 72T, Bphidds RGeSk~ D2 L SRRIBE OB A G T GO A I
SO N OFERE BB T B T8, 598 T 7 x 2 2 — B ekt VAR (RS ED ILAIE IR
BHEDONIIGAITIE R R %2 2§ 2 SO ME AR 528, [1.3.11.1.22 ]

8.3 FRA ) 5 (5095 17 =2 2 — il B B I Grde) £ CRERRL ~OL O AL TR
?}iﬁa‘o%bhé:?/)%é@f\ P ) e D S S5 e B e (D B A4 4 B B8 - r i R s B 2,

1.3.11.1.2%1

8.4 IfERE EE) Y SHKEERAE D S 5 b N BT LN B DD T ARARIDEGAZ 7= T FEE TR S O
IMLERGE A BE D Lo M OERE M4 528, [1.2,11.1.12 ]

8.5 I&YYE (HAI L RYYiEAR &) DRI ULIEAL BT d 50T, A AR 5-Ai11 i V) 2 7 Pt i 4
B BT L AFIE G TGRSO R UL B M SR T 528, [9.1.1,11.1.321]

8.6 EETL T Hd5bh B LN dHED T IRAE G TOV Y/ SHIERFORBUS TR T5TL,
[11.1.42H]

8.7 W MBHERIED HObN S LN HBD T, MIFHTE ML RS R O ERRERAEETH5E BHD
IR Mg T Az, [7.1.11.1.5201]

8.8 Ikl 2id b BT EAHHD T, R AT K OTABEEI L E IR R A A 175 7% &,
MHORIEE 3BT 52, [11.1.6 2]

11.1.3 B3y
i %% (2.8%) - LA LA CBEEANHH) L WOE S 227 (0.9%) 5 IR G A S G iE bS5 bh T8
A5, [8.5.9.1.15H]
11.1.4 BEILT (1.8%)
W A My 922 BT C D S T R 2 A RO S L RIS D R 54 LSS 7L 7 23 b 5b M B Z e hidb D
[8.6%:HA]
11.1.5 [EEAAERAEIREE (0.9%)
HHENRDONT LA IR O G2 SO - i )70 (42 PR AR, PR I MURE VAR 5
DG GBNTE) AT EBIZ SERD M 2E THREDIREE Bl 4528, [7.1.8.721#]
11.1.6 MmEkigs
RFFERIRA (23.9%) « MR (4.6%) 1ML (4.6%)  FEEAERFrERIRAMEE (BUE AR S23b5D
haZends, [8.8%1H]
11.2 ZOfthDEIHER

9. HEDERZHFITHBREICAHI IR

9.1 GHE-BIEESEDHDEE

9.1.1 BREDBEEZFETHEE
SRR KO EGSEA B SO RS E S 52 haid 5, [8.5.11.1.3 8]

9.4 &hEREEE Y E
WEHRS B 0T REVED &S L PRI Zid, A A Gorp B OSReed% 5-82 30 H BN 300 s RT3 2 Bk S Uil U]
IS DOV 52k, [9.52 1]

9.5 iR
WEA SUATARL COB T REMED &2 223, WG O 8 MEAs ekt Bl iliah 5412
DAPEGS BT &, KR IR R 3l s RANERHAO TN ML
B O AMAA VI 2 5| EAL T § T a2 KOAEIRHER 2 1030 B T BV b B, 72, LM gGIEHNRAZBE" %
ST BZENHIEN TS, [9.421H]

9.6 AR
O RN OB RO 3 MEA S L SZFLOMkGE X3 b A B 4528, kb ToFL
AT E 27 = 213078 EMgGIRRELTIC AT § 328 MG s,

9.7 N
AN R G e U BRI S FE L T,

10%L E 3%LA 1-10% A 3% A
95 (25.7%) TS | KLBE BRTHEME, BERRIBE, 2 1TE | SRS, WIAL
P
e TIZVTINGVA | TINGHRVEET MV AT 27—¥ | IFHRERHE | e ve v 8
7 x7—X RN B
WLE | L T [RISPN 2]
RRUE IZIEC, DR R
Fiop | AWM= 2 - S — PRk E | SEELIRIE, ANGE
TR
R | IR IE TEA)Y AMUE, K 25T AE | frikiioR
20fl b NP SO B A AR VRE L | AR
infusion reaction

14. BREDER

14.1 FRIFHEOFR
14.1.1 KA GIHZIZ AT 0o BERAREIRD ., HIRE R R CARUCLL T Ofikte 35
Z&, Al U CH R A PR DS ME L 2002k,

Epacaiytl e xR i TR ORI
1442LH 1HH Img ImL 50mL X {3100mL
8HH 2mg 2mL 50mLXiZ100mL
15HH 60mg 60mL 250mL
29470 H 60mg 60mL 250mL
3942 H L 30mg 30mL 100mL X13250mL

10. HE{EA
10.2 BAEE(HAICEETDE)

S g PR ACHE R - 15 1 77 1 Y- fes bl 1
EERIRONCYP | ZhEDHEAN DRI IS5 hA | KRIOHGIZXOHF A4

Ery HBOT AR OLEG-BIEA 540 D30mg
voraz )y va | (3Y42IHIHE) #5051 % T LTI A
VLA AIT) LA | AV THE BT RE BN R OSFE B % JWIRS
- 13 - OIRIEA A IR B O R B

[ R 5 X Y=

PRI 02 F 0 ORI SE SRR FE B

L3 il Y 2 i 447

T, CYPHIfilch sz
120, ZheFEFO ik
ALAT IS B S,

5
[16.7.1%H]

I F v TR
9Ty

A OB 7 SERGFE AR IS
BB e R S (PR Y

14.1.2 FBIHIER EIRAI 228, 25 @, <80 IR FAVEII SRS M A L 228,

14.1.3 FREHBL, W% el 528,

14.1.4 203 B TG AR DR AT 55513, 2~ 8 CTIRAFL., 24IE I LIS
[C2E i N P TR TS o e

14.2 FRIESROER

14.2.1 Al DOREAELENZE,

14.2.2 AV T a—EfifiLnZE,

15. ZOMHDER

15.1 [RREAICED<ER
JRRERER I 2T T 2R Y X TN B PURDRE 2 B Td,

11. BIfER

20. BRI EDER

ROBWERDSHEbNBEIENBHED T G E o BENROON A IR A O G4k

FHEEUYENE LTI,

11.1 EXTEHER

11.1.1 BA M1 VBUHEEIRE (45.9%)
HHENROONIIG AT, BUEIRTE G D HRBE S BV AMIA VB E RS B A 40 ZE1 6 AA
DOFEG APl U kL, @I R E AR VAL MR T G s T-RLRA) O P 5% 0 U) 2 AL 4
1928, Fhz AN A VI HSE T OREIR 23 IEE RN UK THSIE13. MR E )8
HIFEERIEAZ BT 528, il ERE APy SHRRERIED B S5 N BT LN B SIS E 7l
TOB, MERE )L SHBREIED GRS N B3R A O B 54 il 3k L, BB B AT
AlOPE 5405 P A iE 217528, [1.2.7.2.8.1. 8.4 2]

11.1.2 HEPNER (RET 75— ISR SHERESO)
G871 27 20—l el B e B P I (0.9%) « Rl Atz CHLIEEASIA) L IR CHIE ARSI
DNBIEH DD, BHEIRDON A3, BUEIRTE G MR BT 2 002 T 7 = 27 4 — il e B e
HEVEIEBRREAT FEA A 22 25 2000 AR Al FE 54l U3k U B BRIV B Al P55 0
B AL, [1.3.8.2,.8.35:H]

SMERE RIS TR 528,

21. KRR

21.1 RS2 F A SROED b GEYNCF T AL,

21.2 BARIAZ o3I CEB R i < F5\ v L P EEIEH < B 3% | o3 2l R HD Rl
DEET P AMIAVFRHPERERE O BLF O UI 2 02 5 SN AT T TAAIA 53585, B
WRFeld > TR B A B A LA,

22. g%

VY R=H RiEEHE 1me)
ImLX1 7L

VY A=A RifEEE30ME)
30mLX1/ 37 )b

@ ZDftDFMICDOETXL T BEF R ETBREE L,
e BFARXDSEIC TR TEELIEE L,

AR AT L S

SHERRTETT
ISARTEIT (.‘_)
T103-8324 FRREFPREXAAIE=ET 2-1-1

ova SI—7

(XHERERVEVEDEE) XTIV Ta4—23V8
TEL.0120-189-706 FAX.0120-189-705

202553 HE] (552hR)
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EE . EREZUIREEFBEROUEIC I TEBRLIIEE L,
E2 3 9 58 | PUEMES A HiCD20/CD3eME RN T s u—F ik AR EtER I EES 874291
FMmELERINE Smg 45mg
- - ® K 2 &FE S | 30700AMX00256 | 30700AMX00257
- N 5 45 = LR
cns JLJA=SA BTk mg mg ~— EEEmsd A
X B & A 2025412
Lunsumic EEEENHFR SN
mosunetuzumab 0 2= B9 48 4 B
_ EAFY AT GEIETHLIRL) AR B RIEE, | g s g ’ 5mg 24 &
ABBAT (Mosunetuzumab (Genetical Recombination)) (JAN) #8253 QU7 B R K D B & | 2~8CHRAF R 45mg 367EH
1. 85
1.1 FENIX . B2 T ORI TEDEBEMERICS VLT GEMBR B BB OEEICKH U T, + oA -ZRZF DEMD® & T AFI DR SHEE) ¥k

SNBDEFICOVNTDIMEET DT E e b

[7.2.8.1.8.4.11.1.12&]
1.3 EEO#HEFNER (RET T 175 —HiapEE
ERFEREDRM T 2REL T 175 —HlfafEwES

BHERBESO)NSS5SDNDIENG DD T HEET7(CITV. BENROHSNIES
EAEIRBFEIEN A 5V AEICHEV GBI IFLBZ{TSCE, [8.2.8.3. 11.1.28K]

BRIBICTEIL S BENEZ ORFICEMERUERIEZ T2 CHIAL. ARZE THS5IR59 DL,

1.2 EEQY A b+ VRHERED G SONDIEDHD. e, MIRERMEY V) HERIREN S SHNDTENHB D FETICEDFIHHESNT D,
BIOABEHAE AR EIEE DB AH T CHRRIDIRSZITS T E YA A JﬁSZH:.'T'{IiEﬂJﬁ'Z)ﬂu?z%ﬁ@?z%%@%ﬁﬁﬂﬁ?‘éﬁ%’_itt%L_\
BRZTD(CITV EEDROSNIIBSICE. BSARFERENRM T DY 1 M« VIRHERBEIRN A 5V AF LRV B FLEZ{TSTE

(ful-\N

2. ER(RDEBEICIHZSLEVTE)
AANDE TR URBIEORETEHED &5 B+

3. fHR- R
3.1 #r%
IRt VY AIF T S mg LV A3 N 45 mg
AT 13470 (0.5mL) 17470 (ImL) Hh
EAFY AT GEIE THURZ) 2 Smg | BAFXY AT GE{E T-H#A) ) 45mg
7L (0.5mL) Y7L (ImL)
LexFvy 0.8mg | L-E2FVv 1.6mg
R PiNLEd 0.2mg | JKMffE 0.4mg
o L-AFAZY 0.7mg | LAFA=Y 1.5mg
BB 41.0mg | KB 82.1mg
F)VILR—120 0.3mg | HF)VIL~—b20 0.6mg

2) AAlE, F A ==L 28—z TGS,
3.2 HHOMR
W5e44 VY AIF T S mg
FllE HSHA O3 A7)
PEIR e~ Ui R B DR
pH 5.5~6.1
BT 0.9~1.3 CEFE i =4 5 1b)

LY A3 N iE45mg

Fl TR gy i
RIETT 28— | Grade 2 WA G-FTIRERA EELTAB T2 L _EFSEL TOaZe
e e AR BT,
HEPERERE | Grade 3 W & TIRER AL TS 720 L ERGEL TOBT
LA HZE, Grade SOREMRATHA A THkiie 3 55541,
HAHOP Gl A R 520,
Grade 3(F%) | AAIOREGA IS5,
Grade 4
LN IR A 50,000/mm*A3i | 50,000/mm3LL I3 F CIRIEA BG4 528,
RERERS | 1,000/mmiki | 1,000/mm? Ll B A AETHREE M BTL,

11:3) GradelOKIE SRR 2 (ASTCT) Av w4 AHEL S,
7.4 RAIRFES O BRI O£ 57 I BIL TR AV HVE I A T i 57201
LyBzE,

AT oEEsh

4. FHREXIFFHR

BRXFEEEOIEREY ) (18

5. HEERIFHRICEHET DR

i 5-H - il 5-H AT,
BGE | Aoom ik
1942)LH | 1HH | 2E#% 1942 LHIHHELC, IHHIC 5mg, 8HH MU 15HHIZ45mg T -
Smg | #AB AR BZE 2942V H AR, TH I C45meaf 5452k,
S8HH | 6MMILLE | 1942 H8HHEL T 8HHIZ5mg, 15HHIZ45mg THE 5% 5B
45mg FBHIEE 2442V HIE, THEZ45mea 1% 5452k,
15HH | 6EmL L 29 42)LHIHHEL T 1HHIZ5mg, 8HHIZ45mg T 5% P
45mg FHZLH6, 3942 L HDIBRIE, THHIZ45mea 1 55528,
2942 H LI GHEMLLE | ITHHIZ5mg, SHHIZ45mg THE 54 LSO | 2D #%Ix1HHIZ

45mg 45mgA 54528,

5.1 AHNz&BiEHIE, PICD20E/ 2 a—F I AR G D 2 L b 2 DD BEER 2ot fieh M X
BRI B A RET AL, [17.1.1.17.1.25 ]
5.2 H /R A A T AWEIRIZED, Grade 1~3AL I AN H T 54528, [17.1.1.17.1.2

TE4) il 5 A SO MR L0 AR, TR ORI S4 4 5.
H5) AANDYEG-RIIZ . B B AL BV AR 5§52k,

1:6) 1% 5- B % ORI O A2 L O15HEIE, 5 LAnZE,

7.5 MOHUEPEIESS AL OB OWT A RIE RO PRI L T,

6. ARV AR

8. BRI EAIER

SR AITIFEZRY X2 T GEAZE T-Hl0RA) LT 21HRA 1420 e 1942 L HIZTHHIZ5mg,
SHH K U15HHIZ45mg. 24 A7 L H A1 HHIZ45me A8 H A VLT F %545, 84 A2 ILf% [ 1%
INNTEoe SV IATE DY AR AR R s S MONE Tl i o B A S+ 155 VI LGS I AWt s Y o W Y A
TGS 5.

7. BERUBEICEET %ER

7.1 ARG LA A T B9 57230 ATl S e T on 2752, [8.7.11.1.5
2]

7.2 K GAZ R B AV HIER RS S HD BT ENHHOT, 1442 H (1.8 K U15HH) 12
DOTUE AFIOE G, FIEF AN T FlE 54528, 2942V HRR, AR ORIl 5%
ZH ANV IHE R B S NI BB IR AN VIR D B Db M < 5 E T Bl
FBANEY IR G BT E . E e FAZIUZES S ARIO GRS 2B IEU TR BRI
Pl 2o KlEfE 5452k, [1.2.8.1.11.1.12H]

7.3 KA G20 LT ORIEFAFEBIL 254 3 R, T SIS U T LT oSk HEE H 7,

AARIDKRIEGEE TS DHTL,
FIFER FRpET ML
FAHAV B | Grade 1 Il 5 E TR A LT BT A R A2,
TE R Grade 2 I 5 E TR LTS 72RE R EASEL T BT
AR BTE,
Grade 3 WS F TR BIEL TS T2HE B LL_EFEL TnBZE
ZlfaRd 528, RIAPE5135mgk L, ABEZTIHZ & RaTd 5.
Grade 3 (F378) | AAlOEGAPIET2ZL,
Grade 4

8.1 HAMA Y IRHPE RS S 5b MBI EAHED T AR FIDOFE 512 H 75T, L FOHEIZ ST
Z&,[1.2.7.2,11.1.12 ]

8.1.1 HAMIAVBHPERARRH W R 55O PR MfE A58,

8.1.2 KANDFL G-, FEEh, HFE AR M AR, (RER SR S DV TS &+ 312,

8.1.3 YA AV RS 5N 2 <GROEN BT LS 1A 2L HD &2 5% 3B E DOIRTE
IZIRCTABEE FRA R4 528, 72720, A &)l D Sme % 5- Bl i 1% 4N L6 37 AP Bl &

5L,
8.1.4 AV HEE R EED N BIER D D SD N7 A3 MR R BI A 2353 5 &0/
AR AT,

8.1.5 BEMHZHii A Th) 2T GEA T #IfA) 2  S f TE B LSHERRL TR 2L,

8.2 MR FI R (g7 22 2 —HaB A B HIE R B & ) b bIBZEAHBD T, AHID
Y5275, PR IR, L~V O %L RRIBE ) DR IS T S IR
O K OREIRE |/ Blg 4528, 90 7 =2 2 — T B AR AV RE T2 b M B TEIR

BHEONIHEITIE RN EEEA Z 2T 58O BE 8T 528, [1.3.11.1.2281/]

8.3 M EM R (RYE 7 x4 — A BHE MR E MR &) LU IR~V OZEAL AR A
ENBHEDNBIENHDHDT, HEYHOFERLG A B BAE 5 B3 H o Es 52 L,
[1.3.11.1.2%H]

8.4 IR E L) SHRKERIE A S b AL B DD T ARNDE G2 d5 725 Tl FEEL IFIE K B2 OF
IMLERSEA S OB B ORERAE 3Bl 47 528, [1.2,11.1.1 2]

8.5 K&YuiE (HAI LYY A &) AV UL 4 BT 5O T A A 5512 U) % P Vit %
ERT B AFIE G IR YED FBUDUS A E R T 528, [9.1.1.11.1.35 ]

8.6 7L T BdobNDEIENHED T IR TO) Y/ SHIENESFORBUZ /NIRRT 58,
[11.1.4%H]

8.7 NS MBHEMRIF A 5N A LAHED T, MIHHEME RIS R OBERRRAEL 5L BHD
IRREE g A2, [7.1.11.1.5211]

8.8 IMERIR DA bEHIN DI LA HHD T IRFEHRAGTHT K OEHGIF . Z M MR A 758,
BEOREE 312 BE T 5L, [11.1.6 2]

8.9 KAIDMNZ S 7> TE BAXY X7 (I 7-HURA) RUREHHE A L OREAZHE T 528,

D) TERE—RAE ORI KO 528




9. BEDEREZAIIBREICHI IR

9.1 AHEHREEED5EE
9.1.1 BAEOHAEEET RS

GAEBIRA I SRS BAL LS PR B 25, [8.5, 11135
9.4 EIBEEET BH

HEGS WTREMEOD S L b i, AT O 563 I S R & I8 80 % 0% )

11.1.5 EEBARISEIREE (% A )
BHHSERDEN I AN AR ARSI U U 2L (4 PR B . PR BB IR A S 1 5.
BENIE) #ATHLERIC SERDIOIE T 5% TREOIRIEE M 528, [7.1, 8.7 ]

11.1.6 MmEkiEA
RFFPERIRA (15.2%) NI (8.1%) « 7RI (5.1%)  FEEME AP ERIRAME (1.0%) Faibobh b
Zenidbb, [8.82 1]

11.2 ZOfthDEHER

2RI DWW 528, [9.55 11
o T A (952 10% 0L 5% L E10% Al 5% kil
HEAR SUSAEIRL T3 THEPEOB S L PHITIE e LA kbl s Bz fllrensthon | | ow | sen R RIBE. FERIREIR | 25PN LB
DHYPEG BT L AN IO 7 iR i Il Cumo A AN RHADO THBWE L FAINTEVIET I/ NT Y AT T —E AT
FOHAMIA Y it 5 [ BT F 221 KRR A 1T 2 W M2 5. £, UM Gl Rz | | 1T 5=y NSy AT 2 TR
S Z LIS S
gfg;‘% ERRIGNTOS, [9.4211] e W T
IR EOATRE R OB DA R B L SPAORBEUST I A Mt 552 L. eheogiybh [ | Pk PR
BT 57— #1380 78, EHeGRIFTL AT 52 BT B, Wi e R
9.7 INRE fhiER
AN R LB B RL TR, e BT A s S ARE
10. {8E{ER - ggﬁwumm%)\ I, Fe C-E RTINS, DU, 5
10.2 HAEBBHAICEETTL)
AT WK ST 1 T ekl 14. ERA LOER
BRSEOPNCYP | ThEDFEFIORER RSN D2 h st | RAIOFL GIZROS A b4 % 14.1 SRBARSOEE

thEh, CYPAIfilah 528
128D, ZheOHEAROIlrhiRE
ALAT IS B S,

HE BHBDOT, AFNOREG-BkGA 5342 HIHH
YoazR) v va | OPEGRTE T OIS A AV IOE T
VAZ Zoa) L2 | B R OTEBI — @ N, g ORES
£ TFIBIEEL, BIE O RBUC -3 EE TS
[16.7.12:H] zk,

o5 AEG#E | PRELI L2 F Y DRI IE D IEIR D TEBL

sy L7350 i3 U i 44T

AHIOBY 2 SER 5 F24E 1=
LR BB BS,

11. BIfER

14.1.1 2@, <) IR NERISFRD SN AL 2L,

14.1.2 V)Y ATHL RGP 528,

14.1.3 RUEMT EPL 2T $ )y DR IRIE T 28813, 2~8CTIRIFL., 24 B LU R
THIE,

14.1.4 KFIO/ A7 IUILEIEENTID THY B RS- A V) E 4 52,

14.2 ERIESIHOFE

14.2.1 KSR T P54 5Z 8, RE IR A A TE G413 B8R $ 5
ZEETED, FEFHIN SIS W SN TABOT, [l —FE I N LA 4 52 i3 528,

14.2.2 BREASBESERNL, BRI S B Db BN (15, F95., R, WAL ) 123G Lz e,

WOHHERIDHEDNBIEHHEOTIERE 3 TO REARD SN A EA KON 5% Rk
TR L UEEITHTE,
11.1 EXEEHER
11.1.1 Yo MhA UBUHEIREE (31.3%)
HHENROONIIG AT, BUEIRTE G O HRBE S BV AMIA VU REEES BLTA 40 ZE 0 AAI
ARIESUIHIEL, B BB ALE VAL BT GEIZT-RURZ) ORGS0 MY BT 8,
F7z P AMIA Y HEEREOREIR A3 IEE RN SO FFHEN THDI53 MERE 1) o S|k ER
EIET A8, MERE V) SHIREREA S 5h MBI LA B, ST S flAs s &, Ik
A VDY SHRRERIE S8 S 73 B3 A Al RS S P L B BRIV B FlTE 550 Y)
HIEEFTHIZE, [1.2.7.2.8.1. 8.4 ]
1.1.2 #RPNER (RET T 15—l EMRSEERBEZO)
GIETT o 5 — T B ARV RE (T IR AR | A TS ASH) | e CHUE ASHT) 508
BobNBIEN BB, T RDON 55, BHEIRGEEH T2 R L7 2 o 5 —HIfa B ag
BV RERS BIA 2 250 A AIA R S deh kL, B EALE Al 550 ) AL
#1928, [1.3.8.2.8.3%11]
11.1.3 B34
Jili % (5.1%) « B IUAE S ASI) L BURUREYE S 2927 (U A 55 L HRN &G GO GUEAH 5D
NBIENHD, [8.5.9.1.121H]
11.1.4 BB IU7 (% AH)
W 7K 75 IR 2SR T S T ) 2 A O S  IEIES O R NE 4 Ui 7L 7 bbb M A ZEh b5,
[8.6%:1]

—_

15. ZOHDER

15.1 BREREEAICE DL 1ER
[EPRARERI VT B2 Y A TS B PR O A S h T05,

20. BRI EDFER

ST E IEDEL TR 22,

21. KRR

21,1 RS A B A FOE O b Ui 528,

21.2 BRI 5B CEAIRFEH RS Zdo\ TS M A EVERTE 2 B35+ o3 2 MGk #8554 R D IR Al
DEET ANV FHE R O B Ow U) 2 RIS S A R T TR G-ah 585, B
WRFEIZ 7> TR B AT H L,

22. g

VY RAZA K TFiEBmME)
0.5mLX1/3{7 )L

OVYRAZARETFE45ME)
ImLX1/ A7)

@ ZDftDFFMAICDOETHL T BEF RN ZETBIREE LN,
Tl BFARXDSETCHHTEELIEE 0,

AR AT =

SHERRETT
ISARTEIT (.‘_)
T103-8324 SRREPPREXAAIE=ET 2-1-1

ova SI—7

(THERERVEVEDEE) XTIV Ta4—23V8
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