2026 £ 3 kT (56 5 ki) 2026 4 3 §~2026 £ 9 B

[$ME&%E]

SE IR S AETE 5mg - 45mg
BRX(TEAMEOERME) V/\E
(Grade 1~3A)

g DR & v
AAKESERG B 874291

EELAAEL—T4H—L

H ApBE 342 0 1 F 203 2506 2018 (2019 4EHHR) 1S HEHL L T {ERK

nEMERE
FCD20/CO3EMETEREEE/7O0—FILHF
EARY AT BLTFHIER)E

JVIAZA mmmeiz Tmg
JLIAZ A mmmeiz 30mg

LUNSUM'O® for Intravenous Infusion
WIRZA gFix 5mg

JLIAZ A BTz 45me

LUNSUM |0® for Subcutaneous Injection

Al B | s (A7)

AR,
WA o B E K 5| B
SIS (P RS O k0 RS L)

SV A A R ERHE 1mg -

13470 (ImL) H, TARXY X~7 (Bl Fl#z) 1mg
b A A R ERE 30mg ¢

134 7L (30mL) H, EAXARY A~7 (EsTFHH#Z) 30mg

A~ =,
R N S s & - 5mg :
1347V (0.5mL) H, TARY A~T (Efa##iz) bmg
JV A AT 45mg ¢
131470 (ImL) H, EARXY A~7 (B Z) 45mg
- I 4, g EARXY A~7 (BiaH#Z) (JAN)

4 : Mosunetuzumab (Genetical Recombination) (JAN)
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[ A L 2 oD L

PR ARt AT A I T A= 3 U
TEL : 0120-189706 FAX : 0120-189705
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https://www.chugai-pharm.co.jp/
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1988 4FIC B ARPEdEA= (LLTF, B3R 7l 2 /NEES #IF@ﬂ%H F. T FRefiER=,
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HIFREESN 1 FR#BEHOKGET 21T T 7,

I Frod#ZEE 2008 LK, IFHPDF%®%?%T 2L UMb Z ERFANE Ao T,
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WMEICEII SIRE

. FARORRE

IV AIF [RE ARV AT GBI Z) ] X, KIE O Genentech tHIZ L W Al &
72H1 CD20/CD3 t MbE “HEAFRMEE ) 7 n—TFT AR TH D,

AAHNL, PURREAEAL (Fab) fEiES T Ml B EEE RO CD3 Offast KA A & B %Hﬂﬂ’ﬁ]ﬁﬂi
BORMIMPURL TH H CD20 OMIfast KA A o ~FRFICHE AT 25 2 & T, MladsEr: T Miaz i
tﬁf?ﬁ/ﬁ%@ﬂﬁéz}’b CD20 % A9 2 fEiEAlaLC TLT#H@*}JJ%%%K%T&%K E.z}’L“Cb\é -

z!i%l DEFRERZE L, 2015 45 KL 0 B4R S v, B3 SUTETAEEOERME Y /< E (FL) B &2 %41
AR & BAEFIRN G- L=/ 1/ IR R (GO29781 3A%k) @ B11 FLRP2D =24k — ]\“C
Vv AR A RO AR L O e R a s M —4&) 57,
ARBROFERITHESE, VL A I A FEEREIR, BN TIX 2022 4F 6 H ., KE T 2022 4F 12 H
2 172 &Y 2 DORHEER OFR ITEIEYEOIEIM: U o E ) 1Tk 28GR 2 s L T
W5,

EANTIE, BHRANOHIHE UTEENED FL BF 2 x05100, AK %2 HAIERIRN B G U7 ENE 1 HEER
kbR (JO40295 RBR) OyLK=A— b (FLMOON-1 #&Br) T/L v A I A Mo AR
LR HE S 8,

WA 1 /ARG AR AR (GO29781 RER) BLOENE [ AEKRRER (JO40295 #Er) OfERIC
FESE, 2024 4 3 AT A R A ATEERE 1mg. 30mg O RLEIRGE AR FEN T, 2024 4
12 AT THR3E T EEEMEDIERarE Y o ) E ] ORhRE X IIRh RIS TERB S iz,

SV A I AR 5mg, 45mg (2B W\ TIE, B UTEREMED FL BF 2 %5100 AFIAE BRI T
B b U7z gshes 1/ IHFRERIRRRER (GO29781 #dli) @ F2 FL RP2D =iAk— T, WU AI AT
O SR 2 EBREDIES M, AoER KO ZeERRetSn W —%) 9, %
7o, BARNOFFHITIEAMED FL BE L RGIT, AEIZ BAI R TG U [ENE TR R
(JO40295 #ABr) @ 3L+FL SC =24h— h (FLMOON 3RER) T, VORI FTH TFIEOFEMR
FOREERREFT S WY,

ZIH DORER %O%Jm%ﬁﬂ2ﬂﬁFﬁ%ﬂﬁ%ﬁ%®ﬁ@@9Vﬁ@ﬁj@%% ESHI PN
THAREI NI,

S5, BREIEREOT 7Ly TR TR ) o8 E (aNHL) BEE2 x5 L Lz EER LR
FIFHEGARRER (SUNMO Rk [GO43643 iAR]) TU YR ~T7+F7 v 2 e +4%% U7
7 F v (EWNEES) 0 R-GemOx) WHEELWHEIL T, Vo AI AL FEFRT Y X~T RXR
F v (Efn T Z) 0P Mosun (SC) -Pola) #EEDOARNER L OZEMERHFI SN 1P, £
7o BRIHREOT 7L o VT IER TR U oNE (aNHL) BE 255 & L-ish e [ b/l
MEEARRER (GO40516 RER) TV VXTI ~T+RIY X~T XRF L G@&nr##z) 0 R-
Pola) ¥k & iZ LT, Mosun (SC) -Pola LD H MR X OVLEMENRE S BT —
Z) B,

INHOFERICHESE LA I F R TFEIT. 2026 4 3 A THEIE XUTEEEME O AR B HiR
U sl (OVE AMERHA B iR U o S, mEEae B il Y o) | 36 LU TR SRR
PEDOPERINEY L /SJE*2 ) OZYEEUTSN R B IAGR STz,

%1 Grade 1~3AtRZWrSn/-BE
%2 Grade 3B& WS 7- B

. WS OREFHRSE

[V 2 FoftE<dtig>]

1. WoRIF [ A  BEARY AT (B 2)] 1%, L CD20/CD3 & Mb HEHFFEME
T/ 7u—F AR Th D,
(TVI—2 (1) {EREBAL - ERBEF) SHR)

2. FARXY RA<T7E, b FARMmMEZERICBW T, BHIIREEIER 278 Lz (invitro), F7-.
FARY A< T7IE, B FCD20 B L' F CD3 2 iE{s FEA LI~ A, NI =7 4%



JUZEBWT, Bl EER 2R L7 (in vivo),
(TVI—2 (1) EHEAL - (ERRF ) &R)

[V 2 X A i ERE O RHE]

S.BEIZ2 VI AU EOREEEE T2 LN D DI ATEEE O Y N E (FL)
(Grade 1~3A) BEFZXfG L LS 1T/ITHKEKERR TH D GO29781 Bk Bll FL
RP2D =R — MIBWT, EEFMEE Th 2 T RMITREO 2% A (CRR)  (NZEHMm
RS (ORF) FF4l) 1% 57.8% (95%CI : 46.9-68.1) T&H V. B CRR (14%) 2T A&
FENRD B (p<0.0001, EMEZR “IEBEY) VT —4),

(T'v—5 (3) HERIGHEZERER &)

4. WEC2VIVAVLUEOEEREEZZTEZ L0 G DR UIEEED FL (Grade 1~3A)
B Exg L LI-EWSE 1 EFRRER CTH 5 J040295 BRI K 24—+ (FLMOON-1 #
B IcBWTC, TEFHMEER THh D CRR (IRF #fh) % 68.4% (90%CI : 47.0-85.3) T®H
0. 90%CI ® FERMEHEME CRR (14%) % EFEI-7-,

(T'v—5 (3) HERGHEERER) &R)

5. EBRZEWER & LT, A b UA VigHYERRE (CRS), MM FES (=7 =7 X —H
fie B R de i el [(ICANS] &de) . JYYE, B 7 V7, BEBAREEPRE, ek 2
WEINTWD,

ZOMDOEREIEH (10%LLE) & LTIE, BB, £2FIE, 7 7=T7I /) N7 RA7=xT
— P, B, . Y CMSE, BEL ENRD LTV,

LAEMOFMIL, BEFRCOBEAR X OEKRBROZEDOEEEZBRO Z L,

(IVI— 8. EIEM &)

SRR Tl AR MIRHT

(VoA A FEORE]

6. WEIZ2 VLI AV EOEFRIEEZZIT-Z ENH DR UTERMD FL (Grade 1~3A)
BEERG L Lo g 1TAREERRER CH 5 GO29781 R F2 FL RP2D =74k — hMIE
WTC, FEFMBTEE TH DT ALY X~ Chrough cyes 3 L N AUCo-84 D i FHEICRT T 5K T
T ORMEHEO L (GMR : Geometric Mean Ratio) X1 F4 1.39 (90%CI : 1.20-1.61) .
1.06 (90%CI:0.92-1.21) TH Y, WTFN HEFEXE O FIRMENIELE~—T D 0.8 % LA
S>le N T—4),

%mmmu3ﬁ47wﬁ(4#47»5&5%)@m%¢kﬁ7%

AUCos : 0-84 F & oo E- MR F TR
(TV—5 (3) HERIGHERRER 1)

7. BEIZ2VIAVULEOEEREEEZTT- 2 LR H DR TEEEO FL (Grade 1~3A)
BEEXNSRE LEZENE 1 HBERRBR TH D JO40295 KD SL+FL SC =24h— b
(FLMOON-3 #B#) 28\ T, EEFHMETEE Th 5D CRR (IRF #Fl) (X 5/5 FlTh -7,
(T'v—5 (3) HERIGHERRER ZH)

8. WEIC1 VI ALULOEFTRIEEZZT-Z ENHL2HRUIEIEEOT 7L v v T IHERY
XU Ul (aNHL) EE* Zxtge b LIz ERERE AR ARBR Th 5 GO43643 Bk
(SUNMO #Bk) (23T, FRMITREO FEREE H CTbh 5 22%0%14 (ORR) (IRC F¥4fh)
URRGER) 72 AT B H ] 13X Mosun (SC) -Pola #/E#E T 69.7% (95%CI : 60.7-77.8) . R-GemOx
PRIERET 44.1% (95%CI: 31.2-57.6) TH V. R-GemOx #IEREIZ %9 % Mosun (SC) -Pola
FEREOBEESREE S L7 (p=0.0008, JE5BI**CMH fE) *°,

F 7o, EEMNTRFO EEFGIE E T 5 MHEEAFR (PFS) (IRC FHM) [RRAER 72 fgtTIH
H1 ogni*2 4 — Kiix 0.41 (95%CI:0.3-0.6) T® ¥ . R-GemOx #IEREIZ K45 Mosun
(SC) -Pola EIEREOEMMESHGES L7 (p<0.0001, JERI*?log-rank HE) **,
(I'V—5. ERHRER /M)
%1 Ok AMERHIFE B #IIAY > & (DLBCL). &S B
v o NE (HGBL) . yEMaf: Y o 8 Grade 3B (FL3B). &

BiRfuEar: Y 8@ (trFL) OBEFENEA AN Gz, L
A I AR THEROR T A ©—OREEXITRRITIS T 5 KA



BN Y LS, KL A B D 20\ RS AT,
%2 BRIRT AL A VE 1 LYV A2 LAV R B
I DIBTIC X5 BUSHE F/ AT
%3 WA EAKYE  0.025
k4 WA EAKE 0.05
9. WEIZ1I LI AU EORTERIELZITI- 2 &N b5 R T EH GO aNHL BE ! 2 %145
& LW 1 b/ ARG RS BR T 5 G040516 RBERICIHB W T, TEIMIER Th A 5B &L
#l4& (BORR) (IRC #Ffi) 1 Mosun (SC) -Pola JEERET 77.5% (95%CI : 61.6-89.2) . R
Pola JEERET 50.0% (95%CI : 33.8-66.2) Th o7~ (WsHT—4%),
(ITV—5. BEERRER] &)
*1 OVF AR B gD > )i (DLBCL)., &M B
oV > N (HGBL) . WY > 8fE Grade 3B (FLSB) &
s arE Y N (trFL) OBRENMHAAN Sz, L
A AR TR L OR T A ©— ORI RITH T 5 KM
J B AR Y oS LRI % B 7\ I EEIA b B T,
1 0. ERAZENWEHE LT, CRS, #k2a3g (ICANS &), YYE, IEG 7 L7, JEE AR
JEWERE, MERBD NG ST 5,
ZOMOTEREIER (10%LL L) & LTiE, HEHEEAG. BE, K= 2 —mRF— K
FNRD LTV D,
TARVEOZEMIT, BFHRCOBWEAR X OBKRROLEMOF EE2ZRBOZ L,
(Tl— 8. BIERH] &)

3. HROHKZMEHE
Hriz/p L

4. EEFRAICEAL TAMT NEHHT

W EERICBE T 5 &4, H

S 4 R L | F4 v, B
RMP £ | (TT—6. RMP 0% &)
BMOU A7 F/AMETEEBNE U | A | EEEEETEM -
TR SN TWBHEM W EFEATA R

BE T EM

cRBENCRT

(INI— 2. ZOMmoOREEER 2R)
Bl HEE A KT A v s
5B A oD B8 T S A A | A ERE Al

- Ml HBEAN O AN GEAMEENAE) D EEIZ DN T
(ST 3 A 18 H fRIEZ 0318 55 4 5)
[ Fz FiEdusl]
- fEHIER OIEAN  GEMMEENRE) Ok EZIZ DN T
(B84 3 A 17 H fRIEF 0317 5 4 5)
Eimi%*mwﬁi@ﬁ% RO TS ¥
EHEO —HUESEIZHONT
(%ﬁ8$3ﬂzm3%E%0w3%3%)
(IX—14. RS EOER ] 28)

5. RREFHERUVRE - FALOHIREE
(1) AREH
1. BN R 7 B %%E@J: WY FE I 5
T I g
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DEMOG & T, YA b AA HEBRE O B O Y] 72 1 IEA 8 S5 IR TAFAIN
BEEND LS, WERGEICH T > THRERIEEZH DL Z L,

(2) @ - FHLOFIREIE
AH| O RN =R I X ONEMZEE OfER T L OERFNCEE T A2 Mgt 217, B
R D720, BIMDO Y A7 /MEIEENCTh 5 IR O SO E (EAEER X O
%gﬁmﬁﬁxﬂﬁE% XD BEXIFZHE~OHME) 2FEET 570, fdE % L7
P
QEEESLS)
O EEM
< IR TR E LT ORI DWW T4y dnik - BRBRA A5,
c EHEFEHREYE (MR) XA T A VK D EM R EREDFRETH D,
- BUYERRFEER DMK T 2 ARK| OL 25K IR ARETH b,
© e ELE
- ERTEAR TR EEH L TV D
- 24 WEEMARICRE DO O EZ 2T, HEFIOREELER S - 1256, BIHEE XX
E?*ﬁm‘mxz IZB W T AREE B2 AT HE, ﬁ")lﬁ%giiﬁﬁEEOthﬁ%ﬁlﬁ%?Dibﬁtﬂ% /NS AT
REZRIRHI N FE > T 5,
>ﬂ HEiREsE (ICU) XL ICU & [R%0#% & A 5 EHis
><2 ICU UL ICU & [FI%D 2 A3 2 EFR M & 5 L T 5 ER R
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| ERRICES S BRMEERO - OIEHE) | EEICEES Y 27 f/MED 72 OTES)
2. EERLTEHERTEOME 4.1) R Z/MEFTEI DO E
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0. AMICEET HIEH

1. BR5E4

(1) 4%
IV A AR ERE 1mg
Iy AL AR EHE 30mg
IV A AR TE bmg
L A AR 45mg

(2) *4%
LUNSUMIO® for Intravenous Infusion 1mg
LUNSUMIO® for Intravenous Infusion 30mg
LUNSUMIO® for Subcutaneous Injection 5mg
LUNSUMIO® for Subcutaneous Injection 45mg

(3) BAFDH%
LUNSUMIO (v =4) 1%,
LUN (Luna) : V> \JEELH S BEEZRO TR EDN,
SUM (& L&bE25) : HE ik Bz (CD20) & THifg (CD3) & —HERFEMEHIIRTH D,
10 : SRk
WCHRT S

2. —ik4
(1) #1& (M%)
FARXY AT (B Z) (JAN)

(2) 8 (@EE)
Mosunetuzumab (Genetical Recombination) (JAN)
mosunetuzumab (r-INN)

(3) RTL
v MbE® /7 v —F L HUK : -zumab

3. BEAXILTHER
FTARY A< TNE, A2 DT R RFREEN S 72 551 CD20-H 64 (y184) 1A, 213D 7T 2
JBRFEFED S 72 581 CD20-L 85 (k 84) 1K, 4497 2 i/ 72 551 CD3 ¢« -H 4
(y180) 1 RKBIO219MDOT 2 JEFREN G2 551 CD3 ¢ -L# () 1 ATHRIND ¥
VNTETH D,

4. BFARURF=
5317 0 Ces15H10031N172502025543
7 1 £ 146,000

5. {t¥4 (A XIFXEHE
EARY X< 7L, CD20 LT CD3 ¢ $Ixf7 D fn A x “HFFRME / 7 v —F A Hik
TH Y. H1 CD20 Hiikds LWL CD3 ¢ SHFURDFIFHMEIR ERILENEIL~ 7 APURICHE L, £
DT e b IgGl IR %, Hi CD20-H 840 2 >0 7 I/ BN EH (N302G, T371W) &
L. P1CD3 e -H D 4 DO 7 I /BRI EWL (N299G, T368S, L370A, Y409V) 41TV



%o BEARXY X~ X, CHOMEIZC X VEASIND, TEARXY XA~T X, 452 HD 7T I/ BRI
57255 CD20-H 8 (v 1849 14K, 213 HD T 2 /BRI G732 551 CD20-L 84 (« 84) 1 A,
449 DT IV FEFRE B 55 CD3 e -HEH (v 184) 1 RBLO 219D T I/ BRI B 72
HHCD3 e Ll (k8H) 1 ARATHREINDZ I ETH D,

. BR%&. A4, BE, EEES
BTCT4465A. RO7030816, Mosun



M. BRSICEYT HEE

@=¥iE =51

1. HEEEE

(1) 5 - K
HEA DK

(2) BfEE
RN

(3) WEHE
AR

(4) R (DR, BR. BER

BN

(5) BAIBEMRELY
RN

(6) SHECRH
RN

(7) Z0MDEGRERE

pH : 5.5~6.1

2. AVHSDERERTICETSREN

AR PRAFSRIE RAFIHE PRATHIMH e
IR R —20°C ATV ARE Ly 48 (i H | BN
NN 5°C ATV VARG T 6 fiisi A ERBD I Tz,
AR 25°C/60%RH AT VRS Y 30 [ A DI ZFBD T,

HIETEHE : Mk, pH.

PUEE AR, A BIRSE

3. AMES DHERAEBRE. EE:
MERARBRE « XTI TF R~ v 7k
FERIE 2oy E R R TEOEEE RE )




(KT iERH)
1. YELFHEE
(1) 58 - K

T £ ~ PO R R B D YR

(2) B2
AR

(3) RiTtE
RN

(4) @R (DFR). BR. BRER

RN

(5) ERIREARRFEY
RN

(6) HELRH
L

(7) Z0MDEGZRERE

pH : 5.56~6.1

2. AVHSDERERTICETSREN

R PRAF AT TRAFIHE RAFHIA it R
E R —40°C TF LU E = LR 3615 A ik
TSR 5°C TF L UFRBE = VRS 6 A B EFBO I T,
TR 25°C,/60%RH | = F L ki b = L iz 50 28 H AR DB ZRD T,

HIETEHE : Mk, pH.

PUEE AR, A BIRSE

3. AR, DHERHEE, E=;
WeBikBRiE « X7 F R~ v 7k
Bk . X oV EE R RN TR RIE L)




IV. 2KI|CBEY 5I1EH

(=T R A
1. Flfiz
(1) FRORH
TESHF] (AT L)

(2) HFIONERUMHERK
e DR
(3) #AIo—F
R L7220
(4) HEDOYE
pH : 5.56~6.1
RFEE 0 0.9~1.2 EHEEERICHT 5
% 1.031 g/mL
(5) £
A ORZR P OFFER e ZUE DO IE - L
2. HE DK
(1) BESD CGEMERSD) OEERVHFME
W 7E4 SV AR A AR EE 1mg JL A A R ERE 30mg
A 134 70 (ImL) ‘ 13147/ (30mL) ‘
FTARY A< (@inf#iz) P Img | TARY X~ 7 (&iafH# %) * 30mg
1347/, (1mL) T 134 7/ (30mL)
L-ExTFvv 1.6mg | L-t 2F 46.6mg
VI TR 0.4mg | JKHEER 12.8mg
L-AF A= 1.5mg | L-AF A= 44.8mg
FE A b 82.1mg | MM bk 2462.4mg
AUV IL_X— |k 20 0.6mg | "YU Y /L~X— | 20 18.0mg

W) AHNE, F v A =— A2 —JEMaZ v CiliE S D,

(2) BREFORE

BARR/NA

(3) 88
BARR/NA

3. PTBARROERRUVEE
PARPANA

4. Aif
PSRN

5. BAY DAEEMED H 5 RHY
Iy R 5
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6. WHDRERATICETLIREN

R TRAF AT AR PRTE I i
E R 5°C T T AL T I 36 & A FiFEN
TR 25°C,/60%RH T T ANAL T IV 6 & A i DA ERBD T,
1R 30°C,65%RH T T ANRL T IV 2 & A i DA ERBD T,
HeHEE 120 F Ix * hr
e BLE o R & HIEOE B
e TSNS =V | BT AN, TV - -~
F—200W - hr/m2 LA =
i

HETH - MR, pH, MEERRBR, & B

7. RARERVEBREROREM
REE
(14. BRLOIE (GR#)]
141 RFREEFDTE
1411 KA OBGRFIZIZASA TN BEREEZHREIRY . HRAEH R THR L TELT ORIK
BLTHI L, MRS LTHRAEMESHERKUSMNIEN L2V &,

e 5 5 HERY & TR % DRHR

1HH 1mg 1mL 50mL X3 100mL

1% A7 /VE 8 HH 2mg 2mL 50mL X% 100mL
15 3 H 60mg 60mL 250mL

2% A7 )VH 60mg 60mL 250mL

3 A 7 ALK 30mg 30mL 100mL X /% 250mL

14.1. 2 FRBFRIFR NSRRI 2 2 &, 2, < b0 IR FAEIKIZER O 25513 EH
L7anZ &,

14.1.3 ARFFRR L, ARZITECHIHERTHZ L,
14.1.4 St z2G7, B HECOICHEHAETHIRNEERGTT 25515, 2~8CTHRIFL, 24 K
MUNICEE T2 2 &, FRIRITBEETHZ &,

SHEBERICKIFREREN

FTARY A= TENK 0.0lmg/mL B L 0.6mg/mL & 725 X 57K L= 8H 2, R
v=/1 (PVC) BLOKRIV AL 71 (PO) -RV=F L (PE) AU 7uav’'Lr (PP) O4E
PR STy I ENFRAN T, 2~8°C T 24 BRREAE L 721, =L T 30°C THIC
24 FEERAT LT, £ D%, 480 43/ Tl ~ M@k Lz, BREHZIX PVC, PE, KUY 74
= (PBD), YVarBLlorszVu=rYL.. 72z ZF L (ABS) L OHEkKkmEHE
T HEEYE v b E AV, MEICIE =0 (RY h—FRx—k (PC) &), #7—7/1 (KRYx—
FrLxy (PEU) 8, RUF hF7104+axF Ly (PTFE) &, KU wL %2 (PUR) #ilfs
X7 vFElb=FLo7re Ly (FEP) #) Z#HAEANTZ, TORE, 2~8°C T 24 KfIfR(T
BAIZHIZEPDL T 30°C T 24 FFHIRFL TCHRETH D Z & flad LT,

7272 L. B FRIBLS D IR O 5 2 &,

VI—11. WA FoEE] OESMR

8. I OEAZI (MELFENELL)
R L
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(14 EREDIE (k)]
14.2.1 fhf & DIREZ L2 Ly

9. At
AN DR

10. &&%E - 8%
(1) FEHNDELGES - &, SNEIRRLESR - ECHT S5FR
Y LR

(2) g%
QLU R A RiEEsE 1Img)
1mLx1 /N1 7 )b
(LU R S 1T 30mg)
30mLx1 N1 7 v

(3) FPHREE
Y LR

(4) RBROME
o T A
= A R YN
Xy AR TarELy TAI=T A

1. BRI LE#MEE
Bz 7p L

12. Z0Ofts
M L
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[ TiEaHEl)
1. Hf
(1) FRORH
BESH (1 7 )

(2) HHOHNERUVMHER
T £ ~ PO R S E D YR

(3) #Ala—F
BN

(4) HEDOYHE
pH : 5.5~6.1
RBIEL - 0.9~1.3 (EEAEHRICXT 5 )
B QLU AIA KT 5mg) 1.033 g/mL
VA I AT 45mg) 1.042 g/mL

(5) £t
EHAIORZ P ORER IR RAE DA EE - L

2. WHIDOHERL
(1) BSES CEERSD) OEERVHME
k5844 Vo A AT TE bmg IV A AR 4bmg
sy 131 77/1/‘ (O.L")mL)g‘:P . 134 77/1/‘ (]_II‘IL) ﬂj .
FARY A~T GBI R Z) P bmg | EAFY X~ 7 (B H#x) ¥ 45mg
13147V (0.5mL) H 13147V (ImL) &
L-exFvv L-exFvv 1.6mg
A TK e TK e 0.4mg
L-AFA4=r L-AFA4=r 1.5mg
R 84 1 b R 84 1 b 82.1mg
RNY Y — |k 20 AU YV I)L_— K 20 0.6mg

H) AFNE, Fr A =—ZANhAZ =z TGS n 5,

(2) EREZEDEE
PARPANA

(3) &8
AR

3. RMTBRBOHEARVEE
FH L

4. Hif
RN

5. EAT DFAIEEIED &b 5 RHY
Sy R
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6. HADKBEUTICETLIREN

(LR S A ETF dmg)
FRER PRAF- G4 RIFIEHE ezl fiti I
FHIRAER 5°C H T AL T IV 24 {4 H ik
IBEEEN 25°C60%RH H T ANRAL T IV 6 %A FRH DB ERDT-,
WERER (R 30°C./65%RH HT AL T IV 2 & A R DL ZRD T,

HETR « MR, pH, MEERRBR, © B

(LY R A ETiF 45mg)
Gl AT 54 AT AT i
FHIRAER 5°C H T AL T IV 36 4 H Hiksm
IBEEEN 25°C60%RH H T ANRAL T IV 6 & A A DEEAL Z GBIz,
R 30°C65%RH H T ANRAL T IV 2 & A R DEAL Z 5B Tz,
HaPEEE 120 5 1x + hr
T Pk \
TR | wmeirean | moacorn | - | THBLEK @ o
X —200W - hr/m?2 LL HET e
s

WEEE - MRk, pH, MERER, E&EES

7. AREERVBBEOREM
(14, BREDIE (k#)]
14.1 ERFNUBEDIE
14.1.1 26, < b0 IR DBERICRD DTS AIIMEH L2 v 2
14.1.2 2 U UV LIERITECIEH T2 2 &,
14.1.3 L& GT, HONIHERET Y VU ERFT 251, 2~8CTRIF L. 24 FFFHLIN

WERT B2 L,
14.1.4 KFNONSA T T 1L EGENGID TH Y | LIEEZ R E - 7 5BI3EIR 2 @I FEIET 5 2
ko

8. fhHlE DRALI (MELLHLEL)
LR L

9. Atk
Y LR

10. &% - o
(1) FELPDELRR - B, B/ EFRLES - AEICHAT H1ER
BARSAA

(2) a%
LR T A K TiE bmg)
0.5mLx1 /NA T /v
(LY R 2 A ETE 45mg)
1mLx1 /31 7 v

14




(3) PREE
L7

(4) BEODME
. HT A
=AY = = VN
Xy R Ly, TAI=TA

11. BERREINLIEME
Briz7a L

12. Z0ith
YL
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V.

1.

ARICEY S1EH

P dESyES

[SiEEs E8Al)

BREXIITELAEOBEREY) v/ E

[ TEaHEl]
OUTOBEHRXIIHAMOKMIBE B M) > /\[E
VFEAMKRMAZE B M) >/ \E
SEME B >/ \E

OB HEX (TH:AMDERME) VI/\E

. PREXIEHRICEET HEE

[ SiEss Al
5. BBEXIIHRICEET HFE
5.1 AHFNC X 18I, $1CD20 £ / 7 u—F AHikRiUH| 2 & deb 72 < &b 2 DORERER 275
RPN X ATIEEZ IR LB x4 b 352 &, [17.1.1, 17.1.2 5]
5.2 + ek BA AT ARBEEICLY ., Grade 1~3A L 2Wrsh-BEICHEETHZ &,
[17.1.1. 17.1.2 ]
<>
5.1 GO29781 #Br» B11l FL RP2D =4 — b, B X JO40295 REEDIL K2 H— |
(FLMOON-1 &) <Ti%. EMmEsfEg2m A K7 4 12T FL OERER R IERGERE & L
THET LN TWDHHL CD20 €/ 7 v —FAGuRAIZ 5 2 LU A DL EORHMY o XJ#
BIREZ T T-REENGE LTV ORE LT,
5.2 AANIFEEABRAEICHS X, Grade 1~3A L ZMra N BEICHKG T L 2R EL
776

GRP=E5:1)

5. MREXIIHRICEET HIE

(BREXILHAMOERM) /& (Grade 1~3A))

5.1 AFNC X 21 IL. $1CD20 & / 7 u—F AHiREA 2 EGTeb 72 &b 2 DOOEUEN TG

RN AXIEERIC R LB 2GS e 352 &, [17.1.1, 17.1.2 B/R]

(BHEXILHAMOKRMEE B M) /8 (VEAMKMEE B Mgy V/\E. SE4EB

MR ). BRISHAMOERME) >/ fE (Grade 3B))

5.2 BERRBRICHAAN S NTZHE O RSICHONWT, N7 HEEE] OHEHONEZR L,

AFNDOH IR N2 M2 I CHfE L= EC. @SHREOBIRZITH Z L, [17.1.3 3]

<SR
5.1 GO29781 ik F2 FL RP2D =2/ — b, B XU J040295 ik 3L+FL SC =274h— h
(FLMOON-3 #B#) TliE, @&MmesEEZBE T A 7 A 2T FL OERERNRIERGER & L
THITFTOHNTWAHL CD20 £/ 7 v —F AHiKElF 2 E&dr 2 L A VPl Eoag i) o oS3l
BREZ T TEEBE LG L LTV TZORE LT,
5.2 GO43643 RBOMEINBEEEZSEITHE Lz, ARBRTIL, O % AMKHIaE B #im Y
VoSHE, BV B OHIRRME D oooNHE, FEEESRIEIANE Y o E SO TIERR M U o3 (Grade
3B) ODWTNMNTHDZ ENMERENTND 1 LI AL EOEEMY N EBRICL DR
WREEZATHREEZNGRE LW, TSNS B Mg o <P, AR MR
SNBSS EIRIENEREND EEZOND Z L, IEEREA O F AR
B AMML Y o SHE - RS B U ISR S FTOVE AME IR B A Y o8 E &R
FARRMM IR DR X Y ES B U U RIFERME A MG/ Y VBB END 2 L, 2O
FAMERFIIER B ARG U oo SBE ST TR B IENE Y o A~ O S O TR
RS & VORI FHTEART Y R~vT NXRF Ly (Gl z) gEEEORS
DT Dd EBZ HILD T DRRE I RICFLH L 22 o 72,
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3. AiERUVHAE

(1) RERVHAEDEDR
=¥k e -)!
(BREXITHAEDBERMEY V/\E)
WE, RACIFEARY A7 (B l#z) LT, 21 HMEZ 1A 710r& L, 147
JVEIZ1 HEIZ 1mg, 8 HHIZ 2mg, 15 HHIZ 60mg, 2 %1 Z7/VHIZ 1 HHIZ 60mg, 3
A7 VEUKEIZ 1 HHIZ 30mg % 8 YA 7 L FE THRIEHET 5, 8 A VK THRZ, 7B
BRFONTBE TG 2K T L, 70, WBRE T B0 G 6N B 1X, 5117 A1
I IVE TR AR 5,
(R TixaAEl)
(BERXITHAMDERME) > /3fE (Grade 1~3A))
W, RAIFETEARY A~T (B ffiz) LLT 21 Az 1A o70rEL, 1472
JVBEIZ 1 HBICbmg, 8 HHKA W15 HHIC 45mg, 2 %A 7 /L HLUMIEZ 1 H HIZ 45mg % 8
AT NVETHTEET 5,8 VA 7 WK TRIZ SERTNDG DT BE TR G- T L ET,
TR TE XX NG o N BF L, 517 A 7 v ETREZ/kET 5,
(BREX(THAMOXMEE B > /\E (VEAMXMIRE BHEEY /8. SEM4E B #
fa) oNfE) ., BRXIITEEMEDERME ) >/ \[E (Grade 3B))
RITY X7 XRFy (Blarifz) EOfFRIcBWT, @5, RAZIFEARY X~7 (B
fnffEfiz) L LC, 21 HlZ 1A 27 r& L, 19427V HIZ1 HEIZC bmg, 8 HH KW' 15
HHEIZ 45mg, 2 %A 7 VHLFEIX 1 HHIZ 45mg % 8 1 7 VE TR T G754,

(2) AZERUVAEOHRTEREE - IRHL
@=¥iik i E3-1)|
(BHEXISH#:AMOIERME) >/ \[E)
AFNOUESNE T/ M ARERRRER TH 5 GO29781 iR OBtA M B (X, in vitro T T S ui- HEE i
PNEHEREB LOT =27 A i n s — bR a5 L2 RIC T 2 HE R BN
LWk K& (Imglkg) 726, o7& 235 (460 f5LL 1) 23564 % 0.05mg L3XE L
Teo Flo. FEMARBRIC L AFIOMHPRELZMRFCX 5 N TORGMEN 21 H EHEE SN
e, SHEE 1A 7 e Lz, &1, o IgGL HiRIZBIF 2 PKOV I 2 b —va v
TIHEEHEZHW LA EHEAZRE CTHELEGA L T, BEEICHERNERDOH 521X
RENTWRWD 720 RRBROBHEICIIEETHETRETHIZ L E LK,

HEHEXZVIEHEN G L, 2 B CTliE 3 5 5 4775 (Double-step Fractionated Dose)
& o> CTABNCH SN 2 G ERFRTH DLV A NI A VRHIEEREOBEA SN D 1D Z Lo
5. GO29781 il B11 FL RP2D =4 — b~ (FR3 UTEHARMED FL 1T 5 HAIRFIRN$ 5-)
Tl Double-step Fractionated Dose 238 S 41, AAIDOFH-£ L LT 1.0/2.0/60.0/30.0mg 3
BINS N, BEHIFICOWTIL, 8 A Z MK TIRICEARINE LN BEF TR EEKT
L. JWBLE XTI TZNN GO N BEFIL, 31T A 7 v ETREZMGETHZ & & LTz,
H AN~ [FIEEIZ Double-step Fractionated Dose Z£:H L. J040295 ik D =2 — k
1~81ZBWVT, AARANIZEBITS 1.0/2.0/60.0/30.0mg £ TOXAEMNHER SN TS Y,

3 RIBH LA OIS T#EAME D FL & 12 B\ Tk, G029781 Bk B11 FL RP2D =17k —
F T H7Z CRRIZ 57.8% (95%CI : 46.9, 68.1) T&h V. CRR ® 95%CI o T R{E NS FHAITIC
HE SH7ZBME CRR (14.0%) % EEl-722 Enh, AKFIOERMEN RSNz, £/, BAA
IZBWTE JO40295 RBRYEK 24— FTHE L= CRR 1% 68.4% (90%CI : 47.0, 85.3) T
V. CRR ® 90%CI @ FRENFHRNCHE SN 7-HfE CRR (14.0%) % kAl~>7=Z 26, H
ARND 3 WIGHLIEO FF SUTEENED FL BEFITHRT 2 ABIORRAIMMEN R iz, B
RV HRUTERGMED FLIZET 2 HAFRIRN GO FE R OCHEEZ R E LT,
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(R TFiEaH]

(BREXITHAMOERM) > /\E (Grade 1~3A))

G029781 iRk F2 FLRP2D = — b (FR TEHEMED FLICB T 2 HAKE TES) CTHULHE
WA RSB S, AR OBGE L LT 5.0/45.0/45.0mg AN Sz, HEHIFIZOWT
1%, 8 VA VK TRHZEEIZINE LN BF TR G2/ T L, WL E TS 250035 5
NTREIL, 1T A I v ETERG AT 2 2 & & LT, J040295 B SL+FLSC =278
— hTH, HGH5EL L T5.0/45.0/45.0mg 2NN S iz,

3 IBWE LA D FFE LA D FL & ICB W TiL, G029781 B F2 FLRP2D =t A — k
T, BH 0 B%ND 84 HE £ TORE —RFF MR FifE (AUCo-s4a) B EUE 3 ¥4 7LD
EH T 7HE (Coough, eyes) DM OLE (90%CI) A3, L 1.06 (0.92, 1.21) B
FU1.39 (1.20, 1.61) THH, WTiLd 0%EFEXMO FIREIZFHFELE~— > (0.8) %= Lk
EIESY 2N

Mz T, GO29781 #&Br F2 FL RP2D =74h— h T 5172 CRR 1% 58.5% (95%CI : 47.9,
68.6) TH 1 9 3 WIRWHLIKED R TEEAMED FL B 23T 5 B2 TR o BA % 5 O
PR B MR L FR RPN 5 5 A A 5 L B S T B AR D H DO TR W I E RN R &N, 7.
AARNZEBWT E JO40295 #8k 3L+FL SC = — R T 57 CRRIZ5HI/56 T - 721V,
PlbEX Y, FESUIEHAYED FLICE T 2 AR TR ORELOCHEEZRE LT,

(BREXITHAMOXRMBE B o /\E (VEAMXHIEE BHEEY /&, SEME B #
B RiE) . BREXISHAMOERME) /& (Grade 3B))

AH (8C) EARTYAX~vT XRF U GEETHEEZ) OOFHIZE TS GO40516 iR 2 11 8
FoxAMbar— O Arm L Tix, GO40516 Bk % Ib fHH & E = A — F® Group A Tk
ELIERT Y A~vT XEF v (BETFHABZ) oSO ARA (IV) @ RP2D
(1/2/60/30mg) DG A /7Y 2 —L Lt GO29781 B D Group F TAK| (SC) &AM
MDET LTCWDHE (5/45/45mg) 1CHS&, RIVA~vT XRF v (EinTHHz) Loff
FEEROARF (SC) O HEM T 5/45/45mg O ET 3 BRI TH A 7L 8 £ TG L &RiE
iz,

GO43643 R CIIAMEMEIZESE, BARANOBHIE TGO T 7Ly T TIERTF Y
VOFERBE T AAH (SC) ERTY X~ T RRF U (Bin I z) OPFHESOBERR
HMENR ST,

VLb X, FRUTEEMEO IR B Y > SE (0% A RHIInT BAiaY o E, &
HPERE B IR Y v NE) . B OSUTERAYEOIERMEY v oNE (Grade 3B) (2xt L CEN CHELE
SENAAFORE - AELE LT, RIV X7 REFr (Biaf#iz) Loy,
W RANCIFETEARXRY XA~ T (Bafiz) LT 21 HE 1A 70vEL, 147
JVEIZ1 HEIZ bmg, 8 HH KO 15 HHIZ 45mg. 2%+ 7 /LELIKRIZ 1 HBIZ 45mg % 8
A NVETE RS T 5] ERE LR,

4. FBERUVAEICEET IR

[ SiEss 5]

1. BERUAEICHET ZEE

1.1 KA XD EBERBEGER 2 T 5720, RAR SRR EZ 012475 2
L. [8.7. 11.1.5 ]

1.2 KA GIC L D0 A DA VIRHEBERER S bbb 2 ndb o0 T, 147 VA (1,
8MWN15 HH) K2 ¥ A 7 )VEIZOWTIX, AFIEED 60 75ailc, BIERERLVE A
RSG5 2L, 394 7 VLKL, AFIORTEEGERZICY A A o HEEEEDR & &
PIIZRE I, A A VIHIEBERER D o/ 725 £ T, BIBRERLVE VA E
A G952 &, £, A 7K BT, KARE D 30~60 7RI, MBS U CRREE
AT E A X I VR ERIRGTHZ L, [1.2, 8.1, 11.1.1 &)

7.3 AFNOEEHEIZLLTDEBY 95, 7277 L, HBEADIRREIC X 0 558 1 3 miRosE 4
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5T &,

¥r 5.HEHA Pt G
14%4 27 /VE 1HH 4 BEMLL BT TR 5552 L,
8 HH
15 HH
2 %A 7 )VHLIKE 1 HH 1 A 7 NVBOREMN BT > T56, & 5RFH
Z 2 E CHREMT A LN TE D,
1.4 REFFGAIZE 0 LT ORWER N REL LIGE 121X, Bk, EEEFICS U T, LN ORE
HZC, ARORGHWELZBETHZ L,
mIl1E FREET) FEBLRE D XF )G WIEl DL
A A | Grade 1 B EZRE L, WmORLEZ | ERNBEIE L THhD 72 FF
FHE B 7952 & SERAEIE L7z | ML ERE L Tnd Z &
BlE, FWREOFE G TR | 2R L. 5T L,
HEHBETLZENTE S,
G B IIE IR N L
%Elx, 52Tk L, 7
B L2z &,
Grade 2 Behalr L, e E s | ERAEE LT D 72 I
1T9 2 & JERVEIE L7 | UL B L Tnsd 2 &
B, FWEEO UL T O | 2R L. &5 T52 L,
TR 2ZHET L2 | B D5 O
ENTED, HEHERBRICE | 5EELETHZ & EHRe
KORFRLEESAE, &5% | 35,
L, AR LN by
Grade 3 BeH A2l L, @Y vE A | EREIE LT D 72 B
THo2&, BRI LAVZ |[MUERBLTWS Z &
L. iR L, ETHZ L,
Aif[a] 4% 5- g D 2 53 DL @
BHHEE L, AR TIT
)L ERET A,
Grade3 (7 | AF|lO¥ G2 H1ET5Z &,
%)
Grade 4
o = 7 = 7 % | Grade 2 BeH A2l L, @Y vE A | EREIE L TG 72 B
— i A B A A A% 1T9Z2 &, Gradel £THIE | MU L@ L TWnWD Z &
PR L7=80E, mEND 72 B | 268 L., 51528,
Grade 3 ML ERRIE L CTWD Z &% | JERDEE LTS 72
R L, E5EZFHRATLI L | MU ERBLTVWS Z &
NTED, ERERL, ETHZ L,
Grade 3 DJFEIRN 7 H &R
2 TCHERE T 25813, AHAl
DOEG P IEERTFT 52
L,
Grade3 (7 | AF|loE G2 H1ET5Z &,
%)
Grade 4
RN 50,000/mm?3 | 50,000/mm3 L k(272 % % TR 5,
A
I HRER DD 1,000/mm3 | 1,000/mm3 Pl EZ72 5 F TR 5,
ESL
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1) Grade I KEBMEMIEAERTS (ASTCT) 24X 9 (UL 5,
7.5 AFIFGAER % O FEBRFEE OB G HIEICE LT, A A A UIRHIEBEREZ T 5729
W2, LT EEB 3562 L,
EIIEIE A= ATlE B 5B 2 5 B 5071k
- el O WD
1 HH 2 EELL E 1VA4Z7VH1HRBELT, Img CTHRE5ZHT2
1 | Img Zl,
Y [8HE 2 JEM AL 194 27VHA8AHE LT, 2mg THEEHT %
1 | 2mg 6 8 [ A L,
7 6 WL L 1% A2/ A& LT, 1 HAIWK Img, 8 HAI 2mg.
v 15 H HIZ 60mg THEG2HATH 2 L,
H 15 B A 6 L. L 2% Z7/LA& LT, 1 AHIC Img, 8 HHIC 2mg,
60mg 15 HEHIZ 60mg CHREEZHHTLHZ &L, 3171
BUKEIX, 1 HEIZ30mg #& 5352 &,
2% 147 )VH 6 ML E 3V A7 /NVHELT, 1 HEIZ Img, 8 HHIZ 2mg,
60mg 15 H HIZ 30mg CTHEAZFHETHZLHY, 4 ¥4
Z)VEUKEX, 1 HEIC 30mg & 5452 L,

3 A7 VELREE | 6 ERKLLE 1 HAIC 1mg, 8 HHIZ 2mg. 15 H HIZ 30mg T
30mg HAHBLEY . Z20#%13 1 A BIC 30mg 251
5T &,

H1D) ARG H D OWIMA EFR LV EWGAIE, PTESNTW-HE TR G2 HET 5,
¥2) 1. 8. 15 HEHIZOWTIE, AFIEEGD 60 4Ailic, BIERERVE VR 2GS S 2

L,
1.6 OHUEMENEES] & OOFHIZ OV T, BRMEL O SIS L TURuy,

<>
1.1 EEREEEREN D bbb Z 0D DT, HEEDSZWER TIX, AFIE G IAKSS 1
WMEHDITATH 2 &, o, MG EMEREL L OBHEEREZ1T O %, BEOREZ 5
BT 5 2 b,
%% . GO29781 BRI LU J040295 FERIZ 31T 2 MEI5 AR EE ERE O TR E
B, BRRBRIZBWT, 1 YA 7 IVE OEGRHIKGHIG e & ORI BB E Rt T 55
MWZEE ST,
[1¥ 12 H]
@ /K5y DIEEL
« R GBRMED 1~2 BRI HK 2~3L/H OKSERZBMGT 5 Z LR/ HR SN D,
< ABELTWAEE>
cARFNOEGHE T DR &Y 24 BEIE 150~200mL/E; O $ 5-8 E COEARNATIR 217 9,
BRI ERRLE DO H 5 B Tld, MikEEOHE 2 BB 5,
<A KDEE >
c BB &Y 24 BERIEK 2~3L/ I TR A BET 5, FICEFHILELEDOH 5
BE T, MIRER L ORI E O = B ET 5,
O RIEIK TIEHSE DS
- TSR EE R A RIET D U A7 NMEUFHRRE TH D Ll Sz LTre 7Y
J—v (5l : 300mg/ H OF N 5% KA O P 5 72 WefElRiT o 3~7 HfE) Ex2 & 575,
« RFNOFGRNCIRBAES EF L7256, UIEERBIEEREO U A7 RNEnEt B2 5t
Hlix. FAT U A—E (Bl : 0.2mg/kg FARNEE G- % ARAIWIEHEGRHTIZ 30 200F T, BEIW
ZD% 5 AW HE2&RE5T 5,
[2 91 27 A LIK]
SRR BEERERIED U A7 3 E I S5 BT LTIk, AR G-RHC TR E &
Fhid 5,
1.2 REPHITEZ 0 U o _ERENTEMEIL S v, RIEMY A A &2 BRI 1 M A >
HIEGEREN BRI D EEZ 6N TWD, 1A Z7/VE (1, 8 xWN15 HH) K2 %1 7L
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HIZOWTIE, AFIFEE-O 60 7R, BIEREFRLVECFlERikEGT528, 3147 /VE
DRI, AR OFTEIE GZIZT A NI A VHHEEREN & b b i BE I, A M A~
HIEGERER S B b/ 7 5 £ T, BIBREFRLVE VA ZRIZRG T2, £ A7 L
2 BT, AKAFEE D 30~60 4raiic, LEIZIL U TIHAGERAICILE A2 X VAl 2R 53
HIZ L, KEFERGITE LT, BARHEA T MU XA~7 (B z) 23001
TEXD ) ICHED b, B EBBTHZ L,

1.3 A NI A VIHIEGEREDORBLY 27 b ¥ 5700, G5 HEZ GO29781 ik L
J040295 RER THIE L TV Z LICHE L TRE LT,

7.4 RFENIEIWEREHEO -1, BELZBIEROER, FEEEZICS T T, LitokHEE2 B2
2. BHEFEEEEBETDH L,

1.5 RENOIEREF L, B5IEMH% OFBRCY A b b A 2V HIEERES BT 5 AlRetE R’ & 2
Z 0B G029781 R ERE L TNJ 040295 5B D 7 1 b o — LAl DN K EIGRAT SCEICHE T T
BRE LT,

7.6 JERIMEY VNl GREIZ2 LY A ULLE) RSl U e 1/ ARG AR ER (GO29781 &
B B11FLRP2D =24— 1) BEOEWNE 1 HHERRHER (JO40295 #Bk) Tik, HAIOH D)
Pt KON S Ve, o T, toFEMEEEAl & OOFHICEE L THZIMER LU0V
AVEITHEST L TR,

(R TixaHEl)

1. BERUVAEICEET 5TE

1.1 KA LD EBERBIEERE2 T 5720, RAR SRR R EZ 012475 2
L, [8.7. 11.1.5 ]

1.2 REFEHIZE DY A DA VIHEBERRH b 2 EB83HHD T, 1147 VE (1,
8 15 HH) IZoW Tk, AAIOFEEGRNC, BIERERLVEC FEkGT52 8, 2041
7 VB UBEE, ARIOFIEIERGHICY A NI A CHERRER S Sbh - BEI2iE,. 1 b
A VHEGEREDR & o2 25 £ T, BIBKEFRLVE VAL THZ &, £,
A 7ML BT AFOFGRNIC, LEIZIL U TREGFEAII e A2 I Va5 5
L, [1.2, 8.1, 11.1.1 ]

7.3 ARAUAIS OFBIRF OB G FEICE L TiX, A b A VIRHIEREREE TR 5 7012,
Dol drZ L,

AIE 5 H AIE 5 B D B5 75k

- b DY

1HH QW AHZD |14 2AH1HHBELT, 1 HHIZ 5bmg, 8 HH
1 | 5mg & O* 15 H HIZ 45mg CTHEZHT2 2 12, 2
e YA 7 VALK, 1 B EIC 4bmg 25352 L,
A |8HH 6 HMLL L 1A ZVH8HHAEL LT, 8 HHIZ bmg, 15 H A
7 | 45mg \Z 45mg THEGZHT25 2 %Y, 294 7 LHL
v Meix. 1 0 HIC 4bmg 25352 &,
H 11586 6 WL 2% 7LH1HBHELT, 1HAIC 5mg. 8 AR

45mg \Z 4bmg CTHREZHTH Z LH2Y 394 7 LA

PIRIX, 1 HBIZ 4bmg #5952 &,

2% A7 /VEURKE | 6 HRELLE 1 HHIZ 5bmg. 8 H HIZ 45mg THE-ZFE LF>9,
45mg ZO%IT1 HAIZ 45mg %5752 &,

HL) RiIEEHEG A0S LR X 0V EWESE, PEINTW-HETERSZHENT 5,
H2) AFOEEFNC, BIBEERLVE L REHEGTDHI L,
13) HEHEBEBORIIOY A 7 D 15 HBIZ, H5 LN &,
(BREXITHAMHDERME) >/ & (Grade 1~3A))
1.4 KA GIZ L0 LT ORIERNSREL L 725A I, ek, \EEEEIZS U T, LUFoHRHE
HRZ, KEIOKREELZEZRTHZ L,

mIl1EH FREETEY AL
P A A M| Grade 1 WIEHEEE- £ TIUERAEE L TWE Z L 2R TH I L,
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HHE Grade 2 WEIPBE G- F TIERAEE L TG 72 R LA B LT
WAHZ L EERTHZ L,
Grade 3 IR G- F TITIER2NEE LT s 72 FEEILL EfRE LT
WD ZEEERTHZ &, RIElEEIL bmg & L, ABLIC
TITH Z & a7 %,
Grade3 (B | AflOFEEZHIETHZ &,
%)
Grade 4
=7 =7 4% | Grade 2 WRIAIEE 5 F TITIER N EE LT D 72 B L E#RGE LT
— Al A B 1 R WAHZ L EERTHZ L,
FEMEE R Grade 3 IR G- F CTITIER2NEE LT s 72 FEEILL EfRE LT
WD Z L EHERTDHZ L, Grade3 DIEIRN 7T HE#B 2T
s 2B AT, AFIOREd 2 a5 o L,
Grade3 (B | AflOFEEZHIETHZ &,
%)
Grade 4
AN 50,000/mm3 | 50,000/mm3 LA FiZ72 % £ CIREZ R 5 2 &,
AT
I HRERIEAD 1,000/mm3 | 1,000/mm3 L EIZ72 % F THREEZRFTT 2 2 &,
At

7 4) Grade T KERBMEMIEEEES (ASTCT) 2>t A S (ZHL D,
7.5 MOHEEMFESER & OFFRIZ W T, AR O AT LT 720,
(BHEXISH#HAMTOXRMEE B MR/ \E(VFAM KR B MiEU/E. S EME B fiiz
YoNfE) . BRI A DB >/ & (Grade 3B) )
1.6 ARFEGIZ L0 LT ORWERNREL LI2GA 12X, ik, \EEESIOS U T, LT OMRHE
HZT, KBRIOKREELEZRSTHZ L,

mIEH] FEPE™ AL
P A NI A K| Grade 1 WG £ TIERAEE L TWA Z L 2RI HZ L,
HHE R Grade 2 WA £ CTITIER2NEE LT s 72 BFRILL ERGE LT
WHZ L EERTHZ L,
Grade 3 R E-F TITIERNEIE LT b 72 FEELL B LT
WD ZEEMERTHZ &, RIElEEIL bmg & L, ABEIC
TITH Z & & Ed 5,
Grade3 (F | AflOHE G2 HIL325Z &,
%)
Grade 4
w7 =7 % | Grade 2 W% 5 F TITER2NEE LT e 72 BERILL BRI L€
— S e BE SE e R WhH I EEIERT DL,
B PEIE RS Grade 3 WA G- £ TITIERANEE LTHh S 72 BERILL ERGE LT
Wb Z L EERTHZ L, Grade3 OJERN 7T AE#EZ T
e 25803, ARIOBRERIEEHET52 L,
Grade3 (7 | AFlOHE G2 P95 &,
%)
Grade 4
i/ INER R 50,000/mms3 | 75,000/mm3 L E(Z72 5 £ THREZ G5 2 &,
Hlii
T R ER R 1,000/mm3 | 1,000/mm3 LA FI272 5 £ TIRERBET 5 2 &,
A
<>
7.1 IV—4., HEEKCHEICEET 2EE— [AEiEARA]] — @71 2]
1.2 AAHIZ L0 U o RERENEM L S, RIEVED A A U ERET DI A N A
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HIEEREN BT D EEZE 26N TWD, 1A 27 0E (1, 8 k15 HE) 1220\ TiE, K
FEGR1C, BIERERVE Rl a5, 204 7 VHURIL, AFIO/IEE 5412
YA M IA VHHEIEBEREN S SN - BEIIX, YA A UEHIEERER S bbb < 7
LET, BIBRERVECREZRIERGT DL, £, PA 7 M E 6T, AFIFRGENIC, &
TG U TSR Ao e A ¥ X VAl ZRTHERGT 5 2 &, REBGICEE L Tk, BERRHT
AT RA=7 CEIG T Z) 29Il TE 5 X9 IC#ElHo L, #5285
Z &,
AFNOVEFRER b, # 5% OB A NI A VHEEREN T 2 /RN & 5
Z D, GO29781 BRI LUV J040295 iR O T h o — /L ZHEL T, RE LT,
AFNIEWEREEO - OIZ, B LEWERH OER, EEEEIL U T, ERoRKERZ L
2, REEEEZZET D52 L,
TRt Y Nl GHEIZ 2 LY A VBLE) Zxtge e L iEgh e 1/ IFRERRRER (GO29781 3t
Bt F2FLRP2D =4 — b) BLOENT [ HERRE (JO40295 5Bk Tix., HAIOH M
BLOZEEDHRE SN, o T, MOPEMEESAl & OPFHIZE L TEMML L 0% 4
PEIIREST L TR,
7.6 AFNIEEREEOT-DIC, BB LZRIERAOER, FEEEZEICS T, EitokHEr2 B4
I, REEEZZETHZ &,

1.3
1.4

1.5

5. BRERAUR
(1) BBRT—21\v7r—o
[ REFTRH]
1. FEUTIGPEDOIEIENE Y > A~ O AR S

W o N N R . R
i | REE | *% S R W R OV R EEFHA |

Group A :
A#10.056~2.8mg % 3 #HH
f@< IV &5

Group B :

B1~B10 : &A% 1 %1~
JVE® 1/8/15 H HIZ
0.4/1.0/2.8mg~1.0/2.0/

G029781

CD20 Bt
T
BT
i 3
TR

HER,
FH R
FHAER

Group A :
33 fil
Group B :
414 1

40.5mg 5 Li=tk, 2 %A
7VELEIZ 1A 27 VA
15 A H &HEUCHES 3#EM
fgCIV &5

Bll: A% 1947 VA
@ 1/8/15 H BT 1.0/2.0/
60.0mg 5L, 294 71
Ho> 1 HBEIZ 60.0mg &4
595, 3947 VHLK
&AL 7001 HAIW
30.0mg % 3 FAMIFHT IV #
5_-2{1)

ek, AR

% (MTD,

DLT). PK,
CRR

FEAT

J040295

B izt NHL

HER.
JH 1T
Jiik=</ON

ak—bh1, 5~T7%?
KKl 1A 27 VED
1/8/15 H HIZ 0.4/1.0/2.8
mg (ad—1h 1),
0.8/2.0/6.0mg (=A— h
5). 1.0/2.0/13.5mg (=7~
— k 6), 1.0/2.0/27.0mg
(2hR—hF7) &EL, 2V
A 7 NVHLUBIIE A 7 v
O1HBIZ1IYAI7VED
15 A B &R CHES 3 R
fgTIV &5

aAR— b 8BIUEKR A
— ]\&3) .

Kz 147 VED

1/8/15 H HIZ 1.0/2.0/60.0

ag—k1~8
*2)

ek, AR
P (MTD
DLT). PK

PRz AR— R
CRR

FEfI
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H

| P

H

PIES

RBRT A

Btk

MIEK O

FEEHITH

wrt

5y

mg &5 L. 2947 LAD
1 HHIZ 60.0mg &% 59
5, 3 YA 7V H KRS
YA 7 N® 1 HEBEIZ 30.0mg
% 3 EEIR T IV &5

MTD : f K&, DLT : H&HREE
1) 8HA VK THIZCRMEONIZEREIL, BEEKT LIZ, —F., BBALEXIHNEDNGONT-EEIL. KKT
1T A7 VETEEEGETHZ & &L,
H2) am—bh 2~43HIBR L., EiiLR2ro7, RRKTITHA I NVETHRE L,
H3) ak—h 8 TIHERKTITH AV VETHEE L, IhKkadm— b TIE 8 ¥4 7 A#5#%IC CRIMEGONT-HBEIL. &Y
BT Lz, —F., WBREXIH N EZDNEONT-BEIL, K TLUT A7 NVETEEEMGE TS L & Lz,

[RTE&H]

1. FREATEIRPEOTENME Y > A~ D BAI R TR 5

H

i | PEES

izl

P

RBRT A

Bk

MIEK O

FEEHITE

wrt

K5

J040295

S m

B izt NHL

FEER.
FHEH,
FHRAIER

3L+ FL
SC =ztk—
+
5 fi

2L+FL
SC ziR—
-
17 5l

PR T AR— R

AHFlz= 1Y A7 VED 1/8/
15 A BiZ 1.0/2.0/60.0mg
5L, 2¥427VvED1H
HIZ 60.0mg Z#%54%, 3
A 7 VHURRIEEA A o
/L 1 HHEIZ 30.0mg % 3
HEEETIV &5

3L+FL SC Ztx— ™ .
AHKlz= 1Y A 27 VED 1/8/
15 H HIZ 5.0/45.0/45.0mg
% SCHhH L, 294 7 /VH
DIBIXEY A 7 vD 1 HHE
IZ 45.0mg % 3 EMFFET SC
b

2L+FLSC =A— | :
A& 1A 7 VEHD 18
15 H HIZ 5.0/45.0/45.0mg
#SCHE5 L, 2% 41427 VH
PIRIIAY A 2701 HH
IZ 45.0mg % 4 EFEE T SC
Eitaa

+Len 1 H 1[5 20.0mg % 2
A 7 NVELUBEORTA T
ADO1HENL21AAET
PO # 5

PER=AFR— b

CRR

3L+ FL SC
a5/ — b
CRR

2L+FL SC
a5k — b
CRR

FEAI

G029781

CD20 Btk
XX
L1 )

i i

VLIRS

FEHER.
FHEHH,
FAHAER

Bi1
RP2D =
A— b

218

Group D
48 13l

Group F
181 4l

B11 RP2D =/ — b :
AE 1A 27 VA 18
15 A BiZ 1.0/2.0/60.0mg
HL, 294 27/VAD1H
HiZ 60.0mg #5475, 3
A I VHURRIEEA A o
/b1 HEIZ 30.0mg % 3
T RIRE T IV 5

Group D™ .

AH 1.6~20.0mg # 3 JHE
@< SC $¢5-

Group F ™ :

F1~F2: KHl= 194 271
Ho 1/8/15 H HIZ 5.0/15.0/
45.0mg~5.0/45.0/45.0mg
Bh L%, 294 7 VE
D 1HEBURET LY 70
H15 HEELRUHEL 3
k< SC # 5

F3: A& 1Y A4 27 VED
1/8/15 H B IZ 5.0/45.0/

et AR
(MTD.

T). PK.,
CRR

=

FEAI
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Hh
%

R

izl

P

RBRT A

%%

MIEK O

FEEHITH

Rk

X4y

90.0mg # SC 5L, 2
A4 Z7/VAH® 1 HHAIZ 90.0mg
B35, 3947 VH

® 1 HHLA¥EIT 45.0mg %
3 HHE T SC &5

Group F ik ak— %
Fl1: AH%= 191427 VvED
1/8/15 H HIZ 5.0/15.0/
45.0mg Bt 5 Liztk, 2 A
VA1 BRURIE 1Y
A7NVH15 BHEFRICHE
% 3 WHIRR T SC & h5-

F2: AFl#= 1A 7 VED
1/8/15 H HIZ 5.0/45.0/
45.0mg 5 Li=tk, 2 %A
J)VEO 1 HHEUEIE 1LY
A4 27/VvH 15 HE R UCHZE
% 3 HfHfE T SC &5

C0O41942

1 b/

FL

IV AH+
Len ¥
40 151

SC A#l+

Len ¥
80 i

IV A%l +Len Bf :

AF & 1A 7 VHD1/8/15
H HIZ 1.0/2.0/

30.0mg 5 L7k, 2 A
JIWVE~12 A 7 VEOK
WA 27001 HAIZ 30.0mg
% 4 BRIV &5
+Len 1 H 1[5]20.0mg % 2
YA NVA~12 YA 7 VA
DEFA 7LD 1 HEND
21 HH £ TPO &5

SC &K +Len £f :

KAz 194 7 VED1/8/15
H B IZ 5.0/45.0/

45.0mg ¥ 5 Li=t%, 2 %A
JNVB~12 A 7 VB D%
YA 70D 1 HEIZ 45.0mg
% 4 KR T SC & 5-
+Len 1 A 1[H] 20.0mg % 2
A VH~12 YA 7 VH
DEFA 7 AD 1 HAND
21 HHE TPO #&45

PK

MTD : fe K&, DLT : H&EHIREM, Len: LU RI K

) 8 A 7 MK THRZ CR BMEONT=BFIL, B#E5E2K& T Lz, —H.

PA 7 NETRE T O L E LT,

B LE ST TIG O NI BHF T, HART 17

2. BEFRESATEAMEO MO B Y oS (OVF AMERHIIAY B Ml U o /ST, ) R

B AR U o NE) . EIE SUTHEEEMEOIEKME Y o8 (Grade 3B) ~D R T Y X< XK

T L OO TS
g 2T
N | BmEs | SC N R FA3E R O B LEFEE |
AH%E 1A 7 VEBD
1/8/15 HHIZ
5.0/45.0/45.0mg/body %
i Kjﬂolfg SCHEH L, 294/ LA~
s ‘ ~ m 8V AV IWVEIIETA 7LD
| Goaseas | m PR TER #5@7 1A H&Z 45.0mg/body # 3 | ORR B L O SEA
H M aNHL P NI R-CemOx A bR < SC TQ 5. PFS
* T + R TV X~wT XRNF %
59—% 117 VvHEH~6Y%A 27 )VH
DEYA 71 BB
1.8mg/kg % IV £ 5-
R-GemOx £f :
U~ 375mg/m2,
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et

X5y

Hiy ARk

i WBRES | M PSES BT YA . MELOHE FEEHITE

7Y A B 1000mg/m?
(EWEGESN) . APV 7
79> 100mg/m? (FEPNK
) 1Y A7 VEH~8
YA I NVEHOEYA 701
HHIZ 2 & T IV 85

Group A ™ .

AH%E 1Y A7 VED
1/8/15 H HIZ
1.0/2.0/9.0mg/body~
1.0/2.0/40.0mg/body % IV
wEL, 2147 VE~8H
A7 NVEIFETA 70D 1
ARIC1IY A7 VED 15 A
H LR U&E &% 3 EMENE
TIVHEEIEARY A=
THE 1Y A 7 NVED 1/8/15
ARBLO 2047 VED
1HEBIC
1.0/2.0/60.0/60.0mg/body %
IV#5L, 3% 1427 /VE~8
YA 7 NVEIFZETA 70D 1
A B1Z 30.0mg/body % 3 i
MR CIV&EG+R 7Y X<
7 RRFE 1Y A7 VE
~6 A I NVEHDOEYA 7V
1 HHIC 1.8mg/kg % IV #
5.

Group A ArmJ ™

29 {3 ARE 1Y A7 VEHD
/815 HEB LW 2 %47
FHEHH Arm J JVHD 1 HA

BT 98 13l 1.0/2.0/60.0/60.0mg/body %
JUHE V#4501, 3%+427/1H~8| ORR R
LR, 7 ArmL | HA 7 VEIFETA 70D 1
N NI 42 Bl H H1Z 30.0mg/body % 3 i
MR T IV&EG+HR 7Y X<
ArmM |7 SRFUE 1A 2 LHE
20 ey s LADEYA L
1 HEBIZ 1.8mg/kg % IV #
5.

Arm L :

A& 1A 7V H 1/8/15
HHEIZ
5.0/45.0/45.0mg/body % SC
BHEL, 2 A7 VE~8Y
A7 NVEIFEYTA 70D 1
H HIZ 45.0mg/body % 3 i#
MR T SC &K EG+RT Y X~
7 RXRFE1IYAIVE
~6 YA 7 NVHDKYA 7L
1 HHIZ 1.8mg/kg % IV #%
5.

Arm M :

VX~ T% 1Y% A7
H~8¥ A7/ VHD1HHA
IZ 375mg/m2 % 3 W [HIF T
IV#ES5+RT Y X~wT XK
Fr 1Y A7 VE~6Y
A NVHOEY A7V 1H
HiZ 1.8mg/kg % IV # 5

Ib/ | FFEXITER

GO40516 | 1 | .05 NHL

aNHL : 7 7 L v 7 AT F U o 3E, CRR : 522&5#E 4. DLT : AEHIESM. IV : %R, MTD : & A &,
NHL : iRV % U 8@, ORR : #2hEA. PFS : SEMEATHIRN, PK : H#EE, Pola: RT7 Y X~7 XKF | R
GemOx : VY X ~7 FLry Ay, FFHVFF5F, SC: KF

1¥) Cycle8 ¥ 514 22BN O I BRF 1L 852/ T Uiz, — 5 R BVLE SUTER B 135 6 =48R # 1%, Cycle17
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ETHREEMET DL & LT,

(2) EREREEHE
BAE R L

(3) AERGEFERAR
(=iEaEEEA)
HEANZETZHE
BYE T /T HEEEREEER (G029781 5XB% : B11 FL RP2D ask— k) 57
H B FEREUTEEAMED B MIMEIER D o U LN K OB U oS IS HRE A
BUCAAKI DM, Bl XL ORYERE 2 a4 5,
RRT A v ZhakdEE, FEE M. HEEE. HEIOGEER
9% i [E : Group A : KEH, wE, V1 H
Group B: KE, #—A NZ7 V7, hF&, E, AXA 2, FA>Y, #H
WG EE  Group A (1 A Z)VEMEEAE)  FREUIEAED B MlatER Y% U v
RIEFS L OB Y oM IR B 33 1l
Group B (1 % 7 /L HS Step Up Dosing) P53 XIZ#EEG MO B MatEIEAR %
U UNIER XOMEM Y oA LR R 414
—B11 FL RP2D =idh— b 2 L ¥ A LU EORFITEREEN 5 FF5 AT HEE 0
TERVE D LR 90 B ITT M., At L O
LA VERRATEE] @ 90 1))
B 5515 ia HEWE oA — FB L OHEIER 2R — MZBW T, LLFOFIETAAZ 3 i
[ bR CHRRN R 5 L 72,
1V A7 VEHOEERE (LLFOHE)
—A1~A8 (0.05mg~2.8mg)
« 1 %A 27 /LH® Step Up Dosing (VLT DOHiPH) :
—B1~B6 (0.4/1.0/2.8mg~1.0/2.0/9.0mg) FH &l
—B8. B9, B10 (1.0/2.0/20.0mg. 1.0/2.0/27.0mg. 1.0/2.0/40.5mg) FH&:JHs
—B7 1.0/2.0/13.5mg 1 &
—B11 1.0/2.0/60.0mg F &l
—B11 1.0/2.0/60.0/30.0mg (RP2D)
Group B OFHEZA—MNTIE, 11271V ED1HE, 8HERBLW15 HE
WSR2 %G L%, 1A 27 ED 15 HHERCUHET2 34 7 LH UK
1 HAICHES Lz, BI1RP2D =i/ — kTik, 3 V1 7 /VHLEEO HEIE 30mg
ThHoT-,
FEGHMOEE (et - HEHIREE
FEFHMIEE (FRhE) : 2aREIE (CRR) DMSZEHmES (IRF) FFAM]
RIREHIEE (%) « CRR [EHIRERHME], Z2%h%14 (ORR) [IRF #Hfi, TIREFAM], 2=
i (DOR) [IRF FHffi, EIREFN], 222508 (DOCR) [
IRF §FM, EiREHN], MEEEAGHRE (PFS) [IRF §Hl, 5
PR, A (0S) %%
AERAE R - B11 FL RP2D =7k — FOfER A L#H T 5,
Hh
THFHMEEH T©H 5 CRR (IRF 7)) 13 57.8% (95%CI : 46.9-68.1) Th -7z,

03 FTEALREATME IS S ARBMAMR Q021 F3RISBT—FHhY b7t 7)

ak—k B11 FL RP2D
B 90 1l
eI 52 1]
(Fe =BG [95% (5 HEX V] (57.8% [46.9, 68.1])
#2850 19 % (21.1%)
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L TE 8 51 (8.9%)
AT 9% (10.0%)
W EAEE 0

RN R E S 2 5 (2.2%)

1 1) Clopper-Pearson %2 L 0 B,

et

AAFNNFEE-Z 7z 90 il 83 B (92.2%) ICEWER RO Hivlz, zr@c IEHTX

P A AV HHIEWERE 45.6% (41/90 f51]) . #E\ 18.9% (17/90 f41]) . J% 57 17. 8%
(16/90 ) . & 2 FEIE 16.7% (15/90 #51]) AKXV > ME, - HERJEME 234 15.6% (14/90
#) Thotz, £7-. BEEREMWEMIZ. 33.3% (30/90 #i) 12D HiL, RO LT
FHT, VA bhA /ﬁﬁztﬂﬂ%ﬁi 23 3% (21/90 f51]) . FEEN, JREGIEG:, MEE 7 LT
% 2.2% (2/90 f) . Mgk, DMEBREE, ek E, SEELIRRE. 7 AT X U
73 /%7/x7:7~ﬁﬁm\77%/7 J NI UAT7 2T —BHEN, EXGE
s BUMEME S = > 27 Bl TS AR S ERE . ALBEMERZ . IR, K Y o iffE
- 1.1% (1/90 ) T o7z, WTNOEF O H-HIEICE > 7-RWEAIL. 2.2%
(2/90 f51]) \ZFEHBIL, A NAaA ﬁ&b’jﬂ%ﬁm% (2/90 %) ThHoT=, 728,
AT 2.2% (2/90 1)) 125D HAL, 38D L= FRIL, B EWIETT, LN
% 1.1% (1/90 %) TH -7,

W EIRE o [VI-1. ML EEOHER | OESH

| Ol Rt T=l) |

KB SN ZDRE TR « R XUTEEAME OIS M Y o 3 E
(TV =128 335 E 28)

HERENT-NER O E @, ACITEARY A7 (EaFliz) LT, 21 AME 11208 L,
1% A4 27/VEIZ1 HHIZ Img, 8 HBIZ 2mg, 15 HHIZ 60mg. 2 %1 7L HIZ 1
HEHIZ 60mg, 3% A Z7/LHLKIZ1 HEIZ 30mg % 8 VA 7 V& TR+ 5,
(V-8 HELUCHE] &R)

BERANZETEHRE
ERNE [ BESERRER (J040295 SXER : i kak— k) 89
H B FEREUTEEAMED B MBMEIER D U LN 2R RICRRI DL eV Aok
BLOEYEREZ RFT 5,
RERT A v SR AEE, FEE M. B ER
KGR - 3B — N 1~9 FEREXUIEHAMEO B MlaMIER X U Nl 23
sfrk=adk— b (FLMOON-13ER) 2 L A UL EORTEHEREN & 5 B3 L5
TRPEOERNE Y Lo ERE 19 41 (ITT £M. At L 0% 4
PEMEATAERT © 19 1)
PGk ke I EEE 2 A — FBXOHEE R A — MZBW T, LLFOHFIETAK % 3
[ bR TR G- L7z,
« B A 7L 1D step-up dosing (UL FO#iFH) :
—aR— bk 1~7 (0.4/1.0/2.8mg~1.0/2.0/27.0mg) F &l
—ak— k8 1.0/2.0/60.0/30.0mg  JH iy
—akR—h9 1.0/2.0/30.0mg FH &
—4rRk=A—F (FLMOON-1 &)  1.0/2.0/60.0/30.0mg (RP2D)
YA 7N1D1HE, SHEHBXW15 HRICHMAEZRG L%, 1711
D15 HEERUHETHA 7L 2D 1 HRIZEE LTz, 24—k 8B LW
iRk = — 1 (FLMOON-1 &) Tix, 1 27/ 3 IO HEIX 30mg Th o
7=,
TERHMmIER (et - AEHREE
FEFMEAE (Ao - 2eZ2hHE (CRR) [IRF #f]
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RIREHIEEH (B2h%) : CRR [EIRERHMG]. ZFhElS (ORR) [IRF #Hli, FiREFEG], 2=
2 (DOR) [IRF §Hl, EVREFAM], 52228508 (DOCR) [
IRF 3¥Mti, TiREEMM], MEpymA 7 (PFS) [IRF #fffh, FiBE
M. A IR (0S) 4%
B - ik — b (FLMOON-1 3By Ofi R4+ 5,
HhE
FEFHMEEH T 25 CRR (IRF 7)) 1% 68.4% (90%CI : 47.0-85.3) Th 7=,

WA EHEHRS A I L ARBHREMRE Q8 F10A1BBT—42hy 4 2)

ak—h EON= R

B 19 %
TERTRL 13 #i
(GeRZZRNEE [90%[ZHEX TV (68.4% [47.0, 85.3])
oy 228N 2% (10.5%)
AL TE 0
AL T 2% (10.5%)
HE AR 0
SR SR FE i 2% (10.5%)

¥ 1) Clopper-Pearson %2 L 0 B,

etk

ARG Sz 19 #ild 18 1l (94.7%) IZRIWER O bz, FEREIERIX.

U 2o SEREOR) 68.4% (13/19 B)) . A N A VHRHERERE 47.4% (9/19 #) . T
F=UT ) NI AT 2T —BHIIN 31.6% (6/19 ), fFTPEREOEAD . T ART
XTI T URT = T — BN 26.3% (5/19 ) , FEACE D K& 21.1%
(4/19 f) . HREE . BMERBOD . ZIALEEN % 156.8% (3/19f5) Th-o7-,
7o, EEREIERIIZ. 26.3% (5/19 ) ICFED HiL, BOLNIFHEGET, A M uA
VHCHEWERE 10.5% (2/19 f5i]) . FFRERESLH . SMEBES . mhikEt. ALK
5.3% (1/19 ffl) Th -7z, WTNOOFEFDOEEHFIEIZE > 7=RWERIL, 5.3% (1/19
B) 1RO AL, MREME 5.3% (1/19 ) Tho7-, 72, FLLHNIE 5.3% (1/19
B IO B, WO LN FSIT, NHIIEE 5.8% (1/19 ) TH o7z,

HEIRE ; TVI-1. i P OHER | OHESH

[ R e A ]

RS NI BRE TR - BRI E O U >3
(TV =108 3035058 2 1)

AR EINTHEROHE @5, AT ETEARY A~vT B Htz) S LT 21 HMZ 1912708 L,
1%+ 27/ HIZ1 HEIZ Img, 8 HHEIZ 2mg. 15 H HIZ 60mg, 2+ 7L HIL 1
A HIZ 60mg, 3V A Z7/LHLKIZ1 HBIZ 30mg % 8 V1 7 /L% CriME#ET 5,
(V=3 HELUCHE 21)

GO029781 7RIS L 1N J040295 75k L U AR Y X~ 7 HRIRN LA TE D 1.0/2.0/60.0/30.0mg
BH AV a— U RERI T,

(R TERH]

1. BREXIH#AEDIRERME) »/ & (Grade 1~3A)

HEANIZE T DR

W\ONE 1 /THEERREIER (G029781 &tB& : F2 FL RP2D 37k— k) 19

H 1) - AR STEEAYED B AAPEFEAR 32 U Nl K OMEME Y oS B I A A
LUTAHKI DM, AR L OEYEIE 2 B 5,

BT A > St FE. IR, R, N EOGUER

29



FhiE (&N - 12 [E)

XL ERE

GroupD FA—ALZ VT, hFH, wE TAUD

GroupF A—ALZ7 U7, BFTH, AV, AL AFXV R GE, 7AUD

Group D (1 A 7 )VENEEHE)  BHREUTEEYED B MfatIEr o U v

SIER L OMEME U oS A IR R 48 ]

Group F (1 % 7 /L H 2 Step Up Dosing) ¥ UL EEMED B AilatEIER %

U U RER L OB U oM I RS 181 4l

—F2 FL RP2D =2/h—F 2 LU A LI EORHREEED & 5 B3 SUTEHAMEDOJE

Rtk V) o NHEEE 94 1] (R B REAEAT LR : 68 i,
ITT 4. AR L O£ - 94 61)

B 5515 Rk a I TR 2 R — B LU EIER 2 A — MZBW T, LR OGIETAAZ 3

MR TR T&E LT,
1A 7 VEOEEHE (LLTORH) -
—D1~D6 (1.6mg~20.0mg)

- 1% 41 27 /)VH® Step Up Dosing (VLT O#ipH) :
—F1. F3 (5.0/15.0/45.0mg~5.0/45.0/90.0mg) FH &
—F2 (5.0/45.0/45.0mg) F =i (RP2D)
GroupF O&HEaARA—MTIE. 194 27VED1HHB, SHEBXW15 HH
\CH A EAE R Lk, 1A 7 VED 15 HH ERCHET2 A 7V H LI
D 1HBIZHEE L, F3 24— MTiX, 34 7 /VHLKBEOHEIX 45mg Th o
776

FEFHIEE () o &SR
FEFMEE CEWERE)  HE SN-Ra COMmBHRE, PK XTA—% 3% A7 /LH (4

_H-/]) 7/I/Eil%g‘ﬁﬁ) O)J],]]AFHEEP }‘ :j 7/);%};1‘: (Ctrough,cyc3) N 0~84 El if
DY FE—eE h# T imfE (AUCo-s4)

AIVGHIETE : CRR [IRF §Ffi, EIGERHE]. 22h#1S (ORR) [IRF #Hfi, EIGEG], 58

PR

27320 (DOCR) [IRF #Hfi, FinE#Em], Z=20#iHE (DOR) [
IRF 3¥fi, F=IREFE], 22z (DOCR) [IRF &, FinE
FEAR, MERAEETEHAR (PFS) [IRF FFffi, EiGERHM], 247
(0S). %

F2 FL RP2D =24 — b OfER A2 7L#9 5,

HE ;

BIRHEEHEIE H ©H % CRR (IRF 7)) 1% 58.5% (95%CI : 47.9-68.6) Th -7z,

03 AR ATME I S ARBMAMR 2024 F2R1BT—2hv b4 D)

ak—k F2 FL RP2D
B 94 {3
SEAFERN 55 1]
(GERZRNEE [95% Z X TV (58.5% [47.9, 68.6])
) 15 i (16.0%)
AL TE 13 51 (13.8%)
AL T 75 (7.4%)
W EAEE 0
IR S E A FE it 4 151 (4.3%)

7 1) Clopper-Pearson %2 & v #H,

e

AFIREEE- S 7= 94 Bl 86 51 (91.5%) ZEIER RS Hiviz, E72EWERIX

TS S8 60.6% (57/94 i) . HA MM R HEBEREDS 30.9% (29/94 1) |
WEFTN 18.1% (17/94 f5]) Tho7=, Fi=, EELREWEMIX, 22.3% (21/94 1))
PO HIL, FBD LT FRIL, A b A B HIEGERED 14.9% (14/94 B1) | filidk,
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C BUGHES X7 EHIM, COVID-19 fifide, PEetkanBlaayuie, FEE 4T HERIH
DRE, MERERMY o SHHEERE, #HIRE2 ., KV ffE, Milgse. JUE, &lEE
K. FT AT IS —BHEINNRE 1.1% (1/94 ) TH-7-, WTrOFEK|OFEE
HUEICE S ZRIERIE, 3.2% (3/94 1)) 1Z58® Hiv, COVID-19 fifige, inEkefit
U 27 SHRRERIE, MiRk234 1.1% (1/94 ) Th oo, 7ok, HTHNT 2.1% (2/94
B) IO BN, B SNT-FELIE, COVID-19 fifidk, MmERERM U o SERERE
N 1.1% (1/94 ) ThH-o7-,

HWEiE ; TVIF1L. mrPREOHER ) OESM]

[ Rz T iEddsAl]

TR SN EE IR T « ST EAME O RAIRT B AR Y o E (O AR BRI Y N, &
FEMERE BAIRR Y »NIE) L B SUTERRYEOERAME Y oVl
(V=123 1)

B ENT-AELORE - FERSUIEHAMEOIERME Y > Y#E (Grade 1~3A)) %, MAIKIZTETARY X~7
(foFMfiz) & LT .21 Az 1A 27 E L 19427 VHIZ1 A BIZ 5mg,
8 HE KW 15 HEIZ 45mg, 2 ¥4 7 /VELMIZ 1 HEIZ 45mg % 8 %A Z )LET
KTHEET 2,8 A4 7 W& TRIC ERTZDIN G ONTBEITRGAKRT L E72.
L TE XTI BN E LN BE L, 7H 1T A 7V ETREZMET 5,
(P& TR TE O AR B Mifa Y ool (O AMEMIRS B g Y > <fE, &
TP B AN Y Vo) . ERSESUTEREMEOIERM Y v N (Grade3B)) RT Y X~
7 RRFy (EERZ) EOFRICBN T, BE., RAICITEARY X~T (E
faf#ifiz) L LT, 21 HZ 1Ao7 E L, 194 27/VBiX1 HEIZ 5mg, 8 H
HXO 15 HHIZ 45mg, 2 %A 7 )VELFRIZ 1 HHIC 45mg % 8 1 Z LV ETRF
w535,

(ITV =38 AL AR 28)

BARANIZBITREEE>
ENSE I HHEERRER (J040295 :XE% : 3L+FL SCak— k) ™
H 0 FFE TR YED B MRMEIER V% U Lo IERE 2R BICARI O e, Aot
BLOEYEREZ RFT 5,
RERT A v SR AEFE, FEE M. B
xR EFHE - B3L+FL SC =24 — b (FLMOON-3 i) 2 LU A Ll EORHNREREN H 5 56
XUTEREEOIEIM Y o EEE 5 B (ITT £H,. Aol X
O B VERRATEERH - 5 f3)
P 59515 - %A 2 /L 1 @ step-up dosing:
—3L+FL SC =4—  (FLMOON-3 #fz)  5.0/45.0/45.0mg Z F#&5- (RP2D)
SHMME T, Y127V 1 01 HHE, 8HERLW15 HHICHHREZ &5 L
%, VY1701 015 BEERUMAETHA 7L 20KO 1 HBIZESL LT,
FEFMEE : 522REIE (CRR) [IRF #Ff]
RIREHmEE : CRR [HIREFHE], B2hEIA (ORR) [IRF #Hfi, HIREERHM], 52422820k
(DOCR) [IRF #¥fifi, F=VREFEMG], 2820 (DOR) [IRF #Fff, F=in s,
e F ] (PFS) [IRF FFAl. =VREFHMm]. 24EFHE (0S) %
BRI © SL+FL SC =4— ~ (FLMOON-3 #r) ofit a4 st# %,
B
TEIMIEA T 5 CRR (IRF ) 1% 5/5 I T~ 7=,

Thi EMEARSETME IS S AREMEMR 2024 F3R4BT—2hy bH D)

akR—h 3L+FL SC =2/— b
B 5 fl
SERTER) 5 il
oy 228N 0
AL TE 0
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A EELT 0

HIE A HE 0

R E AR E 0
et

AFNNF G- ST 5 60F 5 6] (100%) ([CEIWERANRD bz, EREIWEAIL, HE
ERALEC IS 100% (5/5 #1) . 38BN, 38358 L ONENICEE 5 RIS 234 40.0% (2/5 1) |
P A A HHIEERED 20.0% (1/5 ) Th-o7=, 1=, EEZBWEMIL, 20.0%
(1/5 f) 12RO B, BOOLNTFRIL, VA NVAMEMRTH-TZ, WTnhodk
F O 5 A IRIZE > 7 BWER 3 L OBETHNITRRD B ho iz,

FWENRE ; TVI-1. P REOHER | OHSM

[ Bz T Al
KRB E NI SUT IR « PR OB ME D KA B AR U o~ (OVE AMERHIRER B I Y o _fE, &
MR BAINEY oNIE) L B SOZEREME O Y vl
(TV =183 %) 2R)
AR INTHELOHE - (FRUTERMEOERMEY > 3 (Grade 1~3A)) @, RAIZITEARY X~v7
(EfoFMfiz) & LT .21 Bl Z 1A 27 E L 19427 HIZ1 A BIZ 5mg,
8 HEKW 15 HHIZ 45mg, 2V 7 /L HLIKIZ 1 A HIZ 45mg % 8 A Z/ V£ T
BETEEST 2.8V 4 7 N TR BRBZIPB[ONTBETHRGEET L .
TRV E UL ER D TN SN2 BE I, B 17T o 7 v TR &k 5,
(P SUTEEIRE O KR B AL Y o SHE (OVE APERHIARTY B AR Y o I, &
HMERE B AR U o 8HE) . B SUTEREME RN Y > Y (Grade3B)) NI Y X<
7 RXRFr (BETHEZ) EOFRHIZENT, B%., RACIFEARY X~T (&
faff#ifiz) LT, 21 HZ 1Ao7 E L, 194 27/VBiX1 HEIZ 5mg, 8 H
BXWON15 HEIZ 45mg, 2 ¥4 7 /VBLIEIZ 1 B EIZ 45mg % 8 A 7 L ETHET
BhT 5,
(TV =3 HELOHE] &)

G029781 @IS LU JO40295 FBR L 0 | EARY X~ 7 S FNHEANFED 5.0/45.0/45.0mg %
B2y 2 — LB ST,

2. BEXITHAMOXMAEE BHR) D NEBE(VFAMKMEEBMRY VBRI USEN
FEBH#ERE ) 2/\[E) . BRXIITEAMEDERME) >/ fE (Grade 3B)

HEANIZHIT B REE>

w5 Ib/11 HHEREREAER (G040516 EXB&) '@

H 1 R SUTEHAMEDIER X ) U ERE ZxG L LT, AABLOR T Y X~7
NRNFr (BT x) 0P (Mosun (IV/ISC) -Pola) HEDAZIER L OVL 4
PEZ G 5,

BTV A > FEEHR. AEES XOHELR, 74 41k

FMaE : T AV, AFHE AL XX — A F Y R

*tGHEE - Group A (Mosun [IV] + Pola) : 22 f
Arm J (Mosun [IV] +pola) : 98 4
Arm L. (Mosun [SC] +Pola) : 42 4
ArmM (UYi~7 [IV] +Pola) : 42 f3

— AT oA LM S— R BEIC T LAY EOREREEA ST ERb
% FE ST EEBED NHL B3 84 5 (b
. K+ Pola #ERE 40 5], R-Pola LR 40 1,
2 RVERRNTEE R - KK+ Pola #IERE 40 5], R-Pola J%&
IEEE 39 1)

B 551 Group A D 1A ZIVEMNLRT Y X<vT7 XEF O HIC X 5 step-up AH Y
B (I IVERE) 2L,

Arm J OfE - &L, 21 Az 1Ao7 LT1HA4270BD 1 HA, 8 H
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BB HERBLXO 29 A4 Z7/LED 1 HBIZZENENAA 1.0,2.0,60.0,60.0mg/body
ZIVELGL, 3% A4 27VHD 1 HHEUKIZ 8 1 7 /VH F TAAl 30.0mg/body %
3 HEkET IV &5 L=, MxT, 1~6 YA Z7VHOKY A 710D 1 HEIZ
Polal.8mg/kg % IV & 5-L 7=,

ArmL oMk - HEIF, 21 HEZ 14 70vELT1IYH A2 VED 1 HE, 8 HAE
BXO 15 HHICZENETNAA 5.0, 45.0, 45.0mg & SC&E L, 2 A Z7/LHD 1
HHEHUKIZ 8 A 7 /VHF CTAAI45.0mg & SC 5 L7z, MA T, 1~6H A7
HoOEYA 27?1 HHEIZ Polal.8mg/kg % IV 5. L7,

ArmM OHE - &I, 21 BEZ 1A 70 L T1I~8 A 7 VEHDE YA 7L
D1HBEIVYF~7 3T5mgm2Z IVESL, 1~6 A 7 LVHDOEYA 7LD
1 H BHIZ Polal.8mg/kg % IV # 5 L 7=,

EEFMEE (M) : REEHEA (BORR) [MOLFFHZES (IRC) 7Hf]

=1

H

[REHIIEE  (Lert) - Rk, Lettl LU PK

AIVGHERE (A « ik ReaRehElS (kB CRR) [IRC #Hfi, F{GEE], BORR [

1REEFHMG]. PRA FEA ORR [IRC #Hii, FIAEFHMG]. PRA KER D
CRR [IRC &, EiGEHM], =2HIH (DOR) [IRC &, EiGE
I, FEeZE M (DOCR) [IRC #FAli, FIGERHN], MEHGEALFE
W (PFS) [IRC #Hli, EIRERME], A~ FAFHIRH (EFS)
[IRC #¥fili, EIRERHM], 2AFHR (0S) %

FRBRRER - BB IAR T 7 DN — P ORER LT D,

BN ;
TEIHIEH TH 5 BORR (IRC i) 1% Mosun (SC) -Pola ¥&IERET 77.5% (95%
CI : 61.6-89.2) . R-Pola #EEEET 50.0% (95%CI : 33.8-66.2) TH o7~

WA ZERFAEIC L OIZBHREMR (202451830 BT—2hy b4 7)

2R — h Mosun (SC) -Pola J&iERE R-Pola J&1ERE
B 40 14 40 141
BORR [95%{E3E X 4] 77.5% (61.6,89.2) 50.0% (33.8,66.2)

etk

Mosun-Pola J&IERE : 40 b 37 $511(92.5%) (ZEIWERA DR Hivi-, E/RRIWERIX.
TESHEATBORAS 15 ] (37.5%) . 9778 12 4 (30.0%) . TFHiA 11 ] (27.5%) T
HY ., WNTEHFEREGE 9 B (22.5%) . Bl 8 Bl (20.0%) . TEGHEAALEE 6 41
(15.0%) TH-o7z,

HEZEWERIX 40 19 4 #] (10.0%) (RO BT, AEFRICE DHILLEIT 40 fi
26 (5.0%) IR BT-, COVID-19, COVID-19 ik 234 1 4] (2.5%) TH
7,

R-Pola #&1ERE © 39 %l 33 5] (84.6%) IZEIVEANITERO bz, LERRIERIL. ¥
SN 9B (23.1%) ., T, AFHEREEAD 3% 8 Il (20.5%) Th o7z, HIELRREIE
I ofl, AEFZICLDEEIITFAE LM (2.6%) THolz, FILICESTAE
AP EREO A . DR . SRR = 2 — R — 3% 1 ] (2.6%) Tho1o,
(2024 4F 11 A 15 BT —% B v b4 7)

HyEhRe ; [VI-1. P REOHER | OISR

[ Bz FiEsdH]
KRR SN ZIHE XA « B SUTEHAME D SRR B fila U o NI (DY AMEGHIRE B il Y o I, &

AEEE B MR Y >N | AR SUTERIATEOUEAE ) oSl
(TV =18 33shk) 2R)

KRS VR O = (FPRSUTHEAEOIENIME Y > SHE (Grade 1~3A)) %, MAICIZE AR Y X7

(Bl z) L LT 21 HlZ 1Y A2 L. 1A 27 AT 1 HAIC 5mg.
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8 HH K U'15 HHIZ 45mg, 2 VA 7 /VHLIEIX 1 HHIZ 45mg % 8 9/ 7 )L E T
KTHEET 2,8 A4 7 MK TRIC SERTZDIN G ONTBEITREAKRT L. E7.
L TE UTER Y BN E N - BE L, 7F 1T A 7V ETREZET 5,
(ST ERATEO KANEEL B IR Y Vo= E (OVF AMEIGIIEE B AR Y >3 E, &
FEMERE BAHIRR Y > NE) . B OUTERIRIEOJERMEY N (Grade3B)) AT Y A=
7 RRF L (BEHZ) EOFRICBWTC, @E., RAIKITTEARY X~ T (E
faf#fiz) L LT, 21 HRZ 1Ao7 E L, 194 27/VBITZ1 HEIZ 5mg, 8 H
BXEO 15 HEIC 45mg, 2 ¥ 7 /L BUMEIZ 1 HEIZ 45mg % 8 1 /L ETK T
K535,

(V=38 LA &2H)

GO40516 AR L v | EARY XA~ TR T OFHIRIED 5.0/45.0/45.0mg % 5- A 7 ¥ 2 — /L D3 3R
iz,

(4) FEEER9ERER
1) BMMHEREIEAER
(SR EEA]
'V—5 (3) HERICHEZHAR) OHESM

GRS

(BREXITHAMOXRMRE B M)/ \E(VFAM KR B M)/ \[E. 5 EME B #iiz

JoNEE) . BREXITH A D B /\[E (Grade 3B) )

HBEANZETIEEE

ER R 5 MAAERPRSER (6043643 5XER) 12

H B BB SUTEAMED 7 7 L 7RV F U oNE (aNHL) B EY 2 %f4: & LT,
ABN+RTY X~T7 RXRRF v BT Z) FH (Mosun (SC) -Pola) #iED
HIPEIZOWT, VYR o~T+FavZey (ENERN) +4F0H)7I7F
(EWNEIAS) FH (R-GemOx) FIEIZKT T 22 REET 5, £70, oMLK
5,

RERTVA v EER, 7 X A1

Eh[E 77N, WE, XA, TAEBUT, bra, BHR, Axva, b— =a—Y
—Z R, hFTH, A AT

RIGBE WEIC L VYA UL REREEZIT T2 LN D DR TR aNHL B Y
HRfEATIRE 178 5 (hEARATERE A 2 MEfEATEET] - Mosun (SC) -Pola JEIERE
119 #5l, R-GemOx JEIERE 59 #il, ZRVEMNTEER : Mosun (SC) -Pola JE{ERE 116
#l. R-GemOx #1ERE 56 )
FfigpTRe 208 5] (ITT ££H [AZWEMHTHER] : Mosun (SC) -Pola #iL#E 138
5. R-GemOx J{ERE 70 1], ZaMMEHT2ER] : Mosun (SC) -Pola #{E#E 135 1,
R-GemOx #IERE 64 1))

5515« I OOTEEEYED aNHL &Y 2 Mosun (SC) -Pola $&ERE X R-GemOx &%
FEIC2:1 ORETT X LNTEIVfHTE BIAERT  fiREL A 1 LY R
VI2 VYA VLLE EAE ORISR D RN FREEANETY),
Mosun (SC) -Pola #E#E : AFl&E 1YV 427 /VHD1HEBIZ5mg, 8 HE, 15 HH
BILO2V A7 VEH~8H A7 /VHD 1 HHIZ 4bmg &G LTz, RT Y X~T7 XK
Fr (B z) 1219 A4 27VH~6 VA4 27/ AP 1 HEIZ 1.8mg/kg #5 L
oo BRI 1Y A7 VEL, KANX8 VYA TV, KTV RX<wT XKNF L GBIETHE
¥az) 16V A7 VETE LIz,
R-GemOx J&IERE : VY ¥ ~7 375mg/m2, 7 AT F B 1,000mg/m2 ([E N
). AXY U 7T F 2 100mg/m2 ([ENES) & 1~8 %4 7LD 1 HEBICE
H L7, 2M 1Y A 270 LEY 8 A7 VETE LT,

FEFHEATY : ZZehElS (ORR) [MNZRHliZES (IRC) FE] [MRGEAIZ2fEdTiE B ], M

LA (PFS) [IRC #FAf] RRGEA 22 fiFAT I H ]

34



BIREHEIE R : ORR [IRC FHAH™ Y, EiRERHME]. 22F=20E4S (CRR) [IRC #Ff, EiGERT
], Z=2h#ifk (DOR) [IRC #F, FIRERHME], 222l (DOCR) [IRC
P, FIREFHME], PFS [FIGEMG], 24FHE (0S)

VE1) OVE AR B AN Y ool (DLBCL). /@EtErs B #la Y o <& (HGBL). &
Rtk Y > I Grade 3B (FL3B). JHEEEHLBNINEY o SE (trFL) OBEIMEAAN
b,
E2) EREEEOEESE TS 6 » AL EO%ES) (CRIPR) ORICERLEL O, HHAMET
ELEOWRHIC RIS XUE 6 % H BARICHERT L= b 0 & 3% LTz,
PE8)  EIEI 1% 2 LI LB A MR ST A — 4 T S R A I 5% AERT
ZEEL, FOROEEY A IV E SEBICEFE LTI L LT,
FE4)  PRIRHTEE ORR (IRC 3HAf) % FEAEMIEA & Uiz, FEMHTHE PFS (IRC 34
% FEIEMHEA & L. ORR (IRC iFAl) (XRIKEHMEE & LT =& & L,
PRERFE R - A
FEFMIEE TH A TRIENTEEO ORR (IRC ) 1% Mosun (SC) -Pola JE1EFET
69.7% (95%CI : 60.7,77.8) . R-GemOx JEIERET 44.1% (95%CI : 31.2-57.6) T
Hot-, MEEEIDEIT 25.7% (95%CI : 9.6-41.8) THh Y . WiflA =K% 0.025 D
T T R-GemOx #IEREIZXT 5D Mosun (SC) -Pola WEIEREDEBIENSKEEI NI
(p=0.0008, fEHI*> CMH &), EEMHEFO PFS (IRC 7H4f) HfilX Mosun
(SC) -Pola JEEEET 11.5 # A (95%CI:5.6-18) . R-GemOx JE1EEET 3.8 » A (95%
CI:2.9-4.1), 18 » A PFS E&IZFNZ139% (95%CI : 30-48). 14% (95%CI :
2.5-26) Toh-o7-, EHIEY NP — FNEi% 0.41 (95%CIL: 0.3-0.6) TH V. W=
JKYE 0.05 D F T R-GemOx FIEREIZ X5 Mosun (SC) -Pola WEIEREOEENE 2
REEN7 (p<0.0001, JERIEY log-rank M7E),
EB5) JEBRIET  BIEEL A LE 1 LU ALR2 LU ALELE, EROBRICS
B REHE FEFSIEEA
R REATIRE (F— 2 > AT H 12024 4F 4 A 19 H) BIEHAR T 94l : Mosun (SC)
-Pola JEIERE 12.6 » A (#iPf : 0-22) . R-GemOx &1L/ 10.8 » A (& : 0-21)
TR (T —2 vy AT H:2025 42 H 17 H) BB/ 5 i : Mosun (SC)
-Pola $JFIERE 23.2 » A (#iPH : 0-32) . R-GemOx BIERE 23.0 » A (#iFH : 0-29)

BWIHEESTAEIC L SIZBRHRENR 024 F4819BT7—42hy b4 7)

(ZREE [95%EFXE™ V])

(69.7%[60.7, 77.8])

5B AH|+Pola & R-GemOx &t
A n=119 n=59
B0 83 fi 26 i

(44.1%[31.2, 57.6])

SEAIELN 59 f5i] (49.6%) 17 5 (28.8%)
BN 24 B (20.2%) 9% (15.3%)
L TE 13 %1 (10.9%) 10 %51 (16.9%)
LT 17 % (14.3%) 18 %5 (30.5%)
I E A BE 0 161 (1.7%)
IR ST AR FE 6 %1 (5.0%) 4 % (6.8%)

¥ 1) Clopper-Pearson %2 L 0 HH,

etk

Mosun-Pola £f : 135 #i7 126 $1(93.3%) (ZEWEANED bz, EREIWEMIX.
FESERALEOG DS 70 B (51.9%) . 4FHERJEAMEDS 43 1] (31.9%) . Y1 M A it
JEMEREDS 35 3] (25.9%) ToH V., WWTHEIM 27 # (20.0%) ThH-o7-,
HEREIERIL 33 1 (24.4%) (2RO BTz, A B I A U RHIERERE 7 51 (5.2%) |
fitilg&2¢ . COVID-19, FEELF HERB/ED S 3 1] (2.2%) . fifige, COVID-19 Jifizs,
PREGIEGIE, M7 L7, FEE, IS O BUSHE 2 61 (1.6%) . BuffiE, 7 /34
A PR Y . RAGEMEIOIE . ifdss, B RS EEMAL, A 7Y KE
JYe, JETT. mAV Y T AE, & Y U A MUE, S AR EEGERE, KEAFIE, R
PR AR, MK, 7 AT X UET 2 ) T AT =T —B N, /M T
T=UT ) NT AT 27—V, CD4 U L oREREED . BEIR. EE. AR
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2) REMHB
T

FEENL 1H (0.7%) THolz,

FIRIZE S 2B EERITIY A AT oAV ARGEFR, D KOS, Mfiligde
NE 16 (0.7%) THolz,

7B, FETCIT 66 1) (48.9%) IZERD HAL, 43 B (65.2%) MIREEITICHEH FETLET
HY., HEILEST-AEEZRITTH (5.2%) THY. Wikl COVID-19 fiti%k 2 f
(1.5%) . M5 1k, COVID-19, A F A A1 v A L ARRYERR, IfiZetesE, Mo
vavIZnERENE 1B (0.7%) THoT-,

R-GemOx #EIERE - 64 Bt 57 6 (89.1%) (CEIEM B iz, FARsWERIX
& 22 B (34.4%) . 1/ MRIEAME 21 #1 (32.8%) /MR 20 1] (31.3%) .
I BRI E ., I R ERERAD 2345 18 1) (28.1%) . MLy 15 ] (23.4%) . TEAIZEED
ﬁm\fﬁﬁﬁ;—uﬁ%— P 13 B (20.3%) TH Y, HEHEZLENEHIL 13
5l (20.3%) IZ@WDH BN, E _mbgnt$%i K7 MU T AIAE, iR 2 5
(8.1%) Thoto, HILICEST-AEFRITEE, ERIE, RS VA LV AEENE 1
W(M%)T&oko%ti35W(M7% IZF8 B, %ﬁ#ﬂ3ﬁ(%7m
DIRBAEITICEE D SETE. 8 B (22.9%) MNZ DML, 4 ] (11.4%) NAEEFLIC
%@T%okoﬁ%$%®Wﬁ@CmmIWW%\%%\Mmﬁ\ﬁmﬁﬁyay
705 16 (1.6%) Thot=, (202642 H 1T HTF—Z W~ b4 7)

L

(5) BHE - RERIFER

ZEE R

(6) afrEA

L

1) ERRERE (—REARERE. BEERARERE. ERARBLEKRR) . RERTERT —4

N—REE.

HERFTRERABROART

FrE I A A (B S TEA RO TENaME U >N, s sERA]) (LUN2501)
BRSUTEIRYEDOWEIANE Y >/ IS 2 AR OM SRR IR 53 A b I A e
DY AT RFERZ AR LT 5,

2) REBEHL
B4R

(7) Z0ith
M ER R

LTEBRFENDABXIIEREL-FAE - HBOBME

L
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VI. EHEE(CEII HEE

1. EEZMICEEHSILEMXRITILEYE
H1 CD3/CD20 & / 7 1 —F LHUEA
4 =T A~
HEE : BED & LGOI RE L, HIOEFRILESRTLHZ L,

2. EBER

(1) {EREML - ERAKEF
FAFRY A 7L CD3 B LV CD20 (X d 5 “HRRIEE /) 7 n—F WHIKETH LD, EARY
A= 713 T Ml HEH T 5 CD3 B LU B Mt IcH 4% CD20 2/ +252 LT, T
e & ML L CD20 BtE D g Mia &2 5+ 2 B2 ons Y,

! ’:Ez:w;.’ : Efﬁ%iﬁm

1L EARY Rw 7N THIAY B (EEEIE) (CRBCHEAT 5,

Mo T
2. YA MOA ORI LV KE S THEPEE SN,
3. T MRS RESFEAL THIAE S 5.
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RN (N—2U TS 1 L)

; 4. T #A H’W){Eféﬂj JI?T;.J)I@ /‘/v{fg; R—T VY,
T T WA D E OIS EERRRI O /N5 & 2 S d,

5. MEEHIIO M. 775 h— 3 A & 8T 5.
ERARYARTDEREE (A A—DF)
(2) EEEMITHHEBERE
1) bk CD20 BLUE b CD3 x5 F AR Y X~ 7 DfEEETME (in vitro)
FEARY A7 Db h CD20 B LUt  CD3 1%l 5o (Ka) OFEHEIT
CD20 2% L T 68nmol/L, CD3 2%} LT 40nmol/LL T&H -~ 7=,

& ELC20ERUTE KCIICHTDIERARYXTTRUY 2HIVI6/4065c DFESHANE

bk + b7 Ka (nmol/L. —ff) Ka ‘F¥fE (nmol/L)
77.52+3.76
= A
) CD(iO:/gJAB Al 56.59-+3.85 68
+
anisom
= i 07=+8.
}‘Caig;fmthL 40.92+13.06 40
48.65+8.05
b CD20/BJAB #ifia 87.74+8.47 g3
(n=2) 77.53+8.16
2HTv16/40G5c
45.9615.37
i
Bk C])(?I’l/‘_lg)rkat il 41.41+7.39 40
B 34.36+4.80

BRI - CD20 #3684 %5 BJAB #iffuds L OV CD3 %819 % Jurkat #ifuzZ AT, A X
vaf@tchm%iﬁtmeﬁﬁ?é%ﬁﬁﬁ@%@ﬁﬁ%ﬂi%X%%
v F ¥ — ROHTIC L0 3l L7z,
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2H7v16/40G5c (%, Fe fEHIEkD N297G EHLISMITF AR Y X~ T LRILT X/ BEIIOFETHY, TEARY
=T L REOREL AT,

2) TARY A~=7 O THilRiEE(L, BMREEEM, (in vitro) ¥
ALY XA<7 0.3~10 u mol/L O EHFHICIIT A T fiuiErEL & B Ml EEIEILLL
ToOLBY ThoT,

CD8S ¢ THARDE L BffifaiEE St
100 2H7v16/40G5c  ECso: 104ng/mL 100~ 2H7v16/40G5¢  ECso: 37ng/mL
0 R — ERAFYZAYT ECso:111ng/mlL 2 — ERARWAYT ECso:99ng/mlL
@ 80 < 80
LW o
@EG_’ 60 @ 60
£ .
0 404 R 40
o & & .
© D 2 *
O 20+ B 204
a8 =
UU L
0 T T T T 1 0 T T T T 1
0.1 1 10 100 1,000 10,000 0.1 1 10 100 1,000 10,000
HifE (ng/mL) HiiA (ng/mL)

3HID K F—0 BB ONIERD 5 bREFIERT,
EARYAR IO T MEMEIER U B MIAEGEEN

BT e PRI G (PBMC) 2 W T, EAXY X~ 7 O BflaffFEte, T/
fe &AL 2 204 U 7z, T Ml O &P kIL CD69 36 J U8 CD25 A fit%E & L TRkl L 7=,

2H7v16/40G5c 1%, Fc fHIED N297G BHLISMIEARY A~ T ERLT I/ BESOFETHY . EARY
AT LREDOBREEAT 5,

3) b F CD20/CD3 A~ 7 ZTBITHEARY AT DR (w7 2) 19
t bk CD20/CD3 —HEigfs 8 A~ AT HEARY X~ 7 HEFKEH% ORI L
g o B, T MMEHALOHRIZILL TO LB ThoT,

FEMPOBHAkE [9iE P DBl
6 164
PHEHRERE 14 FHECRERE
5 g 1
X M X 104
£ g o
~ ~
8 2 & o
% R 4
= 2 2
0 T T T O T L
®EA] 2% 2485M% 28% 7B& 2485H% 2d# 78%
n=12) (=3) (=3) =3) (=3) (n=3) (n=3) (n=3)
FRAEMPDOCDERIETHIFRICH T 2CD69DEIE BiEhOCDSIRETHIIRICH I B CD69DEIE
100+ 100+
THEHRERE EHECRERE
_ 80 _ 80
& &
éo0 604 o 604
E 40+ E 40+
20 20
0 T T O T T 1
wE5R W% 24B5% 28% 7B 2455/ 28 7B#%
n=12) (=3) (=3) =3) (=3) (n=3) (n=3) (n=3)

E b CD20/CD3 BAX I RIZHITHERARY XTI TDHMEEHE
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AR AL 0 B b CD20/CD3 HA~ U7 AZEARY A7 ZFlRNE G- L, &5 3 HAl, &5 2
el L0 24 BRI, 5 2 BB IO 7 AR ZEER LZ, /-, &5
24 BifEI#, 2 AR I ONT BRRICHIEE KOV VR Eia B L=, 2 b offkic
BT 25 B lEE X O T Ml oigt b 28 eEtE b e v Y —7 4 7 (FACS) 15
THIE L7,

4) =T A FCBITHERARY X T DORE Y

O B st vEzh
H=7 AP INIBITHEARY X~ T HERG% ORI M L OWgET o B MigoHE

BIIUTOEBY THoT,
I DCDA0BR 4 B#lE
2000
1,500
—
S
Ed
% 1.000-
g q
500 )
04 S = T T
0 1 2 310 20 30 40 50
fesizl(=)]
B2 fEch oo BHEER
100
¥ 80-
@
& 60
B
. T
2 40- T
&
20
" T §
0 L] ‘ = ]
8 22 57
#E(8)

it

EARYATT 0.01mg/kg IV
& EXRYITT 0.1mg/kg IV
¥ EXRVART 1.0mg/kg IV
- EXRYAYT 1.0mg/kg SC

B ERE

B
L0 ERRYRATT 0.01mg/kg IV
BN ERRYRYT 0.1mg/kg IV
. T2V 1.0mglkg IV
mm EARYZYT 1.0mg/kg SC

FOEHIRERE

#* S7THETIEBEET1.0mg/kg VBOHEFFHELIZ.

B AZOAHFIIZBHFBRZEARYAXT IO B HatEEER

RER T =7 A FATHEL (HERER 7 61)) . EARY X~ 0.01 (HERER 5 451) . 0.1 (i
S 5 1) X% 1.0mglkg (MERER- 7 1) ZFIRANE S X1 1.0mg/kg  (HEMEX
5 ) #RT#HE Lz, ko bal, &5 2 K%, 1. 2. 3. 8, 15, 22,
29, 36, 43, 50 B LV 57 H BHIZKIMIMKD B fifnDZE)Z FACS {EIZX D
P L 7o, 72, PUAER G 8, 22 BXOY5T BH HOMIED B #ilnkk % FACS %
2 &0 R L7,
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@ T Mk OIEME
H= AP INIBITDHEARY X< 7 HEEH% ORI O THIKEOHERZIZLL T O &
B THoT,

SEMECDARRIE TR
(CD69RIU'CD25MDHIR=1EIE)
_ EZARYRTT 0.01mg/kg IV
& 80+ & EARYZTT 0.1mg/kg IV
@ - EZRYATT 1.0mg/kg IV
8 - EXRYRATT 1.0mg/kg SC
% T HEE RS
=
]
o8
<
[m]
(@)
(S | I 1 ] 1
0 1 2 3 10 20 30 40 50
B (a)
EMECDSIR M THIAR
(CDE9K U'CD25MHIR=1EIE)
1609 sEIg
_ EZRYRTT 0.01mg/kg IV
£ 80 - ERRYZTT 0.1mg/kg IV
STE ¥ EXRYZTT 1.0mg/kg IV
e 60 - TXRYRATT 1.0mg/kg SC
£ TR
B 104
40
R
[+'s]
Q 204
O
04 I | I I 5 I
0 1 2 3 10 20 30 40 50
#E(8)

AZVAFIVIZBFBZERRYXT IO T H#EMEE

RER TV - D=7 A PR (MRS 7 61 . EAXRY X<7 0.01 (HERES 5 ). 0.1
(MERESS 5 1) X 1.0mg/kg (MERES 7 B1]) ZFRARINEES- ST 1.0mg/kg  (EE
%540 R THEE L, dukofkban, &5 2 K%, 1. 2, 3, 8, 15, 22,
29, 36, 43, 50 B LW 57 H BIZIEME(L CD4 Btk T i L OVEM:{k CD8 [
M T #fOEIE %2 CD69 38 L1 CD25 OF3ELA+5HE & L FACS 112 X 0 2
L7,
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IL-2/RE (pg/mL)

IFN-TiBE (pg/mL)

@ YA A REE
N=T AP MIBT HEFARY X< 7 HREIRGRORMIM T OV A b7 A > OHERBIX
UToLBY ThHoT,

FRAEMoIL- 2R FAEMhIL-6iRE
1,000 _
8,000+
800+ —_
TEI 6,000
600 | W
Z
400 - gﬂu% 4,000
@
2001Fr = 2,000
; L1
0-4 T I T ¥ T 0T \ T " \ "
0 12 24 36 48 60 72 0 12 24 36 48 60 72
=8 (55) EESENS))
FAYMmchIFN-yiREE M TNF-oRE
3,000+
2,000
4
£
2,000 S 1.500-
o
gf_s 1,000
3
1,000 "ZL
£ 500+
_k T
0- T ] T | T T 0+ T I T 1 T |
0 12 24 36 48 60 72 0 12 24 36 48 60 72
&8 (85) B ()
BIE

EARWATT 0.01mg/kg IV
& EZRWYRTT 0.1mg/kg IV
¥ EZARYRAYT 1.0mg/kg IV
- EZRYZTT 1.0mg/kg SC

FEHEERE
HDZHDAFIVIZBFBRERRYARTIZLD YA FHAVEEFEE
RV - D=7 A PO TRE (MERERS 7 ). EARY X~7 0.01 (MERES 5 #1). 0.1
(MERES 5 1) % 1.0mgkg (MEHER 7 1) % EARNPES- L 1.0mg/kg (HERE

%5 06) TR L, RMMEOYA v A > (L2, IL-6, IFN-y BI W
TNF-o) BEZLI 3Ry 7 AEZIYHEIE L,
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@ B HifaiEME LA (BAFF) sEAROZLH)
B st (LR 1- (BAFF) (X B MRAASERHCINT 2 Z EA RSN TN D 20, (fiiE
BAFF 1T, WG & i L TEARY X+ 7 0.01, 0.1 88XV 1.0mg/kg HlkHN
BHETENETNRK 1.6, 3.3 BL6.3 5 Tho7z, BAFF O REMNFEIE, 0.01 B
XV 0.1mg/kg AR 5-TIX 8 H HIZ, 1.0mg/kg #RMNE L TIiX 22 H BIZRD B
776

2,000~ -
ERARYANT 0.01mg/kg IV

3 1500 A= EXARYRAT T 0.1mg/kg IV

s = EZFYZTT 1.0mg/kg IV

z - ERRYZTT 1.0mg/kg SC

% 1,000 OB HELE R

it

L

LL

< 500

[ns]

0 | T T T I 1
0 12 24 36 48 60
a8

NZOAFIIZEIFTERERRYRXTTIZL S BAFF EEEDETE)

RE TV - D=7 A P (MRS 7 B . EAXRY X<7 0.01 (HERES 5 ). 0.1
(MERES 5 1) X 1.0mglkg (MERES 7 B1]) ZFRARPNEE S-S 1.0mg/kg  (ME-E
% 56)) & TFHE Lz, My BAFF 2% 0.01 i 0.1mg/kg &R B G-7E
BELWN1.0mgkg 2 T E5HTIX8 HH £ T, 1.0mg/kg FFRN#E 58 Clx 57 H
HE CHlIE L,

5) t kB o EMAMGE A~ T R BT AEARY AT T LRTY XvT R RFF
VHFRHOE (T A) 2V

b kBl Y o EMR (WSU-DLCL2) A~ 7 2T 5 E AR Y X~ 7 B
5. RIYRX~T RRFUHARE, TARXY XA~ T +RTY RA~T RXRKFUOH#&
FAZ XD HGIFHINELL T D LB Th o7, HENRH OFE I I TG AR OHER 2 H v
77
& £ B o/ \EEMRE WSU-DLCL2 BHEETILIZEITS
ERARXRYRXRTERSTYXTT REFUQOHADR

% e "
Z; PG - PR PBMCs | Bk PR CR
1 T + 7 0 0
2 FTARXY A~ bmglkg — 8 0 0
3 FTAXY A~ 0.5mglkg + 8 0 0
4 FARY A< 1mglkg + 8 0 0
5 ARV A< 5mglkg + 8 0 0
6 RITY X7 NRF 2mglkg — 8 5 0
7 RITY X7 NRF 2mglkg + 7 3 0
FARY X277 0.5mgkg

8 +RTY X~T XRFF 2mglkg * 7 7 0
FARY A<T 1lmglkg

P | +#IYRvF RFF omelkg M ! 6 !

PBMCs : b =AY Ml HEZ e

B 775 - WSU-DLCL2 MiafRE A 14 A%, ~ 7 A% 9 DD I )—F 24050, £
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1,500

1,000

BB {40 (mm*)

500

NENEE (TH]), EAFXY X~7 0.5, 1 (% 8#]) it 5mg/kg (PBMC
% 84). KTV R~vT _FFL 2melkg (~PBMCsS8 fil. +PBMCs7 #) .
FTARXY AT 0.5mglkg+HRT7Y A~7 XKF 2mgkg (74, £Ax%
Y A< 7 Imglkg+ R 7Y XA~v7 XRF 2 2mglkg (7TH]) Z#5 L7, &
ARV A= 710, 7, 14 H BIZHARNE G, N7 Y X~7 X KF130H
HICE RN G U7, BRI 2 U AR 2 I E UREm L7,

-8 3 (n=7)
ERFYATS Smg/kg IV (PBMC-) (n=8)
ERARYZTT 05mg/kg IV (PEMC+) (n=8)
ERAYATT 1mg/kg IV(PBMC+) (n=8)

-8 EAFXYIT Smg/kg IV(PBMC+) (n=8)

O WSWATT ~EF 2mg/kg IV (PBMC-) (n=8)

—4- HSVZTT AEF 2mg/kg IV(PBMC+H) (n=7)
EAFRYZTS 0.5mgrkg V+
HSVATT REF 2 Imgikg IV (PBMC+) (n=7)
- EARYATS 1mg/kg IV+
HSVATT SEF Imgikg IV (PBMC+) (n=7)

5 o 15 20
#E(8)
A fE AR ER

PBMCs : b =AY Ml HEZ e
BE T RO SIS AR IX. 180.9mm3 Toh - 7=,

B E ~Bi#EiaY U/ EHMBERBEATIVRDETIL—TIIE T HERARBEOHR

(3) 1ERARIMEFR - FrtiFfE

BN -
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VI. EMENEICET HEE

1. MAPEEDHR
(1) AELAEYLGILDEE
AER R L

(2) BRRGABRCHEREIN-IPEE
=6 e x-5-1)!
1) HE K ORE#RE
O vEsME 1/ ARERR B (G029781 #ER) UNEATF—%) 9
R TEHEEDIER U U o ERE AR 0.2~2.8mg ZERNEZE S LI-L & (F)
[F5RE) OF AR Y X< 7 OMIETIREHE S L OEEYEIHE ST A —X ZLLTD LBV
ThHoT-,

MmEPERRYZTTRE(ue/mL)

0 7 14 21
B (B)

‘Dose O002mg " 04mg OCO08mg ® 12mg & 16mg 4 20mg < 2A8mg|

B BEEFRSHEOERARYAYIOMEPRERE (THELIFERE)
& HEBRSHOEARYAIITDEYEHE/NTA—4

= il Tmax Cmax AUCo-21
(mg) Ei (day) (1 g/mL) (1 g+ day/mL)
0.2 1 0.319 0.0323 0.0604
0.4 3 (0180113300) 0.109+0.0440 0.447+0.0964
0.8 4 (01;91(’)7181) 0.171£0.0396 0.818%£0.329
1.2 7 (016091()7§7S) 0.385%+0.343 1.85+2.18
1.6 6 (01700108(2)46) 0.258+0.114 1.04+=0.586
2.0 3 (0'1712'?18'11) 0.282+0.141 1.56£0.602
2.8 8 (01(?8201’47141) 0.402+0.210 1.99+0.913

TEE AR, 7272 Toax 3T RAE R/ ME-F KB | BIES 1 HlOSAIEBIE,
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AR INTBIEE ISR, AIEKOHEIILTO LB Th 5,

ZHEESUTN R « R UTEAME O ) o E (TV —18EIRER 21R)

FEROAE @, RAIEETEARY X~7 (BETE#fz) LT, 21 HMEZ 1A 70re L, 1472
JVEIZ 1 HHIZ 1mg, 8 HHIZ 2mg. 15 HHIZ 60mg. 2 %A Z7/VHIZX 1 HEIZ 60mg, 3 ¥
A7 )VHLIFEIT 1 B HIC 30mg % 8 V1 7/ VE CRIlFET D, 8 A 7 VR THHC, 2ask
IR ONT-BE IS EKRT L, 2, RBLEXTHSRZOHNE B8 L, & 17 4
INETERGEMKET D, (V=3 HELKCHR] 21)

© EWNFE AR (J040295 E5R)

21 HiflZ# 1 A4 270t L, BRAOFIEIIHEIEMEOIER DX U R EBRE AR =
1% A4 27/VEIX1 HEIZ 0.4~1.0mg, 8 HHIZ 1.0~2.0mg, 15 H HIZ 2.8~60mg, 2 ¥
A7 )VBIZ1 HBIZ 2.8~60mg. 3%+ Z/LALEIZ 1 HEIC 2.8~30mg §RA#ES- L
L EDEARY A~ T OMETREHBE L1 94 7 /VEO 21 B OEYERE T
A—ZIFLUTDOLEY ThHhoT= Y,

F o, FHERIFEMENEMATICEE S & | EFIREICH T 2K REOFREWIL 16.1 H &HEE
Ehi® GKEAT—4),

40

MEDERAYRTTEE (ng/mL)

B R)

Dose®2
0 04/10/28mg ® 08/2.0/6.0 mg
A 1.0/20/270mg 4 1.0/2.0/60.0/30.0 mg

© 1.0/20/13.5 mg

REFLEHEDERA LY XY TOIERREKE (FHELFRERE)

REHESE IS4V VED 21 BE) OERARYIIIOEYFHE/ NS A —4

= " Tmax Cumax AUCo-21
JAR (mg) iz (day) (1 g/mL) (1 g+ day/mL)
0.4/1.0/2.8 3 14.3 (14.3-16.2) 0.898+0.203 1.37+0.399
0.8/2.0/6.0 3% 142 (14.2-14.2) 1.87+0.287 7.78
1.0/2.0/13.5 3 142 (14.2-14.3) 3.88+1.16 15.0-3.97
1.0/2.0/27.0 5 142 (14.2-14.2) 10.3+2.41 33.4+8.42
1.0/2.0/60.0/30.0 3 14.3 (14.2-15.2) 23.975.33 72.8+18.0

EE T AFUEMR S, 7272 L. Tnax VE P IAE (s IME- B K AED

¥1: HEIZOWTIE, 1AM 7 VED 1 HENA YA 7 VEDO S HEN YA 7 VED 15 AEHEKO 24 7 VALK D 1 AH
OREZRT, 72721, 1.0/2.0/60.0/30.0mg (T 1 VA 7 VEDO1HBN VA7 VED8HB/NL VA Z7/VED 15 HE K
VC2H A7 VED1HABIBYAZ/VALKED 1 HBOHEEZRT,

%2 1 AUCo21 (C2OWTIE, 1 BIOEBIE Z 7R,

46



GaPEES-)
1) HiE#Es

17)

VESNES T/ TFIEBR (GO29781 2BR) 125\ T Bk UG DIER D% v U L JERE
(ZAH] 1.6~20mg % & TG Lz & & (WIEHRGE) OF 2R Y X< 7 Ol s
BRI NT AL FUTO LB Tholz UHEAT—4),

mHDERRYXTTREE (ueg/mL)

B (8)

21

:mlﬂ’ﬂ 16mg ™ Zdmg © 36mg * 72mg & 135mg & Hmg < 20 mg (expansion) |
JAED1.6 mg~ A20 mg [ZHEWH 2k — ., O20 mg IZHEILKaAR— FE2RT,

B EEHREROEARYIAIITOMERRERE (FHELFRERE. NEAT—2)

HAKEBEDEARY AT ITDOEYENGE,

N A=8 BEAT—%)

=% L Tmax Cmax AUCO-ZI

2.97 R N

1.6 6 21897 0.0846 % 0.0438 1.17%0.530
3.00 N N

2.4 3 2.95.15.96) 0.0951 % 0.0324 1.47+0.409
2.94 N N

I 3.6 3 2.87-15.94) 0.166+0.0838 2.80%1.38
2.45 N N

7.2 4 WLor1ass) 0.221%0.148 3.40+2.42
2.98 N N

13.5 4 B E) 0.565%0.258 8.92+2.84
3.01 N N

20 7 ©.00 18) 0.963+0.295 14.4% 452

PR 20 21 a oo - 0.967+0.371 12.8+5.56

PEME AR S, 7272 Ly T (THRAE G/ ME-RRAE) o

N AW =

ZhHE

B O E

IR, FEROCHBIIUTOLERBY TH D,
VRN R R ST EEAME O KA B AR Y L oNE (O AR B MR U > S, R B A
fao U o8 E) . BREUTEHEMEOIERMEY o E (TV —1.%00E

TR 2

R OTEEEEOENIRMEY > /) E (Grade 1~3A)) #% ., BRAIZIZEARY X~ &Iz T
¥iz) CLC 21 HRZ 1V A7, 1Y A2 /VEIZ1 HEIZ 5bmg, S HEK WU 15 HBIZ
45mg, 2% A 7 VALIKIT 1 HHIC 45mg 2 8 A Z VE TR FR G5, 844 7 LK T
12, BREFDPESNT-BEIREEKT L, £, WERRE TSN E BN BEIL,

17T YA v E TRE Rk T D,
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(P& ST EEAME DO KATRAL B MR Y o <E (O F AMERHIIR B #Ma D o S8, B B Al
BV > SHE) . PR SUTERAMEOTEAME Y > (Grade3B)) RT7 Y X~7 XKFv GlisT
ML Z) L OPERIZEBWT, . RAKITEARY X7 (EEFHRz) ¢ LT, 21 AE%
194270 L, 1942711 BAIC mg, 8 AHM&WN15 HHIZ 45mg, 2 91 7 /L HLAKE
X1 HEBIC4bmg % 8 A Z VETKTHREG TS, (V=3 HIEEKOHE] M)

2) g
EINEE T AERER (JO40295 k) 1ITkB\\W T, 21 HMZ 1941 271 & L, HRAD SL+R/R
FL & AR % 1A Z7)VEIZ 1 HHIC bmg, 8 HHIZB LW 15 HHIZ 45mg., 2 YA
VAT 1 HBIZ 45mg 2 P& 5 L7 & DT AR Y XA~ 7 DOMEHEEHEL IO
1% A 27 VAD 21 AROEYFNEE T A—FZLLTD LB ThoTm®, £z, RHEMHK
WIENREMEATIC IS & | EHIRIEIC T 2 AR OEIL 16.8 A LH#EE Sz UMEAT

_g) 24)0
125+
T 100-
)
=
i
EE 154
™ L
[
¥
)
ra 5.0
r
o
2
b 25+
H
U.ﬂ ': J
T T T T T T T T
0 21 42 63 B4 105 126 147

B ()
K REFBSEOEARYIIIOMBEREEHT (FEHEIZEFE)

REHEEE IS4 ILED 21 BE) DERRYIITOEYFE/NS A —4

S Tmax Cmax AUCO-ZI
E=N 3 1
Ji (mg) i (day) (1 g/mL) (1 g+ day/mL)
18.5
+ —+
5/45/45 4 (15.9-23.0) 8.64+2.30 78.5+22.7

A AR AR S, 7272 Uy Tonax (XSRS (/M- RAED o
X3 HEICOWTIE, 1Y A2V VED I BENA YA ZVADO8ABAN YA 27 VAD 15 ARKRR2 YA Z7/LALKO 1 B A
DOHEZERT,

B, WANVE T/TTARRER (G029781 #BR) @ F2 FL RP2D =ik — MIBW T, FEHAHEH
EENTHEG 0 BEND 84 HikE TORE — K i FifE (AUCossa) BLOE 3 VA 71
DIMIEF b7 7R (Crrough,eyed) (ZDWT, FARY XA~7 (GBI THBZ) IR G- RH
4 Kﬁﬁ‘%ﬂKﬁJ@ AUCo-844 BrW Ctrough, cyc3 O)%%{ﬂqzi‘@’ﬂﬁ@tt (90%1§%EIZ-FE%) !i\ %7}%7@2}% 1.06
(0.92,1.21) BLW1.39 (1.20,1.61) THYH ., WTI b 90%[F XM O TIREIZIESL M~ —
vv (0.8) % kAo GEAT—X), 1D
%4 HEIK 2R — 1O B11FLRP2D =2dk—h, 21 Az 1Y% A4 70t L, 19427/ HIZ1 BHIZ 1mg,
8 HEIZ 2mg, 15 HHIZ 60mg, 2% Z7/VBIX 1 HEIZ 60mg, 3% Z7/LELMIZ1 HEIZ 30mg %
RS LTz, A 70 8B CRARDNEONT-BEITRELKT Lz, A 7 /L 8 B TR
EXITES DR B SN BFIL, TR TERVEE X DRBET RS SRS, RRKTHA 71
17 G2k LTz,
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(3) hEE
LR L

(4) BE - EEOXE
1) BFEORE
PSRN

2) FRIEDE >
CYP3A 8 & OFHAAEH
[ SiEss 5]
<IHISTAH>
PBPK &5 /WS i S, 24V T4 (CYP3A o#UARIEIVE) oY 4 711D 15
HEIZEIT 25 AUC B L Cmax DL (AR Y X< 7K FEGEHEE) 13, =i 1.37
BIO117 tHEEINT,
(R TFiEaHEl)
MY ERe L

2. EMERERI/NTA—4
(1) fEfAE
VI—3. BEEH (Ko lb—ay) (i) 2R

(2) RUEREEHK
VI—3. REEH (Ko L—3ay) i) 2R

(3) HEXEREEHK
VI— 3. REEH (Ko lb—3ay) (i) 2R

(4) 2VF7I32R
VI—3. REEH (Ko lb—3ay) i) 2R

(5) AMETE
VI— 3. REEH (Ko lb—3ay) (i) 21K

(6) Znith
YRR L

3. BEH ((REaxL—23Y) g

(1) BBmAE
TAFRY A< TEIRNE G O RHEMSRMEIRET T /L (PPK ©7 /L) OMEEICIE, GO29781 5Bk
® 439 5 (Group A @ 0.05~2.8 mg Q3W D 5% 517 7= 32 B NZ Group B @ 0.4/1.0/2.8
~1.0/2.0/60.0mg # £ T8 1.0/2.0/60.0/30.0mg D FIIER TG %27 407 f) O&F
7,250 MOMIEREARY A TRET —Z 2 iz, RERTEWEREET VL 2-3 03— |
A2 FETNTHEE S, 7 U7 7 A (CL) 4 initial baseline clearance (CLbase) . transition
half-life (HLtans) . clearance at steady state (CLss) 2572 DEFKFRI DA R SN,
EEPRE CIIARE, MR, Fin, A (T 7T ABIOET T AN, wfls%E (FL, DLBCL
). AARES B RmMIBLOB L), G, Ty, BEE, FEE, R, 1 CD20
PURIREE Z 58l L 7=, %
FRARY X~ T DR TR L OEIRNE S5O PPK £ /1%, GO29781 RErD & T 5.
7 =24 (1.6~90mg D EHPH TAA] (FT) D523 228 Bl 3732 mOIEHE A
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XY R TWRET —X) ZBML, IVPPK 7 /L &2LE L TS LT-, RGO IGERE
@ base model WNEFE S NT-1%. K FERAAR/RT A =216 L CHEERREZEwm Lz, Y

(2) INSA—FEFHER
HEE S4L72 Clibase 38 KLY Cliss ORMERIEMEIZE N 1.08L/HIB XY 0.584L/H TH Y |
HLtrans (£ 16.3 H ChH o7z, 22/ X— M A MHAZ VT T2 (Q) 1T 1.46L/HTH -7, Hb
2= M A NOGHEFE (V1) 1X5.49L, Kif=a /73— b X > hOSAEFE (V2) 13 6.17L
Tholz, EFIREIZBIT 2ERMEOFERWNIIHIRN G EE BN TIL16.1 A, K TGE
FITHBWTIX 16.8 H L HEE S iz,
V1 ioxt UTIRE, YRR, 7 v 7 22 V2T L TIRE, CLlbase (2 L TT7 V7 2 >, $1 CD20
PUAIREE . CLss (2xF U CRE, MR, EERON—RAT A AENLER L U THRHE IR,
WU IREE B T TR B TR K (0.8~1.251%) Th D EHiE ST,
FH L7- PPK £ 7 LV ORIGERIT, K TFHR5E%Z 2 SO T3 52— REIGERRIZ/2E L, ik
T N— A MCALEREEORE 2RI ES Z Il VRN, 2 DORIN
WISV T, Lagtime (0.559day) 7%& 2 WIGEFE OWIGHEE E# (kai=0.181/day) & Lag
time 2372 WIRIGEEE O IGHEE F 4 (kae=0.436/day) MHEE Sz, 2D DR FICRFRA 7
INTGA=ZIZH LT, X"—=RA T A VREOFRE, X—RA T A CREORE, MR, A, N—2X T 1
VIRED aCD20 JRJE, JF3EB KOG OREL B L), WihbhEEE LTRSS
o,

4. TR
[ SiEEsE8Al)
EARPYA
[RTFEHHF] »©
FHEM KB REMATIZIE S X | RFIDOARA AT XA TV T 413 0.896 EHEE SN GHEANT

_&)O

5. 5

(1) Ii&—RKEEPS @@
MR L

(2) MiE—IABEEP BB
PG R L

(3) BLA~OBITH
PG L

(4) BEEA~OBITH
AR L

(5) ZOtDHEB~DBITHE
PA - L A

(6) MFPEAFFELE
P -L A

6. i
(1) BB R UHBHRE 29
BN t22/4e
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<HBE>

FARY A= T E G 2 51 CD20/CD3 b Mb &R ET ) 7 n—F bk Th b, &
& WA BT 23 BRITE L TV a0y, EARY X< 772 80 IgG Huikid/h & 7a~3
TFRBIOET X VBRI IND EEZOND,

(2) REICAHAET 38K CYP%H) OHFE. FE5EX
MUEE L

(3) VEEBHNRDARERVZDEE
A% L0

(4) REMOFEOERRELL, FELE
AR L

7 . HEt
BRI L
<7ZS%>27)
— iz, IgG FUEIZY VYV — LB AESMRIC L0 B S, RP IR PIcEOE EHEAE
ELTHREEND Z LT E A E RN B2 BAKIZ Lo TAERR L2/ S R _XTF Re7 2/ BRI,
NIRMED T 2 7 — 2l z B3V TR T B U R TICHEE S B,

8. FSVARKR—A—IZEAT B1EHR
B R L

9. BENFICLDBREE
AR L

10. REDEREHTHESE
BE SN TN

1. Zoft
DR L
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VIL.

1.

2.

Tt ERLOEEF) Y HIER

Afwﬁ

1.

1.

BB E T OEE
£

A AFF, BERICHARISTESIERBRICELNT, EMFESEREOEAEICH LT, +
DT - BREREZFOEMD L & T, AFDIXEHNEY) & HIBT SN HEFIZ DT DAHIK
5952 &. T, BRFARKICEILSL. BEXBZOREKEICAMERVERIEZ 25
L. AEZR/{THho&REIT S &L,

2 EEDOYA bHA VIRHIERBEAH o DONDZ ENH D, £, MIKEEM') 2/ K
EAHoONDZZENHY . RTITELFNHRESNATINS, BITERDHAIAREERSE
DEYNERFH T TERRDEREZITI L. YA b HA VRBERFICHT DATIREEDKR
EZEDFHIBEZTO L LB, BRETDICITL. BENZBDOOoNGEICE, 8iE
RFERENVRET 52U 1 bHA URHERBEES A XV RAFICHL., BULGLREZETD
&, [7.2, 8.1, 8.4, 11.1.1 B8]

3 EEOMBEFMNER (REI T /4 —HMREEMESHEREEST) MHhobhdl &
AHHNT, BRZTDITV, RENROONGEICE, BERFTRENRRT SR
BEIJx /2 —HMREEEMRESHERBEENA Y O RFICHRD, BYLBLEZITSC
E. [8.2, 8.3, 11.1.28HK]

SRR
1.1 KFIOFERICHT- > Tix, EMEsEMEE OB LT, o7 mik - BRBRA2HOEMO $

1.2

1.3

CTCHEIEMHANESTF INAOVEND D Z D, MO N AALFRRIERNCHE T TR E LT,
BHEDOYA NI A VIHHIEREER S bbb Z b5, £1-, MEREARMY o/ SHERERE
NHLONDZENDHD SETICEDLFINRE SN TND, ZDTD  ARANOE 5 Hhid, FEE
moE RIME, BEAR, KRRFRIER X OUER S OIEIR A H I8 T 2 L,

YA S IA HHUEGERII R GO Z <BO LN Z 06, 1 A 7 VEDOEFKG5%IC
ITEBEORBIS U CABREHERFT 52 &, 2770, 272< L L AEIO 60mg (RiEHE
AN - bmg (F FERAD B 5BMA% 48 RERIIL T ABREE 21T\, @Y 72 RH T CAA
D¥HZEITO Z L, BRENRBOOLNTGEIL, RERCEFR DRI 201 NI A U HE
GERERE BT A A 2 R > TARFN OG- % il - (REESUTHIE L, B EEARLECHL B
T A= T OFGEHEOEEIMEZITO Z &,

HEOMRFNER (RET T =7 ¥ —MlaBEREEEREET) "bobbhsd 2 en
B DD KFIDOE G T - Tk, BFREE, KGEE, Bk L~V 021k, 5BHRE I OREE,
KT FEAERAE, INTRIESE O L OMER 2+ o Bl 5 2 L, BENRO b
Ak, RS EE NIRRT ARE T T = 7 X — B RS E R BT A & Rk
eV, AR OFG-Z hlr « RS T IE U, GBI ECE AT Al D F 55 O O 72 L& 217
L,

ERRRLEEDEH

2.
AHN D RT3 UisBUE OREFRE O & 5 B

EE (ROBEHEIZEBRELGWNIL)

R

EHRGHO—RRFEEFEE LTRE LT, AROEEIZHT-> TE, AFNCE b okt
T IBBUE DO FEA R T L L, £2. KFNOBFIZHOWNTIE TIV— 2. BFIDHAL
BT H L,

3. MEEXIIHRICEET HEE LT DEH
[V —2. eI RICEET 2 FE] OEESHRST L2 L
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4. RZERURAEICEEYT IR LETDER

'v—

4. AELKOHEICEETAEE] OEAEASRTLZ L

5. EELGERMIE L ZDER

8.
8.

8.

8.

8.

8.

_\\_‘cw_n
S . &

Y Sy —
o~ R’ -

— Ty =
—R

2 PR ES (T = 7 4 —fiaBE MR R S L) BHODNL I ERHD

3 MRS RS (E T = 7 4 —flfl BEhE R s E RS T) & L CER L~ D2k,

B IEETLTRHLLNDZENHDHDT, IREEN TO U A HIIEIRSE ORI 45121

T SRR H O D 2 3 H 20T, MIE T EMERE LK OSSR A 21T O 7

8 MEKEA NS b D Z ENH DO T, IBHRBAMGATE ORI X, EHRYIZ MR

BELGERNEER

1 %A bA VIHIEBERED S HOND ZENHDHDT, AROEGIZHT->Tix, LLFD
FHIIEET A2 L&, [1.2, 7.2, 11.1.1 2H]

1 1 P A b A IHIEEREC T D TR GO PR E A7) 2 &,

K%®&5¢i FEEN, I (RifE, SENR, IREARIE. SEREEICOWT, Blgir
&,

#4Fﬁ4/ﬁﬁf@ﬁi&5@% <BOHLNDHZEMDH, 1A 7 VHOEEE
BIZ)G U T AR fi%‘i’*ﬁnfﬁ‘é L, 72770, A< &b AEID 60mg K5
‘48%ﬁm%¢ﬂh HETDHZ L, [ i F A LA
ﬁ%bﬁ%/ﬁﬁf@ﬁi&ﬁ@% <BOLNDHZEMDH, 1A 7 VEHOEES
IXEBE OWRRBIZS U TARE ﬁ%@dfé Lo L, i< LB IE O 5mg # 5B
A8 WFFII M T ABREBE L 35 2 &, R FiddsAl]

YA N IA VHHIEERER DIV D IER D H b O G AT, NI E R 2 %
EOoBEERRETL L,

BAKRIEA TRV Y X~7 (Biar#iz) 2HECHCHEHTE D X)L TR
<z,

Y
(Y

3
wEFeR
2
cht
e
N
=

A

=N

i

m@%‘-h)—a\ig
EN

DT, AFNOEHIZHT- > Tid, BFEE, KFHE, Bk L~V OZ b, R ORE, i
THET, EREFREAE, m&@%wﬁﬁﬁmfﬁ%+ﬂ ﬁ 2F5H L, ﬁri7la&—ﬁ%
B R B MEERE DS DN DR B S DB AT, e EREME %2 5 &
IRFEEARET L L, (1.3, 11.1.2 BH]

FKERIEERNH O DOND T ENRH LD T, BENEOEIREGR A F O B A #ET 2R ICIX
+oEEsEsZ &, (1.3, 11.1.2 ]

4 MERERMEY) L OoSERREREN H S D Z N H DD T, KFIOBEIZHT- > TiE, 3B
FHPREE K R O BRI D 25 D3 e OSEIR 2+ i BlE 95 = &, [1.2, 11.1.1 B

5 BYYE (AfRBRYIEZ &) NREXITENTHZENRHLD T, AEIB G #EE) 72
THHEEEZBET D2 &, REEEGFILRGE OB SUTEAICHSICERET L2 L,
[9.1.1, 11.1.3 &M#]

BT5Z&, [11.1.4 &)
E. BEORREEZ HNICEIZETHZ L, (7.1, 11.1.5 ]

EATHO Y, BEOWREEHSICBET L2 L, [11.1.6 B3]

9 AKIOFERIZHTZ->TlE, FARY RA~T (GBIETHMZ) & FERE s oy &

BT o2 L, LAamimrisl)

9 ARNDOFEHICHT=>TE, TARYA~T (B Z) SR ERE S OB EZ(IC
HEETLZ L, [ TFERHAl]

<PERRD

8.1
8.9

~8.8 [VII—8 (1) BEKXRARIEHEIHIER SR

DV AI A mffeE) & DV AIFRTE IRERENERRY . Znh 2 FEOH#
WD, B0ER &P <o, WG SOTFRF OB IS, BEGREK, 2hie X3hF, G
LMOHEEZMRTH L,
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6. BRENDEREHI DHBEICHTIIERE
(1) AHHE - IEEFOHLEE

9.1 BHHE - MEEZFDHLHEE
9.1.1 BREEDERIEREZHT HEE
SeEMHEERIC LV BYYEA B I BRS8N H 5, (8.5, 11.1.3 ]

SRR
9. 1.1 AFNIBEMBEEREZR L, BYYEZ AL CWDEFITEREGT 5 &, JBRYEDE[L X
ITHRIEDEIRENLRH D20, RE LT,

(2) BHaeEERE
BREIN TR

(3) FFiREEERSE
RE STV

(4) £JEREZEHI 5F

9.4 £ERREHT DFE
PR % ATREMED & 2 LePEIiE, AFIFREG- T R Otk e 5% 3 U A ISR TlEdd % #4822
PR ONE B 2 BRI OWTE T2 2 &, [9.56 ]

<SR

AFNOEIRF OBREIC L0 U BRI S, RIBICHEREL RTINS, 0
720, IR D ATREME D B B LethiciE, AFIHERE TR X ORKERS% 3 7 A BICE W CREET
B WEAMERS X ONE YN 22 E IO W TCRHAT 5 Z &, 7o, REEHAR & L C. AR 83 % %
EZEELT3IMHLEREL,

(5) 4E&

9.5 11w
ShR SO TR LT 2 FTREMED & 2 ZMEICIE, 1R EO A RIENalRiE 2 RS &l sh
LA DHEETH 2 L, AHE AT ATER A VERABRI IS S TRy, KN R
RO T HIEMAL R O A I A &2 5 S 23 2 &I K0 ERAERF 2 1510 % rTREMEDS
bH%, o, b b IgG IHRAMZEET L Z ENMBNTND, (9.4 /]

<>

AHN = DT AR A TFERBR I TN TR0, B MlakkEov A bl A VU HEGEREC
PF O B 72 B2 B8 LT-5E . ABIOIIRFP OREIC LV U U RERE %, IRIICHE
IRRE R LA T RIREME N & B 728 1R TR L TV ATREMED & D e icid, ARAIOTEH#
ORI ERMEE EEID LW ENDGAICOREEGTHZ EREE B X RE L,
VIl— 6 (4) AERExH T 541 OESM

(6) &2Lim

9.6 RELIF
AR EOARMERORIRBOARIEZEE L, RALOMe I bzMat+o2 &, b
TOHANFBATICET 27 — 213720, & b IgG ITRELTICRATT 2 Z L A@RE S TY
%

<PERD

t bk IgGIIRAFICBITT D22 RN TEY . AEOFDRD bREEEZBND Z &M
5. BHIFHEE X AWV E), RE LT,

VI—5 (3) HAIT~DOBATIE] DHEM
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(7) MR

9.7 IMNR

NS ARG & U T BRREREBR 1T S M L T 780,

<PERD

N2 RS & LT BRRTABRIZ I L TR 6. AR OZEMEITHENL L TR,

(8)

=inE

WE I N TR

7. #HEEH
(1) tRZEREZTDER
RESN TN

(2) ftRAFEELZDER

(R ERH]

10.2 tREE (BIRISEET S &)

A4 55

EEAER - FEIE T ik

BEFF - fapRIA+

TR O PR CYP JLE
vruARY L val A
N /A= NS

[16.7.1 ]

T OFEFIORINE H B3
BMENLIBENNHDHDT,
AH D £ 5-BAHA D> & ) [El D
30mg 3% A Z7/LH 1 HH)
BHRTE TN A b
A 2 HE e B BLIRE J OY
FHL%—EHEL, BE R
REAEEICEIZE L, BHER O
B HEETHZ L,

AR OEHEIZ LV A v
A U S, CYP 231
fHlansdziicky, 2ns
DK O M PR ED EHT
BHAREMEMN B B,

ET 7 F o IIPEEY 7 | R LAY 7 F oD | AFID B U U ERIEEEM

F WCHSIERD BB LS | ICL VBB T2B8E10H
AT Y 2R B AT D, %,

[ TEEAEI)

AN

BRAREAR - HEFIE T 1A

P - fERRIA T

TR OB CYP JLE
YRR val A
A, BAra Y AL

[16.7.1 ]

2D D EEF O FIE A
FRINDHIBENNHDHDT,
ARENOE GG 3 YA
7 )VA 1 HBOHKERTE T,
AW ONZH A BB A v E
ERERE BLIE J VB8 BLH% — 1E
HIRE, FBE OIRREAEEIC
B L, BWER OB+
HETLHZ L,

AR OEHEIZ LY A v
A U S, CYP 23
fHlansziicky, 2ns
DK O i R E A BT
LHAREMEMN B B,

BT F ORI EET 7 | HEE LAY 7F U OFEIE | AF O B U U SEREEEM
I WESSTERNE|R LS | LV RFT2B8F0NH
BTG 22 ALE 21T O 5o
<PERD
BEEBOMED CYP EE

TA MIA RS EE Z SN HEICEH AN RSB AET D AR S D20 ARl L
FEROEXEZPRT AR, FEHOFE=2 Y 7B X OWAEZS U7 3854 o i B s 3
ThHDHIENTHIN TS,

UEAh e 1/ ARG R RBR (GO29781 #tBR) @ B11 FLRP2D =i — b Tlid, AFIOFIRNE 512
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PES 2P IL-6 O 1T, BIcfmYy A Z i b, IL6 X1 A 7 LED 1 HARK
W15 HHDOEEHZIZE—ZIZEL, TOHDOY A IV TIER—R T A UL ZELITERD Bl
Mol

F2 FL RP2D = — MIZBITDHARAOKE F#&5TlX, 1A 27 VvED 1 HAKLO 8 HEHDES
BIZIL-6 O LR NRBO BN, T, EIRNEZ S TIIE5#% 4 BERIE ETYHA M A Vs
E— 7T AR L, B FH&RETIX 48 FFffiF X T — 7 (2@ LT,

EDOFURIEBEETIFY

U7 F e OMABEMIBET 2MBRITER S TWRWA, ARIREEGSEEBETIE, U
ANEREFEMERICE Y B U L SERDHES L, SRMERIE L o B2 d D, TORMR, Bt
L72U 7 FATRKT DGYENRIET 5 AN E X b b,

8. BlIER

1. Bl

WOBIWERN S o d Z ENHDHOT, BEEHMITITO, BENRD LNIZHEAICIEAR
FlOPE G2 P IET 570 WY RAEEZITH 2 L,

(1) EXBEMER & PHEK

1.1 EXLEER
Q=¥ P x-3-))
11.1.1 YA bhA UREEER (45.9%)
FEPRO GNTGE R, MERFEEE DRI 204 M A VIHEGEREE BT A X A
FITHE, AFN OG- 2 PR IFIE L, BIBEERLVE AL, ) X7 (GBI FE#
Z) OEHEZEOMUYEZITO Z L, o, A M A VHBHIEGEREOER 23 FEERI) X
IR CTH 2581, MERERMEY VSHBEKIEZ BET 5 2 &, MERERMEY Sk
BREEDRH LD Z ERHY ., HTICESTFINREINTWD, MEKERMEY o HHfRER
JEDNFRD BTG A IXAF O G2 FWi X3 Ik L, BB ERE R VE A0 G5O 7
WiEZ1TH 2 &, [1.2, 7.2, 8.1, 8.4 &R]
[ TFixaAEl)
11.1.1 YA bhA4 UREEEREE (25.9%)
BENRO NG, BERFTEEFE DRSS9 A NI A VHEGEREE BT A # A
TP, RENZARIESIHIE L, RIBRERLVE VA, U XA~T7 B Hz) o
LD RMEEITH Z &, Fo. A DI A VIRHEGEREOREIR 23 FEE A 1T Fie
BTHDHEAEIE. MERERMED O SHHEREEZZET 5 2 &, MERERMEY > SHRRERE 2
bobNDLZENHY . HEICESTHIRRE SN TS, MERERME D 7 SFHRRERE 2
O HNTGEEIIARFEZ R TR L, BB ERNVE CAIORGEDOBEY) 72 LE 21T 5 2
L, [1.2, 7.2, 8.1, 8.4 ]

SR>

.11 YA M A VRHEGEREN D S b Z EnH D720, SiREERAI X 1 A 7L
H (1, 8 XW15 HH) K2 WA Z/VHITAFEE O 60 4raiic, £ TFERATIE1
A4 7B (1, 8 XKOV15 HB) 1IAAIE SR, BB R E R NE HIORTHRS % Fh
THZE, 3 A VEBKE (REEHERAD XX 2 4 7 VLR (B FERA)
. AFIOHEIEIFRGZIY A NI A VHEEREN & b b BEICIX, A M A
VIEGEREN S D bR D E T, BB KEFRNVE VR ZRIRGTHZ L, £,
A T M BT, KAEIFEGD 30~60 /7Rl GRIEERHFERA) SUIARFIEGR1 (K FiE
FHKN) 12, IS U CTHRBBIRAICH e A X L VARG 9D 2 &, AFIEGIZES
LT, BERKFICA TR X~7 (B z) 2 TE 5 X9
D b, BH5E2HGT 52 &, AFlOEGFx, FE EE RiE, SR, KERE
BLOHREDOIERIZOWT, +IBIET 52 &, A MU A VIHEBER IR S
MNZZ<BOONDZ b, 1 YA 7 )VHDOEFEEHRITITEEOREICS T TA
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BBl et 52 L, 72720, A7e< &1 HEO 60mg (R HEERA]D) iX 5mg
(Fz FIERIA) % 5Bt 48 BRI T AR EE 217\, WY 72 K] T CARAl 0 # 5
iTH 2 &,

HERRD SN GE1E, BOERGEEE NIRRT 54 MU A VIRHIE R A
B RN, KRB OG- 2 il RSSO TR L, B RE AR LVECR]L, U R
~7 GBEfaiiz) OREEOHBUYRNELEZIT) Z &, - A A U HHERE
FEMMEEDILDIEIRD B DO AT, BN ERIEE 222725 X 9 BE IR
WAL,

F7o. MEREAMEY o SHMEKE (HLH) 2" 6bnbZE0nH 0, HIEITE LN
wEIh T,

(AR TEEEM e MY o 3 (Grade 1~3A))
<Y A S IA UREHIEBERE OFRBURN, (FEFS) >

SRR BT RS
GO029781 J040295 75k GO029781 Bk J040295 XI5k
B11 FLRP2D = | (FLMOON-1 %) | F2 FLRP2D =27~ | (FLMOON-3 i#%5%)
A—h I NI N —k 3L+FL SC =7h— |
(n=90) (n=19) (n=94) (n=5)

4 Grade 41 (45.6%) * 9 (47.4%) 30 (31.9%) * 1 (20.0%)
Grade 1 23 (25.6%) 7 (36.8%) 19 (20.2%) 1 (20.0%)
Grade 2 15 (16.7%) 1 ( 5.3%) 7 (7.4%) 0
Grade 3 1 (1.1%) 1 ( 5.3%) 2 (2.1%) 0
Grade 4 1 (1.1%) 0 0 0
Grade 5 0 0 1% 0

%1 : MedDRAPT I M A UHVEGRE T4 P UA A —20) [Tavr) [=rn77—IEML

1 TERERMEY v SHHARERE (GO29781 #BR) /AR MIaMEERERE (JO40295 #BkR) |
=00 o, A S T 1
X2 : 4 Grade (213, KEBMMRIERE S (ASTCT)

%3 : 4 Grade |Zi1%, HLH B X O ASTCT Grade (2 T#

JEBERE )

(A DA R

%4 : Grade 5 121X, HLH @ 1 iR &FEN TV D

- 3029781 #Bx B11 FL RP2D =74— b, F2 FL RP2D =4 — k
HEELED Grade 1T ASTCT =21

Il . O

(A DA U (TN T D HES A
Grade \[CCHEFH TERDSTIEFN 1 HIEEN TN D
FHCE RS TEMNRZENEN 1LHIEEN TN D

A= AEEIT B11 FL RP2D =24 — I : MedDRA ver. 24.0.
MedDRA ver. 26.1 |2 HEHL
« FLMOON-1 &%, FLMOON-3
HEHLO Grade 1L ASTCT =t H 2 1® | HE3HICHVE
F—F By hAT7H 202148 4 27 H

2023410 A 13 H
202442 A 1 H
202443 A 4 H

F2 FLRP2D =i/ — b :

FE1Z MedDRA ver. 20.1 |ZYEHL

(GO29781 % B11 FL RP2D =7k— k)
(FLMOON-1 #5)

(G029781 % F2 FL RP2D =7h— k)

(FLMOON-3 )

(FRJE ST ERATE O IR B Ml U oSl (OVE AR B fifa U o SHE, m
PERE B MG Y > oNfE) . A SUT R EOIEarE Y >~ & (Grade 3B))

<Y A WA VIRHERRE BRI (A EES) >

GO43643 FAF (SUNMO #XEr) GO40516 Ak GETHT v & AMb/S— 1)
Mosun (SC) - R-GemOx JEIERE Mosun (SC) - R-Pola #ERE
Pola FEiLEHE (n=64) Pola &R, (n=39)
(n=135) (n=40)
4= Grade 35 (25.9%) 0 5 (12.56%) 0
Grade 1 29 (21.5%) 0 4 (10.0%) 0
Grade 2 5 (3.7%) 0 1 (25%) 0
Grade 3 1 (0.7%) 0 0 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0

%5 : MedDRA PT WA b A i HEGRE)
1 TIERE RN Y o SHARRERE |

(A bIA VA I—L] [vav7)
(BN HEGERE ) TR Z i PR N

(<7 a7 y—IEM
(YA Nl B T
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FA NIA B ST D EL R
HEFZD Grade 1XZ ASTCT =2 P2 19 | EFHIZHW - HFEIX MedDRA ver. 27.1 (2 %5l

T—XHy hAT7H 202542 A 17 H (SUNMO ##5#%) . 2024411 A 156 A (
G040516 #BR)

Q=¥ e E-3-1)|

11.1.2 #REMNER (REI D /4 —HREEHRREHEREST)

ET T = 7 B — m@%@%ﬁﬂﬁﬁ@ﬁ«mw PR TENE (BEEERBA) . B (BEEEAHT)
’“75%’?;%29%6 ZERDHDH, BENEO NG EIL, MEREEE DR T A aE T T =

— S B AR F MR R BRI A & L R ARFI OB ik Tk L, Fl

&wa%/ﬁ@&ﬁ DOWEE) B AZITH Z &, [1.3, 8.2, 8.3 ]

[ TEEAE)

11.1.2 #REFMEBER (REI 7V 2 —HEEERRESHERESD)

T 7 = 7 X —Hif B R T %Fﬁﬁ(ﬁf?%)%ﬁ% M BEEEARE) . IMGE (R
R ERHLDLNDZ ERnH D, BENBDONT-HAIT. 8GR ES DRI 5 0%
T 7 = 7 & —fa BB R B AR R B A X R _%V\Kﬂ%%%ﬂﬁ¢tb\@
R RNV RO S L@ R EERITH Z k, [1.3, 8.2, 8.3 B#]

<>

11.1.2 Wﬁi%%%(%ﬁi7za&wm@%LWﬁ PEGERESG T) bbb Z &N

3?)6@'( ZI:%I @&5‘ H7--> Tt N EI E'ﬂ:u\ %unr\ Auﬁl/‘/\/l/@ﬁ{lﬁ\ n:u%ﬂﬁbjj

DOREE, VKT, EREREIE, BRSO X OYER % 45 ﬁﬁTé_koﬁr

T 7 = 7 Z—HfE AR RN DN DIEIR A B S b AR, e
WCEEHE 2T L) BEEEET L 2L, BERRDOLNTY i\%%W%

%%ﬂEﬁféﬁrz7ia&—%%%ﬁ@ﬁﬂﬁﬁﬁﬁﬁﬁﬁ4&/x%mﬁw

AHN 2 e e - ARFESUIHF IR U, B R E R VE RO BG5S O Y] A ALE 21T D

ol B LIV OB, FBEBIERD L b I ENHDH DT, HENEOEIRSE R

O B A B ET A BRI H R T A L0 BE T2 &,

(BRI EEEM g Y > 3 (Grade 1~3A))
<R ESR (T T = 7 X — B R M EE GRS ) M ORI (BF

HR) >
SRE R Bz T s
G029781 R J040295 R G029781 B J040295 A5k
B11 FLRP2D = | (FLMOON-1 i) | F2 FLRP2D =7~ | (FLMOON-3 7t5)
N JER=HR— b —h 3L+FL SC =t7&x— b
(n=90) (n=19) (n=94) (n=5)
4= Grade 58 (64.4%) 7 (36.8%) 43 (45.7%) 2 (40.0%)
Grade 1 42 (46.7%) 3 (15.8%) 40 (42.6%) 1 (20.0%)
Grade 2 14 (15.6%) 3 (15.8%) 3 (3.2%) 1 (20.0%)
Grade 3 2 (2.2%) 1 ( 5.3%) *? 0 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0

%1 : MedDRA SOC TMiifmbsss) | TGRS ICEY T 2 F5: 445, MedDRA SOC gk 1o 1
T T =7 2 —HiE B R E R N EEND (GO29781 RERDA)
%2 : ICANS O¥EfFI 1 il &2 &

- G029781 #Br B11 FL RP2D =2 — b, F2 FL RP2D =t— k
HERLD Grade [Z CTCAE ver. 4.0,
HEEHZHWZHEEIX B11 FLRP2D =27-— b : MedDRA ver. 24.0. F2 FL RP2D =tdx— | :
MedDRA ver. 26 1 [ZHEHL
- FLMOON-1 7%, FLMOON-3 7%
HERLD Grade IX CTCAE ver. 4.03. H£iHIHW - HGEIZ MedDRA ver. 20.1 (ZHEHL
F—F By hAT7H 202148 A 27 H (GO29781 &A% B11 FL RP2D =24 — k)
2023 4510 H 13 H (FLMOON-1 #%)
202442 H 1 H (GO29781 #%r F2 FL RP2D =7— k)
2024 /£ 3 H 4 B (FLMOON-3 i&X5&)
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(FERZE ST ERATE O KRR B Ml U > Sl (OVE AT B M U o SIE, m
PEEE B A U >/~ . B SUTEERIEOEIME Y >N (Grade3B))

<PREFRESR (T =7 F —fiBE MR e E I S Te) * ORIBLRIL (BF

=55 >
G043643 #H (SUNMO k) GO40516 R (FEIHT & b/ 3— 1)
Mosun (SC) - R-GemOx W=/ Mosun (SC) - R-Pola JEERE
Pola WL (n=64) Pola JEiERE (n=39)
(n=135) (n=40)

4 Grade 51 (37.8%) 32 (50.0%) 20 (50.0%) 19 (48.7%)
Grade 1 31 (23.0%) 17 (26.6%) 12 (30.0%) 10 (25.6%)
Grade 2 19 (14.1%) 14 (21.9%) 8 (20.0%) 7 (17.9%)
Grade 3 0 1 (1.6%) 0 1 ( 2.6%)
Grade 4 1 (0.7%) 0 0 1 (2.6%)
Grade 5 0 0 0 0

%3 : MedDRA SOC Mf&RIEE ) | DEREE) ICY T 2 558 245, MedDRA SOC iR RkEE | 12 T
S 7 = 7 — A BRI ) AR EN D,
HEHFRO Grade (X CTCAE ver. 5.0, £7HI AW 72 H7EIE MedDRA ver. 27.1 (ZYEHL
FT—HXHy AT H 202542 H 17 B (SUNMO &%) . 2024411 H 15 B (
GO040516 #5x)

@=¥iki e E-3-1)|

11.1.3 R

fitige (2.8%). HMLAE (BEMEARRA), BRMEM S 2 v 7 (0.9%) %5, B REY:% & ek
NhHhLbhbdZ bbb, [85, 9.1.1 &MH]

(R TFiEaAEl)
11.1.3 RPfE

fifize (5.8%). BIMAE (BHEEARB), BUMAEMES = » 7 (BEEARH) %,
YIENRDH LD Z ERH 5, [8.5, 9.1.1 ]

2

R

H i1 R % & ol

<>

11.1.3 Jfige, @imiE, WMuiEMs 2 v 7%, HRREREZ SORYYERH L bbb 2 E1H
%o BYYWEDOBEE A AT 5 BE T, SEMHENERIC L 0 EEYE 2 B LIRS
BHBENND D, AABRGANIEY R PEELZBET S L &I, ARG
JEGE DR L OYERE I8l T 56 2 &

(AR Bt oMY o N (Grade 1~3A))
<JEYES DR BRI (FEER) >

S e L Bz T s
G029781 J040295 R G029781 #Bx J040295 A5k
B11 FLRP2D = | (FLMOON-1 i) | F2 FLRP2D =7~ | (FLMOON-3 7t5)
A—k JER=HR— b —k 3L+FL SC =t 7&x— b
(n=90) (n=19) (n=94) (n=5)
4 Grade 46 (51.1%) 9 (47.4%) 51 (54.3%) 1 (20.0%)
Grade 1 11 (12.2%) 3 (15.8%) 13 (13.8%) 0
Grade 2 20 (22.2%) 6 (31.6%) 20 (21.3%) 0
Grade 3 12 (13.3%) 0 11 (11.7%) 1 (20.0%)
Grade 4 3 ( 3.3%) 0 4 ( 4.3%) 0
Grade 5 0 0 3 (3.2%) 0

%1 : MedDRA SOC TEEYME F 72 X% EME ) (34T D FLREEG

- G0O29781 #%k B11 FL RP2D =t7x— k., F2 FL RP2D =t7/k— b
HEFELD Grade I CTCAE ver. 4.0,

EFHIHWZHEEIL B11 FLRP2D =24°— b : MedDRA ver. 24.0, F2 FLRP2D =4— | :
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MedDRA ver. 26.1 |2 HEHL
+ FLMOON-1 #%%, FLMOON-3 75
HHEFROD Grade 1% CTCAE ver. 4.03, HEFHIHAWZH3EIZ MedDRA ver. 20.1 |ZHElL
F—H47y hAT7H 202148 A 27 H (GO29781 ik B11l FL RP2D = 7x— h)
2023 4510 H 13 H (FLMOON-1 #%)
202442 1 H (GO29781 A%k F2 FL RP2D =7k— )
20244 3 H 4 B (FLMOON-3 #5#)

(FRFE SUTERAPE O MR B Mifa U >~ (OVFE AMEDGHIER B Ala U o S, &
PEEE B ARG Y > ~H) | PR SUTEAIEOIENME Y >N E (Grade 3B))

<BEGYER OB (FEHEFESR) >

G043643 3= (SUNMO =) GO40516 378k (FETAHT v & Mk S— 1)

Mosun (SC) - R-GemOx =R Mosun (SC) - R-Pola kR
Pola J&iERE (n=64) Pola JiERE (n=39)
(n=135) (n=40)

4 Grade 69 (51.1%) 20 (31.3%) 18 (45.0%) 13 (33.3%)
Grade 1 9 (6.7%) 4 (6.3%) 6 (15.0%) 2 (5.1%)
Grade 2 39 (28.9%) 7 (10.9%) 4 (10.0%) 5 (12.8%)
Grade 3 15 (11.1%) 5 (7.8%) 5 (12.5%) 4 (10.3%)
Grade 4 1 (0.7%) 0 1 (2.5%) 2 (5.1%)
Grade 5 5 (3.7%) 4 (6.3%) 2 (5.0%) 0

%2 : MedDRA SOC TEEHMER L ORAENE ) (34T 5 FLREEH

HEFGO Grade 1T CTCAE ver. 5.0, HEFHIHAW 72 H5E1X MedDRA ver. 27.1 (2 #EHL
T—Xy bAT7H 2025642 A 17 H (SUNMO #B) . 20244 11 H 15 H (
GO040516 7 5x)

Q=¥ P -1))|
11.1.4 EEIL7 (1.8%)

FaKETEE . IRETNL CORFTR 72 2008 IR ., B ORIESEZ S 0REE 7 LT Rd Hbivd
ZEnH5, (8.6 B3]
[ Tix&HEI)
11.1.4 EEIL7 (3.3%)

FaKETRE . IR CORPTE 72 2CREIR, B ORIEEZ S 0EE 7 LT R Hbivd
D5, [8.6 ]

<PEFRD
11.1.4 /KEFREORAFNL CORIPT R ACMER, BSEORIEELZGLEE 7 VTR D
PNAZENH D, BEEMNTOY L AEEESEORBIC S EET S oL,

(AR T B o /MY o N (Grade 1~3A))
<JE5 7 LT ORBURN (FEESR) >

SRR R BT A
GO029781 #Br J040295 Uk G029781 ik J040295 Rk
B11 FLRP2D = | (FLMOON-1##) | F2 FLRP2D =7~ | (FLMOON-3 &)
=k Jrk=dk—k —k 3L+FL SC ==-— K
(n=90) (n=19) (n=94) (n=5)

4 Grade 2 ( 2.2%) 0 0 0
Grade 1 0 0 0 0
Grade 2 0 0 0 0
Grade 3 2 (2.2%) 0 0 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0

%1 : MedDRA PT TS L7 ) IZREY T 5 R 2 4K5)

- 029781 #Bk B11 FLRP2D =74— I, F2 FL RP2D =4H— k
HEHELO Grade 1T CTCAE ver. 4.0, £ HVV2HEE1Z B11 FL RP2D =78 — I : MedDRA ver.
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24.0, F2 FLRP2D =i75— bk : MedDRA ver. 26.1 (ZHEHl
+ FLMOON-1 #%%, FLMOON-3 75
FEFHIH V- 3BT MedDRA ver. 20.1 (2 %EfilL
F—H47y hAT7H 202148 A 27 H (GO29781 ik B11l FL RP2D = 7x— h)
2023 4510 H 13 H (FLMOON-1 #%)
202442 1 H (GO29781 A%k F2 FL RP2D =7k— )
20244 3 H 4 B (FLMOON-3 #5#)

(FRFE SUTERATE DO MR B Mifa U > SR (OVFE AMEDGHIIER B fla U o S, e
PEEE B ARG Y > ~HE) | PR SUTEHAIEOIENME Y > & (Grade 3B))

W7 VTR ORIV (BEHS) >

G043643 A5 (SUNMO #_5R) GO40516 378k (FETAHT v & Mk S— 1)
Mosun (SC) - R-GemOx JEIERE Mosun (SC) - R-Pola JEIE#RE
Pola JE:EE (n=64) Pola #RiERE (n=39)
(n=135) (n=40)
4 Grade 9 (6.7%) 0 0 0
Grade 1 4 (3.0%) 0 0 0
Grade 2 3 (2.2%) 0 0 0
Grade 3 2 (1.5%) 0 0 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0

%2 : MedDRA PT THESE 7 L7 | IZ5%24 T D FR e it

HEFLD Grade 1L CTCAE ver. 5.0, HEFHIHW 235X MedDRA ver. 27.1 [ZHEfL
T—XHy hAT7H 202542 A 17 H (SUNMO ##5%) . 2024411 A 156 A (
G040516 HR)

Q=¥ P x-3-))
11.1.5 [BERREERE (0.9%)

FLE N BTG A IIAR OB 2 W ST IR U, @A vE CEEAR. BREE
JEVRRAIEO® G BEITEE) 2175 & &b, JERPEIET 5 £ TREFDORELZ +5 I B8l5
52 &, [7.1, 8.7 2]
(R TFiEaAEl)
11.1.5 [EEREERERE (0.4%)

B RO NGB AR 2RSS T IR U, 2 auE (EFRAHIR, R ERIE 1A
FIZEDRE., BT 2175 & L b, JERNEET 5 E THREDORELZ +5ICHET 52
L. [7.1, 8.7 ]

=

phl

<SR

.15 JEEREIEERENDH SDND Z ENH S5O T, MG EMERER X OB HEiERE 4
T7%, BEOREZ H0ICBET D 2 L, BRENRD DN HAIIARK 2 5 P -
RIESUT IR U, @70 (B, IR MEIRIRAI S OB BITS) %217
I L L b, JERNEET D £ THREDREZ FOICBRTH 2 L,

(BRI EEEM g MY > N (Grade 1~3A))
<JEIEAAEE RS OB (BEFSR) >

L R isail BT A
GO029781 #Bxr J040295 Uk G029781 Ak J040295 Rk
B11 FLRP2D == | (FLMOON-1##) | F2 FLRP2D =7~ | (FLMOON-3 /)
=k Jrk=dk—k —k 3L+FL SC ==-— K
(n=90) (n=19) (n=94) (n=5)

4 Grade 1 (1.1%) 0 0 0
Grade 1 0 0 0 0
Grade 2 0 0 0 0
Grade 3 0 0 0 0
Grade 4 1 (1.1%) 0 0 0
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| Grade5 | 0 | 0 | 0 | 0 |
%1 : MedDRA PT TESFHAEHEGRE) (Ci%4T 2 B2 Hit

- G029781 #Br B11 FL RP2D =2 — b, F2 FL RP2D =t— k
AEHSD Grade 1L CTCAE ver. 4.0, HEEHIHW-ARE(X B11 FL RP2D =27~— b : MedDRA ver.
24.0, F2 FLRP2D =t75— b : MedDRA ver. 26.1 (ZHEHl
+ FLMOON-1 iiﬁ%ﬁ FLMOON-3 #%&
TV FEEIX MedDRA ver. 20.1 (2 ¥EiL
F—FHw hAT7H 202148 A 27 H (GO29781 &A% B11 FL RP2D =274 — k)
2023 4510 H 13 H (FLMOON-1 #%)
202442 1 1 H (GO29781 7Bk F2 FL RP2D =/k— )
2024 /£ 3 H 4 B (FLMOON-3 i&5&)

(FRSE ST ERATE O MR B Mifa U >~ (OVFE ARSI B Ala U o S, e
PEEE B ARG Y > 8HE) | PR SUTERAIEOIENIME Y > & (Grade 3B))

<SG AABERE ™ ORBRIL. (A EFHR) >

GO43643 FAF (SUNMO #{Er) GO40516 B (ETH T & 2/ S— 1)
Mosun (SC) - R-GemOx JRIERE Mosun (SC) - R-Pola LR
Pola JEILRE (n=64) Pola JRiERE (n=39)
(n=135) (n=40)

4 Grade 1 (0.7%) 0 0 0
Grade 1 0 0 0 0
Grade 2 0 0 0 0
Grade 3 1 (0.7%) 0 0 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0

%2 : MedDRA PT [EBFABHEGRE) (IS4 T 2 52 £E4
HEELD Grade iZ CTCAE ver. 5.0, HEFHHTHVW-H7EIZ MedDRA ver. 27.1 [ZHEHL

FT—H7y hATH : 2025#2)% 17El (SUNMO #B) . 2024411 4 15 A (

G040516 #5x)

[ SiEss 8]
11.1.6 mEkFHD

I ERIEY (23.9%) |
ERHLDLNDZ LD D,
[ TiEEHE)
11.1.6 mEkFHD
IR (32.8%) |
NHLONDZEBRH D,

/s (4.6%) .
(8.8 ]

2 (4.6%) . FEEMELF BRIV IE (B ANB)

2 (13.5%) .
(8.8 & ]

iR (9.1%) . FEEMEAF BRIV AE (1.5%) 55

<SR

11.1.6  ZFhEkisD . FEEWEGFHERBE, /MDY, Binsd bbb Z &N 5, 15HH
bERETR X ONERBIHI X, EHICRRELZ1T O %, BEOWREEZ+SIBET 5
Z &, FRICHEERBBNRD b GEE, BEICmMERELAITO 2 &, BENEOL
NI A IARR & £ 5l - RSO THP IR T 2%, WU REE1T5 & & bic, [BEY
% FE CEMMICIIRRA L FT 5 2 &,

(BRI SUTERRIEOTIarE Y » 3 (Grade 1~3A))

<MERMOORII (HEFL) >
S SR
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S L R RS
G029781 =R J040295 Bk G029781 =5k J040295 R
B11 FLRP2D = | (FLMOON-1 i) | F2 FLRP2D =7~ | (FLMOON-3 7X5)
N ET NI N —k 3L+FL SC =tA— h
(n=90) (n=19) (n=94) (n=5)

4 Grade 26 (28.9%) 5 (26.3%) 20 (21.3%) 0
Grade 1 2 ( 2.2%) 0 2 (2.1%) 0
Grade 2 0 0 1 (1.1%) 0
Grade 3 12 (13.3%) 2 (10.5%) 10 (10.6%) 0
Grade 4 12 (13.3%) 3 (15.8%) 7 (7.4%) 0
Grade 5 0 0 0 0

%1 : MedDRA PT T4FHPERIAME] 36 KO TP EREONAD | 1SS D FLR A5G

- G029781 #Bx B11 FL RP2D =2 — b, F2 FL RP2D =x— k
BEF LD Grade 1% CTCAE ver. 4.0,
EEFHTHWZEE1X B11 FLRP2D =24 — b : MedDRA ver. 24.0, F2 FLRP2D =id— b
MedDRA ver. 26.1 |2 HEHL
+ FLMOON-1 #%%, FLMOON-3 {5
HEFELD Grade I£ CTCAE ver. 4.03, HEFHIHW=FEIE MedDRA ver. 20.1 ([ZYEHL
F—FHw hAT7H 202148 A 27 H (GO29781 &A% B11 FL RP2D =274— k)
2023 4510 H 13 H (FLMOON-1 #%)
202442 1 1 H (GO29781 7Bk F2 FL RP2D =/k— )
2024 £ 3 H 4 B (FLMOON-3 #5#)

(FER5E ST ERATE O KRR B Hifla U > Sl (OVE AR B fifa U o SIE, m
PERE B MG Y > oNE) . A SUT R EOEarE Y >N & (Grade 3B))

<IERD OFEBLRDL (BEES) >

I HRER R
G043643 #H (SUNMO k) GO40516 R (FEIHT & b3 — 1)
Mosun (SC) - R-GemOx =R Mosun (SC) - R-Pola LR
Pola fRIERE (n=64) Pola J&iERE (n=39)
(n=135) (n=40)

4 Grade 62 (45.9%) 35 (54.7%) 16 (40.0%) 9 (23.1%)
Grade 1 4 ( 3.0%) 2 (3.1%) 0 0
Grade 2 13 ( 9.6%) 13 (20.3%) 3 (7.5%) 0
Grade 3 20 (14.8%) 12 (18.8%) 7 (17.5%) 4 (10.3%)
Grade 4 25 (18.5%) 8 (12.5%) 6 (15.0%) 5 (12.8%)
Grade 5 0 0 0 0

%2 : MedDRA PT [#FHERI/ME ] 38 KO0 TFHEREED | IS5 3 2 4 2 445t

HEFZLO Grade X CTCAE ver. 5.0, HEFHIH W 258X MedDRA ver. 27.1 [ZHEHL
FT—&7y hAT7H 202542 A 17 H (SUNMO B . 2024411 A 15 B (
G040516 #BR)

(BSOSO Y o SE (Grade 1~3A))
FEEMELT TR RIS

SR L FZ LA
G029781 #hBxr J040295 7R G029781 #bx J040295 7k
B11 FLRP2D = | (FLMOON-1 %) | F2 FLRP2D =27 | (FLMOON-3 #5#)
A—h JERar—k —h 3L+FL SC = 4~— b
(n=90) (n=19) (n=94) (n=5)

4 Grade 0 0 2 (2.1%) 0
Grade 1 0 0 0 0
Grade 2 0 0 0 0
Grade 3 0 0 2 (2.1%) 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0
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%3 : MedDRA PT [ F&EME LT BRI iE |

IZREY T D HR 2R

+ GO29781 A%k B11 FL RP2D ==7x— k., F2 FL RP2D =t7x— |
HEFZO Grade IZ CTCAE ver. 4.0,

LEHI AW

%13 B11 FL RP2D =7 — b : MedDRA ver. 24.0,
MedDRA ver. 26.1

THEHL

- FLMOON-1 7, FLMOON-3 7k

HEELRD Grade (% CTCAE ver. 4.03,

(B

PERE B MIA Y o /3 |

EFHI AW

T—X7y hAT7H 20218 A 27U

2023 410 H 13 H

202442 H 1 H
202443 4 H

<IERD OFEELRGL (AEHES) >
FEEME L BRI E

&1L MedDRA ver. 20.1 |

F2 FLRP2D =i/R— | :

THEHL

(GO29781 #Bk B11 FLRP2D =27 — 1)

(FLMOON-1 %)

(GO29781 #&E F2 FL RP2D =t7x— )

(FLMOON-3 #5%)

FEEAIEO KM B M U > S (VR ARSI B Aila U o S, e
BRI SUTER I EOTEarE Y » 3 (Grade 3B))

ANy

G043643 #FR (SUNMO #hx) GO040516 =Bk (FEIAHT v & Mk S— 1)
Mosun (SC) - R-GemOx JEIEEE Mosun (SC) - R-Pola #ERE
Pola FEiLERE (n=64) Pola &R, (n=39)
(n=135) (n=40)
4= Grade 3 (2.2%) 2 ( 3.1%) 1 (2.5%) 0
Grade 1 0 0 0 0
Grade 2 0 0 0 0
Grade 3 3 (22%) 2 ( 3.1%) 1 ( 2.5%) 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0
%4 : MedDRA PT [FEMAEAT PERIUVDE ] 13524 T 2 B & 45
HEFELRD Grade I CTCAE ver. 5.0, HFEFHIHAWZH7EIX MedDRA ver. 27.1 [ZHEHL

(FFEX

T—Xy hAT7H 2025692 H 17 H

G040516 HR)

VEE Ao Y 3B (Grade 1~3A))

<IERPEAD DOFEBURDL (FHEFEZR) >

(SUNMO ) |

2024411 H 15 H (

1/ MRS
REEERLA Fe T ERLA
G029781 ik J040295 ER G029781 5k J040295 -5k
B11 FLRP2D = | (FLMOON-1 &%) | F2 FLRP2D =27~ | (FLMOON-3 i#%5%)
A—h PR am— —k 3L+FL SC = 7h—
(n=90) (n=19) (n=94) (n=5)

4 Grade 9 (10.0%) 2 (10.5%) 11 (11.7%) 1 (20.0%)
Grade 1 4 ( 4.4%) 0 4 (4.3%) 1 (20.0%)
Grade 2 1 (1.1%) 1 ( 5.3%) 3 (3.2%) 0
Grade 3 0 1 ( 5.3%) 3 ( 3.2%) 0
Grade 4 4 ( 4.4%) 0 1 (1.1%) 0
Grade 5 0 0 0 0

%5 : MedDRA PT T/ E] 38 KO8 Tl MBI | IS8T 5 FR 258G

+ GO29781 A%k B11 FL RP2D ==7x— b+, F2 FL RP2D =t7Rx— b
HEFZO Grade 1L CTCAE ver. 4.0,

EEHI AW

% B11 FL RP2D =78 — bk : MedDRA ver. 24.0,

MedDRA ver. 26.1

CHEHL

- FLMOON-1 7%, FLMOON-3 7k

HEELRD Grade (% CTCAE ver. 4.03,

F2 FLRP2D =i/R— | :

EFHI AW

T—X7y hAT7H 20218 A 27U

2023 410 H 13 H
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&3 MedDRA ver. 20.1 |

THEHL

(GO29781 #Bk B11 FLRP2D =27 — )

(FLMOON-1 %)



202442 A 1 B (GO29781 7%k F2 FL RP2D =x7/~— k)
2024 45 3 H 4 B (FLMOON-3 #5#)

(FFRJE ST ERATE O IR B Hifla U > Sl (OVE AR B M U o SHE, m
PERE B ARG Y o /8D | PR SUTERAIEOIEIME Y >/ & (Grade 3B))

<IERD OFEELRIL (AEHES) >

i/ Nk 6
GO043643 7 (SUNMO =) GO40516 Rk (FBIUMT > & bk 3—
M)
Mosun (SC) - R-GemOx W=/ Mosun (SC) - R-Pola &R
Pola WL (n=64) Pola JEiERE (n=39)
(n=135) (n=40)

4 Grade 12 (8.9%) 42 (65.6%) 9 (22.5%) 0
Grade 1 6 ( 4.4%) 8 (12.5%) 6 (15.0%) 0
Grade 2 3 (2.2%) 11 (17.2%) 2 (5.0%) 0
Grade 3 2 (1.5%) 16 (25.0%) 1 (2.5%) 0
Grade 4 1 (0.7%) 7 (10.9%) 0 0
Grade 5 0 0 0 0

%6 : MedDRA PT [/ MRIBAME] 38 X0 TH/MREAD | 1IC5%4 T 2 HS 2 4E5)
HEHFHLD Grade 1L CTCAE ver. 5.0, HEFHIHW 255X MedDRA ver. 27.1 (ZHEfilL

T—XHy hAT7H 202542 A 17 H (SUNMO ##5#%) . 2024411 A 156 A (
G040516 #BR)

CBRTEE Bt 0E MY ]l (Grade 1~3A))
<IMERID DOFEBLRI (FEER) >

2 i
REEERLA Fz T A
GO029781 #Br J040295 75k G029781 7R J040295 7k
B11 FLRP2D = | (FLMOON-1##) | F2 FL RP2D =75 | (FLMOON-3 #5#)
=k Jrk=dk—k —k 3L+FL SC =:-— K
(n=90) (n=19) (n=94) (n=5)

4 Grade 12 (13.3%) 1 (5.3%) 12 (12.8%) 0
Grade 1 3 (3.3%) 0 5 ( 5.3%) 0
Grade 2 2 (2.2%) 1 (5.3%) 1 (1.1%) 0
Grade 3 7 ( 7.8%) 0 6 ( 6.4%) 0
Grade 4 0 0 0 0
Grade 5 0 0 0 0

¥7: MedDRA PT &1l 5LV [~EZ v 1T T D EREER

- GO29781 & B11 FL RP2D =x~— b, F2 FL RP2D =ik — K
BEFHD Grade 1% CTCAE ver. 4.0,
EEFHTHWZHEEIX B11 FLRP2D =2 — b : MedDRA ver. 24.0, F2 FLRP2D =id— b
MedDRA ver. 26.1 |2 HEHL
+ FLMOON-1 #%%, FLMOON-3 {5
HHEFROD Grade 1% CTCAE ver. 4.03, HEFHIHAWZH3EIZ MedDRA ver. 20.1 |Z#EHlL
F—H&7y hAT7H 202148 A 27 H (GO29781 ik B11l FL RP2D = 7x— h)
2023 =10 H 13 H (FLMOON-1 i)
202442 1 H (GO29781 Bk F2 FL RP2D =7k— )
202443 H 4 B (FLMOON-3 #5#)

(FFRHE ST ERATE O IR B Hifla U > Sl (OVE AR B M U o SIE,
PEEE B ARG Y > ~HE) | PR SUTEHAIEOIENME Y > & (Grade 3B))

< MBI DOFBRDL (FHEFRSR) >
2 [f %8
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GO043643 3 (SUNMO &) GO40516 @R CGEIAT v &% b S— b
)
Mosun (SC) - R-GemOx J&EiERE Mosun (SC) - R-Pola LR
Pola FRIERE (n=64) Pola J&iERE (n=39)
(n=135) (n=40)

4 Grade 41 (30.4%) 27 (42.2%) 8 (20.0%) 2 ( 5.1%)
Grade 1 14 (10.4%) 6 (9.4%) 4 (10.0%) 1 ( 2.6%)
Grade 2 19 (14.1%) 9 (14.1%) 2 (5.0%) 0
Grade 3 8 (5.9%) 12 (18.8%) 2 (5.0%) 1 (2.6%)
Grade 4 0 0 0 0
Grade 5 0 0 0 0

%8 : MedDRA PT 11| BLO T~Es a5l Jién‘é$§%%%+
HEELRD Grade (£ CTCAE ver. 5.0, £FHICHWZHEIL MedDRA ver. 27.1 |ZHEHL

(2) ZDthoEIER

F—ZA vy hAT7H 202542 A 17 H

G040516 #5x)

(SUNMO ##)

L 2024411 H 15 0 (

11.2 0D EIERA
@=¥TEaEx-5:1)
10%L4 E 3%LL_E 10% At 3% AT
R & HIE (26.7%) . Z OFE |FLBE, FRERLEE. R | SRS, WAL
JiE I, ZE
JH Hik TI=UT ) NIy | TANRNSEUVERET I | JFiRE L ey
27 = 5 —PHENN KNI AT x5 —PHH t/ﬁm
i
Hbs AL T ONZ. 80
N0 MOCK, IR R S
AR | 5m KM= = — o F BEELIRRE, AHRSE
—. FEIPEHFE W
R KU e BV v AffE, K~ | BEIRER
7% MIE
Z DAth TEN P TT . PN, aR |ER
V& . T#IE. infusion
reaction
[ TEau%l)
10%LL E 5%LL_F 10%Ai5 5% AT
R FI5 FJERIL, & D FEGE,  [FLEE
B i
JFfigk T ANRTXURT I )
N AT 2T —FH
m, 7o=v73I/ bk
T AT =7 —EBHIM
b BN N M-, ARG
N0 2 %W\%ﬁ%\@&ﬁ
i R =2 —n /39— [ PRI, FEMED W
R BAPEER, KAV 7 A
MAE, K~ 7 R0 h
ME, KU > ImfE
Z D TESHERNL S s FEHEN Infusion reaction, &
(59.5%) . 7 %, C—UtEEARY
. e, BEEE.
MmygE 7 = U F 880,
WEdRE. VO, (S
£
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SR>
TRLERIRBR 2 A Lo BIERREHRE R O Rtdi L 72,
| @Rl F e hail) |
- WESNE 1 /ARG IR RBR CTd 5 G029781 B B11 FL RP2D =24 — k
- ENGE 1 KRR TH D J040295 RBR DL K 2/ — F (FLMOON-1 #5r)
(R T840
- SN T /TTARER R BR T 5 GO29781 iR F2 FL RP2D =t A— h
- [ENE 1 HERRER TH 5 JO40295 kR D 3L+FL SC =27x— + (FLMOON-3 i)
- [E B[R AR RER T 5 GO43643 iklik (SUNMO ikk)
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<SEEH>
T SRR e B

IV AR R

IV AR AR T

VAR AT EA

AR H A KT A e —0FHRE
6029781 #ABk | FLMOON-1  |G029781 Bk | FLMOON-3 SUNMO 6040516 7k
B (%) B11 FL RP2D RBR F2 FL RP2D B B B (GBUAMH
=N (n=19) ak—h (n=5) (n=135) AT NG
(n=90) (n=94) 23— M)
(n=40)
BER X O TRk E 44 (48.9%) | 9 (47.4%) (30 (31.9%) | 4 (80.0%) (46 (34.1%) |16 (40.0%)
& 9 FEIE 15 (16.7%) | 2 (10.5%) | 4 (4.3%) 0 6 (4.4%) 5 (12.5%)
B 12 (13.3%) | 2 (10.5%) | 5 (5.3%) 2 (40.0%) 7 (5.2%) 5 (12.5%)
F G i 7 (7.8%) 1 (5.3%) 4 (4.3%) 1 (20.0%) 6 (4.4%) 3 (7.5%)
FLBEME R 5 7 (7.8%) 2 (2.1%) 0 0 0
B2 i 6 (6.7%) 0 6 (6.4%) 0 17 (12.6%) | 3 (7.5%)
FLBE 4 (4.4%) 1 (5.3%) 2 (2.1%) 0 2 (1.5%) 0
ZITIE 4 (4.4%) 0 1 (1.1%) 0 0 0
EAR 3 (3.3%) 0 1 (1.1%) 0 0 0
& 5 FEMER S 3 (3.3%) 0 0 0 0 0
I INITRZ YN S 2 (2.2%) 0 6 (6.4%) 0 8 (5.9%) 2 (5.0%)
BT 2 (2.2%) 0 1 (1.1%) 0 1 (0.7%) 2 (5.0%)
RZlidiaz; 2 (2.2%) 0 1 (1.1%) 0 0 0
THRLBE 2 (2.2%) 0 0 0 1 (0.7%) 0
HIBiVETE IS 1 (1.1%) 0 1 (1.1%) 0 2 (1.5%) 0
BEIFIEES 1 (1.1%) 0 0 0 0 0
RN AL 1 (1.1%) 0 0 0 0 0
ALk 1 (1.1%) 0 0 0 0 0
SRR SR 1 (1.1%) 0 0 0 0 0
JNDREE 1 (1.1%) 0 0 0 0 0
T 1 (1.1%) 0 0 0 0 0
ZIALBE 0 3 (15.8%) | 1 (1.1%) 0 0 0
3B 0 1 (5.3%) 0 0 0 0
TS 0 1 (5.3%) 0 0 0 0
TAE « JRER IR R A R 0 0 1 (1.1%) 0 2 (1.5%) 0
fii B 0 0 1 (1.1%) 0 1 (0.7%) 1 (2.5%)
BAEES 0 0 1 (1.1%) 0 1 (0.7%) 0
&R 0 0 1 (1.1%) 0 1 (0.7%) 0
HEHE 0 0 1 (1.1%) 0 0 0
NI R IE 0 0 1 (1.1%) 0 0 0
FR & R 0 0 1 (1.1%) 0 0 0
i B R 2% 0 0 0 1 (20.0%) 0 0
g R 0 0 0 0 2 (1.5%) 0
F &R 0 0 0 0 1 (0.7%) 0
TR EE 41 (45.6%) |9 (47.4%) (30 (31.9%) |1 (20.0%) |39 (28.9%) | 6 (15.0%)
A NI AV RHEERE 41 (45.6%) | 9 (47.4%) |29 (30.9%) | 1 (20.0%) |35 (25.9%) | 5 (12.5%)
&y 707 ) e 2 (2.2%) 1 (1.1%) 0 1 (0.7%) 2 (5.0%)
SO 1 (1.1%) 0 0 0 3 (2.2%) 0
i EREATE U > Sk ERE 0 0 1 (1.1%) 0 0 0
—i - REEER L CBREIMORE (36 (40.0%) | 3 (15.8%) |69 (73.4%) | 5 (100%) |78 (57.8%) |29 (72.5%)
FEEL 17 (18.9%) | 1 (5.3%) 3 (3.2%) | 2 (40.0%) 8 (5.9%) 3 (7.5%)
%1 16 (17.8%) 0 17 (18.1%) | 1 (20.0%) |16 (11.9%) |12 (30.0%)
S 8 (8.9%) 0 8 (8.5%) 0 2 (1.5%) 1 (2.5%)
RPN 4 (4.4%) 0 1 (1.1%) 0 1 (0.7%) 0
P V7 1 (1.1%) 1 (5.3%) 0 0 0 0
3] 1 (1.1%) 0 1 (1.1%) 0 0 0
e 1 (1.1%) 0 0 0 3 (2.2%) 2 (5.0%)
[ 1 (1.1%) 0 0 0 3 (2.2%) 0
AT T L PRER R 1 (1.1%) 0 0 0 1 (0.7%) 0
R NERR 1 (1.1%) 0 0 0 0 0
FaER A PR 1 (1.1%) 0 0 0 0 0
HERE 1 (1.1%) 0 0 0 0 0
TR 1 (1.1%) 0 0 0 0 0
By PEVEIE 0 1 (5.3%) 0 0 0 0
TSRO SO 0 0 57 (60.6%) | 5 (100%) |70 (51.9%) |15 (37.5%)
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Ly AR A A ERE VAR AR IV AI AT EA+
AR AR RT A v —OrEE
6029781 3k | FLMOON-1 6029781 3k | FLMOON-3 SUNMO G040516 &
% (%) B11 FL RP2D RBR F2 FL RP2D B B B (GBUAH
ak—h (n=19) ak—h (n=5) (n=135) AL NI
(n=90) (n=94) 28— 1)
(n=40)
TSR ALALBE 0 0 9 (9.6%) 0 0 6 (15.0%)
ST R B 0 0 5 (5.3%) 0 0 1 (2.5%)
FERTENLZ O FERS 0 0 3 (3.2%) 0 0 0
FESHI AL 0 0 1 (1.1%) 0 0 1 (2.5%)
ST 0 W4 0 0 1 (1.1%) 0 0 0
EN 0 0 1 (1.1%) 0 0 0
mpa) 0 0 0 1 (20.0%) 0 0
I H 0 0 0 0 1 (0.7%) 0
FESHHAL PN H if 0 0 0 0 0 1 (2.5%)
TR R EE 25 (27.8%) | 4 (21.1%) | 12 (12.8%) 0 37 (27.4%) |13 (32.5%)
SHR 11 (12.2%) 0 7 (7.4%) 0 7 (5.2%) 2 (5.0%)
FFERE D £ 4 (4.4%) 0 1 (1.1%) 0 6 (4.4%) 2 (5.0%)
R = 2 —a 3F— 3 (3.3%) 0 0 0 7 (5.2%) 5 (12.5%)
SERLE 2 (2.2%) 0 1 (1.1%) 0 7 (5.2%) 1 (2.5%)
SR OIRAE 2 (2.2%) 0 0 0 1 (0.7%) 0
K= 2 — X F— 1 (1.1%) 2 (10.5%) 1 (1.1%) 0 11 (8.1%) 4 (10.0%)
R A A 1 (1.1%) 0 1 (1.1%) 0 3 (2.2%) 0
TR KR 1 (1.1%) 0 0 0 0 0
Pk 1 (1.1%) 0 0 0 0 0
bS] 1 (1.1%) 0 0 0 0 0
B E 1 (1.1%) 0 0 0 0 0
TR 1 (1.1%) 0 0 0 0 0
BRI R 5 1 (1.1%) 0 0 0 0 0
Rk EEE 0 1 (5.3%) 0 0 0 0
BRSO 0 1 (5.3%) 0 0 0 0
REIR 0 0 2 (2.1%) 0 0 0
R E 0 0 1 (1.1%) 0 0 0
1=k 0 0 1 (1.1%) 0 0 0
FolEREE 0 0 1 (1.1%) 0 0 0
AIEMEEE) = 2 — 1 XF— 0 0 0 0 1 (0.7%) 1 (2.5%)
TG BHLRR 0 0 0 0 1 (0.7%) 0
R L OREREE 22 (24.4%) | 3 (15.8%) | 9 (9.6%) 0 18 (13.3%) | 7 (17.5%)
&Y o e 14 (15.6%) 1 (5.3%) 6 (6.4%) 0 1 (0.7%) 2 (5.0%)
KAV 7 A fiE 5 (5.6%) 0 4 (4.3%) 0 4 (3.0%) 1 (2.5%)
&~ 7" %7 AfE 5 (5.6%) 0 1 (1.1%) 0 3 (2.2%) 5 (12.5%)
BAKHE 3 (3.3%) 0 1 (1.1%) 0 8 (5.9%) 2 (5.0%)
&) E 2 (2.2%) 0 0 0 4 (3.0%) 1 (2.5%)
(&7 v 7 A IfE 2 (2.2%) 0 0 0 3 (2.2%) 1 (2.5%)
e PR R ILE 1 (1.1%) 0 0 0 3 (2.2%) 0
NG AR B A 1 (1.1%) 0 0 0 1 (0.7%) 0
e I B 0 2 (10.5%) 0 0 2 (1.5%) 0
KT U 7 A E 0 0 1 (1.1%) 0 2 (1.5%) 2 (5.0%)
i~ 7 %2 AUE 0 0 1 (1.1%) 0 0 0
Bk 0 0 1 (1.1%) 0 0 0
m U7 U R ) RifE 0 0 0 0 3 (2.2%) 0
LS A E 0 0 0 0 2 (1.5%) 0
L AT a—/)LIE 0 0 0 0 2 (1.5%) 0
K27 & — )V e 0 0 0 0 2 (1.5%) 0
&7 V7 R v i 0 0 0 0 1 (0.7%) 1 (2.5%)
AR H e 0 0 0 0 1 (0.7%) 0
El A 21 (23.3%) | 4 (21.1%) |15 (16.0%) 0 29 (21.5%) |19 (47.5%)
L 9 (10.0%) 2 (10.5%) | 3 (3.2%) 0 12 (8.9%) | 8 (20.0%)
I 3 (3.3%) 1 (5.3%) 4 (4.3%) 0 9 (6.7%) |11 (27.5%)
mIRPS 2 (2.2%) 1 (5.3%) 1 (1.1%) 0 1 (0.7%) 1 (2.5%)
Rk 2 (2.2%) 0 5 (5.3%) 0 8 (5.9%) 4 (10.0%)
JE IR 2 (2.2%) 0 1 (1.1%) 0 2 (1.5%) 0
AR 1 (1.1%) 0 0 0 4 (3.0%) 4 (10.0%)
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M AL A R

VA AR

VA IR FTEA+

AR AR RT A v —OrEE
6029781 3k | FLMOON-1 6029781 3k | FLMOON-3 SUNMO G040516 &
B (%) B11 FL RP2D RBR F2 FL RP2D B B B (GBUAH
ak—h (n=19) ak—h (n=5) (n=135) N
(n=90) (n=94) 28— 1)
(n=40)
TG 1 (1.1%) 0 0 0 0 0
RN TSI A 1 (1.1%) 0 0 0 0 0
ARG 1 (1.1%) 0 0 0 0 0
e P 1 (1.1%) 0 0 0 0 0
BRI 0 1 (5.3%) 0 0 0 0
IR 0 0 1 (1.1%) 0 3 (2.2%) 0
1PN R 0 0 1 (1.1%) 0 2 (1.5%) 0
HRE YRR 0 0 1 (1.1%) 0 0 2 (5.0%)
LR R 0 0 1 (1.1%) 0 0 1 (2.5%)
537 0 0 1 (1.1%) 0 0 0
0 OFERETE 0 0 1 (1.1%) 0 0 0
nIgkEE 0 0 1 (1.1%) 0 0 0
K% 0 0 1 (1.1%) 0 0 0
MEEBAS R 0 0 1 (1.1%) 0 0 0
NvES 0 0 0 0 2 (1.5%) 0
NN 0 0 0 0 1 (0.7%) 0
HER 0 0 0 0 1 (0.7%) 0
EES 0 0 0 0 1 (0.7%) 0
IR 0 0 0 0 1 (0.7%) 0
R 0 0 0 0 0 1 (2.5%)
E34 0 0 0 0 0 1 (2.5%)
MiER LY L RE=E 19 (21.1%) | 2 (10.5%) |15 (16.0%) 0 58 (43.0%) | 9 (22.5%)
1 HR ER ek 14 (15.6%) 0 8 (8.5%) 0 43 (31.9%) | 5 (12.5%)
2 ifn. 4 (4.4%) 1 (5.3%) 5 (5.3%) 0 27 (20.0%) | 5 (12.5%)
U L SERIVE 3 (3.3%) 1 (5.3%) 0 0 11 (8.1%) 0
i/ MR E 1 (1.1%) 0 3 (3.2%) 0 4 (3.0%) 1 (2.5%)
H i BRI 1 (1.1%) 0 0 0 7 (5.2%) 0
U o EiiE 1 (1.1%) 0 0 0 0 0
U i 1 (1.1%) 0 0 0 0 0
FEEAE LT BRI i 0 0 1 (1.1%) 0 3 (2.2%) 0
BRI DE 0 0 0 0 1 (0.7%) 0
ML/ INE 0 0 0 0 1 (0.7%) 0
FRARE 18 (20.0%) |15 (78.9%) |22 (23.4%) | 2 (40.0%) |51 (37.8%) |17 (42.5%)
I PR B 7 (7.8%) 5 (26.3%) 8 (8.5%) 0 18 (13.3%) | 9 (22.5%)
Zz;:;;g;uw/x 5 (5.6%) |6 (31.6%) | 2 (2.1%) 0 17 (12.6%) | 1 (2.5%)
RS X iRy I =
21;23%%7\/b7/x 4 (4.4%) |5 (26.3%) | 3 (3.2%) 0 16 (11.9%) | 2 (56.0%)
i/ MR 2 (2.2%) 2 (10.5%) 4 (4.3%) 1 (20.0%) 8 (5.9%) 5 (12.5%)
C-BUSHERE (N 2 (2.2%) 0 4 (4.3%) 0 3 (2.2%) 2 (5.0%)
,;:;ii%é;r7/x 2 (2.2%) 0 0 0 5 (3.7%) 0
ey e s 1 (1.1%) 2 (10.5%) 0 0 1 (0.7%) 0
M7 AU RRAT 7 Z—PE 1 (1.1%) 0 0 0 4 (3.0%) 0
> 47V 7R 1 (1.1%) 0 0 0 1 (0.7%) 0
v hTA ) TA VAR 1 (1.1%) 0 0 0 0 1 (2.5%)
JFBESE L5 1 (1.1%) 0 0 0 0 0
IREHIN 1 (1.1%) 0 0 0 0 0
a7 ) U 1 (1.1%) 0 0 0 0 0
;%éx/;%/"wﬁmbx*ﬁﬁ 1 (1.1%) 0 0 0 0 0
U L SEREOR 0 13 (68.4%) 0 7 (5.2%) 1 (2.5%)
1 ifn Bk s 0 3 (15.8%) 2 (2.1%) 0 12 (8.9%) 5 (12.5%)
H i EREH N 0 2 (10.5%) 0 0 1 (0.7%) 0
Mg~ =V F 8 0 0 1 (1.1%) 1 (20.0%) 3 (2.2%) 2 (5.0%)
ifn. Hh L A 7K S R S 0 0 1 (1.1%) 1 (20.0%) 2 (1.5%) 1 (2.5%)
I R ERERHE N 0 0 1 (1.1%) 0 2 (1.5%) 0
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Ly AR A A ERE VAR AR IV AI AT EA+
AR AR RT A v —OrEE
6029781 3k | FLMOON-1 6029781 3k | FLMOON-3 SUNMO G040516 &
% (%) B11 FL RP2D RBR F2 FL RP2D B B B (GBUAH
ak—h (n=19) ak—h (n=5) (n=135) N
(n=90) (n=94) 28— 1)
(n=40)
7 L7 F =8 0 0 1 (1.1%) 0 0 3 (7.5%)
SARS—CoV-2 # 2 ph e 0 0 1 (1.1%) 0 0 0
TI5=TI) NTUAT 2T —F 0 0 1 (1.1%) 0 0 0
N7 AT I )—F LA 0 0 1 (1.1%) 0 0 0
T4 7V DA A~ —HN 0 0 0 0 4 (3.0%) 0
MmAesE 7 a7y Mg 0 0 0 0 4 (3.0%) 0
MmHesE s a7y > AJid 0 0 0 0 2 (1.5%) 0
Mg 7 a7 G R 0 0 0 0 2 (1.5%) 0
CD4 V) > SER D 0 0 0 0 2 (1.5%) 0
Jaz ) AR 0 0 0 0 2 (1.5%) 0
HREH Sy AT E 0 0 0 0 2 (1.5%) 0
HER B 0 0 0 0 2 (1.5%) 0
IR 0 0 0 0 1 (0.7%) 1 (2.5%)
U X—HN 0 0 0 0 1 (0.7%) 0
M=) o275 —EHEd 0 0 0 0 1 (0.7%) 0
7 V7 F R AR —E N 0 0 0 0 1 0.7%) 0
CD8 U v/ SERIFA 0 0 0 0 1 (0.7%) 0
A U H = A X PR 0 0 0 0 1 (0.7%) 0
AR Sy T N 0 0 0 0 1 (0.7%) 0
P nER A iE_E 5 0 0 0 0 1 (0.7%) 0
T U 2 SEREED 0 0 0 0 1 (0.7%) 0
VL REREEE N 0 0 0 0 1 (0.7%) 0
| A ME LE 3 0 0 0 0 0 1 (2.5%)
ey Pl N g N
;EE'”Q:BII fr R T T AF W 0 0 0 0 0 | @.5%)
;ZZ\“/T*/F7/X7I7HJZ 0 0 0 0 0 1 (2.5%)
=
T T A AR 0 0 0 0 0 1 (2.5%)
HERRE X OSSR E 15 (16.7%) | 1 (5.3%) |11 (11.7%) 0 13 (9.6%) 6 (15.0%)
RAEE 7 (7.8%) 1 (5.3%) 2 (2.1%) 0 4 (3.0%) 1 (2.5%)
PR 4 (4.4%) 1 (5.3%) 3 (3.2%) 0 4 (3.0%) 1 (2.5%)
A5 ER I 2 (2.2%) 0 3 (3.2%) 0 4 (3.0%) 0
DU fi 97 1 (1.1%) 0 3 (3.2%) 0 2 (1.5%) 1 (2.5%)
=01 1 (1.1%) 0 0 0 1 (0.7%) 1 (2.5%)
R ENE 1 (1.1%) 0 0 0 0 1 (2.5%)
RS 1 (1.1%) 0 0 0 0 0
A 0 0 1 (1.1%) 0 1 (0.7%) 2 (5.0%)
TIREE A 0 0 1 (1.1%) 0 0 0
MET 0 0 0 0 0 1 (2.5%)
FERas, MERE L OWERRIEE 11 (12.2%) | 1 (5.3%) 5 (5.3%) 0 14 (10.4%) | 5 (12.5%)
PR 3 (3.3%) 0 2 (2.1%) 0 3 (2.2%) 1 (2.5%)
I K i 3 (3.3%) 0 2 (2.1%) 0 1 (0.7%) 0
Wi 15 2 (2.2%) 0 0 0 0 0
fitilig e 1 (1.1%) 0 1 (1.1%) 0 4 (3.0%) 0
T PRk 1 (1.1%) 0 1 (1.1%) 0 0 2 (5.0%)
[ PEREE 1 (1.1%) 0 1 (1.1%) 0 0 0
55 VEIE PR IR 1 (1.1%) 0 1 (1.1%) 0 0 0
Al SRR T 1 (1.1%) 0 0 0 1 (0.7%) 0
gk 1 (1.1%) 0 0 0 1 (0.7%) 0
IR 1 (1.1%) 0 0 0 0 0
L®o< Y 0 1 (5.3%) 1 (1.1%) 0 1 (0.7%) 0
KR FRNE 0 1 (5.3%) 0 0 3 (2.2%) 1 (2.5%)
5 PH 0 0 1 (1.1%) 0 0 2 (5.0%)
g HH i, 0 0 1 (1.1%) 0 0 0
T L —ERR 0 0 0 0 1 (0.7%) 1 (2.5%)
R % R 0 0 0 0 1 (0.7%) 0
T 0 0 0 0 0 2 (5.0%)
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b A A AR R VA AR T
AR AR RT A v —OrEE
6029781 3k | FLMOON-1 6029781 3k | FLMOON-3 SUNMO G040516 &
% (%) B11 FL RP2D RBR F2 FL RP2D B B B (GBUAH
aR— k (n=19) aR— k (n=5) (n=135) TIN5
(n=90) (n=94) 28— 1)
(n=40)
JRIPIE B X OVE A BUE 10 (11.1%) |4 (21.1%) |18 (19.1%) | 1 (20.0%) |38 (28.1%) | 7 (17.5%)
AR E R 3 (3.3%) 0 2 (2.1%) 0 6 (4.4%) 2 (5.0%)
fiti g% 3 (3.3%) 0 2 (2.1%) 0 4 (3.0%) 1 (2.5%)
TR S 3 (3.3%) 0 0 0 8 (5.9%) 0
Fil| S e 5% 1 (1.1%) 0 2 (2.1%) 1 (20.0%) 4 (3.0%) 0
P~ L~ 1 (1.1%) 0 2 (2.1%) 0 1 (0.7%) 0
J Y 1 (1.1%) 0 1 (1.1%) 0 0 1 (2.5%)
- WABA S 1 (1.1%) 0 1 (1.1%) 0 0 0
Bl L~ XK 1 (1.1%) 0 1 (1.1%) 0 0 0
RUE R 1 (1.1%) 0 1 (1.1%) 0 0 0
WuiErEs = v 7 1 (1.1%) 0 0 0 0 0
INEES 1 (1.1%) 0 0 0 0 0
LiiRNIRS 0 3 (15.8%) 2 (2.1%) 0 5 (3.7%) 1 (2.5%)
A~ L~ R 0 1 (5.3%) 0 0 0 0
COVID-19 0 0 4 (4.3%) 0 4 (3.0%) 3 (7.5%)
COVID-19 fifiZs 0 0 1 (1.1%) 0 4 (3.0%) 2 (5.0%)
[ R P B R 0 0 1 (1.1%) 0 1 (0.7%) 0
WIE 0 0 1 (1.1%) 0 1 (0.7%) 0
A I A S Yy 0 0 1 (1.1%) 0 0 0
Za—FVAFR A BT A filids 0 0 1 (1.1%) 0 0 0
N > 1 . 2
Zi;;i;i;g TEY A 0 0 1 (1.1%) 0 0 0
TRGE G 0 0 1 (1.1%) 0 0 0
AR B At~ /L~ % 0 0 1 (1.1%) 0 0 0
HORIE S R 0 0 1 (1.1%) 0 0 0
MR Y 0 0 1 (1.1%) 0 0 0
™ A L APENf S 0 0 0 1 (20.0%) 0 0
AT W 0 0 0 0 2 (1.5%) 0
Al o 25E 0 0 0 0 2 (1.5%) 0
P A AT T A ARG 0 0 0 0 2 (1.5%) 0
B BUIF ¢ PR AL 0 0 0 0 2 (1.5%) 0
= RIER 0 0 0 0 1 (0.7%) 0
AR S 0 0 0 0 1 (0.7%) 0
JEE Rt 0 0 0 0 1 (0.7%) 0
R B P RS E 0 0 0 0 1 (0.7%) 0
iR S e 0 0 0 0 1 (0.7%) 0
LAY A L ARSI 0 0 0 0 1 (0.7%) 0
B R e 2% 0 0 0 0 1 (0.7%) 0
F &Y 0 0 0 0 1 (0.7%) 0
RUE RE R 0 0 0 0 1 (0.7%) 0
TR P XU VB SR 0 0 0 0 1 (0.7%) 0
REES 0 0 0 0 1 (0.7%) 0
B R 2% 0 0 0 0 1 (0.7%) 0
R 0 0 0 0 0 1 (2.5%)
HHEE 6 (6.7%) 0 2 (2.1%) 0 0 1 (2.5%)
ARMRAE 3 (3.3%) 0 1 (1.1%) 0 0 0
BEELIR AR 3 (3.3%) 0 0 0 0 1 (2.5%)
9 DY 0 0 1 (1.1%) 0 0 0
ENS 0 0 1 (1.1%) 0 0 0
k=g 6 (6.7%) 0 5 (5.3%) 0 6 (4.4%) |4 (10.0%)
FL 3 (3.3%) 0 1 (1.1%) 0 0 1 (2.5%)
1FTH 2 (2.2%) 0 1 (1.1%) 0 0 0
e I JE 1 (1.1%) 0 0 0 2 (1.5%) 1 (2.5%)
{5 0 0 1 (1.1%) 0 4 (3.0%) 1 (2.5%)
2 0 0 1 (1.1%) 0 0 0
A0 i 2 U AR 0 0 1 (1.1%) 0 0 0
FE 1. 0 0 0 0 1 (0.7%) 0
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LA S A SRR VAR AR VA IR T+
AR AR RT A v —OrEE
6029781 3k | FLMOON-1 6029781 3k | FLMOON-3 SUNMO G040516 &
% (%) B11 FL RP2D RBR F2 FL RP2D B B B (GBUAH
ak—h (n=19) ak—h (n=5) (n=135) AL NI
(n=90) (n=94) 28— 1)
(n=40)
TR IR AR E 0 0 0 0 0 1 (2.5%)
KA 0 0 0 0 0 1 (2.5%)
IR 4 (4.4%) 0 3 (3.2%) 0 2 (1.5%) 0
AR 2 (2.2%) 0 0 0 0 0
F 1 (1.1%) 0 2 (2.1%) 0 0 0
AR 1 (1.1%) 0 0 0 0 0
AR 5 J) [ e e 1 (1.1%) 0 0 0 0 0
AR A A i 0 0 1 (1.1%) 0 0 0
KIAT7A 0 0 0 0 1 (0.7%) 0
B BEAE 0 0 0 0 1 (0.7%) 0
5E D R 0 0 0 0 1 (0.7%) 0
LgkEE 4 (4.4%) 1 (5.3%) 1 (1.1%) 0 2 (1.5%) 0
SR 1 (1.1%) 0 1 (1.1%) 0 1 (0.7%) 0
A b L ADFRE 1 (1.1%) 0 0 0 0 0
IRk 1 (1.1%) 0 0 0 0 0
TN N 1 (1.1%) 0 0 0 0 0
frigpEE 0 1 (5.3%) 0 0 0 0
[0S 0 0 0 0 1 (0.7%) 0
HB I URKESE 3 (3.3%) 0 3 (3.2%) 0 (1.5%) 0
EIL R GRS 1 (1.1%) 0 2 (2.1%) 0 0 0
Hg 1 (1.1%) 0 1 (1.1%) 0 0 0
T I 1 (1.1%) 0 0 0 0 0
KT 0 0 0 0 1 (0.7%) 0
il BERE S 0 0 0 0 1 (0.7%) 0
(Egtﬂé kﬁﬁ%&?ﬁj@;ﬂiﬁiw 2 2.2%) | 1 (5.3%) 0 0 10 (7. 4%) 0
&7 L7 2 (2.2%) 0 0 0 9 (6.7%) 0
NEIRE A CE 0 1 (5.3%) 0 0 0 0
KEERIE Y o SEREE ZiE 0 0 0 0 1 (0.7%) 0
ST 0 0 0 0 1 (0.7%) 0
BE, hEBICLEBEATHE 2 (2.2%) |4 (21.1%) 1 (1.1%) |2 (40.0%) | 10 (7.4%) | 2 (5.0%)
EANCLE D RS 1 (1.1%) 4 (21.1%) 0 2 (40.0%) 9 (6.7%) 1 (2.5%)
P45 1 (1.1%) 0 0 0 0 0
g 0 0 1 (1.1%) 0 1 (0.7%) 1 (2.5%)
FEFHIEE S KIS 0 0 0 0 1 (0.7%) 0
AFERB L OILEREE 2 (2.2%) 0 0 0 0 0
TR E O FEAE 1 (1.1%) 0 0 0 0 0
PN e 1 (1.1%) 0 0 0 0 0
BR X ORKESE 1 (1.1%) 0 0 0 2 (1.5%) 1 (2.5%)
R 1 (1.1%) 0 0 0 1 (0.7%) 1 (2.5%)
HEIR IR 0 0 0 0 1 (0.7%) 0
FFREREE 1 (1.1%) 2 (10.5%) 0 1 (20.0%) 0 0
JFRERE B 1 (1.1%) 2 (10.5%) 0 1 (20.0%) 0 0
HOWEE 1 (1.1%) 0 0 0 0
oy WAk 1 (1.1%) 0 0 0 0 0

- G029781 #k B11 FL RP2D =4 — k| F2 FL RP2D =27~ — b

LI AW HEEIZ B11 FL RP2D =278 — b : MedDRA ver. 24.0,

+ FLMOON-1 #5#%, FLMOON-3 7Bk

SEEHC V- FHEEIT MedDRA ver. 20. 1 |2 YEHL

- SUNMO R, 6040516 7Bk

LIV FEIT MedDRA ver. 27. 1 (ZHEHL
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10.

11.

. BRRRERBRICRETEZE

RE S TR

BEKRSE
BREIN TR

BAEDIE

(RiEEERH]

14 BEREDIE

141 RFRHEFDTE

1411 AR OEGRFNIANA T LB AR EERY . HRAMEHEE TAR L T FOk
R L, AREE LTHRAEBBREUMIMEH LN &,

e 5-IRE) b REMY & i BRI% DR &
1 HH 1mg 1mL 50mL X% 100mL
1% 14 27/)VHE 8HH 2mg 2mL 50mL X% 100mL
15 HH | 60mg 60mL 250mL
2% 427 )VH 60mg 60mL 250mL
347 VELKE 30mg 30mL 100mL X% 250mL

14.1. 2 TR I E D CEIRENRI 5 2 &, B, < b0 XUXKL D EIRIZERD b =5 a 13 E
HALZnZ &,

14.1. 3 KRR U, S T mITE3 5 2 &,

1414 00253, HRZESCOITHEHE T IRNKZ RIFT 25615, 2~8CTHRIAFL., 24 I
MLINIZERT 5 Z &, FRIRITBERET S 2 &,

14.2 EXBREREOIE

14.2.1 il & DRFEEZ L7pnZ &,

14.2.2 Ao FGA4T 4 NE—2fH LN &,

SRR

14.1.1~14.1.4
AFN R DERICEE T R&E 2 L 2# L, SR oL e, EEME, 28 o®la k
D, FEFERR L, JARBIESCITERT S 2 L,

14.2.1 KENZE o7 WA TH DD, MOFEFTHEHINILV— 2 L— 7Ty atd
WEA LY, oK EREG L2 LeGE., ¥\ VEBENRE THENLDND
Band b,

14.2.2 KENIA > TA T ANE—ICRET RN S L7200 TA T 4 NVE—%EHHL
A AR

(B T iESiH]

14 BRALOEE

141 RHFREOIE

1411 26, < b0 UKL PIRISRD S NGB ER LanZ &,

14.1.2 2 U I LIZRITESCINITHEN 95 2 &

14.1.3 R EET, HONIEHAET VY VU2 RETLH5E1E. 2~8CTRAFEL., 24 FKH
LINIZEEI9 % Z &,

14. 1.4 KFNOASATI/UT L EENIY) TH Y | BEBERE P R IR 2 BN REET S
Ze,

14.2 EHHREROIE

14.2.1 REEFSUTIEFBIC R TG54 2 2 & RERESUTEEBICIESS 28 TE WG A 13 LkeE &
BIRT 52 L b TE D, LIS E SN THD DT, [6—EpT~ v ik LIERT 5

Z LIRS Z L,

74



14.2. 2 SJ&SBUR /2L, REIZRE OB D500 (B, 55, FAR, WREE) IZITER L
Z&,

<>

14.1.1~14.1. 4
AFN RS DEICIEE T RE Z L 2# L, WRloL ek, EEE, Z2aertkofln k
D, ARERRLL, SR IESCCERT S Z b,

14.2 FEHFEOZE2OS, FEFREIZOZIETFTH I &, BRI W THERHBALSR A
WMESNTWD, RO L TR TR G352 & T, REOMEENKZVES
LT, ENDREAN ORI ELE 5 2 AR H D Z Lo n, i AL B
TH R REHE LTRE LT,

12. ZDmOEE
(1) BRERERICED CIER

@=¥TEaEx-5:1)
15.1 BRERREAIZE D < &%k

FEARRBRIZB N T, EARY A~ TTRT D PURDEANHRE SN TN D 0,
G-aEE:0-1))
15.1 BRERERAICE D < 15

FRFRBRICIB W T, F AR Y X< ZICT DHURDBEEAEN I Sh T 5 Y,

<>

AHNDOEERRERIZ BN T, RANT D HURDEADHE SN TN D,

SRERERANC BT, HEANE DI AEERRE (GO29781 Rk kNS L= v—7 -
adk— b [RAGREICE FTe]) [TV TIE, Rl 40 418 FllZHie AR Y X~ 7 HUR T H
ENneotz, £-. EWNGE T KRB (040295 B #ARNEE L2 7V—7 "« ahk—})
IZBWTHIE AR Y X~ THUADS 42 il 1 ] Tt Sz,

P ERANZ TR, WAAE 1/ IR RER (GO29781 ik MG L=/ v—7 DB &L
N F [RAEESEZET]) 1280 T, HieExRx Y X~ 7HiAR 216 i 1 TR i,
£7-. EWNF 1 #HRE (FLMOON-3 itk [J040295 ik 3L+FLSC =4— h]) 2B\ T,
SRS D B HIZHIE 2 R X~ THIRIIME SRR o1z,

(2) FERRPREABRICE D B
BRE SN TR
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X. JEEGPREHERICBA9 HIER

1. FEHER

(1) EMFEEAER
[VI. SEZhSEPRICR3 2 IHE | OIEBR

(2) REMEBEHAER
FEARY AT O0MLE R, RS X OMREFHMEIE B 2 & e SVEREmX., =7
A PN AN HEERSEEERBRICBWTCER L=, /2. =7 A4V LZ2HAW= 4 BEEHE

AR PG MERER I BV Tl E R L ONVMAEE TN L, 26 3 BRI W) TR AR 2 52
i L 7=,

O HEEGHEERR (=271 ¥ 1) 2

& ERARYXYTHEKRSEHHR

(ZSIEN)

(PR L OV L 2 F % o
A MU —)

AR R

(PPREZERIRTAR © — KRB &
UMTE, FEHIRRE, B8, 1T,
FHE I KOMR O m & LB x|
i BRI DN B & & )

cEZARY A< 0.01,
0.1. 1.0mg/kg % ¥k
N5

B AR Y AT
1.0mg/kg % 2 T %45

RALER h& - 575k FTA
O A R R A FIRNR S | - 0.1mglkg (FIRMNIZS) X 1.0mglkg (#
(A%, LER, M, i BLOK TS AR G- 3UI R THG) T 1 H BiC Dk &

OMRIR O ER/ 2580, XTSRS L ORBRAT O fE
LHEBLTHPORY = OWFENRERD b
776

- 1.omg/kg (F#ARM#E) T 1 HBIZIERT
(RRBR AT Ol & el U C UG 1 M = 11-
18mmHg OIK T, JRiEHMLE 22-25mmHg @
KT)

- 1.0mg/kg (FFIRNEE XL THRE) (2817
ZO0EEEEI (RR MR 12 PR MiRE X
O QT [EIRE D %A & B L T\ iz2s, QTe -~
DEBIIRO LN T,

DB, MATEIRE (T A — & B LOMKIROZE L
WP b5 7 B HE CICEE L,

c BREITRD bR T

c BEITRD NN T

@ 4 JRMEWERE B G- REER R (=2 A L)

® EARVAYT 4 EMBIERERSSERR

*1HHBLU2HHAIK

AR AR R

BRLER Bh& - G55k P
OIAER (ME, LHED IR BRI G | - EFMIEICE AR Y X< 7B L2 & ki

EFNENETARY X
~7 0.2mgkg B LW
0.8mg/kg ¥ 5L, %
Dtk 8, 15 BN 22
HHIZ0.3.1.0 BXLW
3.0mg/kg % FHARMN

<8 HHIZ 1.0 3 L1 3.0mg/kg TEEE D.OFEK

WHOLNRNoT,

1 BLV 2 HEIZLHBEOEINNRRD S,
BN BBEFE CH -7, AFTRITY A A
VIHIZERT AL DO Th o7z,

MR bz ns, 22 HBIZIFRD 6
Moz,

5.

-1 A HIC 0.2mg/kg. 2 A HIC 0.8mg/kg. 8 A

HIZ 1.0mg/kg ## 5 37 1 FllckV T, 11
H B IR RFR O bz,

® 26 EHE G- #EERR (I=27 1% 1)
W=7 AYi 3R (B, EHE S8 o0 1HABXIU2 BRI, EHERBX
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VEHEHICEARY A~ T 22N 0.2mg/kg B LT 0.8mg/kg #HRNER G- L, 5128
~183 H HIZIKHERETIX 0.1mg/kg, & ERETIE 0.5mg/kg ## 1 FIFHIRNEKZ G L7z, K
AERIZBW T, FHEARRICEF IR O bR o T,

(3) ZOHOEEHER
PG L

2. HMHHRER

(1) BEEREEHRE (h=2/4)L) 2
T =7 A P HEIEARPE 5 SUTE TR L7 EDERRXY X~ 7 O L0 7 @0
B 16 H R O bk o vl WE ST RRgEE 2 T L 7=,

& EARVATTHEREEHHAER

5

ULz ik h& EULZE~ MTD i
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ZhHe X 1L %h | 1 INDICATIONS AND USAGE

1.1 Follicular Lymphoma

LUNSUMIO is indicated for the treatment of adult patients with relapsed or refractory

follicular lymphoma after two or more lines of systemic therapy.

This indication is approved under accelerated approval based on response rate /see Clinical

Studies (14.1)]. Continued approval for this indication may be contingent upon verification

and description of clinical benefit in a confirmatory trial(s).

MR O H | 2 DOSAGE AND ADMINISTRATION

& 2.1 Important Dosing Information

+ Administer LUNSUMIO to well-hydrated patients.

- Premedicate before each dose in Cycle 1 and Cycle 2 [see Dosage and Administration (2.3)].

+ Administer only as an intravenous infusion through a dedicated infusion line. Do not use
an in-line filter to administer LUNSUMIO. Drip chamber filters can be used to administer
LUNSUMIO.

+ LUNSUMIO should only be administered by a qualified healthcare professional with
appropriate medical support to manage severe reactions such as cytokine release

syndrome and neurologic toxicity,including ICANS [see Warnings and Precautions (5.1
and 5.2)].

B
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2.2 Recommended Dosage

The recommended dosage for LUNSUMIO is presented in Table 1.
Administer for 8 cycles, unless patients experience unacceptable toxicity or disease

progression.

For patients who achieve a complete response, no further treatment beyond 8 cycles is
required. For patients who achieve a partial response or have stable disease in response to
treatment with LUNSUMIO after 8 cycles, an additional 9 cycles of treatment (17 cycles
total) should be administered, unless a patient experiences unacceptable toxicity or disease

progression.

Table 1. Recommended LUNSUMIO Dose and Schedule (21-Day Treatment

Cycles)
Day of Treatment Dose of LUNSUMIO Rate of Infusion
Day 1 Lmg Administer over a minimum of 4
Cycle 1 Day 8 2mg hours
Day 15 60mg ’
Cycle 2 Day 1 60mg Administer over 2 hours if
Cycles 3+ | Day 1 30mg infusions from Cycle 1 were well-
tolerated.

Table 2. Recommendations for Restarting Therapy with LUNSUMIO After

Dose Delay
Last Dose Time Since the Last | Action for Next Dose(s)
Administered Dose Administered
Administer 2 mg (Cycle 1 Day 8),
1 to 2 weeks then resume the planned
treatment schedule.
1 mg

Cycle 1 Day 1

Greater than 2 weeks

Repeat 1 mg (Cycle 1 Day 1), then
administer 2 mg (Cycle 1 Day 8)
and resume the planned
treatment schedule.

2 mg

Cycle 1 Day 8

1 to 2 weeks

Administer 60 mg (Cycle 1 Day
15), then resume the planned
treatment schedule.

Greater than 2 weeks to
less than 6 weeks

Repeat 2 mg (Cycle 1 Day 8), then
administer 60 mg (Cycle 1 Day 15)
and resume  the planned
treatment schedule.

Greater than or equal to
6 weeks

Repeat 1 mg (Cycle 1 Day 1) and 2
mg (Cycle 1 Day 8), then
administer 60 mg (Cycle 1 Day 15)
and resume the planned
treatment schedule.

60 mg

Cycle 1 Day 15

1 week to less than 6
weeks

Administer 60 mg (Cycle 2 Day 1),
then resume the planned
treatment schedule.

Greater than or equal to
6 weeks

Repeat 1 mg (Cycle 2 Day 1) and 2
mg (Cycle 2 Day 8), then
administer 60 mg (Cycle 2 Day
15), followed by 30 mg (Cycle 3
Day 1) and then resume the
planned treatment schedule.

60 mg

Cycle 2 Day 1

3 weeks to less than 6
weeks

Administer 30 mg (Cycle 3 Day 1),
then resume the  planned
treatment schedule.

Greater than or equal to
6 weeks

Repeat 1 mg (Cycle 3 Day 1) and 2
mg (Cycle 3 Day 8), then
administer 30 mg (Cycle 3 Day
15)*, followed by 30 mg (Cycle 4
Day 1) and then resume the
planned treatment schedule.

30 mg
Cycle 3

3 weeks to less than 6
weeks

Administer 30 mg, then resume
the planned treatment schedule.
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onwards

Greater than or equal to
6 weeks

Repeat 1 mg on Day 1 and 2 mg on
Day 8 during the next cycle, then
administer 30 mg on Day 15,
followed by 30 mg on Day 1 of
subsequent cycles.

*For the Day 1, Day 8, and Day 15 doses in the next cycle, administer premedication as per
Table 3 for all patients

2.3 Recommended Premedication and Prophylactic Medication
Premedication to reduce the risk of cytokine release syndrome and infusion-related
reactions are outlined in Table 3 /see Warnings and Precautions (5.1)].

Table 3. Premedication to be Administered to Patients Prior to LUNSUMIO

Infusion
Treatment Patle.nt:,s .. .. .
Cycle Requlr.mg. Premedication Dosage Administration
Premedication
Dexamethason
e 20 mg | Complete at
. . intravenous or | least 1 hour
Corticosteroid methylpredniso | prior to
lone 80 mg | infusion
intravenous
Diphenhydrami
ne
g?gi ; and All patients };gdrslcgll?sdioo At  least 30
Antihistamine minutes prior
mg. ° | to infusion
equivalent oral
or intravenous
antihistamine
Anti . z?cf:‘lcilminophen At. least .30
ntipyretic (500 mg  to mlplzteg prior
1,000 mg) to infusion
Dexamethason
e 20 mg | Complete at
Corticosteroid intravenous. or legst 1 hour
methylpredniso | prior to
lone 80 mg | infusion
intravenous
Patients who Diphenhydrami
experienced ne hydrochloride
Cycles 3+ any grade CRS 50 mg to 100 | At least 30
with the Antihistamine mg or | minutes prior
previous dose equivalent oral | to infusion
or intravenous
antihistamine
Oral At least 30
Antipyretic z(icetamlnophen minutes prior
500 mg  to to infusion
1,000 mg)

2.4 Dosage Modifications for Adverse Reactions
See Tables 4 and 5 for the recommended dosage modifications for adverse reactions of CRS
and neurologic toxicity, including immune effector cell-associated neurotoxicity (ICANS).
See Table 6 for the recommended dosage modifications for other adverse reactions following
administration of LUNSUMIO.

Dosage Modifications for Cytokine Release Syndrome

Identify cytokine release syndrome (CRS) based on clinical presentation /see Warnings and
Precautions (5.1)]. Evaluate for and treat other causes of fever, hypoxia, and hypotension.

If CRS is suspected, withhold LUNSUMIO until CRS resolves, manage according to the
recommendations in Table 4 and per current practice guidelines. Administer supportive
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therapy for CRS, which may include intensive care for severe or life-threatening CRS.

Table 4. Recommendations for Management of Cytokine Release Syndrome

Grade? Presenting Symptoms ActionsP
Grade 1 Fever > 100.4°F (38°C)c + Withhold current infusion of
LUNSUMIO and manage per
current practice guidelines.
« If symptoms resolve, restart
infusion at the same rate.

+ Ensure CRS symptoms are resolved
for at least 72 hours prior to the next
dose of LUNSUMIO.¢

+ Administer premedication® prior to
next dose of LUNSUMIO and
monitor patient more frequently.

Grade 2 Fever > 100.4°F (38°C)ewith: + Withhold current infusion of
Hypotension not requiring LUNSUMIO and manage per
vasopressors and/or hypoxia current practice guidelines.
requiring low-flow oxygenf by « If symptoms resolve, restart
nasal cannula or blow-by. infusion at 50% rate.

+ Ensure CRS symptoms are resolved
for at least 72 hours prior to the
next dose of LUNSUMIO.¢

+ Administer premedication® prior to
next dose of LUNSUMIO and
consider infusing the next dose at
50% rate.

+ For the next dose of LUNSUMIO,
monitor more frequently and
consider hospitalization.

Recurrent Grade 2 CRS

+ Manage per Grade 3 CRS.

Grade 3 Fever > 100. 4°F (38°C )ewith: - Withhold LUNSUMIO, manage per
Hypotension requiring a current practice guidelines and
vasopressor (with or without provide supportive therapy, which
vasopressin) and/or hypoxia may include intensive care.
requiring high flow oxygenf + Ensure CRS symptoms are resolved
by nasal cannula, face mask, for at least 72 hours prior to the next
non-rebreather mask, or dose of LUNSUMIO.4
Venturi mask. + Administer premedication® prior to

next dose of LUNSUMIO and infuse
the next dose at 50% rate.

- Hospitalize for the next dose of
LUNSUMIO.

Recurrent Grade 3 CRS

+ Permanently discontinue
LUNSUMIO.

+ Manage CRS per current practice
guidelines and provide supportive
therapy, which may include
intensive care.

Grade 4 Fever > 100. 4°F (38°C)c with: + Permanently discontinue
Hypotension requiring LUNSUMIO.
multiple vasopressors + Manage CRS per current practice
(excluding vasopressin) guidelines and provide supportive
and/or hypoxia requiring therapy, which may include
oxygen by positive pressure intensive care.

(e.g., CPAP, BiPAP,
intubation and mechanical
ventilation).

2 Based on American Society for Transplantation and Cellular Therapy (ASTCT) 2019
grading for CRS.
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b If CRS is refractory to management, consider other causes including hemophagocytic
lymphohistiocytosis /see Warnings and Precautions (5.4)].

¢ Premedication may mask fever, therefore if clinical presentation is consistent with CRS,
follow these management guidelines.

d Refer to Table 2 for information on restarting LUNSUMIO after dose delays [see Dosage
and Administration (2.2)).

e Refer to Table 3 for additional information on premedication.

fLow-flow oxygen defined as oxygen delivered at < 6 L/minute; high-flow oxygen defined as
oxygen delivered at > 6 L/minute.

Dosage Modifications for Neurologic Toxicity, including ICANS

Management recommendations for neurologic toxicity, including ICANS, is summarized in
Table 5. At the first sign of neurologic toxicity, including ICANS, consider neurology
evaluation and withholding of LUNSUMIO based on the type and severity of neurotoxicity.
Rule out other causes of neurologic symptoms.

Provide supportive therapy, which may include intensive care.

Table 5. Recommendations for Management of Neurologic Toxicity (including
ICANS)

Adverse Reaction Severity!2? Actions
Neurologic Toxicity?! Grade 1 + Continue LUNSUMIO
(including ICANS?) and monitor neurologic

toxicity symptoms.

If ICANS, manage per

current practice

guidelines.

Grade 2 + Withhold LUNSUMIO
until neurologic toxicity
symptoms improve to
Gradel or baseline for at
least 72 hours.?

+ Provide supportive
therapy, and consider
neurologic evaluation.

+ If ICANS, manage per
current practice
guidelines.

Grade 3 + Withhold LUNSUMIO
until neurologic toxicity
symptoms improve to
Gradel or baseline for at
least 72 hours.?

+ Provide supportive
therapy, which may
include intensive care,
and consider neurology
evaluation.

« If ICANS, manage per
current practice
guidelines.

« If recurrence of ICANS,
permanently discontinue
LUNSUMIO.

Grade 4 + Permanently discontinue
LUNSUMIO.

+ Provide supportive
therapy, which may
include intensive care,
and consider neurology
evaluation.

« If ICANS, manage per
current practice
guidelines.
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1 Based on National Cancer Institute Common Terminology Criteria for Adverse Events
(NCI CTCAE),version 4.0.

2 Based on American Society for Transplantation and Cellular Therapy (ASTCT) 2019
grading for ICANS.

3 See Table 2 for recommendations on restarting LUNSUMIO after dose delays /see Dosage
and Administration (2.2)).

Table 6. Recommended Dosage Modification for Other Adverse Reactions

Adverse Reactions! Severity! Actions
+ Withhold LUNSUMIO in
patients with active
infection until the
Infections /see Warnings Grades 1 — 4 infection resolves.2
and Precautions (5.3)] rades L - + For Grade 4, consider
permanent
discontinuation of
LUNSUMIO.
+ Withhold LUNSUMIO
Neutropenia /see Warnings | Absolute neutrophil count until absolute neutrophil
and Precautions (5.4)] less than 0.5 x 109 /L count is 0.5 X 10° /L or
higher.2
Other Advt_arse Reactions . Withhold LUNSUMIO
[see Warnings and Grade 3 or hich . L
Precautions (5.5) and rade 3 or higher until the toxicity rgsolves
2
Adverse Reactions (6.1)] to Gradel or baseline.

1 Based on National Cancer Institute Common Terminology Criteria for Adverse Events
(NCI CTCARE), version 4.0.

2 See Table 2 for recommendations on restarting LUNSUMIO after dose delays /see Dosage
and Administration (2.2)].
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4.1 Therapeutic indications
Lunsumio as monotherapy is indicated for the treatment of adult patients with relapsed or
refractory follicular lymphoma (FL) who have received at least two prior systemic therapies.
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4.2 Posology and method of administration

Lunsumio must only be administered under the supervision of a healthcare professional
qualified in the use of anti-cancer therapies, in a setting with appropriate medical support
to manage severe reactions such as cytokine release syndrome (CRS) and Immune Effector
Cell-Associated Neurotoxicity Syndrome (ICANS) (see below and section 4.4).

It is important to check the product labels to ensure that the correct formulation
(intravenous or subcutaneous fixed dose) is being administered to the patient, as prescribed.
Lunsumio intravenous formulation is not intended for subcutaneous administration and
should be administered via intravenous infusion only.

Posology

Prophylaxis and premedication

Lunsumio should be administered to well-hydrated patients.

Table 1 provides details on recommended premedication for CRS and infusion related
reactions.

Table 1 Premedication to be administered to patients prior to Lunsumio infusion

Patients requiring Premedication Administration
premedication

Intravenous Complete at least 1 hour
Cycles 1 and 2: all | corticosteroids:dexamethasone | prior to Lunsumio
patients 20 mg (preferred) or | infusion
Cycles 3 and beyond: | methylprednisolone 80 mg
patients who Anti-histamine: 50-100 mg | At least 30 minutes prior
experienced any grade | diphenhydramine to Lunsumio infusion
CRS with previous dose hydrochloride or equivalent

oral or intravenous anti-
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histamine
Anti-pyretic:
paracetamol

5001000 mg

The recommended dose of Lunsumio for each 21 day-cycle is detailed in Table 2.

Table 2 Dose of Lunsumio for patients with relapsed or refractory follicular lymphoma

Day of treatment Dose of Lunsumio Rate of infusion
Cycle 1 Day 1 1mg Infusions of Lunsumio in Cycle
Day 8 2mg 1 should be
Day 15 60mg administered over a minimum
of 4 hours.
Cycle 2 Day 1 60mg If the infusions were well-
Cycles 3 and Day 1 30mg tolerated in
beyond Cycle 1, subsequent infusions
of Lunsumio
may be administered over 2
hours.

Duration of treatment

Lunsumio should be administered for 8 cycles, unless a patient experiences unacceptable
toxicity or disease progression.

For patients who achieve a complete response, no further treatment beyond 8 cycles is
required. For patients who achieve a partial response or have stable disease in response to
treatment with Lunsumio after 8 cycles, an additional 9 cycles of treatment (17 cycles total)
should be administered, unless a patient experiences unacceptable toxicity or disease

progression.

Delayed or missed dose

Table 3: Recommendations for restarting therapy with Lunsumio intravenous infusion after

dose delay
Last dose Time since the | Action for next dose(s)
administered last dose
administered
1 mg 1 to 2 weeks Administer 2 mg (Cycle 1 Day 8), then

Cycle 1 Day 1

resume the planned treatment schedule.

Greater than 2

Repeat 1 mg (Cycle 1 Day 1), then

Cycle 1 Day 8

weeks administer 2 mg (Cycle 1 Day 8) and
resume the planned treatment schedule.
2 mg 1 to 2 weeks Administer 60 mg (Cycle 1 Day 15), then

resume the planned treatment schedule.

Greater than 2
weeks to less than
6 weeks

Repeat 2 mg (Cycle 1 Day 8), then
administer 60 mg (Cycle 1 Day 15) and
resume the planned treatment schedule.

Greater than or
equal to 6 weeks

Repeat 1 mg (Cycle 1 Day 1) and 2 mg
(Cycle 1 Day 8), then administer 60 mg
(Cycle 1 Day 15) and resume the planned
treatment schedule.

60 mg
Cycle 1 Day 15

1 week to less
than 6 weeks

Administer 60 mg (Cycle 2 Day 1), then
resume the planned treatment schedule.

Greater than or
equal to 6 weeks

Repeat 1 mg (Cycle 2 Day 1) and 2 mg
(Cycle 2 Day 8), then administer 60 mg
(Cycle 2 Day 15), followed by 30 mg
(Cycle 83 Day 1) and then resume the
planned treatment schedule.

60 mg
Cycle 2 Day 1

3 weeks to less
than 6 weeks

Administer 30 mg (Cycle 3 Day 1), then
resume the planned treatment schedule.

Greater than or
equal to 6 weeks

Repeat 1 mg (Cycle 3 Day 1) and 2 mg
(Cycle 3 Day 8), then administer 30 mg
(Cycle 3 Day 15)%, followed by 30 mg
(Cycle 4 Day 1) and then resume the
planned treatment schedule.

30 mg

3 weeks to less

Administer 30 mg, then resume the

90




than 6 weeks
Greater than or
equal to 6 weeks

Cycle 3
onwards

planned treatment schedule.

Repeat 1 mg on Day 1 and 2 mg on Day 8
during the next cycle, then administer 30
mg on Day 15%, followed by 30 mg on Day
1 of subsequent cycles.

*For the Day 1, Day 8, and Day 15 doses in the next cycle, administer premedication as per
Table 1 for all patients Note that all references to Cycle and Day are to the nominal Cycle
and Day.

Dose modification

Patients who experience grade 3 or 4 reactions (e.g. serious infection, tumour flare, tumour
lysis syndrome) should have treatment temporarily withheld until symptoms are resolved
(see section 4.4).

Cytokine Release Syndrome

CRS should be identified based on clinical presentation (see section 4.4). Patients should be
evaluated and treated for, other causes of fever, hypoxia, and hypotension, such as
infections/sepsis. Infusion related reactions (IRR) may be clinically indistinguishable from
manifestations of CRS. If CRS or IRR

is suspected, patients should be managed according to the recommendations in Table 4.

Table 4 CRS grading! and management

CRS grade CRS management? Next scheduled infusion of
Lunsumio
Grade 1 If CRS occurs during The symptoms should be
Fever > 38°C infusion: resolved for at least 72
+ The infusion should be hours prior to next infusion
interrupted and
symptoms treated The patient should be
« The infusion should be monitored more frequently
re-started at the same
rate once the symptoms
resolve
« If symptoms recur with
re-administration, the
current infusion should
be discontinued
If CRS occurs post-
infusion:
+ The symptoms should be
treated
If CRS lasts > 48 hours
after symptomatic
management:
+ Dexamethasone? and/or
tocilizumab> should be
considered
Grade 2 If CRS occurs during The symptoms should be
Fever > 38°C infusion: resolved for at least 72
and/or hypotension not + The infusion should be hours prior to next infusion
requiring vasopressors interrupted and
and/or hypoxia requiring symptoms treated Premedication should be
low-flow oxygen® by nasal « The infusion should be maximised as appropriate’
cannula or blow-by re-started at 50% the rate
once the symptoms Consideration should be
resolve given to administration of
- If symptoms recur with the next infusion 50% rate,
re-administration, the with more frequent
current infusion should monitoring of the patient
be discontinued
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If CRS occurs post-

infusion:

+ The symptoms should be
treated

If no improvement occurs
after symptomatic
management:
+ Dexamethasone? and/or
tocilizumab*5 should be
considered

Grade 3

Fever > 38°C

and/or hypotension
requiring a vasopressor
(with or without
vasopressin) and/or
hypoxia requiring high
flow oxygen? by nasal
cannula, face mask, non-
rebreather mask, or
Venturi mask

If CRS occurs during
infusion:
+ The current infusion
should be discontinued
+ The symptoms should be
treated
+ Dexamethasone? and
tocilizumab#4 5 should be
administered

If CRS occurs post-

infusion:

* The symptoms should be
treated

+ Dexamethasone3 and
tocilizumab# 5 should be
administered

If CRS is refractory to
dexamethasone and
tocilizumab:

« Alternative
immunosuppressants® and
methylprednisolone 1000
mg/day intravenously
should be administered
until clinical
improvement

The symptoms should be
resolved for at least 72
hours prior to next infusion

Patients should be
hospitalised for the next
infusion

Premedication should be
maximised as appropriate’

The next infusion should
be administered at a 50%
rate

Grade 4

Fever > 38°C

and/or hypotension
requiring multiple
vasopressors (excluding
vasopressin) and/or
hypoxia requiring oxygen
by positive pressure (e.g.,
CPAP, BiPAP, intubation
and

mechanical ventilation)

If CRS occurs during or post-infusion:
+ Treatment with Lunsumio should be permanently

discontinued

+ The symptoms should be treated
+ Dexamethasone? and tocilizumab%5 should be

administered

If CRS is refractory to dexamethasone and tocilizumab:
+ Alternative immunosuppressants? and
methylprednisolone 1000 mg/day intravenously should
be administered until clinical improvement

1 ASTCT = American Society for Transplantation and Cellular Therapy. Premedication may
mask fever, therefore if clinical presentation is consistent with CRS, please follow these

management guidelines.

2 If CRS is refractory to management, consider other causes including haemophagocytic

lymphohistiocytosis

3 Dexamethasone should be administered at 10 mg intravenously every 6 hours (or
equivalent) until clinical improvement

4 In study GO29781, tocilizumab was administered intravenously at a dose of 8 mg/kg (not
to exceed 800 mg per infusion), as needed for CRS management

5 If no clinical improvement in the signs and symptoms of CRS occurs after the first dose, a
second dose of intravenous tocilizumab 8 mg/kg may be administered at least 8 hours
apart (maximum 2 doses per CRS event). Within each time period of 6 weeks of Lunsumio
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treatment, the total amount of tocilizumab doses should not exceed 3 doses
6 Low-flow oxygen is defined as oxygen delivered at < 6 L/minute.
7 Refer to Table 1 for additional information
8 High-flow oxygen is defined as oxygen delivered at > 6 L/minute
9 Riegler L et al. (2019)
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8.1 Pregnancy
Risk Summary
Based on the mechanism of action, LUNSUMIO may cause fetal harm when administered
to a pregnant woman [see Clinical Pharmacology (12.1)]. There are no available data on
the use of LUNSUMIO in pregnant women to evaluate for a drug-associated risk. No
animal reproductive or developmental toxicity studies have been conducted with
mosunetuzumab-axgb.
Mosunetuzumab-axgb causes T-cell activation and cytokine release; immune activation
may compromise pregnancy maintenance. In addition, based on expression of CD20 on
B-cells and the finding of B-cell depletion in non-pregnant animals, mosunetuzumab-axgb
can cause B-cell lymphocytopenia in infants exposed to mosunetuzumab-axgb in-utero.
Human immunoglobulin G (IgG) is known to cross the placenta; therefore,
LUNSUMIO has the potential to be transmitted from the mother to the developing fetus.
Advise women of the potential risk to the fetus.
In the U.S. general population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% — 4% and 15% — 20%, respectively.

8.2 Lactation

Risk Summary

There is no information regarding the presence of mosunetuzumab-axgb in human milk,
the effect on the breastfed child, or milk production. Because human IgG is present in
human milk, and there is potential for mosunetuzumab-axgb absorption leading to B-cell
depletion, advise women not to breastfeed during treatment with LUNSUMIO and for 3
months after the last dose.

8.3 Females and Males of Reproductive Potential

LUNSUMIO may cause fetal harm when administered to a pregnant woman /see Use in
Specific Populations (8.1)].
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Pregnancy Testing
Verify pregnancy status in females of reproductive potential prior to initiating
LUNSUMIO.

Contraception
Females

Advise females of reproductive potential to use effective contraception during treatment
with LUNSUMIO and for 3 months after the last dose.

-9 +5-1)|
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8.1 Pregnancy
Risk Summary
Based on the mechanism of action, LUNSUMIO VELO may cause fetal harm when
administered to a pregnant woman /see Clinical Pharmacology (12.1)]. There are no available
data on the use of LUNSUMIO VELO in pregnant women to evaluate for a drug-associated
risk. No animal reproductive or developmental toxicity studies have been conducted with
mosunetuzumab-axgb.
Mosunetuzumab-axgb causes T-cell activation and cytokine release; immune activation may
compromise pregnancy maintenance. In addition, based on expression of CD20 on B-cells and
the finding of B-cell depletion in non-pregnant animals, mosunetuzumab-axgb can cause B-
cell lymphocytopenia in infants exposed to mosunetuzumab-axgb in-utero. Human
immunoglobulin G (IgG) is known to cross the placenta; therefore, LUNSUMIO VELO has
the potential to be transmitted from the mother to the developing fetus. Advise women of the
potential risk to the fetus.
In the U.S. general population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% — 4% and 15% — 20%, respectively.

8.2 Lactation

Risk Summary

There is no information regarding the presence of mosunetuzumab-axgb in human milk, the
effect on the breastfed child, or milk production. Because human IgG is present in human
milk, and there is potential for mosunetuzumab-axgb absorption leading to B-cell depletion,
advise women not to breastfeed during treatment with LUNSUMIO VELO and for 3 months
after the last dose.

8.3 Females and Males of Reproductive Potential

LUNSUMIO VELO may cause fetal harm when administered to a pregnant woman /see Use
in Specific Populations (8.1)].

Pregnancy Testing

Verify pregnancy status in females of reproductive potential prior to initiating LUNSUMIO
VELO.

Contraception
Females

Advise females of reproductive potential to use effective contraception during treatment with
LUNSUMIO VELO and for 3 months after the last dose.
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KEGAT SCE 8.4 Pediatric Use
(2024 11 H) The safety and efficacy of LUNSUMIO have not been established in pediatric patients.
EU @ SPC 5.1 Pharmacodynamic properties
(202545 H) Paediatric population
The European Medicines Agency has waived the obligation to submit results of studies
with Lunsumio in all subsets of the paediatric population for the treatment of mature
B-cell neoplasms (see section 4.2 for information on paediatric use).
G:apEE3-1)
NREFICEET HE5MER
HH FEAE A
pNEE SR 8.4 Pediatric Use

(20254 12 H)

The safety and efficacy of LUNSUMIO VELO have not been established in pediatric
patients.

EU @ SPC
(2025 4= 11 A)

5.1 Pharmacodynamic properties

Paediatric population

The European Medicines Agency has deferred the obligation to submit results of
studies with Lunsumio in one or more subsets of the paediatric population in treatment
of mature B-cell neoplasms (see section 4.2 for information on paediatric use).
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