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0. AMICEET HIEH

1. BR5E4

(1) %
NI A B —®riiiFiEH 30mg
NI A B —®rififfiEH 140mg

(2) *4%
POLIVY® for Intravenous Infusion 30mg
POLIVY® for Intravenous Infusion 140mg

(3) BMDHE%E
POLIVY : Polatuzumab vedotin, Life, antibody-drug conjugate (ZH¥7 %,

2. —f&4&
(1) #& (WAE)
RIVAX~T RRF o BT Z) (JAN)

(2) F4 (@4%)
Polatuzumab Vedotin (Genetical Recombination) (JAN)
polatuzumab vedotin (r-INN)

(83) RTL
v Mbb' 7 o —FHK : -zumab

3. BEARILTERX
RITY AT RRF UL, SUREEERTHY, Bin Tz €/ 7 v—F btk (1
& 1% 148,000) D) 3~4 D Cys 7%l2, MMAE & U > —Mnb7e X KF 2 (1-(6-
{29-1-0Q9-5- D "ETA T 2 7 -1-[(4-{[(29-1[(29-1-{[(3R,45,59)-1-1(29-2-[(1 B, 2 K)-3-
{{1S2R)-1-t FuXx T -1-7 ==L 7 a /R -2-A LT 2 /- 1- A RFT-2-AF)L-3-F4 %Y 7t
MEa ) D1 -3 A R X5 AFN-1-FF I ANTE -A-A VN AF V)T R ) }-3-AF )L~
1A% THZ -2 AN]T 2 )13 AFNAL-FF T H -2 AN AF IV NINEA T RATF
NT 2=)V)T 21X X H -2 )T R )3 ATFN1-FF ) T H -2 A V]T 2 -6
FHXIAFUN)25- VAT Y V-3 BEELTWD, 47THOT I BRFEIL)
S0 EH 2 AR 218 HD T 2 BRFRIEN D DK 2 KA TR SN MY VBT D,



F
R XKRF 2 CesHi106N11015

Puik  #B8H (Cro40H1616N276034985) . FFH (Ca182H3385N5790669815 : E % 57)
518 %9 153,000

. AeES (@mfiE) XIEAXRE
RITY AT XRF U, GUREMESER (& : £ 153,0000 THV, Bz €/ 7
n— LU (58§ 148,000) D) 3~4 HD Cys #IEIC, £/ AF AT IY AZF R
([(9-1-{[(9-1-1[(BR,4559-1-{(9-2-[1R2R)-3-{[(1S2R)-1-t FrF T -1-7 ==L 7 r /-2
ANIT 2731 A FHR-2-AFN-3-FF Y Tu ] a ) P-1-A 13-4 hF -5- A FL-1-
FXIANTH A ANNATF VT 233 AFN-1-FF I T H -2 A N]T 2 ) }-3-AF)L-1-F %
VTR0 A N ATFIV)T 2 )T 4-[(9)-2-4(9-2-[6-(2,5- VA4 F V-25-V Fu-1H-Er—/1-1-
AINNFH T I RISGAFATH T I RP5-U LA RRUX T I RN UL B VR
=VERY =L LTHAL TSR (1-6-129-1-(Q9-5- v REA LT 2 /-1-[(4-
{{29-1(29-1-{[(BR4559-1-{(29-2- [1R2R)-3-{[1S2R)-1-t FrF T -1-7 ==L T T/ 2"
ANT 231 A FF -2 AFN-3-FF 7o i]lrnl) Dr-1-4L-3- 2 FF -5 F)L-1-
FXIANTH A ANNATF )T 2 )33 AFIN-1-F X% TH -2 A NV]T 2 ) }-3-AF)L-1-FF
VTR QANNATFIVHIVNEANFTFINATF N T 2= )W) T 2 - 1-FF X H -2 A T
R)B AT AR TH 2 AN]T 236X AFUN)25 VA ER ) VU3
N HE(CesH106N11015 5 43 7 & @ 1317.63)) MMEA LTV 5D, HiilEloix, & MEE /7 v—F 141
KT, w7 ALk b CD79b HUADHAERET, W kN IgGl D7 L— AT — 7 R ONER
W7D FrA =—ANLAX—IIEMIIC L 0 EASND, ¥ X7 EE3E, 44T T
SUBEENLRL HE (v18) 2AKN218HDT I VNS5 L (c84) 2 AT
R ENDHEX I ETH D,

. BR%. Hla. BS. E5E&S
DCDS4501A, DCDS4501S, R05541077



. /ASICET HEE
1. PE{EIOLE

(1) 58 - IR
B 7 S B A DR

(2) BfEHE
BARR/NA

(3) WEH
PSRN

(4) bl (DfEE). Fha. BEA
EARRAA

(5) ERIEEMRBM T
PAROANA

(6) NERH
PARPANA

(7) ZOMDELRMEE
pH : 5.0~5.6

2. HEMHSTDERERTICETSREN

FRER RAFSE RAFI IR PRI IEES
R WA AER —20°C NAT Ay 48145 H B
R AR M
I 5°C razaqs s | emn | EPOCARPORII
% SINPAY e N
Hi R 25°C,/60%RH AT AN T I 281 %i&“ﬁjﬁ*%@%m "

HEER PRIk, pH. MERER, TEE%

3. ﬁx)]ﬁi @ﬁgnrhnt%ﬁ;f i;i
erdlBRIE « FE A EXUKENE

FERE . 2 NI AR AT EERE T




IV. 2KI|(CBEHY 5I1EH

1. Flfz
(1) FlRzDRA
MEFEANZ AR L THW D ISR (N1 7 L)

(2) HEDHEROMER
Ha»BIKA GO

(8) #Aa—F
PSRN

(4) HFIDOYHE
VRS (A 5E 80me : 1.8mL. A EE 140mg : 7.2mL) (CWAESG OWMEITLL T O &

BY
PR - ) e R
pH : 5.0~5.6

B 1.02g/cm3
BHEIELD 505
) ARRRERICT 5Lk

(5) itk
ESA OB G ORRIL RO A EE - L

2. HWHIDOHRL
(1) BES CEMERSD) OEERVHME
W 7244 N7 A — 5 §EH 30mg N7 A — G 140mg
1 A T Lt 1 234 7 jLHED
By | K7V AX~vT7 XKEFr (BB | RT7Y X7 XRF GEE R
%) %Y 38mg %) %2 150mg
LA T 1L XA T
a Vg 2.22mg aJEE 8.88mg
WRINF Kb FY 7 A 1.02mg KEE(LT FYU 7 A 4.08mg
B ERE  77mg FEEEHE 309mg
AU YV _— K20 2.3mg AU N_—K 20 9.0mg

1) AANTESFK OGS 30mg @ 1.8mL, AUEFHEM 140mg : 7.2mL) 2K EHEY ., 13
AT IAZEEIR UT-RRIZR 7Y A~7 RKFUREN 20mg/mL &725 X ) ICRERE I
T3,

1 2) KA LT DAL, FrA =—A A AX—JlEMEEZ A CibEsh b,

(2) BREFORE
RN

(3) &8
RN

3. RHBEBEDOHEBRRVERE
A=A



il
M L

- BAT DHREMED 8 S TR
gy TR

. RHOEEEHTICE TSR EN
<R T A ' — it 30mg>

AR PRAFSei: PRAFTERE PRATIAE i I
R 5°C H T AL T 30 A FREEN
¥ 31N AV 4 % 3
i EAER 25°C,”60%RH T AL T L 61 A ﬁfw DRPORNER.L
s 7= LN N
%gﬁ:—%ﬁ%ﬁ 40°C/75%RH ﬁ? 7\/§/r 77/1/ 3%ﬂ ;%Sifé’]k—é?ﬁ##@@i%bﬂﬁ ﬁ; %

HETE - MEIR, pH, AIEERRER, & BIES

<K 7 A B —1liEH 140mg>

R PRAT 51 TRAFIEHE PRAFH it R
FHRAEAER 5°C T ANRAL T IV 3074 A KN
b 31N N % 3
i EAER 25°C,”60%RH T AL T L 6% A ﬁfw DRPORNER.L
b AT AR % 3
TG ER 40°C,/75%RH T T ANAL T IV 3 H ﬁféﬁb RO ORI
¥SHEE 12005 Ix - hr
N el i U‘J: = N _ 7 PE 3 -
Y72 E R SRS R L T T AL T L SR OBINA R STz,
F¥—200W-hr/m2.L F

HETE - MEIR, pH, AIEERRER, & BIES

. RAEERVBHBEOREN

HHELS S

(14, BREDIE GGk#)]

14.1 ERFNUEFDITE

14.1.1 5fig

(1) HREFAK GREEEH30mg @ 1.8mL, AGEEFHEH140mg : 7.2mL) (2 XV BEL TR
TV AT XRFr (BEFHEEZ) 220mg/mLOBREIC Lizth, T \A 7 V%A
RS, BRICEBTHZ L, B, < b0 XUTRF-EERICRO LA L
Wz &,

(2) B IECOICHIN L2 WEGAIE, 2~8CTRIE L., 24BUINICE G325 Z &, FRikITEE
EFTH L,

14.1.2 W]

(1) MEEEZ AL TANLKEIMY ., BRIV X~ XRFo GEETHIRZ) OFR% O
230.72mg/mL7)> 5 2.70mg/mLiZ72 5 £ 912, HRABEIER, 5% 7 N UERROWT L)
DGR S > 7% FWTHRIRT 5, B ICiig  » 7 & Bl S CRMT 5 2 &, il &R
LWz &,

(2) PUkZ R PRETIEENRH DD T, MPRZICR L THELWIERI 2Nz a2 &,

) L, FRLIRIESCOIHERT L2 L, B, RUE2ETHR LKA RGTET 256
X, 2~8CTIRIFL., 24KFLINICEER T2 2 &, RIKITEETHZ &,




10

RERBOREM
VEST K IR . 2~8°C T 72 FRfEI % 30°C -« BN T T 24 B, ZNFNDEETLE TH
DT ENER SN,

FEREOREM

UM EERN 140mg

FEH K 7.2mL IS L, 0.9%H(ET b Y 7 A%HE, 0.45%H kT b U U AR XL 5% 7 R
PERIK TR T Y X~ 7 R RFUEER 0.72mg/mL X% 2.7mg/mL & 725 X 5 1IC#H W L= AH % |
RV fke=1r (PVC), AU 7ut'Lr (PP), RV =F L (PE) XAV F L7 1 (PO)

BEREERTE A Y I FNEFNANT (228 100mL) . 2~8°C T 24 FRREELE (0.9%%HE kT F U 7 A
WWik) T 72 BRI (0.45%H b7 R U o AR, 5% 7 RUBREIR) L. H250MF 30C « =
WNIET T 4 FEFRAE (0.9%5E 6T R Y O AFEKR) X 8 FEIMRIE (0.45%H kT U ¥ LYK,

5% 7 RUMEANR) Liz, F0%. AT 7 4V —%FF, 1835 450N F T 44mL/HefE oo s
THMBMAR S T2 HWTHEE Y MOl Lz, TR, EiMRESE T LI LZETH D
Z L EMER Uiz, ARIOFPRIEIRIL, SFEEHE Ny 7 OfSE (PP, PVC, PE XX PO), A7
AT 4 NE—DFEE (R =—F )L ALK RY ZLRy) ROV v MEofEEE (PVC.

PP, PE, PO, RV 742 x>y KRV Zy 77Va=phI VT EITAF L R H—
REr—h, RVZ—FT LUl Ty#EbzFL 7oLy RUT AT 70t F L)

IZE 6T, FHEHF T TEETH T,

SR EREH 30mg

(R SR FHEM 140mg ORRFE b OB & L T FElik)

HERH K 1.8mL ITHERE L, 0.9%E(kT MU U A CART Y X<v7 N RFUREN 0.72mg/mL
X% 2.7Tmg/mL L7225 X HIZFIR LI=AHK| %2, PVC, PP, PE Xix PO L& v ZicEh
FTHNANT (25 100mL), 2~8CT 72 KfHIR1FE L7, T OREER, EiLRAFSM: THER LRI
RETHDZ & aMR LI,

. F L DEEEIE (MIEEEMEL)

BB L

. B

BARSAYA

w% - A%

(1) TEABDELRSE - 0. NEHFBRLEE - Q%ET 51ER

RN

(2) a%

(RS54 E—&iFEEsE A 30mg)
134T )V
(RS54 E—miEFsEMA 140mg)
13147 v

(3) PREE

AR

10



(4) BROME

11.

12.

W TR
= U - YN
XY TITAFy I TIAI=TA

ALERE SN D EMEE
Briop L

Z 0t
RN
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V. AEICEEY 5IER

1. PEEX(IHHR
OLUF DR MipaRy B #ifie U >/~
O FE AMERAR B Mifa U o/
R B AR U N
O FE TR YE DM Y o &

2. MEEXIIHRICEET HFE
5. MEEXIHRICEET HEE
(Ghied@)

5.1 B AR FER ﬁﬁlﬂ%hh$%@%%MkOWT\HT% i) OEOWNEZRML, K
B OGN OV et % B L7 B¢, S RE ORNEZITH) Z &, [17.1.1-17.1.4 &
i
(BREXITHAMOBERME) »/\[E)

5.2 TR A AT HIRPIEIC LV | Grade3B s 2ZMrani-AEick5+52 L, [17.14 &
]

<PRFL>
5.1 (ZhRedkid)

AFNOFERIZHT>TiX, TV—5. FRIKRKGE] OBEONKFLRI L, KEIOHMER V24
P&+ ICBR LTz B CL ARFILSAOIRFEOFERIZ OV T HEEICHREF L, BE ORI % j#
UNAT O MENH DT ORE LT,

NCCN, ESMO K OEMAREEZIR AT A BT 4 2BV, 3 A DLBCL ## 0
EEAEIRIR & L C HDC/AHSCT 2MyiE ST HL TV 5 Z & v, G029365 7tk & N P-DRIVE
HRER Tl B FZB I BE BRI LT,

B B 2B W T B FiE M S s — 5 C, B EISEEIZBIT S
ISR I IS T, RREEE LTEL DL AU BNMEH I TS, G029365 RERICEH
W, BRIEE L MG 21T o2 b DD, D LD A N DN TR HEGRBR A T TR
v, POLARIX itz Cl%, DLBCL #£# ® 95 %, DLBCL O TZIEIE TH D IPI A 27 755 2~
5 DBF AN,

5.2 (FRFSUTHEHAME O Y > )

SUNMO #B&iZ35\\CT, Grade 3B OFIE XUTHEEIAEMEOMINME Y o REBE 235 L LT
T2 EMBERELT,

3. AERUVA=E

(1) AZERUVAEDMER
L DHEEMEEEA & OOFHIZIB W T, WH ., FRAIZIL, RT7 Y X~v7 X KNF o (BT Z)
& LT, 1[0 1.8mg/kg (KE) % 3 BRI T 6 BLATEERET 5, #IEIEEEREL 90 4370 T
BeH L, AN BAFChIUT 2 [0 H BB OB REIL 80 oM E THMECTE 5, 7ok, BFD
l{ﬁ,ﬁéliﬁ CClEERET D,

(2) AZERUVHAEDHRTERERE - IR

(FI3E AT EERME O OVE AR B MR U o))

WEAMZ T I S A2 F3E UL EHEYED B Mt NHL B 256 SIS ARH &2 F Bl L 7-BR o2
AVE R OB RE 2 3l L7228 T FRER (DCS4968g ilk) 2B\ T, AAl 0.1~2.4mg/kg %
3 = LG LB BN N OARA] 2.4mg/kg % U Y ¥~ 7 375mg/m?2 & JFH L 72D
Eﬁ‘r$b§ﬁﬁwu X j/bf:_o

R TR MED FL S & O DLBCL B4 2 5P 22 A A 1.8mglkg XX 2.4mglkg &V >V % v
VT NFA XY AT B LIz oRet E /M ERFT 252 L2 BNE L TN E

12



Ib/II HHIEERER (GO27834 ikBR) 73 FEhti S iz,

GO027834 D LT — X ITHSE | LIFEOARF DK% 1.8mg/kg # ik 6~8 ¥A1
INEETHHEROHETEBT S & & L,

PR3 UT RO FL BFH & O DLBCL B3 23t AR & BR #EE O LB OH M &
DM latd 5 2 2 BRE LTHEs S Ib/IL MR RER (GO29365 ikER) 233k S,
BIUAHT & 23— b @ BR &L & OEIZER O CTHEZE T #EEAM O DLBCL B85 264 %
Pola + BR %Yf@ﬁ/;jyl\iﬁ) picty &b E‘j/l/ﬁ_o

N TR U ERRED B Mifat: NHL B3 2 St RICRAI O L2t A, PK 2 Lz
% I AFEE MBI (JO29138 #BR) DOfiHE. AH| 1.8mgkg & 3 HH = LIk 5 L
PR AR ER ST,

F72. WSO GO29365 REROFE R A M E 2 T, HRUTEEED DLBCL & A2 %t5% L Lz
7w 7R (ETARERRER (P-DRIVE &5 ) % 920 L7-fE 5. Pola + BR J&iEA A A
NOFF ST EEEMED DLBCL B 2%t LT Higst & RO F M & et nN i/ cx 5 L
Wr e,

(RIGEDOOVE ANMERFMART B MR Y >/ &)
KIBED CD20 Bt B-NHL OE B E x5 & Lo s MiHRE: (RICOVER-60 #5k)
D9izBWT, RRCHOP ¥5% 6 XL 8 VA 7 /VEM LT-FiE. 6 A 7 VEERLE 81 7L
B GH8ELE ORI THMEICAME R 2RI TR b ve o T2, £72 A K+R-CHP ¢ 5- ) Y R-CHOP
BHIZBWT, HRREEEOEREBIED Y R 7 0n"b 570, ERE 6 A 7352 &M
gEEZ LN,
LROBFEEE 2 THEM S hi- POLARIX SBROME, RO 18 1.8mgks (&

&) % 3 MR T 6 FAEET D LRIE LT,

(R SUTEEEEDT 7Ly  TIERTF ) B OFER T ) o3 E)

AHKIX, DLBCL (Zxt L T HFUEMEIEEA & OFFH T, A4l 1.8 mg/kg % 3 H[HHE CTHRK 6
BLEEEET A HELOHE AR I N TR Y, EELFESE I KRR (GO43643 R
[SUNMO #Er]) IcBW T, 3 UIHEHo T 7Ly 7R % ) o3 (v/r aNHL)
B 2 RIS E L OH &I T, Mosun (SC) +AAIGFHEE L R-GemOx £ ([ENAAGR)
Z el L7245 58, Mosun (SC) & AKIGFHBEDEME S BEE S LT,

Fo. BREIEEYED NHL 2 %15 L U7ish e 1o/ TARERARRER (GO40516 #ER) (280
Th, YZHE - HElCTRE S, 2R HERSNE LT,

FERomHEEE 2 T, riraNHL 25 &%, /e NHL 2FI2BW T, HELAVHERZ 17 1.8
mg/kg % 3 B RIFIE TRk 6 BT EET D L E Lz,

(Him)
[ % E PR H )
B HHEIZOWTIL, GO29365 Ak, P-DRIVE 5 & O POLARIX iRBR IR W T, #1394
7 VIEARA % 90 437F THS- L., infusion reaction 75);.”4 N T-BEITIX. B2 A7

WVLBIAR Z 30 73/ TIREG T L L SNz Z LITESER EL’CL\%)O

W) KRB I NTERE ST R - OLL N o KM B Mgy o il
O FE AMERHIIRR B MV o V&
FIEME B Y o8 fE
OFF UTEAME OB ) > /< E
(TV—1. ZhEEX TR &)
R EINT-AELOAE  MoPiEMEESA & OFRICB W T, 8%, AL, A7 Y X~T XRF (BB TR
z) & LT, 10 1.8mgkg (fKHE) % 3 @EMERINRT 6 BLRHEFHET 5. FIEEGREHT 90 437>
TS L, AEERRFCHIUE 2 [ H LABEO R SRR 830 o CREMCE 5, B, A
HOARBEIZS U Tl EIET 5,
(TV—=3. HIEEUOHE] &)

13



. BERUVAEICEET I8

1. BERUAZEICHET SEE

1.1 OFHF 2 FUBEMREE A, 3 OV ARF K OV 3 2 FUBEMEIEE A O & 5-RE S I DT, 117,
BRREGRE ] DHEORNKEZRI L ECHETH L, [17.1.1-17.1.4 B H]

1.2 AF¥e 512 L 5 infusion reaction Z R S5 72 OIZAKAK| S D 30 55~1 BRI, $L
b AX I UA RBGRBIORIR G EEETHZ L, Fo, BIBRERLVECRIEHA LR
WA, BIBREFRLVE CAIORIRGEEET S L, [11.1.4 B3]

1.3 RFEGIZ L0 LN ORIWERNREL LI2GA 12X, ik, \EEESIOS U T, LT O MHE
R, KEIOKREELZEZBETHZ L,

RIEEOE G IE « IRIK - JEILYE
AIEH FRpE™ AL
Gradel X|IX—R T A ZEIET 5 F TIRHE
SAIAKNOP 52 T 5, RN EIE L5
BT OB GEHE TR EZHHT 2 2 LN T
=5,
Gradel X|IX—R T A ZEIET 5 F TRHE
infusion reaction T 5, JERDEE U726 121E, IRERTO# 5-9H
Crade3 B 12 ORGHEETEELBRATLZLNT
& 5, FBHt%. infusion reaction 23R H L7720
BAzid, #HHE %A 30 43 Z &I 50mg/iFdT o
FFBsZ R TED,
Grade4 BhHAERIET D,
KYYFIIT GEBaFHEBZ). VU 0OKRRT 72 RAKHM., F+
YILEDUEBRBIERUTL F=VAVXEAFILITIL =V AOY
EDHADIZED

Gradel XX 2

JRFEVE © 1.4mglkg (ZIET 5, BEIC 1.4mg/kg
T, RIEEE H & T2 Grade2 235 F5 T HHR L
o6, 1.0mg/kg IZET 5, BEIZ 1.0mg/kg O
B, gE5EPIET D,

HEEMME: © Gradel LA TFICEIET 5 £ TIREET 5,

M %I 5 2 BT 5596, 1.4mg/kg ([ZHEE
95, BEIC 1.4mg/kg DA, 1.0mgkg (2 E
3%, BEIC 1.0mglkg D6, BhE2HIET 5,
RN - Grade2 LLTFIZEIE T 5 £ THRES 2,

M %52 BT 556, 1.4mgkg ([ZHEE
KM= 2 —m /F— T %, BEIZ 1.4mg/kg D&%E . 1.0mg/kg (T
T2, BEZ 1.0mgkg OYé, HG5E LT,

Grade2

Grade3 TETE : Gradel DI FICilE T % £ CAIET 5.
M %I 52 BT 2596, 1.4mgkg ([ZHEE
95, BEIZ 1.4mg/kg DA, 1.0mgkg (2 E
T %, BEIZ 1.0mg/kg DA, Fha2HIbd 25,
Grade4 &5 EZPIET 5,
RUSLZAFUBBREBEHFIRT)YXTITT (EETFHER
Z) BFA. RIEFERARXYRAYTT GERFHERZ) [RTiE]
BrRADGE>

JERNBEIET 5 F TIRIEST 5, REER G TEHR O
Grade2 XIZ 3| 14 H H % TIZ Gradel LA FIZAIE L7=85A1TIE,

(9156) DIBEIE 1.4mg/kg IZE L THR 535, 14 HE
F TIZ Gradel LLFICEIE Leo-> 2551213,

14



BhH&=HIET 5,
Grade2 X% 3| &5 21T 5,
(F5-7%%)
Grade4 BE52HIET 5,
A EREEAY 1,000/mm3 PL_EIZ A 35 F TR
I ER e Grade3 X% 4 | 975, \ERIIMKREGIOHETHBETSZ LT
x5,
M/ MEE DY 75,000/mm3 LA BB 45 £ TR
[N Grade3 X% 4 | F3 5, BEZIMKERIOHECTHRET Z N
T& 5,
7£) Grade IZ NCI-CTCAE v4.03 IC# L %

SR>

1.1 KAH L OFHT 2t OFEEMEIEG AL, AR OB b ST RASGE TI7TERRRGR ) IZFe# s
NWINEZ 447 ’TETE LT;J:“CTQ%‘L?Z) &

1.2 Wgik, F&B, FEEL, EIE AL, PEWRAEE, RIM)E% A 5T infusion reaction 23% H i1 D
ZENBH DD, AFIEEIZ X D infusion reaction & S B 72 DIZAHKIE G- 30 4y
REEATIC, Pre 2 & ‘/ﬁ' EBGIR A ORTB G 2B BT 5 &, £io, BIFEREFRLVE A
EPER L 2WEAIE. BIBRERLVE CFIORTRGEZEET5H 2L,

1.3 AHNBHIZE O, 1nfusmnreact10n\ KM= 2 — v T — G ERBD S A 235
B LU7=8GA10E, BEOER K OVEIEE IS C T, ARNOMH EOEE 7. HIEROHEIZ
B 27 ISR SN EEEZ BRI LT, AFOKREZEEZBETH &,

5. ERERME
(1) BERT—3N\y5r—o
CRIBIRDOOVE AMERHIIRT B i U o)

o . e s Bk Ege
i BRI | A PIES BT VA e

Mk - TR 4y

AFHK 1.8mgkg+tt 7 U ZF
NIXT BT TR+ Y X
Arm A |~ 7 37bmg/mH+T 7 ok AT
440 7 X F 750mg/m2+ R VL v
Y 50mg/m++7' L F=>Y
G039942 FRE A2 B 100mg/ A (Q21D)v
(POLARIX) DLBCL &# 4E$ ARENCKITHTT/R+) Y F
v~ 7 375mg/m2+ 7 vk A
ArmB |77 X K 750mg/m?+ K% V)L
439 v 50mg/m2+E 7 U RF
v l4mgm*+ 7L K=Y
100mg/ H (Q21D)?

PFS FEAI

FECORIH

AF 1.0, 1.4, 1.8, 2.4mg/kg +
Py VY X ~7 375mg/m+ 7
B 4 ﬂa‘ré él;‘éfﬁ 109 HARAT 7 3 K 75Omg/n12+ N
NHL . FH B ¥V ey 50mgm T LR
i co29044 | 1P/ B = 100mg/ H (Q21D)*
% I A7 1.8mglkgt ) V¥ o~ 7|
YERAT— e 375mg/m2+> 7 Bk A7 7
PR ;ﬁ 419 K 750mg/m2+ K¥ YLy
DLBCL ## 50mg/m2+~ L K=" > 100
mg/ H (Q21D)?

P

>

B
DH
E o

fﬂﬁ

Hﬂﬂm ﬁ %}

Q21D : 21 HZ &

*¥1) AHL B U AFAHTHTTIER, 7k AT 7 I R, REYALES VYA 2L 1~6 © Day 1 IZFRIRIN$EE5-,
T R=Y A3 A 7L 1~6 O Day 1~5 IZRRAK G, VY X <=7 13YA 70 1~8 @ Day 1 IZFIRNEE G- LT, 72
B, 7L F=Yr 100mg/ HOFE O EIZ 7L F=Y 122 100mg O HAHE L IEHIRNFG I AF LT L K=Y
80mg/ H DFRIRNTR 51T 2 5 Z L 2R LT,

*¥9) AFNIHTHT TR, I/ uhRAT7I K BT URF U RE VBT I A 7L 1~6 O Day 1 IZERNE -
T R=Y UEYA 7 1~6 @ Day 1~5 IZROESE, VY X v ~T7 %A 7L 1~8 @ Day 1 IZHARNES L=, 72
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B, 7L F=Yr 100mg/ B O A#FEGI1Z 7L F=Y 12 100mg OF%O#E L <IFFIRNIR S UIAF LT L =Y r
80mg/ H OFRNIR 51X D Z L B FFR LT,
*3) Pola + R-CHP =2/ — F DA (HEMi A7 —1Z DLBCL & 0 A4) &itfki L7z,
M) KF, VYR T, L/ aRRT 7 IR, VALV A VL 1~6 XUE 1~8 @ Day 1 I§RNES., 7L K
=Y AT A 7L 1~6 E 1~8 O Day 1~5 TR AL L7z, Z2¥. 7L F=Y 1 100mg/HIZ7'L K=Y 1 > 100mg

DRENFEGITHA D Z L 2R L,

(A 56 SUFERATE O O F AMERHIIARY B #ifl U > 23D

W] . B . | o& o — B
% RRE fH x5 RERT YA ik HiE - HE F G H K45
P SUAHEAIED | SR, . % htk, B,
J029138 I g Qb NHL % R B 7 | AH 1.0 O 1.8mg/kg (Q3W) ¥ PK FA
75
; A A#) 1.8mglkg+ ) Y ¥ v~ 7 375 Eﬁ{i ?OE%RS
[ENES N [P A N N F R =
JO40762 | I DLBCL % FHEM, B | 35 m(}é;gl\;;—) *.1/57 LATF L 90meg/m?| b At
7= CRR)
55 Th H<— 1 AF 1.8mglkg+ VU V¥ v~ 7 375wk, AR
AR HRE 6 |mg/m2+2F AAF L 90mg/m2| M, &I AER
At (Q3wW) " BRI R
Arm C*!
Al 1.8mglkg+ VY X =7 375| .
FBUMZ o A mg/m2+~2 X L AF L 90mg/m? Eﬁ{%}éi_f{g
. FRUTEGED | (b= 80 | (Q3W) R
G029865™ |1\ pyypoL | dewmk. 2B Arm D" v ggR;HH o
VY~ 375mgmH+XF | T
A AF 2 90mg/m2 (Q3W)
. Arm G
i %:lnfﬁ\%@ o | A LBmelker ) VLT T BB\
248 A 4 mg/m+~_F LAF 2 90mg/m2|T AR
e, HHE (Q3W)
o N ST Arm B et AR
Go27s34 [y | ™ %ﬁéfﬁggm %Hﬁ;m' | 39 [ 2.4mgke+ U v o~ 3751k Bl B
IR =]
mg/m? (Q3W) S
/E%@jﬁﬁt gy |FA10.1, 025, 05, 1.0, 1.8 %
o F B U 2.4mglkg (Q3W) Ttk BR
DOS4g68g | 1 | TEXIMIED B ffe, MTD, 5|0
& MIRLE NHL 82 | o | 84 |45 2.4mglkg (QBW) NGRS ST
Tl fii— b | A 24mgket ) V% o7 85 i
cEE MR, HLEE mg/m? (Q3W)

*1: ARANIY A 74 1 Day 2, A 7L 2 LIBIE Day 11285, VY ¥ ~7 3%V A 7V Day 112 E, XUZLRF
IZH% A 7V 1Day 2 X Day 3, ¥ 7/ 2 LIFEIX Day 1 X O¥ Day 2 12 5-L 6 %1 7 VEi,
*2 0 ARANOEERIEERREAMN 2 1L GO29365 BB D FL BF A5t & Lizadk— MROEA], RUFLAAFURRAFEXY Xw T
OFRE A FEii L= 2k — b, DCS4968g ikt CLL BBF A xfH & Lz 2R — MIFONT GO27834 g FL B4 % %}
HLLlears—bROKRAl, XY X7 HFRFELER L7 ah— FOfER S AV,

(FFRHE ST ERHAME O KRR B il U o Nl (OVE AMERHIIRY B Al U o K ON s v
B i >N e O3 SR OJE M U > 3l (Grade 3B))

L ) AT i . - TR | Bk
i B i B e P L - A& o %/
AFI+E X | AH#11.8 mgkgtE XA R Y X~<7 (SC)
5| E s (Q3W)
N g?ﬁég HE 7 (SC) A 27 L1 : Day1/8/15125.0/45.0/45.0mg
H Y SR - -
)S% GO43643 | TII by jﬁ ) HE A 7 V2LIKE : DayliZ45.0mg ORR. |0
Q o~ NHL | 7 N 11941 : PFS
1 o 2ME | R-GemOx | U Y ¥+~ 7 375mg/m2+ 45 L # B v
P48 - i1 1000 mg/m2+7+%4 Y 75 F>100 mg/m?
5941 (Q2W)
s AH11.8 mglkg+E AR Y X~7 (IV) o
N mer | @ (Q3W) BaE
1 GO40516 | ToIT | #Earte | A GroupA | ¥ 711 : Day1/8/15(21.0/2.0/9.0~40.0 (MTD S
4t NHE wr |wmox| 220 mg . bLm |"
= ﬁg‘% o, A 7 L 2LIK% : Dayl/Dayl5 & 7 L% 5. . PK,
B ORR
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(2)

H
Ik

bR BTN
WA Bil%K

TR | EoR

HRES | x4 HE | K4

Mk -

N~ X%

DN A 7 V1 : Day1/8/15121.0/2.0/60.0 mg
1t A 2712 : DayliZ60.0mg

YA 7 V3LIF% : Day1i230.0mg

AF1.8 mg/kg+E A XY X< (IV)
(Q3W)

#4711 : Dayl/8/15121.0/2.0/60.0mg.

WA 7 V2 : DayliZ60.0mg

YA 7 V3L : DayliZ30mg

AF1.8 mg/kg+E AR Y X~ (SC)

Arm L (Q3W)

4245 A 7 V1 : Dayl/8/15125.0/45.0/45.0 mg

WA 7 V2L : Day1iZ45.0mg

Arm M A#A1.8mglkg+V > % 2~ 7 375mg/m?
4245 (Q3W)

Arm J
9845l

GroupD=2 | TARY X~7 (SC) 1.6~20.0mg
484 (Q3W)

Group F*2
F1~F2: TAXYX~7 (SC) #H 17
/10> Day1/8/15125.0/15.0/45.0mg~
5.0/45.0/45.0mg $¢5- L7=t%, 4 7120
Day1LlfgiZ 4+ 7 /v10 Day 15& [/ U
& (Q3W)
F3: 2%y X<7 (SC)
CD20 Wtk | HEEH A 2 110 Dayl/8/15125.0/45.0/90.0mg | KA,
ORI | B Y1 7 120 Day1i290.0mg. B
GO29781 | UIl | #HAMEDIE | AT G Fa | T 77 )V3LAME D Dayli345.0mg (MTD, | &
1 SN | Rk i‘;‘i‘;ﬂ Tl Q3w DLT) .,

% K PK. CRR

Group F LK a R — 2

Fl1: 23V X<7 (SC) ¥ A 711D
Day1/8/15125.0/15.0/45.0mg

A7 N20D Dayl BLBEIZ Y A 7 11D
Dayl& Dayls &Rl UHE (Q3W)

F2: ARV X~7 (8C) %A/ /NV1H
Day1/8/15125.0/45.0/45.0 mg

P+ A7 20 Dayl BRI A 7 11D

Dayl & Dayls & [al U & (Q3W)

*1:aNHL: 77 Ly v 7RV UoRfll, NHL : 3RV Vo oNfE
*2:8 VA VA ERIIFTERIENDG LN BRF L, TEEET Lz, —FH. WBRE TG O TR 1L,
Cycle 17 £ TG &+ L & LT,
ORR : Z#4hE4 . PFS : SEMTEAIEHIRG . PK : W ERE, R-GemOx: ) V¥ ~7 FLAV ALy AFY Y TFF5F . SC:
K F. CRR: 522&%EIA, MTD : e Kt &, DLT : A &EHIREE
) KGR ENTRREIBNE - OLLF oK B Y o il
O FE AR B Mgy > XE
BRI BAR Y >N
OFZ UTEREMEOIERNE Y > /<&
(TV—1. ZhEEXITE &)
KRENT-HEROHE  hoPiBEMEER & OfFHICBW T, @, RAIKE. KTV X~7 RFEFr (lis i
%) & LT, 1 1.8mg/kg ((KHE) % 3 MM T 6 BTS2, #EEGKRIE 90 252>
JTRE L, ARERBRIFCTHIVUT 2 BIH LR O 5-REH X 830 o £ THEMTE 5, 25,
BE RIS C CEERET 5,
(TV—3. HiERUOHRE] 2R

it PR 3R I S B

BERANIZH T HEE

ERNE [ BERREER (J029138 5HER) 2

H 1 BHEfaM: NHL BE 2 x4t L LT, AR, ARMR OSEYEIE % et 5.

ABRT A > ZhiskILE, FEE R, &R

RGBS 20 LA E TH IR TH 0 . ITEIE T R E AR N e < MR B
APt NHL (CLL ZBr<) THD I EDNMER I TV D HH - I1GEETED B ##
fart NHL & 76 (ads—h1:46], 2d—hK2:36),
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B5 515 Kﬁlm@mgtw—}w)&wl&@&ch‘bz)%3 i N G P
L. &Y A 27 /L® Day 1 (ZFHIRN 5,
ﬂﬁﬁ%ﬁ2m9$6ﬂ17a?~5ﬁybﬁ7
FEIMMER (Z2et) - HERIREE, FEFS
HEAFER - AFINEEE S T 76 (100.0%) ICEEESRBD LN, FONRIZ, =
AR—hr1T44 ], amR—hr2 T33HITHoTz, 2HILLEICED ENI-HEES
1T, REMERE = 2 — a3 — 753‘ 57 1% W76, A7z W, AR
UMEEUEN A 42.9% (3/7 B) . K& XS, SUABAS, THI, B, JFREE L O
ﬁﬁ%@&&ﬁ@ﬁ%)f%oto
AN G- Xz 76 6 1 (85.7%) (ZEIEHNFEO Hit-, 2 BILLEIZERD B
~BIERIL, RIS = 2 — e SF =23 4 ] (57.1%) . 1BEJEN 3] (42.9%) .
FFREEN 2 B (28.6%) Th-o7-, HEELAEFLRIT 28.6% (2/7 #) 1T LI,
FOWNFRITIBER L OANENE 1 HITHH ., W BRI ORI R L &
M S 7z, TRBRHIM ST O EHITRD b olz, BBREOREFIEICE -T2
BEFESLIT 14.3% (UTH) ITRO LT, TOWNRITLEEKEEREN 1HITH D,
TREREE & ORIFLEIfR7: L &l S 7=,
KRAENDOF G A 7 NVEOFIAEL 27 A 70 i : 1~63 A 7 1) THoT-,
(CERypEhaeIcBA L Cix [VIL HEPpEhEICBE T 5HE ] 25M)
) KRS NP - OLLF oA B fKa Y » /<
OVFE AMERAMIET B fm Y o &
EEMEE B iR Y oo\ E
OFRUTHEIAE O IENME U o < 0E
(TV—1. PEEUIDE] BR)
ARSI AER O R : thoOBEMIREA L OUICBN T, B, RACE, BV Rv7 NRFy GG
%) L LT, 11 1.8mgkg (KTE) % 3 BREIEFET 6 [ATHET 5, FIERGREIZ 90 4
TS L, ARMERBRA THIVUL 2 8B LIEO 5T 30 oM E CHEMfi T 5, 72k, &
FHOWREIIE U CHERET 5,
(TV—3. JEROMR B8

HEANZETIEEE

#wBHE 1 FEEEREAER (DCS4968g SHER) 4

H B PRI SRR B et NHL M O CLL B & %512 ARH & FH i % 5 L 72 Bg
T OVESE T A ED B gt NHL BE 2 GUA Kz ) Y o~ 7 L0 LT
BE D22 A K OSSR Eh e 2 5T~ 5.

BT A v ZhEsk kR, JEEMR. R R

EHEE : KE, 7T, BFE, FTH

XS . CD79b FUROFEBNHIFE X5 LU T ORI Fodk S 7= i VLR O 5 it &
AL, Bz BN UG9S T E NN O @ il Bl 7 iR RE (B FEURE L 52k,
HF ) NIEE LW AaE (KEMEE Y o 3fE (Grade 1~3a @ FL, MZL
FKOVNY o8 ERPE Y o o3iE) . Grade 3b @ FL, DLBCL., MCL X% CLL) 95 i (J§
B R — N 6141, JiRk=adk— b 34 4),

Be b5 51k - ARH 0.1~2.4mg/kg Z RN 50 3 % 1 Y1 7 v CTRIEFIRNEE 5,

FHMEEE (aetE)  AEFES (EERAEFSAOCHERREEZET) ORREE, FEL,

FEEMAE, DEX, A XY A v RN OVRBRIGHE~ DI

ABRFE R  AFID G- Sz 95 Bt 95 5] (100.0%) I[CHEFERNED ST, FRAERERSL
X, AP ERIBED 41.1% (39/95 f5) . THIA 37.9% (36/95 1)) . Hals, ARIHMERE
= a— N TF— OB 33.7% (32/95 ) . JE557% 24.2% (23/95 51]) . 2L

K OWEHE 2345 20.0% (19/95 1)) Th o 7=, BEELAHEFRIT 42.1% (40/95 ) (2

HE S, 2 BICL EICEO G- EE A FE RS, REVEL PERBUDE, FEEVK Y
FREGIE DN 4 B (4.2%) . FHRIR ORHMHET = 2 — a2 XF—21% 3 6] (3.2%) .
TFFRERIBUDE, JREELT. BiZe. KT B U U AE K OSRRY MEES = = —HANF—
N 241 (21%) Thotz, BEFIEICE ST AEELIT 40.0% (38/95 #) 1278
OO, 2HILL FIZBD SN -G P I E > T-AEFEL T, KR E =2 —n
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(3)

(4)
1)

RT3 14.7% (14/95 B]) K OKMPEEE) = = — 1 ~F—8 3.2% (3/95 ffil) Th
olce KM= 2 —m R F—A X N DORMYIOFEER £ TOHFE T RIEA, 21 HFEY
ATND 8 AT NVDIRENTETTHETRINDERAIENLETHLZ &
KO G- UL DRI = 22— m R F— A X S DI OFEBLE TO B T RAED 5
1Y A7 NVEURNICEEZ 22 L 2BET 5 & 10 E 6~8 VA 7 /VITHIIRT 5 Z L2
WY TH D LR ST, 2BV AEFEFRTH D DREBETT) O7ZDIRRPIEICE-
72
CEpEREICE L Tid TVIL SEHEfeicf4 2HE ) 22M1)
VE) RS VT BNRE AR © OLUF ORI B il Y > /i
OV AMERAINR B AN U >/ SH
VR B M U o
O T B MEDOTEAAME U >/ &
(TV—1. BRESUIBR] B
KRS NTHEROHE - OPUEMIREA & ORI T, B, A, NIV AT XFFo (Gl
Z) & LT, 118 1.8mglkg ((KHE) % 3 HARK MG T 6 BLAHEFEET 5, #IEHRGRE 90 297>
FCIE L, BEMERRAFChIUL 2 [B]H LR O GR 1L 30 M £ TEMECE 2, 726,
BEORIEICE U CETRET 5,
(TV—3. HBROME B8

RAERIGERAR
M ER e L

REEAOERER

ANHEREIEAER

(RIGEDOOVE AMERFMAIRE B AAE Y > fE)

D EELFESIHFHRE (G039942 745k [POLARIX #Ek]) ¥

H #) : R¥E# D DLBCL B %5 & LT, R-CHOP #iEIZxT 2 A#K] & R-CHP #iED
B2 GRS 5, £72. BeMERTT 5,

RERT VA v Skt —EE R

E i EH: AR TV T A=A N7, X — TITUN hFF, FE, F=aFnE,
TITUA KAV AXZVT, BR §EEH, =2—V—F K, A= F, av 7,
AL AL A BB, bva, v TA4F AXYUR T AUD

XREE - RIRE O DLBCL E£35 879 5l (HARAN 85 filz&te) ™ (ITT £M : Pola+R-CHP

FEVERE 440 5], R-CHOP JRIERE 439 B, ZRVEMATIE : Pola+R-CHP #eiA#E 435

i, R-CHOP JZiLH#E 438 1))

VE : MLRRH9IC CD20 Bt < DLBCL Xd@ENE B MV > 3 (HGBL) OV Th D

TLEDRFER SN TWD Z EDNMAZEMTH - T,

B 5775 - RIBE D DLBCL #.4 % Pola+R-CHP J&IERE X R-CHOP JEIEREIZ 1: 1 OHEIS T

Z A BZE T (BRIKRT- - IPI 2 27 2/3~5 ; BERERRZE [=7.5cm] &

VI7p L B PHa—a v X KE, BFEKRPRA—A NV TITIOTIED

fh), BEKROTFBEILZ, KFUIE 27 ) ZAF U R OTF T RROE T 52 S

=iz,

Pola+R-CHP #1{% ; A%l 1.8mgkg, B 7 VAF L F IR, VX <7
3756mg/m2, 7 vl A7 7 I K 750mg/m2, RNFYV/LET v
50mg/m2 =&V A 7o 1 HEIZESG LZ, 7271 K=V
v (ENARAR) 17V F=Y 12 100mg I AF LT L R=
VX 80mg YA 7D 1~5 HBICES Lz,

R-CHOP ##is ; AFI 7 7R, VY F~7 375mgm2, VY7 BEAT7 7 I K

750mg/m2, KF Y /LE T2 50mg/m2, B 27 U XAF 2 1.4mg/m?

(K 2mg) &Y A4 270D 1 BRI L, /-7 =Y
v (ENRAR) 7L =Y 12 100mg LI AF LT L K=rn
»H80mg Z 45V A 7D 1~5 HBIC#HE LT,

MRS S SEME 1A 7 0L, 6 VA I NGEIT LTz, A7V T RON8ITU Y

¥ ~7 375mg/m2 DH A EE LT,
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¥ AT TR SN AR UL, B LS NRM CEE SR 5 2 &,
SRS EA - 2021426 H 28 HTF — 4 v AT
FEFMEA : PFS (EIREFME, MRAEAIFHEGEH )
BEZRIGHEER « AMEICED2EHOATERIND A X2 M-S EFSe (EIBE
) . OS. VB THES O PET-CT Z M= CRR (BICR #¥f)
RIRFHmIEE : 2 4 PFS HI& (HIREFHMN) . 1A%& TR O PET-CT # V72 ORR (R E
ZF{f & OY BICR #¥4fh) 4%
LRVERHMETE B . A EESE
ARERAE R BE
FEFHMlEE TH D EIBEFMIC L D PFS (22T Pola+R-CHP % R-CHOP
BRI T BB RGES 2 (8RN — REE [95%CT] : 0.73 [0.57-0.95],
U@l log-rank f&& : P=0.0177 (Wil E/K%E 0.05)], 2021 46 H 28 HF —¥

1 NAET),
o R-CHOP(N=439)
eveseen PolatR-CHP (N=440)
S b T
" R ———
—
. :
;‘ )
i
F ©° RCHOP :
w i (9s%{E FERD NE
a Pola+R-CHP
PRIBOSHEIMER 3330333, NE)
PIl (B log-rankis E) 0.0177
RER) =k H(95%{EHE M) 0.73(0.57, 0.95)
o
7 "w o x » al
848 (R)
ROIP 4% W m % 0 n 3 NE
PAaRCHP 440 o i3] w T » NE NE

I A ZHARS O Kaplan-Meier BlfR

A REINEEE Stz 435 il 419 il (BEARN 44 BlxETe) (96.3%) (IZRIFE
AR bz, EARBWERIL. Bl 36.8% (160/435 f5]) . i FEREVIE 29.7%
(129/435 ) . &1f. 27.1% (118/435 f51]) . %57 25.1% (109/435 f51]) . Wi EIE 23.9%
(104/435 f51]) . {#HF% 23.4% (102/435 f51]) , KM= = —r /3 F—23.2% (101/435
). THI 20.7% (90/435 Bl) Th -7, F7=., HEELEIEAIZX, 25.7% (112/435
) 2R AL, IO LT FGI T, FEWEL FERED 9.7% (42/435 ) |
g2y 3.7% (16/435 f5i) . THIAS 2.3% (10/435 f5i]) ZETH-o7=, WITNHDIRER
OB E- P IEICE > 7ZRIWER X, 4.4% (19/435 f5]) 12388 HiL, B b =80T,
ik 0.9% (4/435 f51]) . AFRERBUE, Mo 234 0.5% (2/435 i) . KiftE= = —
AT — KR RER =2 — e XF— oo —n T — ANEREE,
T, DESE, BEFEMERMZ, ARl E YL, M VERR S, o/ MRsE, 95 572038
% 0.2% (1/435 %) Th oz, 72k, FLLEHNT 1.4% (6/435 ) IZFRD B, B
ST FRITRN 0.7% (3/435 #) . BPEREE, BT, DIEIENS 0.2% (1/435
) THoTm,

(B3 ST TE DO OV E AME G B ML U > Jif)

@ #@B5E b/ T HEEGREER (G029365 :XEX) (F DS V4 Lfb/S— k) &7

H M)« BT EERTED DLBCL B 2%t LT, A#lE BR EEEH LIZBEOA%)
MR OV et e 5,

RERT VA v Sk ItFE, IEE R

ESa i} CKE, VTR, AR, A=A NT VT hFTH, Fza A X YT b3,
WE, N HV—, KAV, BE, F74

SRBE AFEERN 18U ETH Y, D7 L 1 ENRREE 2T 722 £ 235 5 B F & sk
BAE DM & 72 & 70 WS T #EEE M DLBCL #2380 5 (Pola+BR J&IERE 40 {1,
BR JIERE 40 fi]) B,
W) 1 LU AU EORENY L oNEIRRICE DIRRIEE AT A, 7. WHO2008 F4358
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IZHAD & HREFIC CD20 Bt TDLBCL Th 5 Z E ARSI TWVD Z ENHMAENETH Y |
HGBL LRIRICEEN TV,

Be 5571k - Pola+BR #1E ; A% 1.8mglkg &V A4 7 VO 1HE (WA 27 v10H2HH), U
Y~ T 375mgm?2 &Y A 70D 1 HE, NRUFLLARAF
Omg/m2 &V A7 rd 1, 2HE (B4 2701 0H2, 3 HH)
W2 G- Lo, ARRBR TR, AFIOWRERA ST,
B R % ;VVxy~7 37hmgm2 2%V A 271D 1 HH, RUFZLAAF
90mg/m2 YA 1, 2HE (A2 01 0H 2, 3HAE)
WPeE LT,
MRS SHEMAZ 1A 7L LT, K6 A7 LETE LT,
P - 2018 -4 A 30 HT — X v AT
FEFHHE A : PRAKi R (A 706 O 1 H B XUIREE G A6 6~8 H#k i) @ PET-CT
Z W TSZRR Lugano 16920 R HEHLYEIZ/EW IRC 253 Ffi L 72 CRR
BIVKEHEIE R : PRA Ff50 PET-CT % VT IRC 233Ffi L7~ ORR (CR Xix PR). PET-CT
%Z 7= PFS, PET-CT % A\ C IRC 233Ffi L 72 BORR %%
PREZAIEEMIEE - OS %
ARERAE S . e
THEFHMlEH T 5 PRA K0 PET-CT % /= IRC §¥fic>o CRR 1%, Pola+BR
JRIERET 40.0% (16/40 ) (95%CI : 24.9-56.7%) . BR #&IERET 17.5% (7/40 1))
(95%CI : 7.3-32.8%) Th o7z, OS OHFREIXZNZEN 12.4 T H (95%CT : 9.0
B HA~HEEREE) . 4.7 W H (95%CI: 3.7-83 4 H) £72v, HR X 0.42 (95%CI :
0.24-0.75) ThH o7z,

(%)
100
— Pola+BREEER (n=40) 144+ 230 (57.5%)
—— BREGEN (n=40) : A1 280 (70.0%)
. + {150ID
80+ L TS/~ I 0.42 (95%CI : 0.24-0.75%)
% * 1 [ERIELT ; AGAIODORS 1267, > 1247
. 60 !
& ",
1+ -
w404 5
-——y
T
204 e e e 1
L
U_

.........................
01 2 3 4 56 7 8 91011 ].2].31415].61?181920212223242526{”
Mo. at risk HAr

Pola+BRMERY 40 38 36 34 33 30 30 27 2524 22 21 1917 16 16 1615151312 9 9 5 3 2 1
BREUAE 4033 2725171511 0107 7 7 7 7 7 6 6 6 6 5 5 4 4 3 31

0S @ Kaplan-Meier Bz

ek

AFN DB G-S3u7z 39 B 36 il (92.3%) IZEIEHNEO bz, EREIEHX

I ERIE 53.8% (21/39 1)) | ml/J\ﬁi/ﬂwr 41.0% (16/39 ). THi &U%‘mz’»
% 33.3% (13/39 ). ¥ R OVELAE 23.1% (9/39 ) . FEK KM= = —

0 RF—23 %% 20.5% (8/39 i) T -7-, 7=, BELEWEMAIL. 28.2% (11/39 1)
ICRD L, RO LNT-FGIT, BEWELPERBE 7.7% (3/39 B) . Bk K O
BN 5.1% (2/39 B) . I/ RIBAME, THI, BRI SUEGERE, /\/lmx v AL
AJEGY . SNV APEREEIN DS, T A ) U A ARG BARIEGR, EEERIRIMARE, At
JKIE K QMR 2345 2.6% (1/39 f5i) T 7=, WO F DO EH- IR E - 7=
TERIZ. 28.2% (11/39 1)) (258 Hav, M/ IMRIBAME M O F BRI E 2345 10.3%
(4/39 f311) . Mitige, M HRERAD . G ERERD . Mtk T, Hmﬂmﬁé&mﬂmmﬁwr
NE2.6% (1/39B)) Thotz, 728, LEHNL 7.7% (3/39 B) IFRD LT, 78
OO FGT, g, VSRR & Ot AKIE 2 % 2.6% (1/39 i) T -
776
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® EMNE IEEERRER (J040762 5%E& [P-DRIVE 5%E&]) ©
H B9 FRRE TS DLBCL B 2 x5 & LT, AHlL BR IFEEEZOHH LI-BEOA%)
PN N2 2 a5,
BT A SHiEkILE, FEE KRR
KR EBE AR 20 UL ETH Y | FHERFAIIC CD20 Byt DLBCL Th 5 = & 3R &S T
WHD7e Eh 1 NTIEREE=Z -2 0, BFEEMBMRBR OIS & 72 6
TRUNERSE SR> DLBCL (.2 35 fi1),
E) 1LY AL oY BRI L DR A T 583, 7ok, WHO2008 445%HIC
Fo&x | MRMFIIC CD20 Bt T DLBCL Th 5 Z L MR I TVD Z E AT TH Y |
HGBL bR ICEEN TV,
5715 AA| 1.8mgkg #5470 1 BHA (A4 2701 O 2 HH), VYFo~7
375mg/m2 &Y A 7D 1 HH, XUFLAF L 90mg/m2 &Y A 7LD 1, 2
HH (WA 2701 0H2, 3HE) Z&S5 L, 3EBMZ1YVA70E L, K6V
A7 NVETE L, KRBT, AF OB ZEMAINHV G,
AL - 201912 H 24 HT —4% v b4 7
FEFHMIEE : 2K Lugano {GENILHIER A W T IRBR BT E AT IC £ % PRA REAUZ
B+ 5 PET-CT iZ X% CRR
BIVREHITE B : S hR Lugano BRI FHIEMUE S W T2 IRBR B LRI REGIZ & 5 PRA KR
8175 PET-CT # /= ORR. PET-CT (2 X 2 BREDEICE S THIET
% CRR % T ORR. PET-CT % v 7= PFS K Tr OS %
ARBRAESR - HE
FTHEHIE R T D IRRE(EEMZHEIC X 5 PRA 50 PET-CT % fiv /= CRR i
34.3% (95%CI : 19.1~52.2%) Th -7,

etk

AR D3P H- Xtz 35 il 33 B (94.3%) ([CEWERNRD bz, EREIERI,
21 37.1% (13/35 %) . Hls 31.4% (11/35 ) . &F S ERIBDSE KON/ NI E 53
% 25.7% (9/35 ) . (HFA, i/ MREEA & O R EREOED 34 22.9% (8/35 f41) |
e BB OVBAREGE 345 20.0% (7/35 i) Th o7, £, EEZLRBIEMIL, 25.7%
(9/35 B]) ITFEO AL, FBO LN HRIT, C-RISMHEEARN, 7 L7 v T HEMt
fitige, 7 V7 v ZERUME, YL R T YEEEIIE ., i P LRI K EEER N, Ak
PR, IR, BUMENES 3 v 7 5T R OSSR EUE NS 2.9% (1/35 #) TH -
7o BHHFIEIZE S TZEWERIL, 20.0% (7/35 ) 127 HiL, 8D LAV HFSRIL,
TP ERIBE 5.7% (2135 61) . vy -7 V2 IV kT v AT =7 —8HIN, /MR
i, I NREGEA Sy, RIEEER = 2 — a8 T — | MR = 2 —a T —
OSEPNBBUE NS 2.9% (1/3561]) Thotz, B, T—F v 47 (2019 4 12
H 24 B) B CTOMLTHNIE 34.3% (12/35 1)) 12788 Hiviz, 12 Fl&F 3RS T
WZFEH L TH Y, FCICE ST HEFRIIRD LN o T,

(R UTHEBYEDT 7V w37 B HIFVEIER D % o ) o3 JE)

@ ERELEEMARER (6043643 %88 [SUNMO stE&k]) ©

H 0 R IO T 7Ly 7 BAIIMEIER Y XU L oNE (v/r aNHL) HBE % %f
Gl LT, AFH+EARY AT HHBIELE Y Yo~ T+7X AV Z e v+4 %431
77 F O R-GemOx) #E (EINAAGR) # it L, Atk etz iR
5,

R T VA IEE MRS ik IR (E AL alER

F e EH: 77O, #EE, ¥4, TABCTFU bra, AR AFxva b— =a—Y
—F R, hFH, A AT

KGRE M EIT 1 LU RA VL EOREEEE 2T T2 L3 H D r/ir aNHL B3 208 51
FRREEATIRE 178 B (HAR AN 13 il & & de)
(B ZIWERITER] : AFI+E A3V X<~ (SC) BE 119 . R-GemOx &f 59
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(2 VEfRITER]] « AFI+E 2 %Y X<~ (SC) Bt 116 ffl. R-GemOx £ 56 i
FEEHTRE 208 17 (AAA 16 Bil% 5ie)
(L MR ] « AF+E AR Y X~7 (SC) #f 135 5], R-GemOx ¥ 64 13
)1 LU AL DALY Lo SIEIREIC K DI A AT 5 B, 70k MUAEI9IC CD20 Bk DLBCL,
HGBL, JEE#ENar: Y o E O3 Y o 3 E Grade 3B OWFRNTH D Z EDHER SN TND
ZEPMAZEEThH T,

B 551 AFIHEARY X~7 (SC) B : KK 1.8mgkg # & A 7LD 1HE, EAXRY X

~7 (8C) X1 ¥4 Z7/WHIZ1HH bmg, 8 HH 45mg, 15 HH 45mg & L, 2%
A7NVELEIX 1 BHH 4bmg Z##% 5 L7z, 3 A 1 A7 vE& L, RANITHEK 6
YA I NVET, FEARY A TIIHKN8 YA 7 ILETE LI,
R-GemOx #t : &% A4 27 /L® 1 HEIZ, VYF* <7 375mg/m2, 7 AL XL
1000mg/m2, A %% VU 77 F > 100mg/m?2 ZH5-L7-, 2#M%E= 1A 710 E L,
KR8V A7 NVETE LT,

SRR - P ROAEAT 2024 4F 4 H 19 BT — % B > MA T EERNT 2025 4F 2 H 17 BT —X

By AT
FEFHMEEA - ZOEIE (ORR) [MNRHMnZE B2 (IRC) #Hli] DMGERYZRMFATIEE ], JEHE
LA (PFS) [IRC #FAf] RREEA 22 fiFAT B H ]
AIEHEEE E - ORR [IRC #Ffli, FinERN], 722Z82h#H4 (CRR) [IRC &, =G E -],
ZZ i (DOR) [IRC F¥f, EVRERHE], 522282 HiH (DOCR) [IRC 7,
FigEHN], PFS [FIRENAN], 24EFHH (0S) %

RBRRE R  BE
o R O R EEHMETE H Td 5 ORR (IRC i) 1%, AF+E 2 %Y X< 7 (SC)
BT 69.7% (95%CI : 60.7-77.8) . R-GemOx #£ T 44.1% (95%CI : 31.2-57.6) T
Hotz, MEEMZET 25.7% (95%CI : 9.6-41.8) TH Y . R-GemOx RIEIZXf T DA
K+ AR X< 7 (SC) BEOMEBIE DN FGE X417 (&5 Cochran-Mantel-Haenszel
FRAE : P=0.0008 (iffHlA B /K% 0.025)),

WM EERTMCLIRBREINR (2024548 19BT7—2hy +4 D)

BeGEE A+ ARY X< (SC) B R-GemOx #¥
BEH n=119 n=59
=) 83 14 26 5
FEEIE [95%(EHEX M) (69.7%[60.7-77.8]) (44.1%[31.2-57.6])
SERTRE) 59 {51 (49.6%) 17 %) (28.8%)
B 2550 24 B (20.2%) 9 (15.3%)
L TE 13 %5 (10.9%) 10 %51 (16.9%)
EAHEAT 17 %) (14.3%) 18 5 (30.5%)
HE R RE 0 161 (1.7%)
I TR E i 6 15 (5.0%) 4 % (6.8%)

%) Clopper-Pearson £(Z L W HH

7t (202564E2 A 1T AT —H2 > v47)

AR+ ARY X~7 (SC) # : 135 i+ 126 5] (93.3%) IZRIERDFEO HiLTe,
FRBWERNL. ESEBALEOGAS 70 61 (51.9%) . GFHERBEDS 43 1 (31.9%) .
A N A UHUEGRREDS 35 il (25.9%) . EIf. 27 5] (20.0%) THYV ., EHELRREIE
A 33 61 (24.4%) (ZRO LT, EIZROONTZFHRIT, A B A U hHERE
70 (5.2%) ., Milgde. COVID-19, FEMELFHERBUED A 3 1] (2.2%) , ik,
COVID-19 fifig, JRERIEYIE , FEANIZHE D BUG, JE5 7 V7 DA 2 61 (1.5%) .
Tholz, TILICESTHBEFHBIIVA b AT T T AV AEGER, FEAICLE D K
It R ZE 34 161 (0.7%) Tho7-, 7ok, FECHIE 66 I 43 B (65.2%) 73
JREEITICE S JETE, 16 61 (24.2%) MRNZDfth, 76 (10.6%) NEEHFERICLD b
DThHoT-, HEFLOWFIL COVID-19 fitiZe 2 il (1.5%). Li51E, COVID-19,
A RATa A VARGLER, ERE, BIEEY 2 v 7 32 Eh% 1 4l
0.7%) ThH-o7T,
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(5)

(6)
1)

2)

R-GemOx #f : 64 5/ 57 f5il (89.1%) ICRIEH GO bz, ERRMWERIZ., &
22 B (34.4%) . IM/IRIBAME 21 61 (32.8%) . I/ MR 20 61 (31.3%) . 4
BRIBE . I ERE D 0345 18 ] (28.1%) . Ll 15 1] (23.4%) . TEAIZEE 9 B
ﬁﬁﬁé%n-wwv%~ 57 345 1341 (20.8%) T 0 EEZRITER 13 1361 (20.3%)
IO LT, EICROLN-HRIT, KT U v AIiE, ik 24 (3.1%) T
Hot, HIEY %otﬁ£$% Fifess . FEMIE. RS 7 A L AR 141 (1.6%)
T&oko%tm35W(Mﬂ%)umbEﬂ/35ﬁ$23ﬁ(%7%)#rﬁﬁﬁ
WZHED FET, 8 il (22.9%) 23E DA, 4 # (11.4%) DEEFRIZLLIHLOTH-
2o AEFZOWNRIL COVID-19 fitize, Mige, MumiE, WMUmEMET = v 7 3% 1 41
(1.6%) ThH-o7,

B - WA
AR L

BRAEA

ERARERE (—REARERE. BREFERARERE. FRARBLERE). HERTET—42
N—RRE. RERTREBRABROAR

LS R I 2% R R AR R

PR SUTEERMEOVE A MM B Ml U o IR 2 5xb 52 & U725 ARG IR AR X 0 ke
é%LE&i?&ﬁun%uﬁ%ﬁ (uﬁ%ﬁ%ﬁ JO40762)

AR VY X~ T RORE LRATF & ONFREG O, etz 5,

RIBROOFE AAMERMNT B Mg Y > JEEH 2t & U735 AR BRI R X 0 fkfe 3~ 2 Rk
Hr7e AR GRBRAE 5- GO39942)
AF LV Y X <T+CHP & O G ORI, e ZRHT 5,

ARREFHLELTERTFEOABXIERE LIRE - HEBROBE
—&ﬁﬁ&ﬁﬁﬁ(éﬂﬁﬁﬂ3ﬁ%Xﬁﬂéﬁ®U$hﬁkﬁ%ﬂBﬂ%UDKEFQ&%
TREARBKIMFICHESE . AR OMHAEET IR T 2RIFHOREIRE G X ORERR2ERET 5 H
B CTRREG] 2 /IR & U Te —fiRefil FH ol A & 520 L 7,

(&GRS (FRERF) ]

<BEXFHAMOUVFEAMKMIRE B MY >/ E>

EN TORBIEF RO TIROENATWD Z &b, RIERTHR., —ERDEMNIHRDL T —FZ 0

LHIND £ TOMIT, iﬁ@%ﬁ%uﬁ%%mﬁﬁ%%mﬁézkmi@\Kﬂ@%%ﬁ@

*Ekﬁ%mﬁﬁékk% v KRB O LM R OB 27 — 2 2 RINTIE L, AH
DEEIEE I %&ﬁ%%ﬁbé k

GEESYED|
B © R SUTEAMEO O E AR B Ml U >IR3t 2 ARF O FHFERE FIckiT %
BIEFAORBREAE K ORBRRERETHZ L,

®G BEIMFICAREZEH T ETCH LT XTOEE

THAHAM - 2021 4E 5 ] 19 H225 2022 42 10 A 25 H

BERIIFE - 2021 4E 5 4 19 A5 2021 4211 H 30 H
2021 411 A 30 BICHBERAZ K& T L, AT EERE GHRZEDENN A B S 2200 E RS
B IC K DBERABIT LT,

BN - BHHGE 6 B AR (RAIEG-H IREFNIH LR R E )

BIMRE L« 510 faax

KEGIEBIEL - 1827 Bl (LZAMERRHT X GE 1)

ZRVEICET /R ;

LM RAT X SAEB] 1827 Bl 31T 2 BIWE S BUERIEIA1E 49.15% (898 i) | FBUAFEIX 2217
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(7)

HThotz, ERBIER (PT B, BWERRIVEFIEIS 2% 1) (X, 4 PEkREaE 15.32% (280
) . R 12.69% (232 #) . B IIERERD 7.77% (142 1)) . &l 7.60% (139 1) .
U 2 EREOR) 4.59% (84 B) | FEEMELT R ERIBUME ORI = = —a "F— & 3.72% (68
). FE3.28% (60 B) ., IFHERIAE 2.68% (49 f]) . RAKMHEE 2.35% (43 f31]) . A b A
Ay A VA 2.18% (40 fBl) T -7z,
HE R RIERRBUEGIEIAIE 39.561% (722 1)) . FEBHEUL 1500 - Th o7, BB RREIE
M (PT Bl BWERZBUEGIEIS 2% ) 1%, G- EREGED 14.89% (263 i) . /Mg
7.88% (144 %), HIMERBIHD 6.56% (120 fi) . &l 5.30% (97 f) . U 7 EREEAD 4.43%
(81 ) . FEEMELFHERAE 3.72% (68 f51]) . 4F FHERIEAME 2.68% (49 ), Y1 M AT
A VARG 2.18% (40 ) TH -7,
EERBIWER 722 5] 1500 0 5 5, AH & OR#EMENGE TE RWIET X 24 1 39 44 TH
ST, DO L, BRI & U CHER LIERNL 23 6] 35 4T, Z OWNFRITMIZ% 4 6§ 4 14, W
A MATa oA NV AR, BULE, A 8 AT a4 0 A EGe R ONLERERTE Y o SHERRER
JEA 2 B 2, AREERMEE EIE, TGRSR, 2 UL VARG, A M ATr Y
A NVAMERIZ, BREKYE, 7 R UEREMEMAE, 2 a oA L AR, B, e 4,
VMR R, O, S OAR2, 2MmEREGE D . FEEWELF RERJRE, 229858, LI ER)K
DIE, T ABA e N— A )L YL FSR, BB EE . ONR, BIERERE A, MR
b SARS—CoV—2 MRA MM, MR 16 1 Th o7,
AFETHEONIAERN DX, GO29365 7tk K TN JO40762 3B DL R & Lhik U CTREBE D%k
DB L 70D X9 il A Eoninotz,
S/ MREIRD 11 (R« RIEHE) ROE MBS 3 1k (B« B4, REH%) AR LUEE, 20
% BIENE S 3 v 2 B2 RIEBOMEILICKR Y . FETCICE o2 BRNEE Sz, AHKI L ORI NS E T X
TRWGETRER] & U CHERF LT,

ZDfth
(FFF T EEAMED B MlatIErs o U v N f)
WAL 1 b/ ARG RS (GO40516 #BR) 1V
H B RS SUTEEEYED B MIMEIER Y% U 3@ (rfNHL) HE 25 R, EARY
A~ 7+ ARFIFREE & U Y o~ 7 +ARAIGF L (R-Pola #ik) ik L, A%
PR OV & it 5,
RERT A v IEEM SR LA E A bR GBI T v & LMb/S— 1)
¥ EH o oKE, hFH AN X — | EE
RGHRE R EIT 1 LU RA VL EOREEEE ST T2 E R ® 5 v/t NHL BHE 84
(A 2PERATEERT ] - B AR Y X~ (SC) +AKIRE 40 ], R-Pola #IEREE 40
[ZRMMHTERM] . EARXY X~v7 (SC) +AKIRE 40 5. R-Pola JE{LEHAE 39
BHFE D EARY X~ (SC) +AFIHEE (B X617 1)
FARY A<T (SC) X 1V A Z7/VHD 1 HHBIZ5mg,. 8 HH & 15 H BIC 45mg.
2~6 A4 Z7/LED 1 AHABIZ 45mg, AAlX, 1~6 127 /LED 1 AHBIZ 1.8mg/kg
L, EARYX<T (SC) X8V A7/, AANT6H A7 VETE LT,
R-Pola EiERE (3EIX6 A7) ¢
1~6 VA7 /VED1HRBIZUYX~7 375mg/m*., AA| 1.8mgkg & L., V¥
U TNE8 YA, KANT 6V A 7 VETE LT,
FEAmEER] 202441 H 30 BT —4 W v b AT
FEAMEEA - & EZEMES (BORR) MFHMiZEES (IRC) #Hf]
BIREHE R : i Be288hHE (kR CRR) [IRC #Hfi, EiREREM], BORR (FEiREFEAMN) |
PRA 0 ORR [IRC #Fffi, FiREEFHE], PRA KA CRR (IRC 7, ==
TRERH) . 28081 (DOR) [IRC #fi, EinE ], T2 WK (DOCR)
[IRC #¥Afhi, F=VREFHN], MEAAHE (PFS) [IRC FFEfli, FIREEFFMm].
A~ NMEFWIM (EFS) [IRC #FAfi, FHIREFHG]. 2AFHIH (0S) %
ARERER - B
FEHMBEE T 5 BORR (IRC 5 1XAHK]+F AR Y X~ TRET 77.5% (95%CI
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M 61.6-89.2) . R-Pola FEW:HET 50.0% (95%CI : 33.8-66.2) Th 7=,

MrEHlZE RS IRC) ICXHRERAMR (2024 F1H30HT—F Wy A7)

PR it AHFl+EARXY A~ T R-Pola JEiERE
BEH n=40 n=40
I RZEEIS (BORR) 77.5% 50.0%
[95%15 #E X [H]™)] [95%CI : 61.6-89.2] [95%CI : 33.8-66.2]

%) Clopper-Pearson £(Z L W HH

et

AHH+T AR Y X< TEIZEBW T, BITERX 40 i 37 1] (92.5%) IZ780 BT,
FRRWERNL., TEFHBALEUGA 15 B (37.5%) . JE57A 12 1] (30.0%). THIAS 11
Bl (27.5%) . &FFRERER S 9 B (22.5%) . B 861 (20.0%) THV ., HELR
BIVERNZ 4 51 (10.0%), AEHERICLDETIT 26 (5.0%) (2380 54, COVID-
19, COVID-19 filfiZk 2345 1 41 (2.5%) T o7z, HILIZE - -G EF LI R
W=a—nm/XF— COVID-19 fifik, RIEMEE) =2 — o/ F—72% 1 i (2.5%)
ThHoT,

R-Pola #iE#E (n=39) 2B\ T, RBITEHIX 39 il 33 f5] (84.6%) 258D BT,
FARWERIZ, FE52% 9 1 (23.1%). T, AFHEREOED 3% 8 #l (20.5%) THh
ST, BEREWEMZON, AEFELRICIAEEIINTFALLE (2.6%) ThoT-.
HIEIZE - 72 A EFRIIAF PR . TR, KE= 2 —a 85 —23% 1 4
(2.6%) ThH o7z,
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VI. E3hFEE(ICEH T SIEH

1. EEZMICEELSILEYXIXLEMEE
TLrYdo~wT RREF GBI Z)
R : BEO B DL EMDORIEE I REIT, BHOELINTZRMALELRRTHZ L,

2. EBE{EMH

(1) EFRERGL - 1EFHER
RITYX~T XRF %, HL CD79 b M IgGl £/ 7 o —F L Huk & /g BEATLEER
#H+5MMAE %z, Vo h—%0 L CHARKAESEZADC TH5H 1Y,
KTV A~T RXRF AT, MO EIC33 2% CD79% (2FEE L. MlaNIcE Y A
INRICTaT T —RBIZED Y =00l S, MMAE 2SN iEiEd 2 29, g L
72 MMAE 13/ NVEICREA L, MRS REZHE L CT R b=V A28 T 5 Z &Ik, E5
HIEMEER 2”4 & B2 Tng 1019

(2) EMEZEFTHHEBERE
1) B Y > /)&% O CLL #RiZ 315 % CD79b D38 (in vitro) %%
CLL.DLBCL, FL.MCL KU MZL (281 % CD79b OFBRBIILLTD LB Tho7-,

100,000 -
10,000 {
Lé 1,000 1
=
B 100
o
M~
O
(=)
10 {
1 o MFI : T saaE ., JL i nizie,
CLL DLBCL FL MCL MZL i
(n=75) (n=59) (n=58) (n=20) (n=60)

CLL XU B#fiRg ') »/\FEEEHIZE TS CD79b DFEIE

BT R E N BAIAY R A % OY CLL BR ofilad o> CD79b OFEHF%Z 7w —H A L
AR —ICTHIE Lz,

2) & K PBMC @ BHifalzxt3 AR T Y X~v7 RXRRNFUOFESERME (in vitro)
KTV X<7 XKF it h PBMC © B #ifig (CD20%) (ZHE&1EM AR L=,

3) CD79b 12kt HRFT Y X~vT RKEF o RIYV A~ THIRORESEMM: (in vitro) ¥
RI Y AX~T XRF O CDT9b 2k 25 Kafll CEEMME =R £) 13, 1.83+0.26nmol/L
THY., b FCD79b iIZxf L THESBIFMEEZ R LT (n=3),

F72. NIV X< THROESGE I (Ki=1.33nmol/LL) TH-o7-,

£ DI ICHTEIRIVATT RREFUDOEEHEMMAE

ETINEN Ka (nmol/L, -l 1R )
RIY X~wT RXRRF 1.83+0.26
K5 X< THUK 1.833+0.14

R FE e NEOI =27 A POl CD79b 23 B2 L) ICEER Lz hx—F v U U NJEB
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Mk BIAB #laZHWT, RIV AT XRFU, RTIY X THED CD79b 1239 %
MEEBRME (Ko ZHE Uiz, Raffiid, AbHESRbvik2FH U PR A oMk kv &
H L7z,

4) RIVRA=T XRF | K7V X< 7 Hik &k MMAE O E5E IS (in vitro) ¥
MMAE % CD79b 51 Ramos &Y CD79b &t Jurkat o WiAMAE (- HEFEANHTE M 2 7~
L. Z DY) ICs +HEHEF 21T, £ 0.075+10.024 %18 0.13+0.089nmol/L T - 7=

(n=3), —FH. RTY X~7 RXRF % Jurkat fiL & Ebig LT Ramos FHIE L BEGEINHITE
PEER L, O ICs A HEF 221X, 0.0710.014nmol/LL TH 7= (n=3),

® RSYATT REFY, RSYXT THik. MAE OfERatEFEINEE

ICs0 (nmol/L, “F¥JfE =E (R Z)
EINEN
Ramos Jurkat
RIVAwT RXRNF 0.071+0.014 10nmol/L F THHila7: L
KT X< THUK 10nmol/L F CEMfin/ L 10nmol/L F THEAMa R L
MMAE 0.075%£0.024 0.13*=0.089

R T RT Y X~ RRNFU | BTV X< THAEKR O MMAE O EimHIiEE 2 it rR 7 v
AKX VFHE L=, CD79b Bt h/N—%» b U > RfE B gtk (Ramos) XU CD79 f&
PERBRE B T i A fpmiark Jurkat) 2, NIV X~T XKF | KTV X< THIR,
MMAE & $t555% U7,

5) BRIV RX<wT RKF O ABIZxTT 251 CD20 HLikfFHORE (in vitro) ¥
CD79 KO CD20 O ififiJf %89 % & b DLBCL WSU-DLCL2 JEEMAEIZ BT, RT
VAT RRFULHFCD20 Hifk (VY Fx o ~T7 XA XY X~7) OFIE. ot
W R T Y X~ X KF 2 (HL CDT9b-ve-BHIMMAE) O fdHEM:, B0 iAA K OERARIZ
WL 2 o lr, O, RITYV AT RREF U EH CD20 HURTEHESE L O fFH
NAETHDHZ L ERLTWD,

6) b N DLBCL WSU-DLCL2 % C.B-17 Fox Chase SCID ~ v R I ZEEBHE LT-ET /LIZE
FAHRTY X~T RRF U LRTY X~ THUROFIELGR (w7 &) 2
RITYRX~T RXRF L, AR L e L C 1mg/kg VLD 58 CHREEHIGEINH/EH 2
RLTe, RITV AT NRF 2 6mgkg HH5HTIE, PR 1/8 41, CR 2 3/8 i, "7
A< RXKF 2 12mglkg #5EETIX, PR 1/8 #5il, CR*2% 7/8 HilFE b Hi7-,

(mm?°)

1,500~ AR

tHer2-mc-vc-PAB-MMAE (3#43ADC) . 12mg/kg
RV AN I, 12mg/kg

HSYATT AFT . 0.3ma/kg

MWANT ~AFF. 1mg/kg

RIWLYT REF2, 3mg/fkg

MRIVATT AFF, 6mag/kg

RIVANT AFEF > 12mg/kg

bhedlte

0 10 20 30 40 50 (A1)
H5#A%

£ & DLBCL WSU-DLCL2 EFERRHEY IR ETILIZEITS
RIVZXTT REFU. RIVAXTTHK, xEAC BEHRSOMEESHR

RBGE KT Y X~T7 RRFUohiEEHE %t + DLBCL WSU-DLCL2 B~ v €T /1% H
WCEHIT L7z, BB 101~19Tmmd O~ 7 AT, AR5V X<v7 X RFr (0.3, 1.
3. 6. 12mg/kg). N7V X~7hHifk (12mg/kg). *tH ADC (Bt Her2-mc-ve-PAB-MMAE)
(12mg/kg) % HIEFHRNE S L, BEEAR 2 0E L,
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* . PRIZBHAARE O EBAFE O 50%48 7222 100% A O fEEEAME . CR 13 100% O NEERHE & B3 L1,

7) bt » DLBCL WSU-DLCL2 % C.B-17 Fox Chase SCID ~ 7 A |ZBEFiBEHE L 7= T VTR
FHRIGFY AT RREF L& VYR T HEFPRER E OFHDE (w7 ) 2
RT Y AX~<T XRTF L 2mglkg BIRBE GO MBS INRH T 21 B | JEEHSHIEE X 107%
Thole, VYFIr~T7HUFFRERE (CHP, CHOP, XU ¥ AXF ) HHHRETIER, £
ZAUEG SRR 9.5 B, 13.5 H, 18 H., MEEFEFAAED 66%., 80%. 102% T o7,
RIY AT XRF L yx <7 HudgiEE (CHP, XX ARAF V) OffHEE T
L. ENEIVESEINRERES 35 H, 32.5 H Th o7z,

(mm?)

c frii
1,500 —+ ASVLTT RFF
1 + & UYEYT 4+ CHOP
1 ! - UYESYT+CHP
1,200 » a:li' O USRI +AAART Y
1 A = UYESYT+CHP+RIYAYT REFY
] ’,’ - UL 4 A AT e+ IS T AFF
1 4
m 9907 f':“
" ] sl
i AT
1A 4
600
300

o L1
0 10 20 30 40 50 60 (H)
R ASE

£ ~ DLBCL WSU-DLCL2 RiEFHEY IR ETIVIZEITS
RIVRART REFUEVYXITTHEREREREDHADR

B VY X T HEFRER L RS Y A~ T RNF U LR % £ F DLBCL WSU-DLCL2
BB~ 7 2T &AW TEME Lz, EEOFEHEREL 182mm? (142~270mm?3 D #ilH)
D= YA, RITVATT XRFUEBEMEE, 50T Yo ~T7 LEFRIER (Vo
AAZ77 IR [C]l., R¥FYALEY Y [H], v 27 UxFr [0], L=V (ENFER)
[P] IR HLAF ) ZOFAES L, SRR A RE L, EEHEMEEIL 3 RAT T A
V7 4y MEEZHWCEHMEI L7,
U %<7 :30mgkg & HEEIENE L. R X L ZF 2 30melkg % HEIEARNE S CHO:
FHER 30, 2.475, 0.375mglkg & H[EIFFRNEE G, P: 0.15mg/kg % 1 H 1 [A] X5 FIFEOH
b, RV RX<T XRFF o 2mglkg & HREIFIRAZ S
o ESHE R, AEREOR GRS AR (0 AR) OIEBEAREE i LT, EEOEREEN 2 %1/ D F
TOREEEEL],

8) b + DLBCL WSU-DLCL2 % C.B-17 Fox Chase SCID ~ v R | ZEEBHE LT-ET /LIZE
FHRTY AT RRF LAY X~ 7 HEREFFEK CHP IRV HLAF 2D
DERZIR (vo =) @
2mglkg DR T Y X7 R RF 2 OFMEE GREOIEEEMIEREIX 18.5 A, JEEFHHFHLE X
96% Th o7z, A XY AT HUFRIEI (CHP, N X L2F ) AT, the
FUIBESS(EMBERIAS 11 B, 16 B, FEREHALEN 81%., 102% CTh o712, KF Y X~v7 XK
F oL F XY AT HEFEE (CHP IRV A LA AF V) & OEREETIX. 2nthn
ESEE B 28 24.5 H, 27 BB TH - 7=,
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TAIE
- RIYATT AEF
£ ALY S +CHP
& AERVLYT + A HNAF
B ACRVLYT +CHP + 5L AFEF
& ARV + A TATF L+ SVETT AFF

RS

LEEEE
£ ~ DLBCL WSU-DLCL2 RiERHEY IR ETIVIZEITS
RIVAXTT RRFUELEFAEXYXTTHEFEREE L OHAMR

R A XY AT HEFRRIER R T Y X~ T R F U offtfAZ% %, &  DLBCL WSU-DLCL2
BREBE~ T ZAET V& HOCTRHME L=, IEEA AR 177mm3 (131~284mm3 DO#ifH) |2
ELTEZILT TV A~OREERB LT,

=10

9) B F BAIEY >V Eilark (WSU-DLCL2) EA~T RZBIFDHEARY AT LARTY
R~ T NRF O ARhE Y
FARY A T HAIE S TIL8HFH PR & CR L HIZ 0T, KT Y X~vT <X RF L HA
B5-ClE 2mglkg 7 /v—7" 6 1% 8 fil7 PR5 i, CR 7% 0 f5lC, 7 /v—=7 71X 7 1 PR3 i,
CRDOBITH T, —Ji, FARY X7 0.5mgkg L KTV A~T R RFF 2 2mglkg O
OFHBETIE 7 H126128 PR, EARY X~<7 Imglkg &£ RT7 Y X~7 X KF 2 2mglkg D
AT 7T PR 66, CRN1IHITH- T, TARY AT ERT VY A~T RXRF
VOER G CIERA SR B & bk LT, SISV AR B O HivTe,

& E FBHERRY L/ EMAERE WSU-DLCL2 BHEETILIZEITS
EFERARYARARTERTIYXTT REFUDOGHADR

% e o "
7 B3 - B R PBMCs | W% | PR CR
1 VA + 7 0 0
2 ERAFRY X7 5mglkg — 8 0 0
3 FTAXY A~ 0.5mglkg + 8 0 0
4 FTARXY A~T 1mgkg + 8 0 0
5 ERAFRY X7 5mglkg + 8 0 0
6 RITYX<wT NRF 2mglkg — 8 5 0
7 KTV X7 NRF 2mglkg + 7 3 0
EFEARY X< 0.5mg/kg

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

¥ | 45V xe7 RFFL 2mglke * 7 6 1

PBMCs : b FRIIMERZMIE, PR : #55%8%h, CR : 5TEEL)
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B
ERAFYAT T smgkgn IV (PBMC-)
AW AT 7 05mgkg IV (PBMC+) -

1,500

FRFYATT lmgkg IV (PBMC+)
EAFYATT SmgkgIV (PBMC+) «
RSUATT AFF Zmgkg IV (PBMC-) -

SRR RN

1,000

HIYATT AFF Imgkg IV (PBMC+) -
ERFVATT 05mghkg IV+ HSVATT A FF 2 2mglkg IV (PBMC+

TRAAVATT lmgks W+ K3 U AVT AFFY Imgke IV
(PBMC+) «

tH

=S (mm?)

500

e (8)

E ~ B #EfE ) v/ \[EADRR WSU-DLCL2 BIEE TIL DB EICE T BB AEDHR

(3) {ERSTES - HHEEERY
L gk L
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VI. EMENEICET HIEE

1. MPEEDHRS
(1) AELEDLGLDEE
AER R L

(2) BBREBRCHERIN-MPEE

1) HEK OREEE

O BAMNIBT ZEE (ENE THERR (JO29138 b)) >
HA N DR X ITHEEEMED B fMjatEIER o ) o= fEBRE 7THIlC, 1 YA 7 V% 3 M
& LCUAAI1.0mg/kg P 3% 1.8mglkg 24554 7 VD% 1 H BICHARNE G LiZL &0,
WI[a1 554 DOAFK O i P EEHERS J OSSR EhRE /X T A — & i QNS AR # 5-FE O ARA oD 1.
EHPREHRIILLTOMEY Tholz, £, KKl 1.8mglkg BHRFD Curough (23D < AH
DERBREIL, BE3IKRV6 VA 71T, THETN1.67 K201 TH-o7-,

n=3~4

X EEgEROMBEDAFIRERY (FTHELFRERE)

M #Erh A FR E(ng/mL)

0.1+

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

T T
0 28 56 84 112 140 168 196 224 252 280 308 336 364 392 420 448 476 504

EffE(B)
Dose (mg/kg) © 1 A 1.8
n=3~4

N REXRSEHOMEBHPAFREEE (FTHELRERS)
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~0

&K HBEERRSHOAFKIOEDEE/NS A —42 (EHEFERE)

% 'fﬁj;ﬁ Cmax AUCinf CL Vss tie tmax E2)
(mg/kg) (ng/mL) | (ng-day/mL) | (mL/day/kg) | (mL/kg) (day) (day)
1.0 3 315 823 22.2 64.3 (0454739) 0.0896
' (28.7) (177) (4.24) (21.6) i 3) (0.0833-0.233)
18 3 613 2,250 14.4 91.7 7.98 0.0903
‘ (67.2) (274) (1.84) (9.98) (1.21) | (0.0889-0.231)

£ 2) hfE G 1 3) n=4

@ SHE NI T DAk (S THAER (DCS4968g 7)) *0
AR SATERMEO B et NHL £# 32 filic 3 %z 1 %1 7 & LIZAH 0.1~
2.4mg/kg " LR 5.1 UL AL G- R O ARF| DS B RER T A —F & LITIRT,

K MTEDARFIEEHEBOENIE/ NS A —F

H&E %k Cmax AUCint CL Vss tie

(mg/kg) (ng/mL) (ng-day/mL) (mL/day/kg) (mL/kg) (day)

0.1 4 | 47.7 (16.4) | 87.3 (38.4) "1 |24.3 (14.2) "1 |43.2 (14.3) "1|1.80 (1.17) !
0.25 3 | 108 (17.1) 294 (80.5) 16.1 (5.15) 78.4 (17.6) 4.99 (1.08)
0.5 5 | 228 (45.8) 476 (195) 22.4 (11.9) 70.8 (18.5) 4.29 (1.63)
1.0 3 | 426 (78.3) 1,050 (237) 17.6 (4.44) 71.1 (24.1) 4.59 (2.28)
1.8 6 | 803 (233) 1,860 (966) 38.2 (55.9) 89.0 (39.2) 5.05 (1.60)
2.4 11 | 861 (293) |2,440 (1180) *2|23.8 (17.0) *2|85.8 (26.0) *2|5.20 (2.63) *2

SEEIE (BEYERZE) . *1:n=3, *2:n=10

1) FRES SAVIZZRESUTZA « OLLF OGN B fifa Y >/ HE
OVFE AR B #ifa Y oSl
AR B M U o
OFF % XUTHERIE OUENANE ) >/ SJE
(TV—1. g3zt ZH)
GRS N ER O & - o HFUEMRE A & OBV T, BH. MAIZIE, RT VAT XFFr (B
FHAHLZ) & LT 1E 1.8mgkg (KTE) % 3 @MHMNAT 6 BIATHFET 2, MlElks:
KT 90 37T TG L, AR RAT Chavid 2 Bl B LU DB -1 1% 30 43[# £ C
BifCE 2, 7ok, BEOREIILC CHERET 2,
(Tv—3. HiELkUHE ZHR)

(3) i
BB L

(4) BE - EEOTE
1) BFEORE
LN

2) PHRZEORRD
CYP3A OREEHISCHEA & O AEH
< haryS—i>
PP EIRE T T LIC SNV I a L— 3 3 LT BW T, REIEM I 5 EIC 5T 5
r haty—u (580 CYP3A FHEH]) & 58D MMAE @ Crax & Y AUC O /73
WEOHIL, TNFh 1.18 LN 1.48 LHEE Sz,
Vil— 7. FAEEH] OESR
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<7y rr>

AR IR BN REE T LTSNV S 2 L—3 g LB\ T, AFIEM R 5 kTS
U7 7oy (580 CYP3A #5EAD O 5EED MMAE @ Cmax & Y AUC O 2]
WEOIZZENE1 0.71 LTV 0.51 EHEE S L7,

R ABEPMEYEIERCHTEINESY PO FY—IULRIEY 270 ES UHBOREEICEK

HAFIBEOLED
J E X5 T I SEF MPEEIED . (90%CI)
Cmax (ng/mL) . 1.18 (1.17,1.19)
V=L
AR JAUC (ng-day/mL) 7h=T 1.48 (1.44,1.51)
MMAE | Cmax (ng/mL) ] .. 0.71 (0.69, 0.72)
s
AUC (ng-day/mL) Al 0.51 (0.49, 0.53)

2. EWEERIINT A4S

(1)

(2)

(3)

(4)

(5)

(6)

R A&
PK RF A —H % T — % 7> 5 WinNonlin/Phoenix ¥ 7 + 7 = 7 (Certara. Princeton NJ.
USA) #HWTC, /> ar/"— KAV MET SO (NCA) 128> TRDT=,

U USSR FEE E 30
R L7

HEEETER
BARSAYA

JYUTS VR
VI— 1 (2) ERRER TR SR M1

NMERE
VI—1 (2) KRR TR SN mHRE] S

Z 0t
AR L

3. B&EMH (REalL—Lav) @i

(1)

R AE®
AFN 5% OHiAFE SR MMAE & O MMAE o RS- S BEARHT
REEE FI S B BEfRAT 2 IS VEAR R O HUARE AT MMAE K OV 1 — ROl MMAE % %14
\CFE i L7-, BT7 UREEICIE DCS4968g, GO27834, G0O29365. G0O29044 #XERD 460 51l D
%ﬁ%ﬁk 015 LN PUARE AT MMAE 4215 55, 785 MMAE 4194 5005 — 4 Z Wiz, #19
\ZPUARE B MMAE O 5 VRN 2 £t L, D% ICIFHER MMAE O34y 28 Uiz, 28
BIER CIXAE, MR, Fl, AfE, 7073, ALT, AST. VLt IR a7,
JLVTF= )T IR, BggER a7 ECOG 227, Bk, SPD, 1&ERE (GRigE
S, BEREEEYE) . GERER (VY R~ T NI A XY AT FORC A BAT V) OFE,
PUEEM PR 2 5F L 7=,
BT I HUARE S @MMAE@ﬁﬁE&LT%E PRI B sk, SPD, 772
OFHSEDOF I, IRREENR 2 V7 7 A2, (RE, MR, AR (77 ADED)  1REIEN A4
oy (AN e O ﬁiﬁ%%i&bfﬂmén IND IR OB & Sk L7z, 6 [FH &
HIFD Cmax XY AUC ZHREEICHE BORETMA K L= & 2 A, (KETHRERFEHO
25%LL T OB T, TOMORET T 20%LL |, HiiAFE AT MMAE OIgER 2 A8 S8 550
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IIFAE Lo T, - T, REMEHE TR G5 2 L DSMC, ERITHS KK H &
BIIARE LB 2T,

SRR MMAE 036758 & UCl, HiiRss &% MMAE 03625 5 2 130 LT, (R, PRI, 7
VTR v PERER OB IR IFE%EE A =27 (National Cancer Institute Organ Dysfunction
Working Group Classification) &N ECOG A 22 7 3 fiikfE &4 MMAE 76 O # LR 4k
Zie LCRIESNZ, L LG, JuiiE S8 MMAE o 28 & ¢ B8 L TR O 25
Lol Z A, REUANAOIEEIIFERFEHZIZTLE AL LEZLIERNEDTHY | BE-INE
RN DFRERZBEE 25 & BIRIICERDO & 5 EB) TldleroTo, - T, KREHRFEHE TS
T5HZ UMD, HERBICESS AR OHEREIIAE LB X,

(2) RSA—BEHER?®
IRE, PRI, Fln, AN, TV T, J VT F=0 7 )7 T A, BHREA 27 ALT, AST,
Bryrrey, IFiEEA =27, ECOG 227, Bfiatk, SPD. iA#ERE. PEHEOGE, Pk
Wi e LR B & U CRHMEM SR BhREARIT 2 Bl L 7=, FEtPMICAEB L o R iEb -T2
HLODZEDREIIRE 72 b DT hoT, - T, KE#FEHE TR ET 5 Z L USMNT, 8
EZHESSAF O HEFEIIAELE X T,

4. TRIR
RN

5. 9%
(1) ik —BxES P9 @@
MR L

(2) mi&—RRREMEEM%E
REERRL

(3) Bt~DmBITH
AR L

(4) BEBEA~OBTHE
AR L

(5) ZDMOMEHEADIEITHE
AR L
<HE>
7~ MZ 10mg/kg DHET MMAE 0% N FULMER LR T Y XA~ 7 X NF U &k
IRAF G- L AR RE 2 HIE L7z, MR P OIREEZ TRl TV S b DD, ATk, i, O
Mk, NG MR, EIR. DNEL. EREYE OO MITEO LR TR RS E s 2,

(6) MFELFEEE
MMAE Ot MEX > X7 12835 in vitro f5ERIT T1~T7%TH 0 | Mg/ X
1.34~1.65 ThHo7= %,

6. it
(1) RHEA R AR BRI
In vitro RERIZ T MMAE 13312 CYPSA TREE SN A = L AR Sz 30,
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E FFHRRE U S 2 0 Y —LICET S MMAE O HEE K BIHREE

(2) REICE5T5EBE CP%) OHFE. F5%

VI—6 (1) AL OIERE ] 28

(3) PEBRBAMNROEERVEDEE

AR

(4) REYOEEOEERVEEL, FFHELE

AR L

. et
F v MMZ MMAE #4552 U MR L 7= R 5 X~ 7 X RF % 10mgkg THEIFHIRNZ S L
7o & A BEREDIZ & A ST FEPICHEN S, R A~OHEIRIZBE B DR 5% Tdh > 7= %2,

. FSURR—2—ICEAT H1ER

In vitroi Bk L. W . MMAE (% Caco-2 HiJgE 7 /LB T MDR1 (P-FE&EA) 12 X > CTHEEh#aS
N5, MDR1 (P-HEEA) 20 LY IR Vlak a2 E LRV ERNHR SN, /2.
MMAE (. OATP1B1, OATP1B3. OCT2. OAT1. OAT3. MRP2 } (} BCRP ® /& Tld7/e< .
BCRP. BSEP. MRP2, OAT1, OAT3. OATP1B1 }% T OATP1B3 Z[HE L2 h > 7= (FLER 20%
i) o B ABRIEE (5 umol/L) Tix MMAE (%, OCT1 &0 OCT2 %2 Ei 29% K O 23%
FEE 7= %),

. BHEIC R BREE
G R L
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10.

11.

BEDNDERZETHEE
BRIE STV

FDith
M ER L

37



VI. &t (EALDZEESF) ICBEJI SHIER

1. BHERBETNEH
s

—_—

AEZEOHALCEEEE. BEBCHRICHICTESIERERICAVLT, EMRERESED
BEICHLT, +265HE - BREFOEMOE & T, REENEY L HE SN BEFIZDL
TOHERT D&, £l=. AERBICELS. EEXIZTORKIZADERVEREEZ T2
IZEREAL . AEZ/{ETHhDIRETSHI &,

SRR

AFNOFERIZHT- > T, EMasEEERE ORI LT, o2k - BBz RoEMoO b & ¢
WIEEHANESFSNAMERDH D Z ENLRE LT,

2. ERARELZTDER

2. B (ROBFIZIFERELLENI &)

AHND 3% U IsBBUE OBEEIE D & 5 B

<R

AFN ORIk LT, BBEUEDBEERE D H 2 BEIIIABN OG- 2 RET HLERHDH Z L HE
TE LT, ABIBEHITEE LTt ABIO R )T 2 @BUE OREFREOF B A2 HERT 20BN H 5,
MV—2. (1) A% &) O ORNA 228452 &,

3. PEEXITIHRICERET 5:FE L ZTDERA
(V—2. ZhEe I RICBEETIHERE] 22T L,

4. RERUVHAEICEET 538 L TDERA
'V—4. HELAOCHEICEETIEHER] 228552 L,

5. EELGEXRWIE L ZNDER

8. EELEAMIE

8.1 BHEMH N oD Z ENH DD T, JREMLARTR OVREHIF T I, EMIC R

BITHRE, BEDOREEZ FICBERTE 2L, £ AFloEEICHIZ > Tk, G-CSF

oY) e E2EBET 52 L, [11.1.1 8]

8.2 FEIBAEIEGREN S BN D Z 0B D DT, MG EMEIEE N OBHEEREEZITO 22

. BEOREZ BTS2 L, [11.1.5 2]

8.3 IFREREREENH LD Z B D DT, EHMICITFHEREEMREZIT Y 2 L, BHEOREZ

3BT sz L, [11.1.7 B3]

<SR

8.1 AHlZHW=EERRBRICB W T, EHNH 2580 5 TE Y . KB OIRIRBH AR K ORI
FIfE, EMRICIEREZITY 2 &, £72, G-CSF /HAIDOEY LN E2EET L5 L, &
FOREZ HCBIEL, BEXIRDOLNTGEIIRIE, PIEEO@EURAEZIT) LD
2. [\IET S E TR ImERE S EET Do L,

8.2 AH &AW EERRERIC W T, SRS RO T\ D72, EHZ2 MG E
IR R OB REM A O EM AT 2 %, BEOREL +SICBETH 2 L, BENR
LNTHGEIEAA O G A IR L, BU 0 E (AR, SR IEERASE RS &
Bres) 2179 & L bz, JERDEIET 5 £ TREDIRELZ H0ICBISET 208N’ H 5, IR
BUEGEREARIET D Y A7 D@V EEZ LN DEAIE. ARG HEY) 72 PRILE (&
PREE MIETR IR A D B 50K fida ) #BET 52 &,

8.3 AAZHWERRRRICH T, HFEEEESRD LN TEY . BT REREZIT S
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%, BEOREBEF2ICBIET L L,

6. RENEREATHBBICHTHIE

(1) Bt - BEEFOHLHEE

9.1 BHHE - IEEZFDHLHESE

9.1.1 BRBIEZAHLTLLESE

HREIHIFIC LY BRYYENEES 28T b 5, [11.1.2 3]
.2

JEAR

9.1.2 RHEHME=Za2—ANF—ZEHLTLLESE
JERZ bS8 N H D, [11.1.3 BH]

1.1 IVI— 5. BEEAREAWERE L ZOHEB] 2238752 L,
1.2 ENAAOERRERICBWN T, Rt 2 —a RF =G S TRY . Kibtt==2—n
NRF—=Z B L TV D BRE TILEREZ B[ ST REMENH D T2 DR E Lz,

(2) BHEESEESE
RE SN TR

(3) FraclEE8sE
9.3 FrHeEfEERE
AFN LT HE ) AF AT 7Y ALZF 2 E (MMAE) (3 EICAHHREIC I VKT D2 &
2G| JFEERERE X MMAE O M HREZ FA IS5 RN H 5, 72k, TGRS B
Zxtg & U BRI 13 580 L TV,
<>
AHK =R T 5 MMAE 13 EICHREICEVERT S 2 806, MMAE OfGEHHE S 4,
MMAE O gEN EF-9 2 RN H 5, £7-. BRI O TS RERE E B IR &
NTEY ., oA 2N ENBERE LT,

(4) kJEREzHTHE
9.4 KNEREEHET HE
9. 4.1 MRT HA[EEMED & 2 othlTiE, AFIE G- R O i& e 5% 9 7 A NZ 3B\ ClEdE3
Z WM ] QN B 0 B I Z O W TCEHT 5 2 &, [9.5 B2
9.4.2 B, ARG R OREEG% 6 W AMICBHN TR TE (v F—24) 2
W GBI 2 MBI OW T 5 2 &, [15.2 ]
<SR
9. 4.1 IHRT 2 ATRENED & B IMEICIE, AFIBE G- R O 54 9 4 AL, B3 5 M3
PER ONE BN 208 i E A WD X 93T 528, T v b a AW IERKRER BV T
6 HH K13 HHIC MMAE Z#%5 L7 & Z AR « RIS R O ME RN s Sh
TWAT-DRE LT,
(IX—2 (5) AFEzstmEtERiR &)
9.4.2 BIEICIE, AHEG PR OEKKEES 6 THARICBWTARY 7 (o F—24) ZH0
THELT T B LBEPEIZHOWTEHHT 2 = &
(IX—2 (3) ElsmtElii &)

(5) 143

9.5 1%

TR SOTHEHR L QWD ATREME D & 2 £othicid, 1R Lo AN GRME %2 ERl 5 &l S
NHGARICORPEETHZ L, 8RR (7> F) IZBWT, ik 6 HEEO 13 HAIZ
MMAE %85 Uizt 2 A, I8 - IR EMER QMR EESHRE STV 5D, [9.4.1 B
SR>

7 v M AW IEERREBRIC IV T IR - BRI X OMERT DN RS STV AT, BREL
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776
(IX—2 (5) ApExAmMRE &)

(6) &%
9.6 Z3LIF
LN ENEE LY, & N TOFHFRBATICET 27 —Z I3, & b IgG 13F:
FLPICBATT 5 Z LR E S TW5,
<fFER>
AEIOE N TOIHABITICET 57— 213720, & b IgG ITRFAFICBITT 2 2 Evfis &
NTNDTZORE LTn, AFIEREG PR OE&EE%H VR EL 3 ITHMITRAZ IETS L9

FET 5L,
(7) /MR
9.7 /hNR
INREE ARG b U T B REREBR TS5 RE LTV R,
SRR

INRERG L LT BERRBR TG L TN EBRRE LT,

SEE
BRIE STV

(8)

7. 'HE{ER

10. MEEA

MMAE 13312 CYP3A I2 L » TRETEN S, [16.4 BH]

<S>

In vitro#RERIZFE T, MMAE 13512 CYP3A IC L » TRHFEND Z EWNRENT-T-DREL
7 31)O

HRAZRETDER
BRE STV

(1)

(2) HfRAFEELZDER
10.2 SREE (BIRICSEET S L)

A4 55

EEAER - FEE Tk

BEFF - fapRIA+

FR N CYP3A BHEH
A ~NFary—n U F
| N7 I S A G4

£
[16.7.1 &1&]

Il E H o 78 Bl EE o OVEE
EREMT28FZ003H D
DT, CYP3A HEEHD
WIER I SR ELL T o
CYP3A HEAI~DREEE
BT oL, eSO
T HERCIE, BE OREEAE
EICEL L, BIEH ORBUC
+oEETH L,

58 CYP3A FLEAI & o ffH
2D, MMAE OfR#A30H.
E XN, MMAE O lfi. s
N EFTLREEEND D,

SRR

MMAE 1312 CYP3A I Lo TREI SN D728, 580 CYP3A BHEHRIE DfFHIZ L . AKFD

R S, MMAE ol Pl 28 595 ATREMEA b 5 72 ORERE LT,

(VI—1 (4) 2) JHHEOEE M)

v =
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8. BlfEA

1. Bl{EA

WOBIWERRH LoD ERHDHDT, BEELHDITATV., BENRO NG EIITE
G2 IEd 5 2 EHEU R AE AT T b

(1) EXGEIER & MEAREK
1.1 EXLEER
11.1.1 E5HH (50.0%)
IR ERRAD (83.9%) . FEEMELFHERIBUE (7.9%). &Il (20.5%) ., I/
(18.7%) . AIMERD (11.9%), U kg (7.8%) ERdHobNbHZEnb b,
[8.1 &]
11.1.2 BEREIF (22.4%)
725 (5.9%) K OBUIIE (1.6%) %, BRI REYEZ S HRYSERH Hbivd 2 &R
D, FHEIZESTHLHEI N TS, [9.1.1 ]
11.1.3 K#EMH=1—0/F— (32.5%)
K= 2 —m XF— (16.8%) . KKK =2 —a /39— (13.3%), ¥ =a—n/F
— (0.7%) . RKIEMEEB) = 2 — 1 /3F— (0.7%) ZER3H LD Z L RNH 5D T, BRHR,
T, 5 ARIBEE DIEIRA & OB AT, AFIORE, BE TS
EEETHZ L, [9.1.25H]
11.1.4 Infusion reaction (6.4%)
WM, 895, FEN, HEEE RO, MEULIR#EE, {Kiin)E%% % & Te infusion reaction 23 & 5 i
HZERHY ., < OEEX, WIEIRGRICHEBNGED bz, 2 B H O GRHIZE
BOHLNTND, BENBD GNTGEITIE, REIOFR G2 Rl SOOI ik Uit 72 2u0g %
1195 L &b, IERDEET S £ THREDIREZ MBIt 2 L, [7.2 3]
11.1.5 FBEERRERE (0.7%)
BN SN A IIAFI O G A 1L U, U 0E (EFRAR, m R BRI E S %
DL, ENE) 21795 & &b, JERDEIET 2 £ THREORELZ +01C8l523T 2
L, [8.2&H]
11.1.6 #ETHLEMEERGE (PML) GEE A
AFNOIRFIAR R ORI THRITEE OWREEZ o8Bl L, Bl FRImgEeRE =,
JREER R BB, DUBRRED) | M SR, KEESDIERN & b b -5E12i%, MRIIZ X
LG W R OMERERREZ1T o & & bic, AFloRG 2L, @URAEEITS 2
L.
11.1.7 FF#EEREE  (7.7%)
N7 AT IFT—ERE U AV EED EAELZED FRERENO LN Z D D,
(8.3 2]
<>
.11 GfFrRERsD . FEEWE L BRI AE, /OB, &, AfmERD, U 2 SERE 2 03
bbb ENnbD, HHERED . HEEL FERBEIZ SV TIEIEI A 27 v Dy
LHHONDZENHDHDT, AENIOFKEGIZHT=-> Tk, G-CSF ®F| oY) 22l %
BT D &, RAIOIREBR T L OVER I R, EF0C migiRa 217 5 %, B
DOIRAEZ BT 5 2 & FRCEERBINRD LNGE X, SR Mgk
21195 2k,
<'EHHEINHIORBR (FEFESR) >
PR ER D
O [EEILFEFEMARRERRE (G039942i 6k [POLARIXER] )
I BRI T, Pola+R-CHPHREERE T435641 112004 (46.0%) . R-CHOPWRIERE
T438%1H 1871 (42.7%) I[ZRD BTz, WTHDOREZIHB W T HAFHFEEINIC L 5
FTHNIFRD 2o Tz,
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R ERAR EAIEE
. Pola+R-CHP j&1:RE R-CHOP j&EERE
B H (n=435) (n=438)
4 Grade 200 (46.0%) 187 (42.7%)
Grade=3 182 (41.8%) 176 (40.2%)

%1 : MedDRA PT OEERTRIERIE, H COpRIEAF HERIBAE, AFRAEZ L T EREGE D
JEIAVERE BRI E . FEEMEAT FPERIBUAME, 7 = VT o JEMRRE, FERIEREG D |

YWD

FRIREE G HER
by

BRIBUE, FrFEMEAF BRI E, 4F PERIBUVE  4F FPERIBUDPERIG AR . A BRI VR DS, A
BRSO PERCIAE . 4 TP ERE D K OV FHER 15 40 3R %:%:Jr
HEFZD Grade 1L NCI-CTCAE ver4.0, HEiHZHW-

RCE%UV%V??+V7D$Z77£F+b%/WE//+7Vb vy (X

=nay)
R-CHOP: VY% ~T7+ v 7 ubrA77 I R+ RV Ly v+ 7 ) AF o+ R=ynm v
(IIAF LT L R=Vnm )

B A 7 IV DOIRBREERL 52BN TiE, G-CSF F DO PR 5.8 %4 & ShTui,

@ e

I b/ T FHEGARER (GO2936575%k)

%13 MedDRA ver24.0 (& &L

IAFAT LR

GFHPERIBA R, BB IR T 2 2l S— BT, Pola+BREERET396H1254] (

64.1%) . BREIEEET394H12161 (53.8%) ([T HiLlz, WITINOREHIBW TS
IR ERIEANC XD EHNITERO o Tz,
faan 7 1]3%3
ey % 1h 4 NN S o
s Pola+BR J&ERE | Pola+BR LR BR LR Pola+ BR & ERE
(n=6) (n=39) (n=39) (n=42)
4 Grade 2 (33.3%) 25 (64.1%) 21 (53.8%) 25 (59.5%)
Grade=3 2 (33.3%) 23 (59.0%) 18 (46.2%) 21 (50.0%)
32 : MedDRA SMQ & MpEEC & 5 BMERBAMNE (i) | 123549 B ER 2 E5

X3 RUEIRSE AT & 2 BRI R

HEHFHLD Grade 13X NCI-CTCAE ver4.0, HEFHZH W HFET

FIb M/ LM T & 2l S— M

MedDRA ver21.0, # O+E# 17 = 28— X MedDRA ver22.0 |2 il

® ENE DAHERAER (JO40762:5k [P-DRIVERER] )

IR BRI, 35H51H123%1 (65.7%) IZRED Hit, FETHNTRO e o Tz,
R ER I
. Pola+ BR J&IERE
e (n=35)
4 Grade 23 (65.7%)
Grade=3 23 (65.7%)
%2 : MedDRA SMQ &M EC & 5 BMERBAMNE (elk) | 123549 B2 E5

HEHFHG O Grade |5 NCI-CTCAE ver4.03, £\ 7- 551X MedDRA ver21.0 (Z#EHL

725, POLARIX ikBr, GO29365 ik (FRRFRER P AAIEI I HELE, BrA = 48— b 5t
FRFIZIZM2E) KON P-DRIVE i8R Cld, &5 A4 7 L OiRBRE#K 5B\ T, G-CSF
FIN TG ST,

@ EBLFRFIEERRR (G043643: 5 [SUNMORER] )
I ERIEA ¥ 11E, Mosun (SC) -PolafiERETIX1356146261 (45.9%) . R-GemOx
%iﬂimiezﬂﬂﬂlﬂ%m (56.3%) IZRD BTz, 7ok, ARBRIZIS W THHERBA I

LA EHNTERO bz noT,
RERFE EAIIEE
. Mosun (SC) -Pola #iER: R-GemOx JEIERE
el (n=135) (n=64)
4> Grade 62 (45.9%) 36 (56.3%)
Grade=3 47 (34.8%) 21 (32.8%)
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%1 : MedDRA PTOfEFERIERAE, H CoEtEar hERBUME, IR BRSO . AR A ER
BRI JREAVELF PERME . REWELF FERAME. 7 = VT o EERE. BERIEREGE .
FIERIBAE, FRRMEAF P ERIBE . I TP ERIBE ., AF R ERIDPE RG2S . A TP ERIB PR Y. 4T
HRERIV PRSI . 4T P EREOD Je OV R ER B 0 SR IS 3 S 3 5 R 2 4R
HEHRDGradelINCI-CTCAE v5.0, &AWV 7ZHFEIIMedDRA v27.11Z HEHL

R-GemOx : VX I ~T7+F Ly Z b +4%Y ) FF5F L (aNHLIZH L CEHNARK)

® WESNE 1/ IFRERERABR (GO40516 ikBR)  (HEsh7T—4)
fF BRI 1 1%, Mosun (SC) Pola PFERETI 40 B 16 61 (40.0%)
FECIL 39 Hil 9 ] (23.1%) (ZEBD BT, 7085, ARSI THFPERI
t{ﬁd Ao 1) %hiﬁﬁ)o 7';0

. R-Pola &%
X B

ERAR EIAE (5 bfb— 1)
. Mosun (SC) -Pola J&EEERE R-Pola #&iERE
Belime (n=40) (n=39)
4 Grade 16 (40.0%) 9 (23.1%)
Grade=3 13 (32.5%) 9 (23.1%)

%1 : MedDRA PTOfEFERIERAE, H QoMo hERBUME, IR BRSO . AR A ER
BRI JEHAVELF PERME . REMWELF FERME. 7 = VT o EERE. BERIEREGE .
RrERIIE, FRREMEAF P ERIBUDE . A TP ERIBE ., AT ERIBPE RS . AT P ERIBD R 4
FRERI D M RUILSE . A P EREORD M O R BR E 0 R 7% M T 5 5 %;%.Hr
HEHRDGradelINCI-CTCAE v5.0, &AWV 7= HFEIIMedDRA v27.11Z HEHL

R-Pola: RTIA E—+UVYHFI<T

RN R %
O EEEFESIHEEERAR (G039942i 5k [POLARIXGER] )

/MBI *1%, Pola+R- CHPféE/ﬂiu%ﬁ |F58%1 (13.3%) . R-CHOPHERE

T438f%1 915801 (13.2%) 2D BTz, WTFHOREIZE W T b M/ IMOsA 2 X 558
t{ﬁﬂ md@%i(bfcﬁi))o 71;0
B AR
. Pola+R-CHP Fik#E R-CHOP JiERE
el (n=435) (n=438)
4 Grade 58 (13.3%) 58 (13.2%)
Grade=3 23 (5.3%) 22 (5.0%)
%1 : MedDRA SMQ (&M FE5EC & 2 i/ MR E (Z%sz) N R A det
HEFLRO Grade (3 NCI-CTCAE ver4.0, #£5HIH W72 HEE L MedDRA ver24.0 (ZHEHL
R-CHP: VY v ~T7+v7nhA7 7 R+ RV LE //+7 L R=voy (IAFLTL K

=m)
R-CHOP: VX ~T7+ v 7 uairA77 I R+ RV ey v+ 7 ) AF o+ R=ynm v
CUIAF VT L R=y )

@ s 1 b/ ARG R AER (GO29365:-05R)
M/ MR L, BT & b 3— - Tld, Pola+ BRIEERET39%14120%1 (

51.3%) . BRFHERE T39I 1361 (33.3%) IZROBNT-, WITHNOEIZBWTH
M/ IR K DA EHNIERO B o Tz,
faan 7 1] 32
ey 5 1h 4 NN S o
s Pola+BR JEERE | Pola+BR LR BR LR Pola+ BR & ERE
(n=6) (n=39) (n=39) (n=42)
4 Grade 2 (33.3%) 20 (51.3%) 13 (33.3%) 10 (23.8%)
Grade=3 1 (16.7%) 17 (43.6%) 10 (25.6%) 8 (19.0%)
%1 : MedDRA SMQ &M EEIC & A M/ MOBANE (i) | 1254249 5 5 5 4E5

%2 ¢ BIEAR 5E A RIAC &b 2 UG i LA
BEHFELOD Grade 1L NCI-CTCAE ver4.0, HFHIHAWZMAGEITE [bH/FE LT & 2b3— MZ
MedDRA ver21.0, # O+E#H#17 = 78— X MedDRA ver22.0 |2 L
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@ ENE TFEERRE (JO40762:85k [P-DRIVERER] )

M/ R 13 3561 1 1861 (51.4%)

AR % 1 4H
. Pola+BR &
g (n=35)
4 Grade 18 (51.4%)
Grade=3 14 (40.0%)

%1 : MedDRA SMQ [ fifE=E |z
HEHFHG O Grade |5 NCI-CTCAE ver4.03, 572 H5E1Z MedDRA ver21.0 (Z#EHL

fcm G029365: & O'P-DRIVE#ER IZ
NS T HHEFRRE R LW N OAER

KD i/ AE - () |

(2RO AL, FETH

\ZREN T o FR LR

%wfﬁm RS A HEFERITRO LN o T,

@ ERRALFEFENHEARRER (G043643: 8% [SUNMOER] )

M/ 1%, Mosun (SC) -Polaf@iERETrx 1356911261 (8.9%) .

ERETIE640H 4201 (65.6%) [Zi8 LTz, 7k, ARBRIZ I\ T/ MR A 12 X

mu&) %Z}”bfcﬁf))/) 71;0

BWT, EE X XGrade 3LL_E D I/
IBWTYH, YEAEFRLRIMIM

R-GemOxj#

%)ﬁEtﬁ"J ntu&)%nfcﬁﬁ)/)ﬁ_o
FRERAH B4R
N Mosun (SC) -Pola #&iL#T R-GemOx LR
BeTRE (n=135) (n=64)
4 Grade 12 (8.9%) 42 (65.6%)
Grade=3 3 (2.2%) 23 (35.9%)

%1 : MedDRA SMQ [ il

BT & D i/ MRISAE - (3ER) |

ZRE T o FR LR

A EFLDGCGradelINCI-CTCAE v5.0, FEFHI AV /= HIFEIZMedDRA v27. 11T HEHL

R-GemOx : VUV X U~T+ 7LV ZE+4FV U 775 (aNHLIZx L CENAER)
©® #ESE 1 b/ IAEERREER (GO40516388k) (T — %)
I/ MRS 10X, Mosun (SC) -PolafZVERETIZ4061H 961 (22.5%) IZ#BH HL, R-
Pola‘f;flfﬁf TR BN oTe, ok, ARBriCB W Tl IMaENC K DT
o ) Eﬂ/bfcﬁf))o 71:_0
ERTE FBUM (72 & 28— 1)
N Mosun (SC) -Pola J&iEHRE R-Pola #EiERE
BB (n=40) (n=39)
4 Grade 9 (22.5%) 0
Grade=3 1 (2.5%) 0
%1 : MedDRA SMQ &Sz & A/ MOBAME (k) | 125%4 9 5 S5 445

A EFLDGCGradelINCI-CTCAE v5.0, FEFHI AV /= HIFEIZMedDRA v27. 11T HEHL

R-Pola : "7 4 & —+

21

@O [ B[R] 55 AR G R
Z 5%, Pola+R-CHPHRIERECT435%H 125641 (28.7%)
RO LT, WTNORIZEW T HAEMIZ L A EHIX

11861 (26.9%)

VYo~

AR (GO39942ikEx [POLARIXER] )
. R- CHOP)%?IH*;‘TA%@J

ﬂ‘ LA‘

o7,
RERAE A
. Pola+R-CHP J&1ERE R-CHOP &8¢
BB (n=435) (n=438)
4 Grade 125 (28.7%) 118 (26.9%)
Grade=3 52 (12.0%) 38 (8.7%)
%1 : MedDRA SMQ TEfifEEC & 2 AR MEREAE (R0 | 123840 5 g 2 4E5

HEHG O Grade 1% NCI-CTCAE ver4.0, £FHIMHW 72 751X MedDRA ver24.0 2 #EHL
R-CHP: VVYXxyv~T 4+ 70k A7 7 R+ RV ey o+ R=yay (IAFLT LR
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=>m)
R-CHOP: VYF v ~T7+v 7 ubA7 7 R+ R¥YALEV UV +EV IV AFU+T L R=y v
(IZAFALTL F=vr )

@ W Ib/maﬁ& HEr (GO2936575R)
iYL, EUAT v ¥ Mt — h T, Pola+ BRIEERE 396142141 (53.8%)
. BRIEERE T39I 1061 (25.6%) I3 bz, WTENOEICB W THE MIZ X
%)3751:15'] u»uy)%ﬂ’bfcﬁ?ﬁiof\_o
e 9 1D A8 B (72 afesmpy | DI GAEE
s Pola+BR J&EERE | Pola+BR LR BR SRIERE Pola+BR iR
(n=6) (n=39) (n=39) (n=42)
4 Grade 0 21 (53.8%) 10 (25.6%) 9 (21.4%)
Grade=3 0 11 (28.2%) 7 (17.9%) 3 (7.1%)
%1 : MedDRA SMQ /& MFEE(C L 5 R MR RE (EK) ) (%M 4 5 F5 & et

%2 BIERTE BT & D s e A
HEHELO Grade (3 NCI-CTCAE ver4.0, iz
MedDRA ver21.0, 5 TFE#A1% = 45— ~ X MedDRA Ver22 0 [ ZHEHL

FHIEES I b AR IAR T o & 2l — M

@ EWNE TR (JO40762:48 [P-DRIVERER] )

A *NE3561H 16641 (45.7%) IZFRD AL, FETEHNIERD Hen-Te,
B FHIH
. Pola+ BR & ERE
B H (n=35)
4 Grade 16 (45.7%)
Grade=3 13 (37.1%)
%1 : MedDRA SMQ & iffEeEc & 2 AR IMERBAE OR1R) | 1C3%4 4 2 H5 2 45

HEFG D Grade 1L NCI-CTCAE ver4.03, i

@  [E BRI R 5 AR

W= 7B MedDRA ver21.0 (2 4EHL

Kkt (GO43643 i [SUNMO #RBr] )
A 1*1 1%, Mosun (SC) -Pola #EVERETIE 135 fiH 41 ] (30.4%) .

R-GemOx %

FETIE 64 Bl 27 1] (42.2%) (TR BT, eds, ARBRIZIE W THEIMIZ L DT
il mu&) By (WA 776
] EIEE
. Mosun (SC) -Pola J&iEHRE R-GemOx J&iE#E
g (n=135) (n=64)
4= Grade 41 (30.4%) 27 (42.2%)
Grade=3 8 (5.9%) 12 (18.8%)

%1 : MedDRA SMQ [i&ifif&EEC

K DARMERPAAE  (JRI5R) |

ZRS T o FR LR

FHEHFHROD Grade 13 NCI-CTCAE v5.0. #EFHZAH W= HiEIZ MedDRA v27.1 [ZYEHL
R-GemOx : VYV ~T+F Ly F o +4%% ) F5F L (aNHL 5 L CEPNARKAR
® MESLE 1 b/ ARG ARRER (GO40516:6%)  (MEshT— %)

¥, Mosun (SC) -PolafBiERETlX4061H 861 (20.0%) .
3911241 (5.1%) |

R-PolaffiE#E Tl

(RO bz, 7ek. ARBRICR W THEMLIZ X 2B THNIER

LR Ino T,
ERTE FUAH (T2 F Mloi—1)
. Mosun (SC) -Pola J&iERE R-Pola #iERE
B H (n=40) (n=39)
4 Grade 8 (20.0%) 2 (5.1%)
Grade=3 2 (5.0%) 1 (2.6%)
%1 : MedDRA SMQ &M & 2 AR MERBAME (R | 12349 5 HR 2 4EH

HEFELD Grade 13 NCI-CTCAE v5.0, E&HIH

R-Pola: R7A =+ YF <7
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11.1.2 EERMMR M OCBUIESE,
HENTWD, AFIOBEGICHT- > T THHiEL2EET L& L b,
AL TWAEBRETIX KV IBYYENHEET 2B8ZNNE DD T, KA

D5 %ZET HERCIX

HFn &Y% &t

B
TOCEET LI L,

<JEYLEDOFETURN. (FEESR) >
O EELFRSIARRKKRER (G039942:5: [POLARIXGER] )

JRYYE* L, Pola+R-CHPWEIERET435%1F1216%41] (49.7%) .

4381871 (42.7%) 123D b 7-, Pola+R-CHPEEREIC

JRYYEN & & b, BT

(2 o 7 b
RRYLE

R-CHOPHRILERET
B DREGEIC X D

FECHIE, g4, BUIELIFITH Y . MHR3FNITIRERIE & DR RERNEE S 7
Mol

AR £

. Pola+R-CHP J&1ERE R-CHOP J&i%L#

g (n=435) (n=438)

4 Grade 216 (49.7%) 187 (42.7%)

Grade 3-4 61 (14.0%) 49 (11.2%)

Grade 5 5 (1.1%) 6 (1.4%)
31 : MedDRA SOC [&YES L VAR thUiE | :aﬁéﬁ“é$%&%$p+

HEHFELOD Grade 1% NCI-CTCAE ver4.0, HEHZHW7-

R-CHP: VX yv~7+37ukA773I R+ KF Ve //+71/b v (X

=nay)

%13 MedDRA ver24.0 (& EHiL
EIAFALT LR

R-CHOP: VX ~T7 4+ 7uairA77 I R+ RV ey v+ 7 ) AF o+ R=ynm v
(UIAF LT L R=y )

@ /S 1 b/ IFREERRER (GO29365:0k)

JRRGWIE T

WU T o A M — kTl Pola+BR>E§I£E¥T391§JEP2M§J (53.8%

) \BR%Hﬁ?@wﬁquoﬁ (51.3%) (23R8 b=, Pola+BRIFIEREICIS T 5 &Y
JEIC XD THNE, FHUHT X b — N Cid, g2, WMo fE, f\/l/f\X PERE
PR MME LB TH D | ilif e OV AR D& 1R TRERSE & ORI REIR NS
E N2 o Tz,
s % 1b i WUt (75 afs—ty | P TR
s Pola+BR #{E#EE | Pola+BR JEIE#RE BR LR Pola+BR J&RiERE
(n=6) (n=39) (n=39) (n=42)
4 Grade 3 (50.0%) 21 (53.8%) 20 (51.3%) 25 (59.5%)
Grade 3-4 2 (33.3%) 9 (23.1%) 8 (20.5%) 12 (28.6%)
Grade 5 0 4 (10.3%) 4 (10.3%) 2 (4.8%)
%1 : MedDRA SOC NEYER L OFAEBIE] (TN T2 HREEG

X2 RUEIRSE AT & 2 HORS HL IR R

HEHFEROD Grade 1% NCI-CTCAE verd.0, #3HIH

iz

EIXE b M/BIOFAET v & LM i— M
MedDRA ver21.0, 5 TFE#TAI% = 45— ~ X MedDRA Ver22 0 |ZVEHL

@ EWNE DAEKRRER (JO40762:86k [P-DRIVE#RER] )

JEGUE* 133501 H 1461 (40.0%) (258D Hiv, FETLHNTFRD HZe- 7z,
PSR FIEA
. Pola+BR J&RiERE
BB (n=35)
4 Grade 14 (40.0%)
Grade 3-4 6 (17.1%)
Grade 5 0

%1 : MedDRA SOC TG iEds & OV A2 Ui |

\ZF%N T 2 HG R
HEHFEROD Grade 1% NCI-CTCAE ver4.03, £ H

W= fHEEIE MedDRA ver21.0 (2 %EHL
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728, G029365 B & U P-DRIVE 3ERICHBWN T, B A L 23 (G FH &P 2 Bt~
NWRAGA NV AGERIEB A N AEET) ROPl=a2 —F AT RO TG %
TRERBAAAIFICBRAE L, 1RBR5E T# 6 W A LI LMK+ 5 2 &, -2 LIS o HiE/FiE
B/ BT A NVAIEIZONWT |, RIS ER O T TR 523 /e & STz,

@ [EFILFE S MR R B (043643 B [SUNMO #Er] )
JRYLE®1 X, Mosun (SC) -Pola #&IERETIE 135 il 69 1] (51.1%)
TERETIT 64 it 20 B (31.83%) ICFEH BNz, B, ARBRIC

. R-GemOx ##
CEWTHEYYEIZ L D

FET-DS . Mosun (SC) -Pola #EERETIX 5 ] (COVID-19 fifize 2 5. COVID-19,
EMEY 2 v 7 A R AT AV AEEFER & 14 THY . COVID-19 fifiZs.
COVID-19 4 1 #illZIGERIE & ORI FEMRN G E S o T2,
RS B4R
. Mosun (SC) -Pola #&{ERE R-GemOx LR
BeTRE (n=135) (n=64)
4 Grade 69 (51.1%) 20 (31.3%)
Grade=3 21 (15.6%) 9 (14.1%)

%1 : MedDRA SOC [EYER L OEABIE] T34 T 2 HS 245

HEFROD Grade 1% NCI-CTCAE v5.0, #EFIZH V7= H7EIX MedDRA v27.1 |
VYR T+ AL EZE L+ F XYY F5F 2 (aNHL
B, PLUA LRI, FIEEEK, FIEE, fi==a

R-GemOx :

—F I RAF RO TR G- A

CHEHL

(2 L CEINARZAR
REE STV,

® WEshE 1 b/ TR (GO40516 RER) (EshT —#)
JYYER1 X Mosun (SC) -Pola JEIERETIL 40 itk 18 ] (45.0%)
TI% 39 i 13 ] (33.3%) |

. R-Pola LR
\_D»L‘&b%nﬁ_o fcﬁi) ztgit%ﬁ %D\T@%Eézié%t

%173, Mosun (SC) -Pola J&iE#ECTlE 2 5] (COVID-19 fifiZs 2 O* COVID-19 £ 1 i)
TodH Y, COVID-19 1 FliFinhadk & OREBUR NG IE S NR o7z,
] I/
. Mosun (SC) -Pola #&{ERE R-Pola JEiERE
B H (n=40) (n=39)
4 Grade 18 (45.0%) 13 (33.3%)
Grade=3 8 (20.0%) 6 (15.4%)

%1 : MedDRA SOC [EYYER L OFAERIE] 1Y T2 HR 42 %EH
BEFELHOD Grade 1L NCI-CTCAE v5.0, #£3HIMAW /2 /H7E1Z MedDRA v27.1 |
R-Pola: R4 E—+ VX~
B, iUA VA, FIEREE, PIEE, bt

CHEHL

Za =TV AFAEO TGN REL Sh TV,

11.1.3 Riftt==a—w A "F— RIEERE =2 —n " F— RIEEED = 2 —a/SF—%7)
bobdZ Db DDT, WESH, B MET. SERE, %Dﬂ i, B ffﬁfﬂ&
PEEMAIR ., BV, B, BITIEESOIERD & 5 O IZH AT, AHIORIE,

BEXIPIEFEEZZET L L, RftE=2—m /3 F— %AGﬁcLTb\é%%‘f (TIER &2
LS EDBENDNH DD T, AAREIZIE > TR = 2 — e "TF—DF 2 fif
e L, HEICKRGETDHZ L,

<K= 2 —a RXF—DFFRN (FEHES) >

O EBLFEFE IR (GO39942:5k [POLARIXGAER] )

KM= 2 —a XF—* 3 Pola+R-CHPWEEERET43541230%41 (52.9%)
CHOPEIERET438%1+2366%1 (53.9%) (Zi8® b7z, Pola+R-CHPEIEREIC
5 Grade 3L EDOFRIITHITHY . FOWRITFEMHME= 2 —a /3F—, XT%@D@E%
— R F— RIYPEEE = 2 — o RF—NK 2, SR =2 —a R F— PR
RN 105 Cdb o 72, 728, Pola+R-CHPIFRIEREIZ B W T, WO IR A
1EL7=013301C, RitE= 2 —n XF— KRR ER = 2 — g /F—, %*
2 =R RF—=RE1IIThH -7z, Pola+R-CHPHRIERE TRELNRD H417223001iC
W, 16BNIEREME = 2 — e T —OBERENH V| 14611 N— R T A VIKFIZ ﬂ%ffﬁ

\R-
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—a—aRXF—ZAHL TV, WTROBEICBWTH K= 2 —a XF—I2 L 55

CHITEED LR o T2,

RERAE A
N Pola+R-CHP J&iERE R-CHOP &8¢
BB (n=435) (n=438)
4 Grade 230 (52.9%) 236 (53.9%)
Grade 1 170 (39.1%) 163 (37.2%)
Grade 2 53 (12.2%) 68 (15.5%)
Grade=3 7 (1.6%) 5 (1.1%)
WA DTGB
o IEIZE - 3 (0.7%) 10 (2.3%)
- EREG
WA DTGB
HOBEIZE - 20 (4.6%) 36 (8.2%)
- EREG
WA DIERR
FDOKREIZE - 6 (1.4%) 5 (1.1%)
- EREG
¥1: MedDRASMQ KR E= = —wa 8F— (JRIK) | IZ4 T 554 (VKT SMTREZERL)
A AR

HEHFHROD Grade 13 NCI-CTCAE ver4.0, HEiHZHW-HGEIEX MedDRA ver24.0 (ZHEHL
RCHP: VYX v ~T7+v 7 uhA77I R+ RE VeV U +7 L R=yey (LUIAFLT LR
=m)
R-CHOP: VYFv~T7+v 7 ubA7 7 R+ R¥YALEV UV +EV IV AF U+ L R=y v
(FAFAT L R=y )

© WEHVE 1 b/ TAHERREER (GO293657-5R)
KM= 2 —na RF—"NL FEUET o F 23— b TliL., Pola+BRIEIERET394
1761 (43.6%) . BRIEIERE T39I 341 (7.7%) (2788 Hivlz, Pola+BRELRE
281 5 Grade 2L EOFRBLUI6HITH Y . ZF DONERIZEIEME = 2 — 1 /3T — 3541,
KIS = 22— a X F =03 101, K TR CTH -7, 728, Pola+ BREERE
IZBWT, W ORBEE A2 1L U2 1611355254 (Grade 1) ORI TH- 7,
% 1 bfH %G D 7-Pola+BREGEREISHIC BV T, 106X KM ME= 2 — /" F—DEE
FEENB Y . 8T — AT A UHfZGrade 1O K= =2 — o XF—2F LTV
o WTNORHIIEBWTH R 22— X TF —IZ LA THNIED e o7z,

faan 37 1] 32
ey %1 i TR VN S
s Pola+BR #L#E | Pola+BR JIERE BR LR Pola+BR J&RiERE
(n=6) (n=39) (n=39) (n=42)
4 Grade 1 (16.7%) 17 (43.6%) 3 (7.7%) 11 (26.2%)
Grade 1 1 (16.7%) 11 (28.2%) 1 (2.6%) 6 (14.3%)
Grade 2 0 6 (15.4%) 2 (5.1%) 3 (7.1%)
Grade=3 0 0 0 2 (4.8%)
W DIEER
FOFIITE - 0 1 (2.6%) 0 2 (4.8%)
- HERES
W DTEER
HORREIZE - 0 2 (5.1%) 0 0
- HERES
W DTEER
OKRFEIZE - 0 2 (5.1%) 0 0
-G ERES

%1 : MedDRA SMQ [RRME= = — 8 — (EIK) | 04T 5 % s B
%2 ¢ BT A A T B B BT R
HEFL O Grade (£ NCI-CTCAE ver4.0, HEEHIHWZHEEITE Ib HETFET > ¥ b/ 8— M
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MedDRA ver21.0, # O +E#H#17 = 78— X MedDRA ver22.0 |2 %L

@ ENF DR (JO40762:8 [P-DRIVERER] )

KM= 2 —a XF—H T 356156 (14.3%) ICFRO Hiv, FELHNTRD Bz
Mmole, BEINCEWNT, X=X T A URHIRW M= 2 —a X F—%2F L TWIERE
ol
B %5 11 4H
. Pola+BR #iER
i (n=35)
4 Grade 5 (14.3%)
Grade 1 3 (8.6%)
Grade 2 9 (5.7%)
Grade=3 0
DTN DIERIED PRI E » - S 1 (2.9%)
DI DIEREDOHEICE > HEFS 0
DTN DIEBRIEDIRIEIT E - o A HHS 0

%1 : MedDRA SMQ [HAHHE==

—uRF— (L) | (ST D FR e R

HEFZLROD Grade (3 NCI-CTCAE ver4.03, £5HIHW 725X MedDRA ver21.0 (2 #EHL

@ [FEIBEIL R A R
HRAHT iv— — 2 8F—*1% Mosun (SC)

. R-GemOxEERE ClrLe4pF1 274 (42.2%)

(2RO BT,

AR (GO4364375 [SUNMOER] )
-Polaf&:HE Tl 13561413361 (24.4%)
Mosun (SC) -Pola

PRIEREIZ B 1T 5 Grade2ll EORBUITHI TH Y . FONRITKEEME= = — a2 /XF—
D56, KMHMERTE = o2 —a XF—n32l7- -7z,
AR EANEE
Mosun (SC) -Pola % e
B R e
(n=135)
4 Grade 33 (24.4%) 27 (42.2%)
Grade 1 26 (19.3%) 17 (26.6%)
Grade 2 7 (5.2%) 10 (15.6%)
Grade=3 0 0
WITNDDOIERIEOR I E - - HEHRS 0 0
WU DIRBRIEOJ I E - - H EFEHR 3 (2.2%) 3 (4.7%)
WP DOIRRIROKRIRICE - - FEFS: 3 (2.2%) 1 (1.6%)

$%1: MedDRA SMQ KA
ZAEE

HEFELD Grade 13 NCI-CTCAE v5.0, HEFHIHVW =il MedDRA v27.1 |
VYR T+HAAE L+ FFH Y F5F 2 (aNHL

R-GemOx :

® AE
RAEME= =

Eif%’v\éfﬁb)m B B ATZ13H1Z

FORBUISFTHY . ZONFRITAEMHERT ==
KMER = = — X F—NK 17572, 728, Mosun (SC)
EREIZBNT, WO ERIEZFIEL7=0
2= NF—=RNE1F7E - T,

2 /NF—

. ARG =

I b/ I FHERRFAER (GO40516745k)
—n/3F—*1F Mosun (SC)
. R-PolafBiERETIX39%1H1 1441 (35.9%)
ZEBWT, Mosun (SC)

(RO LT,

132610,

(gohT—4)
-Polaf## 8L ClI406 1341 (32.5%)
Mosun (SC)
-PolafiiEEEICES
— 2 NF =733,

R

THE) = =

Za—nRF— (R) | IS8T 2% (KT, BMTREZER)

(ZHEHL

I L CHENAKER

-Pola¥# ik
\F % Grade 214
KIEE= = —

-Polaj#
— g /NF—

R

B (T2 F 28— })

B

Mosun (SC)
TR
(n=40)

-Pola %

R-Pola JRiERE
(n=39)

4= Grade

13 (32.5%)

14 (35.9%)

Grade 1

8 (20.0%)

7 (17.9%)
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11.1.4

Grade 2 5 (12.5%) 6 (15.4%)
Grade=3 0 1 (2.6%)
W NDDIEBRIED IR E - - E RS 2 (5.0%) 1 (2.6%)
WD OTRRIEOHEIZE > - HEFR 1 (2.5%) 0
WTNDOTRERIEDIRIEICE > - FHEEG 1 (2.5%) 0
%1 : MedDRASMQ Kttt ==a—u XF— (ER)) Y TL2HE (HHET. HMIEEFEZR
<) &G
HEHFLD Grade (T NCI-CTCAE v5.0, HEFHIH W 7= HiEIE MedDRA v27.1 12 HEL

R-Pola: RIAE—+ I VYFI~T

M, 95, FEEL, . R, MR N EE, {Kin)+%% % & T infusion reaction 3% 5
PNDHZENRBY, £ OHE i #E] e 5K %\éfﬁﬁ)w&) SAL=Zn, 2 8B LA O #
SRFCHBO LN TWD, BERED LNHEICE. ARG 2l O3 L

o =N

WY RALE 1T O & & bIT, Fﬁ?ﬁ!@@ﬁ‘éi’(%%@b{ OB TLZ L,

<Infusion reaction DFEHIRIL (FEFES) >

O EEELFESBIARRERRER (GO39942:85: [POLARIXAER] )
Infusion reaction™! %, Pola-+R-CHP ##E#EC 435 #ilH 58 ] (13.3%). R-CHOP
JERIERET 438 fild 70 B (16.0%) IZFRD LTz, WTHOREIZE W T infusion

reaction {Z K AL THNIFRD 2o Tz,
P ERAE EIIRE
N Pola+R-CHP $&E/ERE R-CHOP &E#E
RTE# (n=435) (n=438)
4= Grade 58 (13.3%) 70 (16.0%)
Grade=3 5 (1.1%) 7 (1.6%)

X1 BERROBRES 24 FFRILIPNICEBL L FBRENWTANOTRBRIR & KRR EE TE A
W ECHIIEF L7559 B, infusion reaction *%?%%%Eﬁ‘
HEFELRO Grade (3 NCI-CTCAE ver4.0, #£FHIH W72 HEE X MedDRA ver24.0 (Z4EHL
R-CHP: VYo ~T7+37nufRAT77I R+ RF Ve //+7 L R=vynoay (IFAFALT LR
=>m)
R-CHOP: VY =7+ 7BKA77I R+ RE¥FYLEV U+ EV 7 Y ARAFU+T L R=y
(FAFALT L R= 1)

@ ¥/E 1 b/ IFREERAER (GO29365:R5R)
Infusion reaction™%, FHINFHT & Lt 3— FTiL, Pola+BRIEERE CT394H117
5] (43.6%) . BR%%E%%T%WJEMWJ (30.8%) (ZEBD BT, WTILDOREIZIB

T binfusion reactioniZ & AL THIITER O Hivig o 7o,
-3 3% 1]5%3
ey % 1h 4 B (72 afesmp) | PR G
s Pola+BR J&EiE#E | Pola+BR JEIERE BR SRIERE Pola+BR iR
(n=6) (n=39) (n=39) (n=42)
4= Grade 3 (50.0%) 17 (43.6%) 12 (30.8%) 17 (40.5%)
Grade=3 0 4(10.3%) 5(12.8%) 6 (14.3%)
X2 WTIOOIRBREO R G- X IBH% 24 BRERLINICRE L72W TN OTRBRRICBEET 5 F
EES

%3 RGN TE BT & D s e g A
HEHG O Grade |L NCI-CTCAE ver4.0, HEFHIHWZHFEITE IbF/ETMT & b 3— M
MedDRA ver21.0, # O#H# 17 = s — X MedDRA ver22.0 |2 L

@ EWFE DMK RER (JO40762:485k [P-DRIVERER] )
Infusion reaction™ %, 359 (25.7%) T HIL, FELEHFNIEED DAL n -7,
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B ES IR
\ Pola+BR #f
B (n=35)
4= Grade 9 (25.7%)
Grade=3 1 (2.9%)

K4 DTN ORBRIEOBE G PTG 24 R LN LA HEFR

FHEHFHROD Grade 13 NCI-CTCAE ver4.03, &£iHZHW 7= HiEIZ MedDRA ver21.0 (Z il

@ EBSIEFEFIAEERR R (G0436433 0 [SUNMOER] )

Infusion reaction™1 %, Mosun (SC) -Pola #ERETIL 135 i 12 ] (8.9%) |

O HiL, R-GemOx EEHTIIRO LN oT-, ToB., KRBRIZBWT 1nfus1on

reaction (Z X DT HNITFERD 5 ﬁ/bfcﬁ o Tz,
ERAR EIIEE
. Mosun (SC) -Pola J&iERE R-GemOx JFERE
Belime (n=135) (n=64)
4 Grade 12 (8.9%) 0
Grade=3 3 (2.2%) 0

X1 AFEE R UTEERE T 24 FERLINICEHEBL L 72 BIREDS W T OTRERIE & K RBER AT
ETERWEHIWT L7-3%0 5 5, infusion reaction HEHES A 45

HEFEL O Grade IL NCI-CTCAE v5.0, EFHZH W= H7EIL MedDRA v27.1 (ZHEHL

R-GemOx : UV X ~T7+7 LT H B +4F%% U 7TF > (aNHL (ZxF L CENFEAR

® MESLE 1 b/ AHEGARRER (GO40516:0%)  (MEshT— %)
Infusion reaction™! /%, Mosun (SC) -Pola JIERETIX 40 59 4 71 (10.0%) . R-Pola
PERETIX 39 HilH 4 1 (10.3%) 138D BTz, 7e 3 ARER 1235 T infusion reaction

WZEDHTHITRD e o7z,
B B (7 F b8 — 1)
. Mosun (SC) -Pola #&iL#t R-Pola #ERE
Belime (n=40) (n=39)
4 Grade 4 (10.0%) 4 (10.3%)
Grade=3 0 0

K1 AFFEG P IR EHK T 24 RHLINIZEE L2 BIRES W TR OTREREE & KRR
ETERWEHIWT L7-3F%0 5 5, infusion reaction HEHES A 45
BEFLOD Grade i NCI-CTC AE v5.0, £iHIAW-HEEIX MedDRA v27.1 |
R-Pola : R4 E—+ ) VX<

ZHEHL

11.1.5 @%%%F&ﬁﬁ%%bﬂé ENRHDHDT, m@¢$ﬁﬁﬁf&om% EMRE 21T
2%, BEOIRNE WCHIERT DL, BRENBROLNEHEIIAR OS2Ik
%ﬂ&@%(éﬁﬁﬁﬁ ﬁﬁ@mﬁ%$%*®&5 %ﬁ*)%ﬁbkk%
f“b:ﬂ@@?‘éiT%%@% Bh BT HZ L, %k—ﬂ%ﬁ%i)‘%b\%%%m%
REEOH D BT L, ERBEERZRBIET SV A RENEEZI LN, K
ﬁ&ﬁw#%ﬁ@&%%@%(m@&mfﬁﬁﬁ®&§%m TR BiTHo kLD
2 IR R BERE, B Y U AR ORBBESEZERRES E=2 V7352 &,
ZTOBOFEGIZELTH, MU EBXONILGEICIETHAEZMG L TITH Z &,
7RE. DSREREE OB D XIIBEED & 5 BEICB O TOKSHHBIZ OV TIE, — i

KRB E D AR PN DG ERH LD THETH I &,

<A EE R O BIRT (FEHESL) >

O EEEEFRFEIHEERRER (GO39942i 6% [POLARIX:AER] )
S5 AR EBEIE R 1T, R T A ©—+R-CHP #&IERET 435 5 2 51 (0.5%) . R-CHOP
%@ﬁ?&%%¢4m(mm)_mb%htow?hmﬁ ZIUNT b JIEIES R B
FEIZ L DRI vz o T,
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i LiE| ESIIRE
\ Pola+R-CHP i1 R-CHOP Ji:t

Belime (n=435) (n=438)

. 4> Grade 2 (0.5%) 4 (0.9%)
= Lui f -1

MR R (R Grade=3 2 (0.5%) 4 (0.9%)
JETEE RA SHAE e it

(MedDRA A 4 Grade 2 (0.5%) 4 (0.9%)

aE)

%1 : MedDRA SMQ [EEAREERERE (Fik) | Jﬁé‘fé%%’%%ﬁ“
BEFELD Grade 1% NCI-CTCAE ver4.0, HFHIZHW=AFEIXZ MedDRA ver24.0 (2 HEHL
R-CHP:VYFv~T7+v 7 uhkA 77 I R+ ¥V e //+7 L=vyay (XFAFLT LR
=>am)
R-CHOP: VX ~T7 4+ 7 uhA 77 I R+ REF e+ 7 AT+ R=ym >
(XFAFAT L R=Yy )

@ WESME 1 b/ MAHERARRER (GO29365745k)
FEIE AR B E A 21X, BB IR T > & &b/ — |k TliX, Pola+ BREEIERE T39%1H
661 (15.4%) . BRIEIERET39%IH 661 (15.4%) T8O bz, 7. G
BEEGERE (MedDRAKEAGE) 13, BIMHT v & 2L/ — F TRHRWTNORZ HFED
ST, HIARBAIE 28— h Tk, 42609361 (7.1%) (2RO Lz, WTORE
B WT O SR EERERE I KRNI D Do Tz,

sy 7 TR 3%
Bty Wb | e (Guras—ry | PR B
s Pola+BR # | Pola+BR #&iE BR EIERE Pola+BR & E
ERE (n=6) ¥ (n=39) (n=39) B (n=42)
SR EE | 2 Grade | 3 (50.0%) 6 (15.4%) 6 (15.4%) 9 (21.4%)
{BERE*? Grade=3 0 2 (5.1%) 1 (2.6%) 3 (7.1%)
e 55 A A
=R .
(MedDRA 4> Grade 0 0 0 3 (7.1%)
FEAGE

%2 : MedDRA SMQ EBFAEUEGERE (A | 12347 5 FR 2 4EH

%3« BT LA C & B B R

HEFSO Grade 1Z NCI-CTCAE ver4.0, HEFHIHAWZ TS [ b M/HE T T > & AMb3— M
MedDRA ver21.0. % HAHHAFIR = 45— b1 MedDRA ver22.0 (Z #EHlL

@ EWNE TR (JO40762:45 [P-DRIVE#RER] )
E%%%E@ﬁmi %W¢Wﬂuum)_w@%htoit\@f%@ﬁ%ﬁ(
MedDRA%ZIK% ntu &) Eﬂfcﬁ o 7':_0 Hifﬂﬂ%f@ﬁixz X ) %t{ﬁj i 7 0) %j/b
o T,

SRR BUM __

- Pola ?n]il;;,)? L
W38 i e iﬁgg E ((1;’73;2)
ModioRs Eon) = Grade i

%2 : MedDRA SMQ [ESEAREEREGERE (R3K) | 1SR4 T 5 F 5 445
HEHFHG O Grade |5 NCI-CTCAE ver4.03, 572 551X MedDRA ver21.0 (Z#EHL

@ [FEFEELRES MFAERR R (GO436437 5k [SUNMORER] )
e AR B EBERE* 11X, Mosun (SC) -Polal&iERETIX 135611651 (0.7%) (278 %ﬂ
. R-GemOx#FIEMETITREO LR o T2, ARREBRIC W TS R EEE 1z
%t{ﬁ” mu@%ﬂiﬁ?ﬁ)oﬁo
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11.1.6

1. 1.7

A ERAR ESIEiE]

. Mosun (SC) -Pola J&iERE
BeTRE (n=135)
4= Grade 1 (0.7%)
Grade=3 1 (0.7%)

%1 : MedDRA SMQ THESZEAEEIERRE (Pedik) ) (S-S T D FR 245t
FHEHFHROD Grade 13 NCI-CTCAE v5.0. #EFHZAH W= H3EIZ MedDRA v27.1 [ZYEHL
R-GemOx : VYV ~T+F Loy F o +4%% 1) FFF 2 (aNHL IZx L CEPNARKR

® MESNE 1 b/ IFRERRER (GO4051638k) (ST — %)

AGRER B W TSR BYE R UIFERO e o T2,
%1 : MedDRA SMQ [EBSHABEMGRE (Blsk) | 1S54 2 HR A 4EH
AW HEEIL MedDRA v27.1 12 #EHL

HITMEZ M AEE (PML) 23 50 d 2 L0355 DT, AAOBEHR H LD
B TRITBRE OWRRELZ 0 BlE+ 2 2 &, EilkkEd SR ® | BREER O
R, DURSRRED) . fEfsE . EEZOERN H S b =5A12iE, MRILIC X 2 g2
Wil OMEBERIR A 21T 5 & &b, AFlOFEEZRIEL, MURLEEZITI Z L,

<PMLOZEIURM (BEHSR) >

RIGHODLBCLEE 2 5t5 & U= B AR (POLARIXEER) | MBS 1 b/
I FHEGPRRER  (GO29365558) O F3 L #HEH:ODLBCLESRE (GF I bMH/E 10
FT &2 2= N BTFHAR ar— ) KOENS DFEARSR (P-DRIVE
RER) OWVWTIZEBWTYH, PMLITRRD Hen-o 7248, GO29365788k D% ik
HHRMEOTERMEY N ERERECB W TIFNICERD b,

NI AT IFT—EBRE Y VEAMED ERELE D ITREREEERH Hbivd Z L b
%o IHREREENET LSRR EERFRICELIBENNH DL DT, EMAIITIHE
B 21T 2 %, BEFEOWRELZ +0ICBlET 5 2 &, AFIOMERRY Th D MMAE @
MAREN EAT D RREMEN S D, 7ods, FEEREREE R Zxt4 & U7 BRI TR
it LTy,

<JFHEREREE OB (AEFSR) >
O EELES IR RR (G039942:45 [POLARIXHE] )

FFRERERE =7 13, AR T 4 & —+R-CHP JIEEE T 435 #4746 5] (10.6%) . R-CHOP %
TERET 438 il 32 B (7.3%) 1238 bz, NT7 A B —+R-CHP BIERETRO B
T HFRERERE E O 70 NERIZ, ALT B30 20 1. AST #8018 #il, v -GTP #hn 7 %, AT
FERESL S 4 B, P B Y L e BN, IS REm A LA 3% 3 Bl&Th > 7=, R-CHOP
BECRO DN IFRERERE O £ NERIX. ALT 8900 22 i, AST #5018 51, y -GTP
Hn e Fl, MV LM, T AT IS —E ERANRE 3HIETHoT, VT
NORZEB N T HREBER EIC X A EHITRRD H Lo T,

R ERAR EAIEE
N Pola+R-CHP &R R-CHOP LRt
RTE# (n=435) (n=438)
4> Grade 46 (10.6%) 32 (7.3%)
Grade=3 8 (1.8%) 4 (0.9%)

X1 SMQ IThsBSEEG AR AL, ks L OYER () 1. SMQ [Tl &R 3 2 8 5 ok LY
HE () 1. SMQ TFERGLMERFE () | ROV SMQ THARZ, FHRHE, FELR L U%
OMMONFIAREE (k) | 135N T 2 F5 4 4E5

HEHFHROD Grade 13 NCI-CTCAE ver4.0, HEiHZHW-HGEIEX MedDRA ver24.0 (Z L

RCHP: VYX v ~T7+v 7 uhA77I R+ RE VeV U +7 L R=yey (LUIAFLT LR

=m)

R-CHOP: VY¥v~T7 4+ 7R A7 7 R+ REYLEV UV EV IV AFU+T L R=y v

UIAF LT RF=v V)
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@ WEshE 1 b/ WAHRERARER (GO293657-5k)
FrtgRERE 2T AT > ¥ 2k 3— b Tl Pola+ BRFEERET396IHTH] (
17.9%) . BREERET396H561] (12.8%) 1258 Hi17z, Pola+BREE T H L
T HFRERERE E DO NERIX, K7 V7 2 U MESE], ASTHEM2MB], M7 5 U AR A 7

7 Z—E N, ALTHI,

NI AT I T =B EANZIITH -7z, BRIFIERET

R BT FERERE S ONFUT, K7 V7 I U ME, K26, v YR
A7 7 4 —CHIN, KR, EEEELLENA S TH - To, WTFRORHIZRE N T
b FFHERERRE I L D FECHIERED b Lo 7,

St < 113%3
s % 1h 48 WU (52 Mes—p) | PR AR
s Pola+BR J&ERE | Pola+BR LR BR LR Pola+ BR & ERE
(n=6) (n=39) (n=39) (n=42)
4 Grade 2 (33.3%) 7 (17.9%) 5 (12.8%) 12 (28.6%)
Grade=3 0 2 (5.1%) 1 (2.6%) 2 (4.8%)

%2 : MedDRA SMQ TFEAICBEET 2 b E-FEAEF SO L (RIR) |, THFIRBIEEERRE, #MER X
OVER (RIR) 1, THFIRICER IR~ 2 I3 5 - s L OEE (RI%) | RO TR BEE 4 2 BElE $s
FOHMmpEE (A1) | [C5%4 T 5 F 5 E5t

%3« B TE LA C & B BU R

HEFELOD Grade 1Z NCI-CTCAE ver4.0, HEFHIHAWZ XS [ b M/H T T > &4 2b3— NI

MedDRA ver21.0, # O AHFAIE 22 78— M iE MedDRA ver22.0 |2 #EHL

@ EWNF TR RER (JO4076255% [P-DRIVE

aiR] )

FPRERERE 52133551 TR 741 (20.0%) (238 B, EOWERIL, ASTHIN, ALTHMN
A3, FFHEEER . v -GTP. K7 L7 I U IMGEN K20, S AFREE . 7
IWHIVRAT 7 2 —ERE1HTH -7, FFHEREREEIC L DL HITEED HivZe o

7=
PSR % ILAH
. Pola+ BR J&IERE
B (n=35)
4 Grade 7 (20.0%)
Grade=3 3 (8.6%)

%2 : MedDRASMQ AN B4 2 FFIEE-EREFR O (R0 |, THFIEBIE AR A, #ikdk X

OMEIR (RI50) 1

FOMHMmBEE (JAi) | 234 T 2 FR e 45
HEHFHG O Grade |5 NCI-CTCAE ver4.03, £5HZ W72 551X MedDRA ver21.0 (Z#EHL

IR AL TR 9~ 2 JEYE 5 > iifds KOS URI0) | MUY THFIEC B3~ 2 BEE 35

@ [FEFEHLRES MRS (GO436437 5k [SUNMORER] )
JFHSRERE 11X, Mosun (SC) -PolafiLE#E Tix135641276#1 (20.0%) . R-GemOx
FAERECIX64651 1361 (20.3%) (2O bz, 7eds, ARBRIZBW TIPS
R DITEHNTRD B o7z,

R EAIEE!
. Mosun (SC) -Pola J&iERE R-GemOx LR,
BB (n=135) (n=64)
4 Grade 27 (20.0%) 13 (20.3%)
Grade=3 4 (3.0%) 0

%1 : MedDRASMQ [iTHsB s ER IR IR AL, i ds K OYEIR Offedak) |,
MIERGPERT 28 (Psk) | |

F OB (PRI 1.

THFA 42,

OHels) | \CEES  E a5
HEHFHG O Grade I NCI-CTCAE v5.0, £FHIAW - 55T MedDRA v27.1 (ZHEHL
R-GemOx : VX ~T+F Ly F b r+A4%% ) 7F5F 2 (aNHL IZx L CERNFRER
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JIFRRAERE . IFREZS 36 32 ONE oDl oD Al i i 7



® WS 1 b/ TAHERRRER (GO40516:8058)  (fEshT —#)
JFESRERE 511X, Mosun (SC) -Polaf&iERE TlX406)H46%1] (10.0%) . R-Polaj#ik:
FETIE39%IH 441 (10.83%) (TR BTz, 7ok, ARABRIZIBWTITHEREEREEIZ X 5
FEEBNIERD bR -T2,

RS B (F o F 23— 1)
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SEER

J— POLARIX %8R | (029365 B | le(;/rlaa;f:&!iﬁ | S0 B | 6040516 Bk
MR LY R REE 193 (44.4%) 30 (76.9%) 21 (60.0%) 58 (43.0%) 9 (22.5%)
I BRI E 108 (24.8%) 21 (53.8%) 9 (25.7%) 43 (31.9%) 5 (12.5%)
E=lill 96 (22.1%) 13 (33.3%) 13 (37.1%) 27 (20.0%) 5 (12.5%)
FEEMAELT H BRI E 52 (12.0%) 3 (7.7%) 0 3 (2.2%) 0
M/ Nk E 34 (7.8%) 16 (41.0%) 9 (25.7%) 4 (3.0%) 1 (2.5%)
F ifn Bk i 28 (6.4%) 5 (12.8%) 1 (2.9%) 7 (5.2%) 0
U L SERIE 7 (1.6%) 5 (12.8%) 1 (2.9%) 11 (8.1%) 0
ifn ER R DiE 1 (0.2%) 0 0 0 0
FREEERES 1 (0.2%) 0 0 0 0
HEVEE K 1 (0.2%) 0 0 0 0
PLIMER ek E 0 1 (2.6%) 0 0 0
K7 a7y i 0 0 1 (2.9%) 0 0
J e 0 0 1 (2.9%) 0 0
A BRI 0 0 0 1 (0.7%) 0
MR IAE 0 0 0 1 (0.7%) 0
DS E 4 (0.9%) 0 0 2 (1.5%) 0
B3R 2 (0.5%) 0 0 1 (0.7%) 0
[0S 1 (0.2%) 0 0 1 (0.7%) 0
e BRSRE R 4 1 (0.2%) 0 0 0 0
SeRME, FEMER X ORI E 1 (0.2%) 0 0 0 0
TR 4 1 (0.2%) 0 0 0 0
B I UORKEE 4 (0.9%) 0 1 (2.9%) 2 (1.5%) 0
EILRERELR 2 (0.5%) 0 1 (2.9%) 0 0
Hig 2 (0.5%) 0 0 0 0
WER T 0 0 0 1 (0.7%) 0
T BERE 0 0 0 1 (0.7%) 0
IR 15 (3.4%) 0 0 2 (1.5%) 0
KFA4 T4 5 (1.1%) 0 0 1 (0.7%) 0
&9 2 (0.5%) 0 0 0 0
Fl 2 (0.5%) 0 0 0 0
RN 1 (0.2%) 0 0 0 0
ARSI 1 (0.2%) 0 0 0 0
AR 72 ifn. 1 (0.2%) 0 0 0 0
e 1 (0.2%) 0 0 0 0
Bl b 1 (0.2%) 0 0 0 0
i TR 1 (0.2%) 0 0 0 0
BTN 1 (0.2%) 0 0 0 0
BT 0 0 0 1 (0.7%) 0
58 RSk 0 0 0 1 (0.7%) 0
El A 224 (51.5%) 24 (61.5%) 22 (62.9%) 29 (21.5%) 19 (47.5%)
L 103 (23.7%) 9 (23.1%) 11 (31.4%) 12 (8.9%) 8 (20.0%)
{EF 83 (19.1%) 5 (12.8%) 8 (22.9%) 8 (5.9%) 4 (10.0%)
T 70 (16.1%) 13 (33.3%) 5 (14. 3%) 9 (6.7%) 11 (27.5%)
M - 38 (8.7%) 6 (15.4%) 4 (11.4%) 4 (3.0%) 4 (10.0%)
mIRPS 24 (5.5%) 2 (5.1%) 2 (5.7%) 1 (0.7%) 1 (2.5%)
MR 10 (2.3%) 2 (5.1%) 0 2 (1.5%) 0
HIER R 10 (2.3%) 2 (5.1%) 0 0 1 (2.5%)
- RE SRR 7 (1.6%) 1 (2.6%) 0 3 (2.2%) 0
1PN R 5 (1.1%) 0 1 (2.9%) 2 (1.5%) 0
I i 5 (1.1%) 0 0 0 0
FER% 3 (0.7%) 0 0 0 0
O PENTEIBIE Ak 3 (0.7%) 0 0 0 0
INER 2 (0.5%) 0 0 2 (1.5%) 0
HE SR 2 (0.5%) 0 0 1 (0.7%) 0
B AL 2 (0.5%) 0 0 0 0
PN T 2 (0.5%) 0 0 0 0
e JE 9 2 (0.5%) 0 0 0 0
HLFJE PR 2 (0.5%) 0 0 0 0
B A E TR 1 (0.2%) 1 (2.6%) 1 (2.9%) 0 2 (5.0%)
(/46 1 (0.2%) 1 (2.6%) 0 0 0
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B (%) POLARIX 3B | 6029365 3t | P—BEIVE%Q.&E% | SUNMO #BR [ 6040516 3B
4 Grade
MR A PReg 1 (0.2%) 0 1 (2.9%) 0 0
ERL 1 (0.2%) 0 0 0 1 (2.5%)
7 7 X RS 1 (0.2%) 0 0 0 0
A LA 1 (0.2%) 0 0 0 0
B K G2 1 (0.2%) 0 0 0 0
537 1 (0.2%) 0 0 0 0
O 0Bk 1 (0.2%) 0 0 0 0
O e A4 1 (0.2%) 0 0 0 0
I R BRI PE R 2R 1 (0.2%) 0 0 0 0
Fps 1 (0.2%) 0 0 0 0
DR AR 1 (0.2%) 0 0 0 0
ERa) 1 (0.2%) 0 0 0 0
KGR 1 (0.2%) 0 0 0 0
S 1 (0.2%) 0 0 0 0
e iR 1 (0.2%) 0 0 0 0
ElzEAEs 0 1 (2.6%) 0 0 0
Ll 0 1 (2.6%) 0 0 0
e 0 0 1 (2.9%) 0 0
OgR 0 0 0 1 (0.7%) 0
EES 0 0 1 (0.7%) 0
RIER 0 0 0 1 (0.7%) 0
R 0 0 0 0 1 (2.5%)
%ﬂ&-éﬁ'ﬁﬁ%k;(}&ﬁgﬁﬁimﬁ 172 (39.5%) 22 (56.4%) 16 (45.7%) 78 (57.8%) 29 (72.5%)
%1 93 (21.4%) 9 (23.1%) 2 (5.7%) 16 (11.9%) 12 (30.0%)
e E 35 (8.0%) 2 (5.1%) 0 3 (2.2%) 2 (5.0%)
FEEL 22 (5.1%) 8 (20.5%) 6 (17.1%) 8 (5.9%) 3 (7.5%)
B 12 (2.8%) 0 7 (20.0%) 3 (2.2%) 0
I D JIE 11 (2.5%) 0 0 0 0
RPN 8 (1.8%) 1 (2.6%) 0 1 (0.7%) 0
TR 7 (1.6%) 3 (7.7%) 0 2 (1.5%) 1 (2.5%)
FEIE 2 (0.5%) 1 (2.6%) 0 0 0
A TN PR R 2 (0.5%) 0 0 1 (0.7%) 0
BETS 2 (0.5%) 0 0 0 0
S HRERIRIEE L 2 (0.5%) 0 0 0 0
T A g 1 (0.2%) 1 (2.6%) 0 0 0
I 1 (0.2%) 1 (2.6%) 0 0 0
TSRO SO 1 (0.2%) 0 1 (2.9%) 70 (51.9%) 15 (37.5%)
1T —T VR R E 1 (0.2%) 0 0 0 0
T 1 (0.2%) 0 0 0 0
2B 1 (0.2%) 0 0 0 0
TBEAR 1 (0.2%) 0 0 0 0
JiE R 1 (0.2%) 0 0 0 0
DIESE 1 (0.2%) 0 0 0 0
{RAAIR 1 (0.2%) 0 0 0 0
EN 1 (0.2%) 0 0 0 0
FE Lt 1 (0.2%) 0 0 0 0
USRS 1 (0.2%) 0 0 0 0
I Gy 1 (0.2%) 0 0 0 0
KRR RERE 1 (0.2%) 0 0 0 0
I 1 (0.2%) 0 0 0 0
TR 0 1 (2.6%) 0 0 0
Yt H 0 0 0 1 (0.7%) 0
TSRO ALBE 0 0 0 0 6 (15.0%)
FESHHAL PN H if 0 0 0 0 1 (2.5%)
e S RE ST 0 0 0 0 1 (2.5%)
TSR IB 0 0 0 0 1 (2.5%)
FFREREE 6 (1.4%) 0 2 (5.7%) 0 0
SR RE FL T 2 (0.5%) 0 1 (2.9%) 0 0
R 5 o 1 (0.2%) 0 0 0 0
P e gl 1 (0.2%) 0 0 0 0
iiRC25 1 (0.2%) 0 0 0 0
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B (%) POLARIX 3Bk | 6029365 3%k | P-DRIVE#XBR | SUNMO#XER | 6040516 3R
° N
4 Grade
RENS I 1 (0.2%) 0 0 0 0
SRR 0 0 1 (2.9%) 0 0
SEREE 5 (1.1%) 1 (2.6%) 4 (11.4%) 39 (28.9%) 6 (15.0%)
Ky 707V e 2 (0.5%) 1 (2.6%) 4 (11.4%) 1 (0.7%) 2 (5.0%)
I BUE 2 (0.5%) 0 0 3 (2.2%) 0
EHiMET LALF— 1 (0.2%) 0 0 0 0
SR EOE 0 0 1 (2.9%) 0 0
P A b IA VO RHEERE 0 0 0 35 (25.9%) 5 (12.5%)
RBPE B X OVF A BUE 94 (21.6%) 8 (20.5%) 7 (20.0%) 38 (28.1%) 7 (17.5%)
fiti g% 24 (5.5%) 3 (7.7%) 0 4 (3.0%) 1 (2.5%)
SR YL 13 (3.0%) 0 0 8 (5.9%) 0
R 9 (2.1%) 1 (2.6%) 0 6 (4.4%) 2 (5.0%)
_IHEE S 5 (1.1%) 0 1 (2.9%) 0 0
AR 4 (0.9%) 1 (2.6%) 0 0 1 (2.5%)
A e~ L 2 2 4 (0.9%) 0 0 1 (0.7%) 0
J Y 3 (0.7%) 1 (2.6%) 0 0 1 (2.5%)
F & Y 3 (0.7%) 0 0 1 (0.7%) 0
I M E 3 (0.7%) 0 0 0 0
WL 3 (0.7%) 0 0 0 0
FEasR 3 (0.7%) 0 0 0 0
LiiaINIERS 2 (0.5%) 0 1 (2.9%) 5 (3.7%) 1 (2.5%)
Jieqiigns 2 (0.5%) 0 0 1 (0.7%) 0
@;DX}‘U/'?A'T4’74’/I/ 9 (0.5%) 0 0 0 0
RIE R 2 (0.5%) 0 0 0 0
B R R kD MR BRI E 2 (0.5%) 0 0 0 0
JTU G 2 (0.5%) 0 0 0 0
JNELHE 2 (0.5%) 0 0 0 0
AILARAT A P A Y 1 (0.2%) 2 (5.1%) 0 1 (0.7%) 0
afesh P E 1 (0.2%) 1 (2.6%) 0 2 (1.5%) 0
P A AT B T A )L AJEY 1 (0.2%) 1 (2.6%) 0 0 0
MR 1 (0.2%) 0 1 (2.9%) 0 0
PV %= 1 (0.2%) 0 0 2 (1.5%) 0
P A N AT T AN AEYR 1 (0.2%) 0 0 2 (1.5%) 0
B RE IR 1 (0.2%) 0 0 1 (0.7%) 0
S 1 (0.2%) 0 0 1 (0.7%) 0
A B PR R S g% 1 (0.2%) 0 0 1 (0.7%) 0
T AL )L A Y 1 (0.2%) 0 0 0 0
7 A b A &Y 1 (0.2%) 0 0 0 0
H VA Y 1 (0.2%) 0 0 0 0
Hrenany 2 —HE% 1 (0.2%) 0 0 0 0
T — s
ﬂa%;xw/ryA 7474y 1 (0.2%) 0 0 0 0
A=W AN 5 1 (0.2%) 0 0 0 0
VA=V S NVIAyFN i :FN "D 1 (0.2%) 0 0 0 0
P A AT oA VA NER 1 (0.2%) 0 0 0 0
Za2—FAF R« A BT A iR 1 (0.2%) 0 0 0 0
7 R o BRIk G 1 (0.2%) 0 0 0 0
7 R0 EREPERUME 1 (0.2%) 0 0 0 0
U Y 1 (0.2%) 0 0 0 0
LS 1 (0.2%) 0 0 0 0
NHEEZR 1 (0.2%) 0 0 0 0
H1 B L A R 1 (0.2%) 0 0 0 0
AR i R 1 (0.2%) 0 0 0 0
SE XK 1 (0.2%) 0 0 0 0
NS 1 (0.2%) 0 0 0 0
I [P 5 e 1 (0.2%) 0 0 0 0
A B 1 (0.2%) 0 0 0 0
ol Y 1 (0.2%) 0 0 0 0
PR 1 (0.2%) 0 0 0 0
Hkg 1 (0.2%) 0 0 0 0
REES 1 (0.2%) 0 0 0 0
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B (%) POLARIX 3B | 6029365 3t | P—EEIVE B | SUNMORBR | 6040516 FABR
4 Grade
Wbas A v ¥ HhE 1 (0.2%) 0 0 0 0
KI5 G 1 (0.2%) 0 0 0 0
KB B B I 1 (0.2%) 0 0 0 0
P 1 (0.2%) 0 0 0 0
il L~ 2 R 1 (0.2%) 0 0 0 0
FER 1 (0.2%) 0 0 0 0
B ER B DR I S e 1 (0.2%) 0 0 0 0
R AR R G 1 (0.2%) 0 0 0 0
SLUARE 7 A LAY 1 (0.2%) 0 0 0 0
F & FL 1 (0.2%) 0 0 0 0
Jmbkse 1 (0.2%) 0 0 0 0
LA PEREIEN S 0 1 (2.6%) 0 0 0
FA ) A ARG 0 1 (2.6%) 0 0 0
FRUEEE D o A E 0 1 (2.6%) 0 0 0
i g 0 1 (2.6%) 0 0 0
VA L 0 0 1 (2.9%) 0 0
7 V7 v T HERUILE 0 0 1 (2.9%) 0 0
A A H T T A LA MGE 0 0 1 (2.9%) 0 0
YL R T PG fUE 0 0 1 (2.9%) 0 0
BUENES = v 7 0 0 1 (2.9%) 0 0
COVID-19 0 0 0 4 (3.0%) 3 (7.5%)
COVID-19 fifiZs 0 0 0 4 (3.0%) 2 (5.0%)
il e 0 0 0 4 (3.0%) 0
B BT PR AL 0 0 0 2 (1.5%) 0
[ P o B L R 0 0 0 1 (0.7%) 0
X = K% 0 0 0 1 (0.7%) 0
AR S 0 0 0 1 (0.7%) 0
K L E 0 0 0 1 (0.7%) 0
iR e 0 0 0 1 (0.7%) 0
B 2% 0 0 0 1 (0.7%) 0
TR M XU RUVE SR 0 0 0 1 (0.7%) 0
REES 0 0 0 1 (0.7%) 0
HE, PEBIUWESHHE 5 (1.1%) 1 (2.6%) 0 10 (7.4%) 2 (5.0%)
Pl 1 (0.2%) 1 (2.6%) 0 0 0
HUgH#HE 1 (0.2%) 0 0 0 0
AT 1 1 (0.2%) 0 0 0 0
o AT 1 (0.2%) 0 0 0 0
BEE AR 1 (0.2%) 0 0 0 0
TEAITLE S RS 0 1 (2.6%) 0 9 (6.7%) 1 (2.5%)
fiRfE) 0 0 0 1 (0.7%) 1 (2.5%)
HESHTPE S O 0 0 0 1 (0.7%) 0
FRRIRE 96 (22.1%) 7 (17.9%) 18 (51.4%) 51 (37.8%) 17 (42.5%)
R 30 (6.9%) 2 (5.1%) 2 (5.7%) 1 (0.7%) 1 (2.5%)
I P ERER A 26 (6.0%) 1 (2.6%) 8 (22.9%) 18 (13.3%) 9 (22.5%)
M i ERE ) 20 (4.6%) 1 (2.6%) 5 (14. 3%) 12 (8.9%) 5 (12.5%)
U L RERE 18 (4.1%) 1 (2.6%) 3 (8.6%) 7 (5.2%) 1 (2.5%)
szﬁgu”/7\/ bF7o27=7 16 (3.7%) 1 (2.6%) 3 (8.6%) 17 (12. 6%) 1 (2.5%)
i MR 14 (3.2%) 3 (7.7%) 8 (22.9%) 8 (5.9%) 5 (12.5%)
\0—‘ = N ,L‘: I = ~
Zi;iié%T‘/ b7 13 (3.0%) 1 (2.6%) 3 (8.6%) 16 (11.9%) 2 (5.0%)
’étz.f.buaﬂ/&\ﬂ/h7/X7I7 4 (0.9%) 0 1 (2.9%) 5 (3.7%) 0
SR HH SRR 3 (0.7%) 0 0 0 0
T retrd s b5 2 (0.5%) 0 0 1 (0.7%) 0
fm 2 L7 g =8 1 (0.2%) 1 (2.6%) 1 (2.9%) 0 3 (7.5%)
77— 1 (0.2%) 0 2 (5.7%) 0 0
ifn, H LR I K SR EE SR N 1 (0.2%) 0 1 (2.9%) 2 (1.5%) 1 (2.5%)
MmHeE 7 a7y o Mg 1 (0.2%) 0 0 4 (3.0%) 0
s s a7 ) G 1 (0.2%) 0 0 2 (1.5%) 0
I A | /AN N S0 = N
Fﬁﬁggmuﬂn haARTTAFARE 0 09) 0 0 0 1 (2.5%)




B (%) POLARIX 3Bk | 6029365 Bk | PBEIVE B | SUNMOFBR | 6040516 FBR
4 Grade
SR B 1 (0.2%) 0 0 0 0
i H =~ R o N 1 (0.2%) 0 0 0 0
iR A 1 (0.2%) 0 0 0 0
REEHE N 1 (0.2%) 0 0 0 0
U X—HN 0 1 (2.6%) 2 (5.7%) 1 (0.7%) 0
a7 ) 0 0 2 (5.7%) 0 0
MA7T ARV HRAT 7 Z2—BHIN 0 0 1 (2.9%) 4 (3.0%) 0
C-BUSHER (N 0 0 1 (2.9%) 3 (2.2%) 2 (5.0%)
T4 7V DEA =N 0 0 0 4 (3.0%) 0
Mg ~7 = U F 8 0 0 0 3 (2.2%) 2 (5.0%)
CD4 V) > SERE 0 0 0 2 (1.5%) 0
A= s 7 0 0 0 2 (1.5%) 0
HREH Sy BT s 0 0 0 2 (1.5%) 0
Mg 7 a7 ) o AR 0 0 0 2 (1.5%) 0
L EREHE N 0 0 0 2 (1.5%) 0
RE A 0 0 0 2 (1.5%) 0
CD8 V) o SERE 0 0 0 1 (0.7%) 0
T U o SEREOR A 0 0 0 1 (0.7%) 0
A A —a A X YRR 0 0 0 1 (0.7%) 0
RS T EE N 0 0 0 1 (0.7%) 0
j]ujmclw LT F ok ARFF—PHY 0 0 0 L 0. 7%) o
M=) o255 —EEd 0 0 0 1 (0.7%) 0
A e YL e 0 0 0 1 (0.7%) 0
w470 57 b 0 0 0 1 (0.7%) 0
1 if BR BN 0 0 0 1 (0.7%) 0
U REREEE N 0 0 0 1 (0.7%) 0
ﬂ;;#/7:/b7/x7;7~ 0 0 0 0 1 (2.5%)
TUTa A LA 0 0 1 (2.5%)
b T4 AN ARG 0 0 0 0 1 (2.5%)
[ B A YE EL 0 0 0 0 0 1 (2.5%)
KRB L UOGEESE 76 (17.5%) 10 (25.6%) 9 (25.7%) 18 (13.3%) 7 (17.5%)
BAEGR 52 (12.0%) 7 (17.9%) 7 (20.0%) 8 (5.9%) 2 (5.0%)
%N 7 (1.6%) 1 (2.6%) 0 0 0
& U 7 A fiE 7 (1.6%) 0 2 (5.7%) 4 (3.0%) 1 (2.5%)
183 DR I 1 S 5 (1.1%) 1 (2.6%) 0 3 (2.2%) 0
&~ 27" %3 7 NSE 4 (0.9%) 0 1 (2.9%) 3 (2.2%) 5 (12.5%)
&) o i e 4 (0.9%) 0 0 1 (0.7%) 2 (5.0%)
e I A 2 (0.5%) 1 (2.6%) 0 2 (1.5%) 0
&7 V7 v i 2 (0.5%) 0 1 (2.9%) 1 (0.7%) 1 (2.5%)
U U i fE 2 (0.5%) 0 1 (2.9%) 0 0
KT U 7 A E 2 (0.5%) 0 0 2 (1.5%) 2 (5.0%)
JEE 58 R B (I 2 (0.5%) 0 0 1 (0.7%) 0
AR 1 (0.2%) 0 0 0 0
/N 1 (0.2%) 0 0 0 0
&Y T AE 1 (0.2%) 0 0 0 0
MR R Z 1 (0.2%) 0 0 0 0
U o e 0 0 0 4 (3.0%) 1 (2.5%)
&A1 7 S SE 0 0 0 3 (2.2%) 1 (2.5%)
R ZUEY RLGE 0 0 0 3 (2.2%) 0
B L AT T — L E 0 0 0 2 (1.5%) 0
& v I IUE 0 0 0 2 (1.5%) 0
&7 v — Ve 0 0 0 2 (1.5%) 0
AR e 0 0 0 1 (0.7%) 0
ERRE X O A RRRREE 33 (7.6%) 5 (12.8%) 1 (2.9%) 13 (9.6%) 6 (15.0%)
A 13 (3.0%) 2 (5.1%) 0 1 (0.7%) 2 (5.0%)
VU 5 (1.1%) 1 (2.9%) 2 (1.5%) 1 (2.5%)
717 PO 5 (1.1%) 0 0 4 (3.0%) 1 (2.5%)
FAm 4 (0.9%) 2 (5.1%) 0 4 (3.0%) 1 (2.5%)
Wi IR 4 (0.9%) 1 (2.6%) 0 0 1 (2.5%)
1 HB I 3 (0.7%) 0 0 4 (3.0%) 0
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B (%) POLARIX 3B | 6029365 3t | P—BEIVE%Q.&E% | SUNMO #BR [ 6040516 3B
4 Grade
‘B 3 (0.7%) 0 0 1 (0.7%) 1 (2.5%)
v — U SEERE 1 (0.2%) 0 0 0 0
7R A B 1 (0.2%) 0 0 0 0
DU R A Rep 1 (0.2%) 0 0 0 0
2 AT — 0 1 (2.6%) 0 0 0
R ENE 0 0 0 0 1 (2.5%)
R EE 223 (51.3%) 16 (41.0%) 8 (22.9%) 37 (27.4%) 13 (32.5%)
K= 2 — X F— 92 (21.1%) 8 (20.5%) 1 (2.9%) 11 (8.1%) 4 (10.0%)
KRR = = — 1 XF— 74 (17.0%) 5 (12.8%) 4 (11.4%) 7 (5.2%) 5 (12.5%)
R 37 (8.5%) 0 0 3 (2.2%) 0
SERLE 20 (4.6%) 2 (5.1%) 0 7 (5.2%) 1 (2.5%)
[EIEb] 16 (3.7%) 2 (5.1%) 0 7 (5.2%) 2 (5.0%)
ST SRR 13 (3.0%) 1 (2.6%) 0 1 (0.7%) 0
FFERE D £ 7 (1.6%) 5 (12.8%) 0 6 (4.4%) 2 (5.0%)
B3 = 2 — T — 5 (1.1%) 0 0 0 0
ik 4 (0.9%) 1 (2.6%) 0 0 0
FLH G 4 (0.9%) 0 0 0 0
T i 4 (0.9%) 0 0 0 0
KA 2 (0.5%) 1 (2.6%) 0 0 0
ARIEMEEH) = o2 — 1 NF— 2 (0.5%) 0 1 (2.9%) 1 (0.7%) 1 (2.5%)
KRR E) = = — 1 X F— 2 (0.5%) 0 0 0 0
R SRR 2 (0.5%) 0 0 0 0
R 2 (0.5%) 0 0 0 0
TEE I 1 (0.2%) 0 0 0 0
TR A REAE R 1 (0.2%) 0 0 0 0
FOlEREE 1 (0.2%) 0 0 0 0
= 1 (0.2%) 0 0 0 0
/NP B 2L 3R 1 (0.2%) 0 0 0 0
bl SL 1 (0.2%) 0 0 0 0
IRALPED F 1 (0.2%) 0 0 0 0
0 A 1 (0.2%) 0 0 0 0
J7EEYE 1 (0.2%) 0 0 0 0
T A AR SRR 1 (0.2%) 0 0 0 0
WA R 0 1 (2.6%) 2 (5.7%) 0 0
R RR 0 1 (2.6%) 0 0 0
MR TE ek 0 1 (2.6%) 0 0 0
SIS AR 0 0 1 (2.9%) 0 0
S U2 IN 0 0 0 1 (0.7%) 0
ErpEE 8 (1.8%) 1 (2.6%) 0 0 1 (2.5%)
RSE 3 (0.7%) 1 (2.6%) 0 0 0
BEELIR AR 1 (0.2%) 0 0 0 1 (2.5%)
Tk 1 (0.2%) 0 0 0 0
U B R—iEak 1 (0.2%) 0 0 0 0
By 1 (0.2%) 0 0 0 0
IRATERZ D SkEE 1 (0.2%) 0 0 0 0
BB I UORKES 8 (1.8%) 1 (2.6%) 0 2 (1.5%) 1 (2.5%)
R 3 (0.7%) 1 (2.6%) 0 1 (0.7%) 1 (2.5%)
HER A 2 (0.5%) 0 0 1 (0.7%) 0
JREYE 1 (0.2%) 0 0 0 0
B REREE 1 (0.2%) 0 0 0 0
BARAE 1 (0.2%) 0 0 0 0
il 1 (0.2%) 0 0 0 0
PR &R 1 (0.2%) 0 0 0 0
AFERB L OILEREE 3 (0.7%) 1 (2.6%) 0 0 0
7 % 1 (0.2%) 0 0 0 0
S\ B DR AE 1 (0.2%) 0 0 0 0
S\ B A 1 (0.2%) 0 0 0 0
LA 4 0 1 (2.6%) 0 0 0
PRy, MR L OWERRIEE 46 (10.6%) 7 (17.9%) 4 (11. 4%) 14 (10.4%) 5 (12.5%)
I [] 15 (3.4%) 2 (5.1%) 0 1 (0.7%) 0
B 8 (1.8%) 1 (2.6%) 1 (2.9%) 3 (2.2%) 1 (2.5%)
1 VeI SE R 8 (1.8%) 0 0 0 0
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B (%) POLARIX 3B | 6029365 3t | P—BEIVE%Q.&E% | SUNMO #BR [ 6040516 3B
4 Grade
=N 4 (0.9%) 0 0 0 0
fitilig e 3 (0.7%) 1 (2.6%) 0 4 (3.0%) 0
57 VEPE 0%, (K] $E 3 (0.7%) 1 (2.6%) 0 0 0
KR FRE 3 (0.7%) 0 1 (2.9%) 3 (2.2%) 1 (2.5%)
T PERZ ik 2 (0.5%) 1 (2.6%) 0 0 2 (5.0%)
il e oy i 2 2 (0.5%) 0 0 0 0
i 15 2 (0.5%) 0 0 0 0
o HH i, 1 (0.2%) 1 (2.6%) 1 (2.9%) 0 0
sk 1 (0.2%) 1 (2.6%) 0 1 (0.7%) 0
PR e i 1 (0.2%) 0 0 1 (0.7%) 0
Lo 1 (0.2%) 0 0 1 (0.7%) 0
5 PH 1 (0.2%) 0 0 0 2 (5.0%)
NEEASE i JR% 1 (0.2%) 0 0 0 0
MR A R 1 (0.2%) 0 0 0 0
o 7K JiE 1 (0.2%) 0 0 0 0
1 PN EE A [ 1 (0.2%) 0 0 0 0
b EGE MG 1 (0.2%) 0 0 0 0
fitii2: 1 1 (0.2%) 0 0 0 0
JitivE 1 (0.2%) 0 0 0 0
i JE, 1 (0.2%) 0 0 0 0
ifi K 0 1 (2.6%) 0 0 0
WHEE 0D JNE 0 0 1 (2.9%) 0 0
W& ifn. 0 0 1 (2.9%) 0 0
T LIV —PEERk 0 0 0 1 (0.7%) 1 (2.5%)
Jiti ZEARNE 0 0 0 1 (0.7%) 0
T b 0 0 0 0 2 (5.0%)
BER X UK TR 95 (21.8%) 7 (17.9%) 14 (40.0%) 46 (34.1%) 16 (40.0%)
fii B 53 (12.2%) 0 1 (2.9%) 1 (0.7%) 1 (2.5%)
F G HLAR 13 (3.0%) 1 (2.6%) 2 (5.7%) 6 (4.4%) 3 (7.5%)
R 10 (2.3%) 2 (5.1%) 5 (14.3%) 7 (5.2%) 5 (12.5%)
Z 9 I 8 (1.8%) 1 (2.6%) 0 6 (4.4%) 5 (12.5%)
iR NR I AL 6 (1.4%) 0 4 (11.4%) 8 (5.9%) 2 (5.0%)
TS 5 (1.1%) 0 0 0 0
JNZE 4 5 (1.1%) 0 0 0 0
BT 4 (0.9%) 0 0 1 (0.7%) 2 (5.0%)
HLBE 3 (0.7%) 0 0 2 (1.5%) 0
B2 i 2 (0.5%) 0 0 17 (12.6%) 3 (7.5%)
SIERRRE % 2 (0.5%) 0 0 0 0
EEn e 2 (0.5%) 0 0 0 0
JND i 2 (0.5%) 0 0 0 0
JTCHR B 2 (0.5%) 0 0 0 0
EdRZ 1 (0.2%) 1 (2.6%) 2 (5.7%) 0 0
IR 1 (0.2%) 1 (2.6%) 0 0 0
&R 1 (0.2%) 0 0 2 (1.5%) 0
IR AL 1 (0.2%) 0 0 0 0
YA A IE 1 (0.2%) 0 0 0 0
SRR BR MR LS 1 (0.2%) 0 0 0 0
RLBEERB 1 (0.2%) 0 0 0 0
JTU 1 (0.2%) 0 0 0 0
STV R 1 (0.2%) 0 0 0 0
F & KB 1 (0.2%) 0 0 0 0
& 1 (0.2%) 0 0 0 0
A By PRI R RS 2 0 1 (2.6%) 1 (2.9%) 0 0
K 0 1 (2.6%) 0 0 0
jeSidiars 0 1 (2.6%) 0 0 0
FE « JRERIRE A REERE 0 0 0 2 (1.5%) 0
FIMET S 0 0 0 2 (1.5%) 0
BAEES 0 0 0 1 (0.7%) 0
FEALEE 0 0 0 1 (0.7%) 0
F &I A 0 0 0 1 (0.7%) 0
&R 0 0 0 1 (0.7%) 0
k=g 13 (3.0%) 3 (7.7%) 3 (8.6%) 6 (4.4%) 4 (10.0%)
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B (%) POLARIX 3B | 6029365 3t | PBEIVE ABR | SUNMO#BR [ 6040516 3R
4 Grade
GRS IR i i 3 (0.7%) 1 (2.6%) 0 0 1 (2.5%)
A5G 1 2 (0.5%) 1 (2.6%) 0 4 (3.0%) 1 (2.5%)
[EE) 2 (0.5%) 0 1 (2.9%) 0 0
JiEPRYA NI DA 1 (0.2%) 0 0 0 0
iKES 1 (0.2%) 0 0 0 0
mAPERIRSE 1 (0.2%) 0 0 0 0
B IR R S 1 (0.2%) 0 0 0 0
FERSE 1 (0.2%) 0 0 0 0
FrR I ARE 1 (0.2%) 0 0 0 0
FAEME MARVE SRR S 1 (0.2%) 0 0 0 0
& I 0 2 (5.1%) 0 2 (1.5%) 1 (2.5%)
& 5 0 0 2 (5.7%) 0 0
FE . 0 0 0 1 (0.7%) 0
AL 0 0 0 0 1 (2.5%)
KA 0 0 0 0 1 (2.5%)
(Egﬁé Eﬁ%ﬂﬁ?jﬁ?;l?ﬁi% 0 1 (2.6%) 0 10 (7. 4%) 0
B 1 ST AR AR 0 1 (2.6%) 0 0 0
&7 L7 0 0 0 9 (6.7%) 0
KRR ) o 7 EREE S E 0 0 0 1 (0.7%) 0
ISR 0 0 0 1 (0.7%) 0

POLARIX #B& CIIAA & BIET 2 AIEM. 2B ORER TiTW - OirEREE & B 2 gITEH 4 53
[SERH W= 58 POLARIX # : MedDRA v24.0 (T #E#lL

G029365 #RBx FBEUAHT v & Hfb,3— k) KO P-DRIVE 385 : MedDRA v21.0 (Z %L
SUNMO B2 & O GO40516 R (B AT > & 2ft/8— 1) : MedDRA v27.1 (2§l

[F—%7% v 47 H] POLARIX #B : 2021 /£ 6 H 28 H

10.

11.

G029365 RBr (FEMHHT v ¥ Afb/X— 1) : 20184FE4 A 30 H
P-DRIVE 5 : 201945 12 H 24 H

SUNMO &5 : 2025422 A 17 H

GO40516 R (BT > & 2fb/3— 1) : 2024411 A 15 H

ERRERRICRIFTZE
BREIN TN

BERE
BE STV

BRLOEE

14, BREDIE

14.1 ERIFANBFOEE

14.1.1 52

(1) HREFHAK GEEEEA 30mg @ 1.8mL, AfH#FHEA 140mg : 7.2mL) (2 X D EfiEL T
RIVA<T XRFv R T Z) %2 20mg/mL ORFEIZ L7214, §#0Z N 7 v %&[a
RS, BRI L, AR, < b0 UIK DR MRIRIZED DIV SAITHEH Lk
W b,

(2) VEIRGIESCDIZHR L2 WIEAIT, 2~8CTRIF L., 24 FEFILINICEE S35 2 &, i
BEHET 5 &,

14.1.2 &R

(1) MBEEZSATIANGIKERY, RIVA~T XKF (Bar#iz) OFREOE
FEAS 0.72mg/mL 75 2.70mg/mL (272 % X 512, ARAERERE, 5%7 N 7EEO W
O v 7 % W THRRT 5, BICiii Ny 7 & Eiis S QR 5 2 &, thil s
BRLanz &,

(2) HikZ I PEETIBENNHHDT, FRBICHR L T LWREI Z Nz 22002 &y
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() FARAL ., MR LRI T2 2 &, 2B, RCZ2ETHR LK ERTT 55
Bl 2~8CTHRAFL., 24 FFRILINIZER T 5 Z &, FRIRITFEFE T H 2 &,

14.2 EFIRSEFOEE

14.2.1 02 XX 022um A>T 7 4 NH—%@ L TRETHI L,

<SR

14. 1.1 BB ESCICHIR L WAL, 2~8CTRIE L., 24 RFILINICR G5 2 &, F7=.
%ﬁ@ﬁmi MM, MO I ERRITBEET S 2 L,

14.1.2 BETLIBENADRHLDOT, HPRZITTE LWVIREIZINZ /oW 2 &, A ICHEET 58
éﬁ;ﬁﬁﬂyfﬂ%ﬁﬁ%ﬁfL/%Wﬁﬁ%9~%CTSO,MWXi%%szﬁ
MLUWNET D&, BREDO K I ICERERE LHEIT, #ERHCIEMRICERET 5720
&%%%<h@®LﬂﬁXﬂ47@Owh,ﬁ?/F%@ﬁfé L
R ST AR LR RAET DAL 2~8CTIRE L. 24 BRI LIMNICE AT 5 2 &)
T, BAORZEN, WEE, 2RO XV RIRITFEET L L,

14.2.1 BETLIBENDRHDLDT, HHERHIZA L TFA T 4N E—2FHTDH L,

12. ZOHDFE

(1) BRERFERIZED C1EHR

15.1 BREREAICE D C 1B

EEARAERIC VT, AFNCH T 20RO EANRRE I N TV D
<PERD

AFN W= EERARBRICB W THE SN TW 720 E Lz,

(2) JEBGRREAERICE D 1HR
15.2 JEBRPREABRICE D < B
ARFNORERLR ST Tdh D MMAE 1Z, 7 v b OFH/MEREBR Tttt (REMEFRIERN) %
RLTz, [9.4.2 2]
<ﬁ¢fﬁ>
BIEEERBR ORI SEHE L, ((XK—2 (3) @&fxmhilik 2)
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X. JEEGPRERERICBA9 HIER

1. FEHER

(1) ENFBEHER
(VI 3EZhSEBLICRHIHE | OB

(2) REMREHER
TV AT XRFFOLMETR, FEGR K ORI D a2 Rl L, Z

v MO =7 A e g G EERBRIC IS W TSR L7,
F 72, MMAE O .LE RISk BRI & LT in vitro hERG iRBk %2 5t L 7=,

O KEHRGFEERR (7 b, h=7A4P0) 2

& HRIVATT REFUREHRSEERAR

Btd REES Beha - 505k it B
- RRER (FOBIEIZ L 5 RIVRTT RXRFY | WTRLOARIZBW TS BE TR
_ ARATEN IR EM L OSEBIRE | 2. 6. 10mgkg il 1 | AR o7z,
ER -2 ) [, & 4 [ RPN S
CDMAER UE, Ok, b | KTV RX<T RREFU | WTROBRSEICEBOTH BE IR
By CEAEY) 1. 3. 5mg/kg XXV LR T,
v | R R (RRR R OV L 24 | w4~ — k ADC 3,
XA MY —) 5mg/kg % 3EMIZ 1
- HAXAPRE R (ARSI REA) [\, §F 4@\ IVHES
@ MMAE O.0 0% (WERG i5R) (in vitro) *

hERG 7 v ®/V & 38 X7 HEK293 fila % v C. MMAE ® hERG K+&EiiiZ 5 2 5 2
ERet Lz (=27 Wy F 7 Z 2 71E), MMAE (2L % hERG KHE RO ESR CEHE
T FEAEGASE) 1T 10 w mol/L T 1.8+0.1% (n=3). 100 z mol/L T 13.6+2.6% (n=3) T -7,
ARERCHW @RS 100 p mol/L THh-7-Z &5, MMAE @ hERG FHLE/EMA ® 1Cs0
12 100 x mol/L VA EEE 2 Hniz,

MAEHR o RTFEERRNWERELTZE & MMAE @t b hERG F v X /UIZkd 5 ICs0 1%,
R ETHD 1.8mgkg # 5 L7 L XICTH IS MMAE @ Cmax (1.67ng/mL 1%
2.33nmol/L) @ 10,000 Ll ETH -7z,

Z DI OEEHER
BB L

(3)

2. HMHRER

(1) HEHRSEMERKER Y
KTV AT RXRF U OMSE LTz 2 m R BRI 55 L TV 72, MMAE (ZB3E L 7= 3R
DNWTHETT 5720, 7 v NEOT =7 A vk AT ek 52 350w L7,

& MVAE B[Rl 5514 HER

mrossE | L g s iR
B FEN—y S
ipzaiue Dawley | 1y | 0.206mg/ke 65 | 0.206 | ﬁff‘" rig%f?% i)
3 A BICABIPIEL
R o A = Sk
ipzaiue Dawley IV | 0.516mg/kg it 6 151 ND | Hi%gﬁﬁg’%?ﬁ)
< VU GRE R (RI)
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N #h5. - " HrE 4
T K OSAR#E ik Beha CILY/E= g (MTD) i
B . e 1 B Jilio> B R RURGRIC X 0 1E 1B
N=7 AT IV | 0.116mglkg w1 | NP | o (i)
+ 0.063mg/kg & B 5- STt 1 I
B R 0.030. It 5 15 9 HH L
N=7 AT v 0.063mg/kg 1 5 5] 0.030 . B (FHY)
- U U oRERE RN (ATY)

(2) RiEZRESHMHR Y
RIYART XRFFrO7y b 4HEE (8 1E, 5F4RE) KGR (6 HFEREERE) kO
=7 A YL 10HH (3MIZ 1A, & 4[] 5k (9 BHRIEMER) 2 %h L7,

& HRIVATT REFUREHRSEMERAR

mroFs | | g L B B
+ 10mg/kg %5 S AT HE 1 B,
- B K15 31 ERERta =i e A
L ERRE B, HE15 6 |- EREEEE (REKFEME, ")
Sprague- w4 [f] ({ s 6 10 |’ TK 2> be— |- Hﬁ'ﬂi PE (R EARIENE, RIHY)
Dawley v 8 15 22‘ m /k\ sV I 3 < U UG E i (R, AT
J vk nE) grke it 3 51 W)
K:HE9fl. |- iEHEEE (AEKFE. A
i 9 1) )
+ STD10*! : 10mg/kg
3 16 [ [ e
=AW v x4 8] (1, 1, 3. 5 1 5 B - EREENE (AR, )
JL 22, 43, 64 | mg/kg 1t 5 51 - HNSTD** : 5mg/kg
HH)

K1 I O 10%ICHE RTINS I 2558
K2 HEREIENFEE L 2V KIR G-

(3) EinErEaER
RIEDEAEH 7 BEEIEIZ DWW TIL, MMAE % H\W=—H#H O in vitro N in vivo i8R CTREAf
L7,

O MMAE @%Eﬂi%:ﬁ%mé%@ ZE RIS T B

MMAE Dji&fn - 22RE BB ROV T, 2 A IF 7 AH TA98., TA100, TA1535 KON
TA1537 £k, KiGE WP2uvrA ¥k % W T2 18 IR 22 R BB L 0 il L 72, i7" L — b
EIZ X0 AENEME LR (T v M S9) DAFAE T XULIEIFIE FOSMET, 75~5,000 1 g/plate
DI FERPHCINE LT,

AFRBROFER, IR 5,000 u g/plate £ CHEIFZSRAE T a0 =—8ONNIFED biLieiroTz,
T R E ONTHORBRERR ISR 2wt b AL o To, 2D OFERN S MMAE
DRI KT DI IF LRI LGH R L2 & T L7z,

@ MMAE O~ 7 2V 7 3 —~fllaZ N % 22K B ER
MMAE O An 122K BFRIMEICHONW T, w7 RV 7 4 —~<Hilakk L5178 TKH-#£ % Hu»
72 F VR — BB n T ORI ZEIRE BRI X 0 B L7z, BB, EEE LR (T
NI S9) DAFTET UIIEFIE T ORI THEM L 7=,
WL DOALE (SO 77/E FIFETFAE FC 4 BEMALE . S9 FEIFIE T C 24 BEALE) 2B\ T,
MMAE (i 5l 722 fifa d i 2 R S22 VR EERBIC W T, HERITH, SUTIEB R & g
L CHA S B Bk o380 (108 ff4 7= 0 OB BAMAES 90 LLE) ZaR&7Rhotz,
INHDORERNS MMAE O~ 7 AU > 7 4 —< I 69 2 Bt 22828 BLah e vk i3 ek &
I L7,
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@ MMAE ®© 7 > bR

Sprague-Dawley 7 » b (&HEHE 5 % 10 f7) 12 MMAE # 0 (). 0.01, 0.1, 0.2mg/kg
OHETHREIRE L, &5% 24 XL 48 RN AL S Bl 2 H L, BhiZBM L7, AR
D HEIL MMAE O K& TH D 0.2mgkg & L, BHEELICHEEITZRD o 72
ZEMmb HEO I W TER LT,

MMAE O 5AZ X5 —IREEDEFIIZED vz 7223, 0.1 LT 0.2mglkg T, /MZh
FEENRO BT,

MMAE (2 X 2/MEFB R OB IZOWTHH LI T 5720, Rkl & RO /IMERER (KRR
3 i, HiEH G 24 FEZHRR) (CRERTURZ W 7o B FURART 2 A AU TG LTz, 2
ORI BIT DENFURGEO /IMERBLRIT, V7 ahx 77 I F (ERO#E R 25%
T DR EME) T 16~28%., AR XU A (Yt KO RS %5589 5 htExt Ry
'H) T68%, MMAE T 60~76%Cd -7,

PLEDOHKERENS MMAE © 7 v MNEREICKHT D /MEBRIEIIEGETH Y | 2 O 71X MMAE
DOEEMFRIERICL DD LB 2 b,

(4) MNARMERAER

(5)

(6)

KTV X~T7 RRF TR UTERED B MBS R g ORE L2 B & L34 T
HHZ G, ICH S9 (CFak 2246 A 4 H HERAEY 0604 55 1 5 PUEMEEEEK O IR
FMICEIT AT A KT A 2) ISV, DSAJRMERRER T IR Lo T,

EEREEMEHER Y
RT YV AX<T RXRF WS U7 A AT ERBR LS50 L TR0 DS, RO - if
WRRAIZRIFT ROV TIE, MMAE © 7 v ME - IR RFEAICE T 5 3Bk I W TRl L 7=,

x MAEDS v ML - lRIRFEAICEET H5ER

5

T Nz DR ik #h-H ThE | B P

- iR 6 H B R OMTENR 13 H B ® MMAE #
MRNEE GAZ L0 | (AT B OVRRG

1 I X2 PEDFRO BT,

Sprague- v B, (=6 H 0.2 it 25 ¢l | RHARE# R

Dawley 7 > b AKON13 H mg/kg - FIRER, BRI, BRRMERE. UK

H) IR A~DEBIRD SN2 D o T,

< HZEH, WURLEIER RS, IERER K OV
ST & B e A B IO BT A IR D E

B EER ¥

KTV X7 RXRF U OMSNL LTz RFTR M RER X505 L TR0, K7 Y X~v7 RXRF
V. urs—k~ ADC KU MMAE ORE#R G- FHRERIZIUV T, RO O RN 2 5256 L 7=,
WT OB E BN TS, WIRA & OV B 200 CERIRIN B 512 X 2 R 2 g
THEMITROONT ., RTABMETIRG Th o7,

BTy RADRTY AT XRF U OEHERE TR LN B G % & T 8 D&k
IZ. MMAE OFRSEAEFEERICEE L7221 Z 2 b, AT Y X7 X RF O
WHEEZRET LD TIERVWEB 2 bRz, (IK—2 (2) ERGEERR] &)

(7) ZDMD%HEN

D RIVRA<T RRF O PR R ER 10

KTV A~T RXREF o (2.5 LN 12,5 g/mL OEFE) Ot b IEFEMHERC T 2 282Kt %
KRR OWOREY & W T iR bRl K 0 e L7,

NIV AT RRF AL DRRRAGLEH, U 2 RBR, U 2 3EiL Wk, Rk, B/ RO %
B L O GALT OFFIC B AU OHIINE TRO bive, £7-, Bt i, A, IE
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e OVHSZ AR 2 & Te AR AR DV < DY R T, #GERIZ2 U 2 N BRO Y3580 BTz, £ O,
AIEDIER Sy F (CD79b) (B L 722V &5 2 B 5 Rr SR 22 Y ta N i K DN #7178
Doz, BREOHKERE TEA 7 Ay 7l (VEAFFRERIEMRRER) &% 2 b DR
DY T DL TH BTz, FTARMRGR TIX, BB BE., /NK, KIMEVE K& OV A ph
PRI 5 7Y T O E SR I R AR RO bz (12.5 u g/mL D),

@ N aMEIZBE T 2 R

RITY X~vT RRFUORERRES T D MMAE & O veMMAE 13 H 885 O &N (290~ 700
nm) OJEEWILL72ho7-Z e, ICH S10 CERK 26 455 A 21 H FEAEAR 0521 45 1
o EIHLOELZEMFHMIT A K74 ) IZHEV, RIEONL MBI EM L Tuheu,
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X. EEMNEIEICET HIEH

1.

MRH X5
BH - AT A O EERHER 30mg AWk RIS G
AT A E—OiiiEE A 140mg A HRELE . BIE, Q5 EIE LY
) EE-EMEOMLZICL VM2 L
BRGy - RTY A=T N Fr (BIEHEIER) B

. A

HhWIm - 30 A A

. BERETORE

Bt . 2~8CIR1F

. BIRWEDEE

20. WL EDFE
INFEBHERRITEDE L TRIFT 2 Z &,

SRR

[V—6. "HOKFSEMETIZH T HLEME] SR

. BERITEM

BEMERLTA R AV
<FVoLEy 7Y

- R—m5 - RBE

FERIEIRSL, — W) AR OREIT R,

. EFfGEASFAR

201946 H 10 H CKE)

- HERGAREABRUVARES, RMEENSEEAR. RETHBEAR

opgs BLERTRGREA A R HAMAAEHAFEA B | RGeS A
RS SO ® 5 R
;;)7; B R 202143 H 23 H 30300AMX00258 20214E5 H 19 H 202145 H 19 H
m
RS SO ® 5 R
3;07 4)gt SELE 202143 H 23 H 30300AMX00256 202145 H 19 H 202145 H 19 H
m

- PREXRIEIREMN,. AERUVAELERENFOFABRVUZOAR

ZEEAEA A T VA

[RIEHEDOOE AN B AR Y > S P IOV TRhRE LT E. H

20224 8 f 24 [ | B OUBEDEN

1) 2022 4F 8 HAAGRIFD R Z A ©— DZIRE TR RIE, BUKGR K OB O ZRE TR % G o8 T,
[OVFE AMERHIRER B Y =) & 7roiz,

2026 43 H 23 H [ BMIAE Y o Nl (OVE AMERHIREY B JIfa Y o/ JE, &EEMEE B
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10.

11.

12.

13.

ZHEFEHH

LR PVE

MR U o N o PR3 ST R PE O TEME U >/ NBE] IZOWTEhRE

HIEKR O DB

(ESUE SN

BEZHME
OV AMERHIY B Alifig Y o/ Vi

BEERR. BIMERARFABRVUEZORE
M L

202143 H 23 H~20314E3 H 22 A (104F) (F/50m A ESE )

2026 43 A 23 H~2031 43 H 22 A (FEAMIM)

BEMREFIRICE T 51558
A L7

KA B Mifa U >~ (OVE A B A/l U oS, mErEE B g U o i) | AR5
XIFHEAAPEOUENANE Y >N

KiEI—F
. BTG SN YE | ERE S — N ~ L~ NERLH
il 52 =1
R 7e4 I = — (YJ 21— ) HOT (9 #7) F= CAF Afla— R
RS S ® 5
:;;74 EUREEER | 4091455D1002 4291455D1022 199125301 629912501
mg
RS S ® 5
f;g4 E—URIEEER | 49914552020 4291455D2029 199126001 629912601
mg

14, RIRHBFLDEE
(1) AT A — SfEEEH 30mg & ONE A ##EMA 140mg

ABUHFN A2 TR UTEAME O Y o E ] ISV 5E8 1%, 2hkE

(32 RAZ BT 5 IEFI

BT +5RBE2AT2KREEICLY ., Grade 3B ¢S n-AFIckE5ETr2248,) &
INTWBHEDT, FHIZHT->TI+O-EET L L,
(5843 H 23 H RIEF 0323 % 3 75)
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1.

FHSNETORFTERR
AINC BT HNEESUTZIR IELOHEIILTO LB TH Y | SMNETOAGBIRIL L 1TERR D,
ENOAGRANEDOFP TARI 2N+ 25 Z L,

BhEE ST E  OLLF O XHifuAL B Ml U o X JE
OVE AMERHITRT B fifin U o
MR B IR Y oo
OFFUTHEEIAIEOTERANE Y > /N
(TV—1. ZFEEXIIE B8R)
FER O & o FTEPEEEA] & OPFHICRBW T, @, AL, RI Y XA~T RN F (&
frfiifiz) & LT, 1\ 1.8mg/kg(fAHE) % 3 MMM T 6 BlAi#EEET 5,
[P G-HEE 90 23T TG L, BEMEN B THIUE 2 0] B LA #5151
30 M ECHEMTE D, 2B, BEOREIIL U CEERET 5,
(TV—3. HiEEOHE) &R)

FEEICH T HAFIEFIKR
KE (2023 4F 4 A) : POLIVY®
TR H 2019 6 H
EINTEREESHIES 1 INDICATIONS AND USAGE
1.1 Previously Untreated DLBCL, NOS or HGBL
POLIVY in combination with a rituximab product, cyclophosphamide,
doxorubicin, and prednisone (R-CHP) is indicated for the treatment of
adult patients who have previously untreated diffuse large B-cell
lymphoma (DLBCL), not otherwise specified (NOS) or high-grade B-cell
lymphoma (HGBL) and who have an International Prognostic Index
score of 2 or greater.
1.2 Relapsed or Refractory DLBCL, NOS
POLIVY in combination with bendamustine and a rituximab product is
indicated for the treatment of adult patients with relapsed or refractory
DLBCL, NOS, after at least two prior therapies.
MEROH&E 2 DOSAGE AND ADMINISTRATION
2.1 Recommended Dosage
Patients with Previously Untreated DLBCL, NOS or HGBL
The recommended dosage of POLIVY is 1.8 mg/kg administered as an
intravenous infusion every 21 days for 6 cycles in combination with a
rituximab product, cyclophosphamide, doxorubicin, and prednisone /see
Clinical Studies (14.1). Administer POLIVY, cyclophosphamide,
doxorubicin, and a rituximab product in any order on Day 1 after the
administration of prednisone. Prednisone is administered on Days 1-5 of
each cycle.
Patients with Relapsed or Refractory DLBCL, NOS
The recommended dosage of POLIVY is 1.8 mg/kg administered as an
intravenous infusion every 21 days for 6 cycles in combination with
bendamustine and a rituximab product.
Administer POLIVY, bendamustine, and a rituximab product in any
order on Day 1 of each cycle. The recommended dose of bendamustine is
90 mg/m?/day on Days 1 and 2 when administered with POLIVY and a
rituximab product. The recommended dose of rituximab product is 375
mg/m? intravenously on Day 1 of each cycle.
For All Indicated Patients
If not already premedicated, administer an antihistamine and

73



antipyretic at least 30 minutes prior to POLIVY.

If a planned dose of POLIVY is missed, administer as soon as possible.
Adjust the schedule of administration to maintain a 21-day interval
between doses.

EU (2025 4% 10 A) : Polivy®

HGRAEH

2020 £ 1 H

PIEREESIES

4.1 Therapeutic indications

Polivy in combination with rituximab, cyclophosphamide, doxorubicin,
and prednisone (R-CHP) is indicated for the treatment of adult patients
with previously untreated diffuse large B-cell lymphoma (DLBCL).
Polivy in combination with bendamustine and rituximab is indicated for
the treatment of adult patients with relapsed/refractory diffuse large B-
cell lymphoma (DLBCL) who are not candidates for haematopoietic stem
cell transplant.

RELOHE

4.2 Posology and method of administration

Posology

Diffuse large B-cell lymphoma

Previously untreated patients

The recommended dose of Polivy is 1.8 mg/kg, given as an intravenous
infusion every 21 days in combination with rituximab,
cyclophosphamide, doxorubicin, and prednisone (R-CHP) for 6 cycles.
Polivy, rituximab, cyclophosphamide and doxorubicin can be
administered in any order on Day 1 after the administration of
prednisone. Prednisone is administered on Days 1-5 of each cycle. Cycles
7 and 8 consist of rituximab as monotherapy.

Relapsed or refractory patients

The recommended dose of Polivy is 1.8 mg/kg, given as an intravenous
infusion every 21 days in combination with bendamustine and rituximab
for 6 cycles. Polivy, bendamustine and rituximab can be administered in
any order on Day 1 of each cycle. When administered with Polivy, the
recommended dose of bendamustine is 90 mg/m2/day on Day 1 and Day 2
of each cycle and the recommended dose of rituximab is 375 mg/m?2 on
Day 1 of each cycle. Due to limited clinical experience in patients treated
with 1.8 mg/kg Polivy at a total dose > 240 mg, it is recommended not to
exceed the dose 240 mg/cycle.

Method of administration

Polivy is for intravenous use.

The initial dose of Polivy should be administered as a 90-minute
intravenous  infusion. Patients should be  monitored for
IRRs/hypersensitivity reactions during the infusion and for at least 90
minutes following completion of the initial dose.

If the prior infusion was well tolerated, the subsequent dose of Polivy
may be administered as a 30-minute infusion and patients should be
monitored during the infusion and for at least 30 minutes after
completion of the infusion.

(—EBERH)
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9.5 1E47
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BRIl ORKESTHZ L, @R (T b)) IZBWT, R 6 HH A0 13 H HiIZC MMAE %
BHLIZEZ A, IR - JRIEEME A BRI HRE STV D, [9.4.1 2]

9.6 ZELIF
B LW ENREE LY, B R TOLHFBATICET 27 — #1303, & b IgG 1XREFLH
BT D Z ST,

<FDA CKEWMICE : 2023 44 1) >
8.1 Pregnancy
Risk Summary
Based on findings from animal studies and its mechanism of action /[see Clinical
Pharmacology (12.1)], POLIVY can cause fetal harm. There are no available data in pregnant
women to inform the drug-associated risk. In animal reproduction studies, administration of
the small molecule component of POLIVY, MMAE, to pregnant rats during organogenesis at
exposures below the clinical exposure at the recommended dose of 1.8 mg/kg POLIVY every
21 days resulted in embryo-fetal mortality and structural abnormalities (see Data). Advise a
pregnant woman of the potential risks to a fetus.
The estimated background risk of major birth defects and miscarriage for the indicated
population is unknown. All pregnancies have a background risk of birth defect, loss, or other
adverse outcomes. 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.

Data

Animal Data

No embryo-fetal development studies in animals have been performed with polatuzumab
vedotin-piiq. In an embryo-fetal developmental study in pregnant rats, administration of two
intravenous doses of MMAE, the small molecule component of POLIVY, on gestational days
6 and 13 caused embryo-fetal mortality and structural abnormalities, including protruding
tongue, malrotated limbs, gastroschisis, and agnathia compared to controls at a dose of 0.2
mg/kg (approximately 0.5-fold the human area under the curve [AUC] at the recommended
dose).

8.2 Lactation

Risk Summary

There is no information regarding the presence of polatuzumab vedotin-piiq in human milk,
the effects on the breastfed child, or milk production. Because of the potential for serious

adverse reactions in breastfed children, advise women not to breastfeed during treatment
with POLIVY and for 2 months after the last dose.

8.3 Females and Males of Reproductive Potential
POLIVY can cause embryo-fetal harm when administered to pregnant women [see Use in

75



Specific Populations (8.1)].

Pregnancy Testing

Verify pregnancy status in females of reproductive potential prior to initiating POLIVY /see
Use in Specific Populations (8.1)].

Contraception

Females

Advise females of reproductive potential to use effective contraception during treatment with
POLIVY and for 3 months after the last dose /see Nonclinical Toxicology (13.1)].

Males

Based on genotoxicity findings, advise males with female partners of reproductive potential
to use effective contraception during treatment with POLIVY and for 5 months after the final
dose /see Nonclinical Toxicity (15.1)].

Infertility

Females

Based on findings in animal studies with MMAE-containing antibody-drug conjugates
(ADCs), POLIVY may impair female fertility. The effect on fertility is reversible /see
Nonclinical Toxicology (13.1)].

Males

Based on findings from animal studies, POLIVY may impair male fertility. The reversibility
of this effect is unknown /see Nonclinical Toxicology (13.1)].

<EMA (EU @ SPC : 2025 410 A) >
4.6 Fertility, pregnancy and lactation
Women of childbearing potential/Contraception in males and females
Women
Women of childbearing potential should be advised to use effective contraception during
treatment with polatuzumab vedotin and for at least 9 months after the last dose.
Men
Male patients with female partners of childbearing potential should be advised to use
effective contraception during treatment with polatuzumab vedotin and for at least 6 months
after the last dose.

Pregnancy
There are no data in pregnant women using Polivy. Studies in animals have shown reproductive

toxicity (see section 5.3). Based on the mechanism of action and nonclinical studies, polatuzumab
vedotin can be harmful to the foetus when administered to a pregnant woman. In women of
childbearing potential, the pregnancy status shall be checked prior to treatment. Polivy is not
recommended during pregnancy and in women of childbearing potential not using contraception unless
the potential benefit for the mother outweighs the potential risk to the foetus.

Breast-feeding
It is not known whether polatuzumab vedotin or its metabolites are excreted in human breast milk. A

risk for breast-feeding children cannot be excluded. Women should discontinue breast-feeding during
treatment with Polivy and for at least 3 months after the last dose.

Fertility
In nonclinical studies, polatuzumab vedotin has resulted in testicular toxicity, and may impair male
reproductive function and fertility (see section 5.3).

Therefore, men being treated with this medicine are advised to have sperm samples preserved and

stored before treatment. Men being treated with Polivy are advised not to father a child during treatment
and for up to 6 months following the last dose.
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<A—A T U TDO455¥E (Australian categorisation of risk of drug use in pregnancy) >

D (A=A M7 U TIRMNCE 2026 42 H)

D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs
may also have adverse pharmacological effects. Accompanying texts should be consulted
for further details.

(2) /INREEA~DBEZBT 5 s
KETSTEL O EU O SPC BT A HIZLLTD LB Th A,

NREFICEET HB5MER
HL RLEN A

KIERA G 8.4 Pediatric Use

(202344 H) Safety and effectiveness of POLIVY have not been established in
pediatric patients.
EU © SPC 4.2 Posology and method of administration

(2025 47 10 H) | Paediatric population
The safety and efficacy in children and adolescents less than 18 years
have not been established. No data are available.
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