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fRAE, FTEREEARE MY, SRR, B RIEIES) |
infusion reaction, MMZ% - #lifRZc, HHIE M) HEJ)E
FRERESE (X7 2« NU—JERERES) . Dk, BE
7R (o M i IR SRBE R . TR IR
i, ARIFERES, MEPERIERAESE) . MEBRE RIEGERE, #5
BEEE) 1okt LT, MKk S dol = e pg B o B
MaEHT HEMEEE L (BEIEHOZ BRI
LTHELOXELZZITONDLIRCHHZ L) E
BT 22 ALE DY T E DARHIRHE > TS Z &,




EHE~A 7 0T 54 NREE (MS 1T-H i g h) &35 B R O - o i

T RERT CHTIR X ER)

WREHEET A FZ A D

E<l) H

A= (FHRRERIBED) MY - (B yHBRERHIBR)

15— | GEAR (FTEMEREBICIN X, KIBK - Mk - E | 156 ~— | BWEH (FEMERERICIZ, RIBK - MMk - &
FEED TR, BUENFR - A - e - 1T - FED THI, BIEMZ « R4 - IFESeEREE - 2 - il
AL PEARAE 2 B RERERE S (PR RIE MR XK. R {EMERRAE 2%, B tERElEE (RAMEMEMEERE) . N
KRB R %) . WNorshEs (T EAMEREREE . FRR Syl (T EEAREREREE ., FURIRM e S B
HERElE S BIRHEREREE) . 1 BBEIRIG . 5 & 9 %k, FERERRE ) | 1 AUBEIRIF, S E D PEK. Ak - BREUT
e - BT BARIE . ER, BEOKERE (bE RRERE . BESR, O REEE (R EMER Rt
PEFR S ESERARIE . FRGREIRARE BElE . 2 IRLBE, FRIE, BTG REIRARIE MY, ZIBALEE, BRIEIES) .
FARIIESE) . infusion reaction, M2 - HlRES . infusion reaction, W% - fifEIc, FAE M) HE ) E,
HIEA M VE, MRRREE (7 - N U—EBERES) | PR (7 2« NL—JEERES) . DRk, HE
Ok, BRI MRS (S MR R SR BT PR (G M MR PEER B . TR IR
. IR L, FREFERES, MERRRIERES) . D i, FRIFERES, MEEDRIERIESE) . MEKERIEMRRE,
BHR, mMEKERIEGRE, %) (I LT, Ykl BZ5E) 1Tkt LC, Mgk S dol = e pk B oo B Y
B AT B = RS B D B P A2 5 T D R AR & s L Pea A4 HE & EEE L (BIVEHOZ BRI 2 B
(EIEH OZWr-CR B L THRRE R O 2 LTHREROZEZZ T ONIRZHICHL L) H
ONORMICH D Z &) (EDIZHEE R AENTE S HITH IR LEN TE HEHIRESTND Z &,
(RN > TWD Z &

16 X— | 728, MSI-High (TR T D ARRNID a2 =4 BWiEK | 16 X— | 7285, MSI-High (ZRET D AR D a /=4 L B3k

E LT MST Bafr ¢~ b (FALCO) . FoundationOne CDx
WA ) 5T a7 7 A ), Guardant360 CDx 73 AE

LT, BeseMST s v b (FALCO) FerBgsz
#&—FoundationOne CDx NAT J L7 a7 7 A LA




faF3x b, X HF OptiView PMS2 (A16-4), X
v Z F OptiView MSH2 (G219-1129) N & F
OptiView MSH6 (SP93) J M1 & OptiView MLH1
MD) NAERINTWD (W FTbIRGE4).

ARSI TWD,

B e D Bt il R HERE T A N T A > OUGET R CHr IR X )
Gl [8
Y=Y (FHkErIERD) e (HAHAEBHIER)

16—

BIVER (RPEMERR BN Z . KGR - /MG - &
FEDTFH, BIEATR « FFA4L - fFnebsE « T4 -
MEALPERRAE G BRRREIEE (R EMER &, R
BRI R SE) . Wk (M EERERRERRE . HIRMR
PRREREE . BB FERBRRE ) | 1 BUBEIRIN, 5 & 5 Ik,
e - BRI RARIE . BER, BEOKERTE (bE
PEFR B EESERMARIE . B RREIRARAE (R . ST HLEE
FARKIIESE) . infusion reaction, M - MRS,
FSE AL I VE, MRbEE (7 2« N IEERESE) |
Ok, BRI MKREE (S i MR R SR BT
i WSILPER ML, JREFERES , MERERIERESE) . B D
B, MEREBIEGRE, %) I3 LT, Ykl
B AT B = SR B D B P A A5 T B Rl & s L
(FIVER OBErCx IS B U TSR OSSR 2= 17
DNORMIFICHD Z &) (EDHITEHGRLENTE D

16 ~—

BIVER (RVEMERR BN, KIBK - /NMEk - &
FED TR, BIUERFS « FFA4 - AFsRERE - iFJ¢ - 1
{LHEBAE 2 RS RAEHEMER K, REK
R RE) , NowbES (TRAHEREREE ., IR
RERESE . RIBREREREE) . 1 AUBEIRIE, 5 &9 Ak,
e - BB RAEE . BER, EEOREREE (FE
PEFR B EEAE R RIE . B RS RE IR ARSE (AR . ZTRLEE
FARIEIES) . infusion reaction, MZ - B,
FEIEAHEIE, AR E (X7 2 - N U—EERESE) |
O, BEER MRS (o M i/ MU 2L 5E
. WILMER L, FRIFEREE, EERIERIES) | MERE
BIEMERE, ASEEEE) 1oxh LT Yk ak ST e
RSB DB Z AT S AT & EEE L (RITEH O
WXt I IC B U CHRE R OV R 252 1T AL D SR
HDHZ L) EHIZEY) IR ALE N T E DRG0 - T




RS TND Z &,

Wb Z &,

SRS D mm (E IHEE T A B F A » OUETERT  Ci [H X% H3R)

Hr IH
Y=Y (TFHREBIERD) g N—Y (IRTHAREBHIER)
13— | BIER (REMRREISMA, RIBR - DBk - B | 13~—2 | BIER (FEMRESINA, KRG% - MEsk - &

FEO TR, BYETR - A4 - iFtReissE - T4 -
EALPEARAE 25 B REREREE (PRI B MR K. R
BRI R ) . Wk (M EEARBEREREE . HRR
BERERE R, B HERERE ) | 1 ABEIRIN . 5 & 9 IR,
e - BT BARIE . R, BEOKERE (h%
PEFR S ESEREIE . FRGREIRIRE GElE . 2T RLBE,
FARIIESE) . infusion reaction, M2 - HlIREI .
EIE A, MARRREE (KT 2 s N IR ERESE) |
O s, BB MEIES (G i MR M 2R 5
. BRI L, FREFERES, MRRRIERES) , A D
B, mMEKREBIEGRE, %) (IS LT, Ykl
B AT B = A B D S P 2 D AN & s L

(BIEH OFZWr-CH I B LU CHRE L OSSR &5 T
DNAFRMFICH D Z &) EHICHEY) R MLENTE 5
(RN 5> TWD Z &

FED T, BIEFZ « A4 - IFaerE - 2 - i
{EMERRAE 2%, B tERERE S (RMEMEMEBEXE) . N
Sy (T EEAPRREREE . AR RERRE . B
BEREREE) . 1 AUBEIRIN, S E M. o - BAEUH
FERE . BER, BEEOKEREE (REMER IR
FRIE ., BTG REIRARIEERE . ZIRALEE, BREIES) |
infusion reaction, MMZ - #lifZc, HHIE M) HES1E
RS (7 v« N —ERERESE) . DA, HE
7R MR IR (P ME L MRS PESRBE S . PR I
i, ARIFFERES, MEPERIERAESS) . MERE RIEGERE, 5
B5E) 1Tkt L CL Mk sk S dol R s e pg B o B
PeA2A T 5 EMEEEE L (BIEHOZB-CxHR B
LTHELOREEZZITONDLRKMICHHZ L) EH
HIHE P72 ME N T & DIRHI R > T D 2 &,




BB O ROEERHEE T A R T A o OWGETET CirIAXHEER)
Hr [8
Y=Y (FHErIBRD) %= (CHRTH AR 1 )
15 ~— | EEM (MEMRREISMA, RIBKR < /NBK - E | 16 ~—Y | BIER (FEMERREIINA, RB%K - MEsk - &=

FEOTFF, BUERTER « FFAL - fFRERsE -« T4 -
RPN G BRRRErRE (R EMER &, R
ERIRRE R SF) . Worikess (T I RBRRERRE . HIRIR
PRRERSE . BB FERERRE ) | 1 BUBEIRIE, 5 & 5 IRk,
e - BERUTIRARIE . BER, BEOKERTE (bE
PEFR B EESERMARIE . B RREIRARSE R . ST HLEE
FARMIESE) . infusion reaction, X% - BllEAK.
FSE AL I E, MR (T 2« N B RS |
Ok, B MRS (S i MR R SR BT
i W ILPER ML, JREFERES . MERERIERESE) . B O
B, MEREBIEGRE, %) IS LT, Ykl
B T B (= SR B D B P A A5 T B Rl & aE s L
(EIEROZWEr-CHINZ R U CHE R O R %
DNORMIFICHD Z &) (EDHIZHEHYRLENTE S
(KN FES>TWD Z &,

FED T, BUEZ « FAR4 - FFSEEREE « JHF 2% - il
{LMENBAE 2 s REREE R HEMER K, REK
R RE) , NowbES (FRAHEREREE, IR
RERESE . RIBREREREE) . 1 AUBEIRIE, 5 &9 K,
o - BRBCTREIE, Ee, EEORERE (15
PEFR B EEAE R RIE . RS REIRARSE (AR . ZTRLEE
JARMIESE) . infusion reaction, X% - B,
EIET M IVIE, APRRREE (7 v - N —EERESE) |
O, BEER MRS (o M i M2 5E
. IR L, SRIFEREE, EREERIERIES) | MERE
BIEMERE, ASEEE) 1ok L€ Yk ak ST e
RSB DI Z AT 2 A & EEE L (RITEH O
WXt I B U CHRE R OV R 252 1T B AL D SR
HDH L) EHIZEY) R ULE N TE DRH 033> T
W5HZ &,




FUB O RGHEE FAHEE T A R T4 v ORETERT GIrIHXT i)
E<lh "
A= (A ERD) MY A= (B yHARERHIBR)
2~ XI5 L 72 D HE AT 2— | G LR D ENEE SIS
PD-L1 Bt D A V€ 5z AR EE M >-D HER2 f2 MR D F PD-L1 Bt D A /VE S22 3 AREENE DD HER2 [ D F
WABE ST s L N PEESEE R
BIVE U RIRRENED D HER2 BEMECTHEE Y X7 KR LD MEKR O

DOFLFE BT HITET - IiE I EIE

RRE D RIEROHE

PD-L1 Bt D A NV 52 RARER M >0 HER2 [2PE D B
BRASBE L FE R T

L OPUEEMEIEE A & OO HICB VT, @F ., AL
L. XAaT7r Y Xv7 (EaErz) & LT 1H
200 mg % 3 MFFME X 18] 400 mg % 6 IR
T 30 A3 T TR ERET D,

RIVE U RIRENED D HER2 BEMETHEE Y A7
DFIEZ I T DIUTHI - It ik

W AT, a7 el X~v7 GBE M Z)
S LT, 181200 mg % 3 BRI UL L[ 400 mg
% 6 AMERE T 30 oMo UREEHES 5, &5
[0S, 3 ARG O5E | iiTEEEY IR 8 7]

L OFLEMEEEA & OOF I W T, W, BRAIZ
X, X7 vl Xv7 (Bl z) & LT, 1H
200 mg % 3 FMIFME XX 1[0 400 mg % 6 I [H ke
T 30 S TR ERET D,




£ T, IrEARYRIEIT 9 [nlE T, 6 HE M50

Y. WTRRMPRIES 4 BlE T, i SEMERIEIS 5

BIETET S,

4= | 3. ERIRERE 48— | 3. R
PD-L1 BGEDRNE 2 F RS e N B Al PD-L1 GO RNV 2/ RS b BRI
WHEN 2K 2 (LLF THER2) &9 ,) EtEoF HEFEIR 52 K 2 (LU THER2) W9 ,) BT
AR RE T R R OB VE VS BIRR DD TR HE XU B FLIE O KGR IRFIZ R 24T - 7= 72 B
HER2 fatk THIE U X 7 OIS BT H1iiHT - ik KRB D RE 2 R T,
SEPRIE DFKGRIFIZ RN 24T - 72 E 2R BRI Dk
EAETRT,

62— QE B [F 5 MAHERER  (KEYNOTE-522 F5R) GBI

RVE R REEYED D HER2 [EVETHEE Y A 7™

DA O ASEBE 1,174 Bl (HAN 76 il & E i)

ZXRIT, ITEEEY RS & L CORA| EALFRIE &

DOFFRIE, K Orte Y IRIE & L T OARAIEER

EORIER N ZE2MEN, RiEEpEEE LT

7 Bk LALERIE & OOF RGO SR I%

ELTCOT TR ZGRLE L THRETS ™,

TRl E O —DIF A N P AFEIR (LT

[EFS] &EWoH,) &, AFIRETI T 7 BAREL L

ﬁbfas%ﬁi’ﬁﬁbk(%zﬁwﬂm

ﬁmu%%féﬁﬁiﬁ’rﬁﬁﬁu@ﬁ%n BT, mg2H

i%f L0 TNM 43T Tle 7> NI~2. X




1% T2~4 2> D NO~2 |Zi% Y ¥ LB 24 L2\
BEVRKR L iz, 728 TN GFEIZ DOV T, JGR
FhaetmES 1 B TlE American Joint Committee
on Cancer (LAF., TAJCC] EW9H ) B T7HRA., 168
FEhETEECET R 2 FiRUABRIE AJCC 5 8 RSV &
iz,

%2 . s - AEIE WRIC AV R T TF v /ROy
UEXENL 4 YA 70 EDPFHTAAI 200 mg XiE
77 &A% Q3W T 4 FEIRN&ZG#%, FEFV ey
VIRBRE I LB L Y S O R A T 7
I RKFEY (UAF. TAC UFEC] &WwWH) 4H A7
JLE OB TAAI 200 mg T 7T EARZ QW T4
[EIEFARN A G-, RO ICAH] 200 mg XIF7' T &
A% Q3W T 9 RN 5 STz,

#£ 2 AVERGEE (KEYNOTE-522 #ER)

(F 1)
(X #g)
2 EFS @ Kaplan-Meier i (KEYNOTE-522 #5R)
8 _N— *3 6 RX— *=2
10 2—2 | @EBILES IHER (KEYNOTE-522 #A%k) GBI

VR XG5 783 BT\ T, A EHGIAH




BE 777/783 1511(99. 2%) . 7° 7 & A EE 389/389 451 (100%)
IZERD B, BB E ORI EBEN B E TE WG
EHBIT, FNEN 774/783 i (98. 9%) K X 388/389
B (99.7%) 12RO B, WO TREEIS
23 5% FORWERIZTERDO LB Thol,

# 4 DT ORETHREEIEN 5%l EORITER
(KEYNOTE-522 &) (2 & MEffbT <t EEH])
(E )

72, ARFIFEIZ ISV TV E MRS 13 61 (1. 7%)
KiGH - /IR - EEO TF 31 6] (4.0%) . BHED
FighEeE (hagth R sr mh AR . R R R R e
B ZIALBE, FREIES) 461 (0.5%) . fRkkEEs
(X7 v - NU—JEBERESE) 154 61 (19. 7%) . BIRERT
KA - ITHRREREE - TR - AR LR 5% 271 5]
(34. 6%) . HIKM S RERE S 137 f5] (17.5%) . IR
BEREFEE 16 1] (1. 9%) . FIEPEREREEE 18 5] (2.3%) .
1 BROFEPRIA 4 1] (0. 5%) . BHEREREE (JRAME HEME
RO RERIARER R SE) 16 5] (2. 0%)  FEZ& 5 151 (0. 6%)
A%« BRI AR SE 3 51 (0. 4%) . EEIE A M S0 1 5]
(0.1%) . Age - BhMES 3 B (0.4%) . 5 &9 R 2
f (0.3%) . LofiZe 5 il (0.6%) ., FEEEDHR 2




(0.3%) . infusion reaction 122 fil (15.6%) K& O®
i iR (G Ml MR PSRBT . BRI
PR, FRIFEREE, MR ERIESE) 2 B (0.3%) 2358
Do, Fio, MERERIEGEE R OCRZITRD 5
nZprodz, AEWEMFBRDLEBESES (BRIRR
BERT 2T 2GR R L RT,

13 ~—

K5

g ~— v

#3

15 ~—

BIVER (REMERZEBICINZ, KBk - Mgk - &
FEOTFH, BIEATFER « FFA4L - fFnesE -« T4 -
MEALPERRAE G, BRRREIEE (R MEMER &, R
ERIRRERSE) . Wk (NI RBRRERRE . HRIR
PRRERSE . B FERERRE ) | 1 BUBEIRIE, 5 & 5 MK,
ik - BB RBMARIE . BER, BEOREREE (b=
PEFR B EESERMARIE . B JRREIRARE R . ST RLEE
FARIESE) . infusion reaction, X% - BlMEAK.
FESEAG I E, MRS (X7 2« N EERESE) |
O g, BB MRS (G i M 2R 5E
. BRI, FREFERES . BIRRERES) , A D
BR, MEREBIEGRE, %) I LT, Ykl
B XU B (= SRR B D B P 2 A5 T B Rl & aE s L

(EIEROZWEr-CHINZ R U CHE R O R %
DNAFRMEICHDH Z &) EHIZHY R LEN TE S
REINE S TNDE Z L,

10 X—

RBIVER (BB, KIBE - /MEsk - &=
FED T, BUEZ « R4 « IFSEEREE « JF 2% - il
LMENBAE 7 W REREE R EMER K, REK
R RE) , NowbES (FEAHEREREE ., IR
. BIEHRREREE) | 1 AUBEIRIRE. S .
e - BT RARE . ek, BEEORERE (T35
PEFR B EEIE R RIE . B RS R ARSE AR . ZIRLEE
JARIIESE) . infusion reaction, MM#Z% - BHMEZK.
FEIEA I E, AR E (X7 2 - N U—EERESE) |
O, BEER MRS (R M i M 2L 5E
. IR L, JRIFERES . BERRIERIESE) . MERE
BIEMERE, ASEEEE) 1ok LT Yakhias ST e
RSB DI 2 AT S AT & EEE L (RITEH O
WXt I T B U CHRE R OV R 252 1T B AL D SR
HH L) EHHIZEY) R ALE N T E DRG0 - T
WhHZ &,

RE R




16— |5 g hRtR L 2D BE IL~— 5 R G 7 D BHE
(AP BI 4 5 F ] (AR B 3 5 F ]
O#ER « FFFIE X 2 2H O RHERED 720 O#sR « BRI I T 5 2HEORNTEEED 72
PD-L1 Bt (CPS=10) D ARNLE 2 RKIREMEDD PD-L1 Btk (CPS=10) D AR/LVE S RE MDD
HER2 F&fh: D PN ARE TR ALBAEICB VLT A HER2 P& D FANARE T ALmEE BT, &
Bl efbFHE (FLAV X ROV RT T T, FlebFH#iE (P LA AR OINRT T T
X7 ) 2BV Enab— 7 U X xE) EDOFEH X7 ) ANV L nab— 7 U X xE) EOFHFH
BHTHIENTREN TS B BN TS TS
7%, CPS | %?éﬁﬂ@n/ﬂ%ﬁ/%m%kb ﬁ%\@s %ﬁéxﬂ@:/ﬂ%ﬁ/%m%eu
T, WR7E4 : PD-L1 IHC 22C3 pharmDx [& =] 737K . BRFE4 : PD-L1 THC 22C3 pharmDx [4# =] 237K
BENTWD éhfm
QFIE U BIRENED D HER2 FRETHEE Y A z
7 DB TBNT, IEEEYRE L U TR & S
(s OS2 ) Z XA ROANRT T F o D G =
Gt AC XUX EC #t5) &L OO #E L, OV 3 = D TARKNDOEIED IR S FU TR Mt O HrE M fE
WE & U CORKIEMETE O G303 R STV rﬁa®ﬁ%&5
7 ke
QOE VD TAKIDAIMED R Z I TV R T
VRS & ORI oW TR, AAIOA R
DL SN TEOHT, AFOBRERIR LB R0,

18 X— | @FNE SRR EMED D HER2 [EME CTHREE U A GBI

7 OHFEBA IS DAL - it P RRIE & LTl

3 B3 i1%. KEYNOTE-522 #ER|C

BT, AHlo




BRGNS ARVEICIER 2O AR L, ST
JG U CHEGBEE{T o2 E TR E DA &K 24 LT
W2 Z L ESEINT, RAIOKEGRNAEGED A %
BET 22 &, v, AFOEEHEEIL, QW F 5D
Bt R IREIL 8 Al T, IRy LT 9
B T, Q6W 5056 IaiEYRIEIT 4 [BIE T,
i EREE s M E T 5,

T B D F i IHEE T A N T A L OWETEAT G [ X RER)

Gl &
Y=Y (FHREBIERD) =Y (HRH AR BB HIBR)
1L _=> | EIER (REMERECIN A, RIBR - Dk - & | 11— | BIWER (REMRRECINA, RBR - MGk - &

FEOTF, BYEFR - P4 - iFtRels - T4 -
M LPEARAE 2% B REREREE (R RIEMEE X, &
BRI RE) . WS (M EAEREREE . HRR
PERERESE . R RERERRE ) | 1 AUREIRIN, 5 & D K,
ik - BT BARIE . R, BEOKERE (hE
PEFR S ESE R . FCRGREIRIRE BElE . ZIRLEE,
JARHIES) . infusion reaction, fMZE - #fifFsc,
A M E , MARRRE (KT 2 s N IEERES) |
O s, EER MRS (G i MR 2R 5
iy BRIMAPEE L, FREFEREE, MRRIERIES) . A D
BHR, MEKERIEMRE, M%) IS L T, Yi%h

FED T, BIERFZ « IFFA4 - IFaeREE - IF2 - i
EMERRAE 2, B RERE S (RME B MR K, REK
R RE) . WoOWES (FEAHERERES ., FUIRERE
REfRE . FIBARREREE) | | BUBEIRIF. 5 & 9k,
e - BB RERE . ek, EEEORERE (F5H
PEFR S SESERARIE . R ARSERTE . 2 TRLEE,
JARHIES) . infusion reaction, FMZK - ffiflEsE,
BE AL BEVIE , ARRPEE (X7 >« N —IEERES) |
O, BERER MRS (5 M/ MR 28 5E
. TEIMPEE L, JRIFERES . MERRIERIESS) . MERE
RIEMERE, M) 1oxh LT Ykl sk )T e




B U B = SR B D B P A A5 T B Rl & aE s L
(EIEHOZWr-CHIZ B U TS R OSSR &=
ODNARMFICH D Z &) EHIZHY R EN TE D
KNS TWNWD Z &y

PR OB 2 A D EM e EE L (RITEHOZ
Wrox I IZ B L THRE R O iR &2 52 1 B D SRR
boHZ L) EBITHEPIRLED TE DRHI2 K- T
WHZ ek,

mWESE (PR E (TMB-Hi gh) A9 2[R OREENHEETA 74 OSGTERT G IHX )
Hr [E
Y=Y (TFHREBIERD) g N—Y (AR EBHIER)
9~— | EIER (FEMEMREIINA, RGK - /MK - 8 | 9= | BWER (FEMMZREINA, KRBk - Musk - &
FEDOTH, BIERTHR « A4 - FTHERERE - T4 - FEDTFIR, BUERTZ « AP A4 - FFRERERE T - T 2% - 8

BEALPEREAE % BRRREIRE (R MEMER &, R
BRI R E) . WowkeEE (FEAEERERREE . HRR
BERERE S BB HEREREE) | 1 BBEIRIN . 5 & 9 IR,
ik - BT BARIE . R, BEOKERE (hE
PEFR S ESEREIE . FRSREIRARE GElE . 2T RLEE,
FARIEIESE) . infusion reaction, M2 - HlRES .
A M E  MARRRE (KT 2 N IR ERESE) |
O g, EER KRS (G i MR M 2R 5
. IR L, FRIFERES, MERRRIERES) . D
B, mMEKREBIEGRE, %) (IS LT, Ykl
B AT B = A B D S PR A2 A5 D R AN & s L
(RIEH OZEr-CH I B U CHRE R OSSR 5 )

{LHEARAE 7 s REREE R EMER K. REK
REREE), WHOWRETE (PRAHEERES. FURIRE
REFE . RIBMEREREE) . 1 AUBEIRSS, 5 & 9 IRk,
e - BB RERE . ek, EEOKEREE (T
PEFR R SESERARIE . R ARIEARTE . 2 TRLEE,
FARIEIESE) . infusion reaction, M - HlEES .
FIE M E AR (T - N U JEBERES) |
Ok, BEERIMEES (Forg Ml M P28 5k
. TEIMPEE L, JRIFERES . MERRIERIESS) | MERE
BIEGERE, FERESE) IR L C. Yikhn sk I e
RSB OB 2T S =R & EEE L (RITEH O
Wroxf I B U CHRE R OB 252 1) B D 51

—
-




DNOERMITH D Z &) EDICHEY)RLENTE S
REINIE S TNAD T L,

H5H L) EDICHE R ALED TE K238 > T
WoHZ ok,







xEERHEET A FT A v
RATnY) X< (BEFHEEEZ)
(B384 : A b—&F A 100 mg)
~FEERE~

R

449 A
A FEA

1

IS




SR/

1. IIL®IT

2. RHFNOFE, TEHET

3. FERIRRHE

4. JEEklz oW

5. ®EXG LD B

6. FHICHEL CTHETNEHIH

P2
P3
P4
P12
P14
P16



1. ZLHic

EEIESLDANE « RAMEORHERDTZOITIX, I SRS\l IEZ2 R s,
ST, IFEORFFEATOEANT LY | FURESTEL R E ORI IR ERE L ) AGR &
NAHHT, ZIHDEEK LA EIIVEERBE T 2 2 L WO L 7o > T Y | FREIEL
i L UCEDOFEATTEF 2016 (AR 28 4 6 A 2 HERRILE) (I2BWTH, FHERLED
EHOREEHEEZ D Z & L S Tnd,

BrEE M TIESE I, SEEMERRCR M T 1 7 7 A VSEFDIESK S & B DN B2 5 =
ENDD, ZDID, AR LN T D IHEA 0S5 T 5 £ TOM, YZEELD
BEZEZT D Z LRI SN BE IR L THERT2 & & bia, BIFERSRELL-ERIC
%%&ﬁm%k6_&#ﬂ%&~m®£#%ﬁt¢Eﬁ%%Tﬁ%¢6:kﬁ%ﬁ?%
Do

L7z o T, KA RTA TR, BAREESZNE TITE LN TO D EFIT) - #
FIRMICIESE | LU N OEIES O Faii 72 A HEET 2 BLE0 D R B B 2 5 O
BHREAERT,

I, ARIA RTA %, ISATEIE NEIRS RS R AT, ARAENEN B AERARNE
B, —BAETEN HARERNEHES R OVARSHTIEN B A SNBSS P20 10 6 & VERL
L7,

KR LR DRI - XA M—F SEEE 100 mg (4 AT e Y X~ (GE
B Z) )

RZERDRENIHR « AT LTI OF = G

WEERDAERCHE - thOPTEMEIEEA & OGFHICRB VT, @E., AT, a7
0l X~7 GBaF##az) & LT, 1[[ 200 mgZ 3 MMk X
I% 1 18] 400 mg% 6 M RIFE T 30 22T CHREEHET 5,

il 3E W 98 ¥ # . MSDEEASHE




2. AAFIDOKK. ERBF

XA M—F mifEE 100 mg (—fk4 c XA r ) XvT (BEFHEZ) | DT
[ARHKI &9, ) 1%, PD-1 (programmed cell death-1) & ZD VY 4> R THDH PD-L1
KOVPD-L2 L OfEGZEEMET S, & MEIgG4 £/ 7 o —F AHKTH 5,

PD-1 FRE& I T Al G B 2> Dk 2 72 D12 8 AHIRE 231 3 % 5 72 S g il
AA »F T, PD-11F, REFERREIZS O CGEER T MilaoMiaRmic el L, B %
P2 SO % B Te AN ST Rl 72 e E RS & HlE %, 3705, PD-1 1LY o R &g
AT LI VHIRZRRICEL DV 7P VEEZAICHET 2% /A TH D, PD-
L1 OIEFHICE T 28BUIO TN TH D0, Z2< OBNAMIETIE T Mo 20
ZHIEEBENCHILL TS, DAMIICEKITS PD-L1 O@EREIIT, B, Fhik
T ORPRRRE . DNELE . IR 22 O 2 RINATTHARARRF-TH Y, KW
PR OMBERRE STV 5,

BE DD W DEFIRA T & PD-L1 FEBLOAHBEMED S | PD-1 & PD-L1 OfRKILIEL; D
TP BRI R W CHEREE 2D Z LARBINTEY, Hl-R2 B AREOERY &
LTHIfF ST 5%,

AFNZ, PD-1 & PD-L1 ) OXPD-L2 Dfifi U o ROFEEZAEST D Z &2k v, g5
W NBREE T OSSR ENE T U o SERA TR (L S 8. PUEIS S0 2 B ML
T2 & THIERG R & T D,

AENOVEREF I D S BEORERISZ X D2RIEME S b bir, HEXIIET
(CEDWREMEDN D D, AFOREG PR OREGRIZIT, BEOBEL 51270, BE
WRFEO BITZH AT, B L FRITIE U M 22k & #E8R 2 R o E A & @i
L Tyl 22 R W 2 ATV B DR ROGIS K D RIER 2 s b 5 561213, &I
PBOE AR NVE RO P G DY) R E 2 AT O MEN D D,



3. BERRERE

HEAT ST 38 OO -5 S D AGRIRH SR AT > 7o 72K

[ 2ht]

[EIRR AL (A 35 AR ER  (KEYNOTE-826 #5#R)

TRVBHITERE DS 23 78 <

FEROREZ T,

LB D 7oy (B2 R & L C o5 IX bR

<) T IIHFRO eSSBS 617 ] (HARAN 57 flzETe) x4, AAl & o
PUEMEER (X7 )V 2FB VR OT 7 FFHB RN AT (L(K%%ﬂ?ﬁ@i)
(LLF RN X=T ] 2o, ) ) EOOFHEE (RARE ™ OFIMEROZ 2D,
77BN EMOPUEMIESA & OOFRRE (77 BARE) 7 aRRE L ZEE AR
THRETS 7o, FEFHEE B X 2AFEWM (LUF T0S) Ewo, ) KOS EAFH
Wl (LR TPFS) o, ) & &, AFIBHLY 7B RREL i LT OS KO PFS 2 f
BIEE L (F1 K1 AEUK2)
*1 1 AHI 200 mg 3 AR (LT TQ3W] &v9,) &G (Fa—20 1 BHEICEE) LUT
OPUEMEEA] (RIS EMEE Z SR onThnz i Lz,
s X7 FFRENLTS mgmP RO T FFRA] (AT T F 50 mg/m> KIZA VAT T F
> AUC 5 mg'min/mL A4 &) ODJEIZ Q3W (=2 —ADIHBICKE, Y A7 T7F 1%
Fa—AD1HEBXIF2H BIcks) TEb,
s X7 Y ZXEIVTS mgm?, T FFRF (AT TF 50 mgmE XTIV RT T F o
AUC 5 mg-min/mL fH¥ &) MK O~ X< 715 mgkg DOJEIZ QAW (%=2—AD1HH
WG, VAT TF IS a—AD1IH B XI2H Bicks) THE,
*2 0 77 EARQIWE L (a2 —ADLIABIZHYS) L*1E Rl —OFUEEEA] (R5REY EhR
WIBE T LITER) onF i fiH Lz,

#1 BMHEE (KEYNOTE-826 3ER)

ARFIRE 75 B REE
(308 #4) (309 1)
RfE (A ] 24 4 16.5
(95%CI) (19.2,NE) (14.5,19.4)
0Ss™! IN— R 0.67
(95%CI) (0.54, 0.84) —
P i3 0.0003
RfE (A ] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4,8.4)
PFS™. " NHF— R 0.65
(95%CI) (0.53,0.79) —
P f*3 <0.0001

CI : {S#HXH. NE :

~F%?wmi577tfﬁ&®m@

HEE A HE

L1 RS D < TRl 2 Al e

2021 %S A3 HT =2y v 7,
*3 . BRla 7T T RE.

*2 ¢ Jg R Cox Ebfpil N

*4 : RECIST A KT A4 v~




100 ‘\;\_
90 o

80 - »
70 —

£ 60 e

50 \..:‘N-uo o
.

# 40 Bt
30 e 4
20 — R
101 ___ 7s5exm

0 3 6 9 12 15 18 21 24 27 30
at risk2y EFNM(8)
ARHIEE 308 291 277 254 228 201 145 89 36 6

77 R 309 295 268 234 191 160 116 60 28 4

X 1 OS ® Kaplan-Meier gi#R (KEYNOTE-826 3ABR)

100 T,
80 - \ X
270 ek
60 - 1 \\
50 - \
a40 e \7\ L S
&30 3 .. Se—a
N
207 — sam L s
109 .. 77w REE
0 3 6 9 12 15 18 21 24 27
G A7 ()
AT 308 263 229 155 123 110 70 35 10

77w AR 309 259 195 113 89 71 39 13 1 0

X 2 PFS o Kaplan-Meier gi#t (KEYNOTE-826 #5#)



(PD-L1 FEHLIR I DA ZhHE)

[E BRI RS AR (KEYNOTE-826 itlR) (THHAAN DB DT — FITHSD
X CPS'BNZHRNT 21T o T- B 20 (B2 2 &) R OREMEORERITLLT
DEBYTHoT,

AEIBEOAZIMEICE LT, CPS 2 1 RiDHAIZ, PFS KT 0S DIERENFIT/ &
VMR O BTz (&2 KX 3, £33 KOXK4)

7%, PD-L1 OFBURIIZ L 67, AAlOZRMET 17 7 A4 VLR TH -7,

* BRSBTS PD-LL &2 LMk MR, ~27 77 =Y RO R
BR) o MBS IS TR L, 100 % e U748

72 PD-LIEFRWBIOPFSO RN R (RREYEMAIE, 20214E5H38 T —4% v b4 7)

/\\‘\ P2 N NN *1 /4_\A
S PERE ik ARy M FIfE [95%Cl] NP — R R HAEH OpfE

(%) (H) [95%CI] () 2
cPS<1 ﬁ%ﬂﬁ 35 23 (65.7) 8.1 [6.1, 12.6] 0.94 )
FSeREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] ™3
AH R 115 70 (60.9) 11.2 [8.3,15.3] 0.68
1=CPS<10 FSEAREE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] ™3 0.4269
CPS=10 ARHNFE 158 87 (55.1) 10.4 [8.9,15.1] 0.58
- S5 AREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

Cl: ZHEXM. *1: FIEIZKRIC R 2EBEESE (FIGO 200945 IES<SIVBH) (b, Z2L) . _"_NNT X
~7OHOF®E (HY, 72 L) KUOPD-LIOFIIRM (CPS 1K, CPS 1L E10K, CPS10LL L) % @RIIA 1
L LBRlCoxtbfpi g — RET L, *2 : O#HHE, @PD-LIFIURIL L @ 5.8 & PD-LIREBLRIL & D22 A
ER &2 L5 & U2 3EBRICoXEE B AN — KTV, *3 1 SRZEM 72T



100

’_\li 100
? i L\ —~ T
< w < 0]
2 4 é J
B 607 Z 60
E 40 ‘m.: 40
%’D 20 gﬁ 20 4
£ ] & 75 R b——
0 T T T T T T T 0 v v : : - - : : v .
3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
A 35 25 21 12 11 9 4 1 0 0 RFIEE 115 100 84 63 50 43 31 13 3 0
75 &R 34 30 25 10 8 8 1 0 0 0 75w REE 116 98 75 43 34 28 19 10 1 0
100 "\%
~ 1 T
& My T
3 "] L R
Z ] Lo
& 60 VoM
3 ] e
5 40- L‘ \\\_\‘—’*—“H——-—« .
§ LI ~ _l'l—'—f
5 1 | . s “
gu 204 VAR e i b 5 T My
£ ]
0 + - - - - . - - -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
T 158 138 124 80 62 58 35 21 7 0
75 bR 159 131 95 a0 47 35 19 3 0 0
X3 PD-L1ZEIRILEIDPFSD Hr BEAT I D Kaplan-Meier g ##
(R Y ERHE. 2021%5H3AT—% v b4 7)
(Z£FH : CPS<1#£H, A EX : 1SCPS<104£[M. TX : CPS=104£M)
#3 PD-LIREBURHBIOOSOD1E B OFEMNTRER (2021583 —4% > b4 7)
. v ANV N HPgfE [95%CI] NP — R ZHEAEH O
PD-L13&E B .
bk Besl IR (%) (H) [95%Cl] (i) 2
CPS<1 ARHNEE 35 20 (57.1) 19.0 [12.6, 21.4] 1.00
FSeREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] ™
AHIRE 115 52 (45.2) 24.4 (182, —] 0.67
1=CcPS<10 _. _ ' " . 327
FSeREE 116 66 (56.9) 15.9 [13.4,235] [0.46,0.97] = 0.3278
CPS=10 A 158 66 (41.8) — [19.1, —] 0.61
- FS5vREE 159 88 (55.3) 16.4 [14.0, 25.0] [0.44, 0.84]
Cl: (K. — : #EERHE. *1 : YIEZKFFCE T 2EFEERE (FIGO 20090 EICES<IVBH) (HY . 7

L) . _A X THHOEE (Y, 72 L) KUOPD-LIOZHN (CPS 143, CPS 1L 1057, CPS 1084
) ZERIKT & Liz@iliCox by — RETF L, *2 : O 58, @PD-L1ZEBUIRI K O @# 5-8F & PD-L1%
AR & DA HAER 2 288 & U= B RICox LBl N — RET v, *3 : RRA 77T




1007 100+
1 AFHIRE ]
- . 80_
o o =
S < ]
T 60- R
g |
A 7
— 4 = 40
E 40 =
o — S o}
2 AN 2]
~ i =~ 204 o — 1. e
20 7Tt AR
0 v ; . . . . . . . r . 0 T r T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
AFIRE 35 31 27 25 24 20 13 7 2 0 0 ApIme 115 111 106 97 86 75 56 36 13 3
-5 AR 34 34 33 28 23 20 16 5 3 0 0 r5wrRpe 116 110 100 90 73 59 44 24 10 3

100

J Rl

. AHIEE
807 1Y
. _\H*_H /

1 3

60 1 e ™
1 - MHHH_HW—HH-:-!'*'

] L
W s+
40+ ’
+
|

Overall Survival (%)

o] 75 bR +
0 T T T T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
IR 158 149 144 132 118 106 76 46 21 3 0
FSexpe 159 151 135 116 95 81 56 31 15 1 0

X4 PD-LIZBURBLAIDOSD 1[E B D H EIAEHTRF D Kaplan-Meier gh##
(202145 43R T —# W v v 4 7)
(£ FH : CPS<1#£M, £ EX : 1SCPS<104£M. TH : CPS=104£M)




[Zcert]

E BRI [F NS (KEYNOTE-826
A EHFHG I IARFIEE305/307 ] (99.3%) . 77 BAREE307/309 14 (99.4%) ZFRD S AL,

AER)

BB L ORRBEARNGE TS RWAFFERIL, ThTh 298/307 i (97.1%) kT
300/309 fil (97.1%) (ZFBH BT, WTNORETIHBEIG ) 5% EORWERIT FER

DEBY THoT,
K4 WTIHOORETREEIE D 5% EOBWEA (KEYNOTE-826 3ER) (LM REM)
BEARAR R oy
(SOC: System Organ Class) AFIRE 7T Rkt
JAFE (PT: Preferred Term) 307 4 309 44
(MedDRA ver.24.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2 EIER 298 (97.1) 209 (68.1) 2  (0.7) 300 (97.1) 197 (63.8) 4 (1.3)
MR LY R EEE
2 ifi 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
FEEE LT H BRI iE 21 (68 21  (6.8) 0 13 (42) 13 (42 0
I 1. ER e S 38 (124) 14  (4.6) 0 31 (100) 7 2.3) 0
A HP BRI 68 (221) 37 (121) 0 57 (184) 29  (9.4) 0
I NIRRT 55  (17.9) 21  (6.8) 0 58 (188) 12 (3.9) 0
alanlA e
R i RE TO R E 19 (6.2 0 7 (2.3) 1 0.3) 0
IR BREEREAR T 52 (169) 3 (1.0) 0 25 (81 1 (03) 0
H e
HEZIR 15  (49) 0 19 (61 1 (03) 0
G 49 (16.0) 1 (0.3) 0 49  (159) 1 (0.3) 0
TR 76 (248) 5 (1.6) 0 58 (188) 5  (16) 0
BV 104 (339) 3 (1.0) 0 120 (388) 4  (1.3) 0
ANE 20  (6.5) 1 (0.3) 0 15  (4.9) 0 0
A 63 (205) 5 (1.6) 0 66 (21.4) 3 (1.0) 0
—% - AHREER OGN OREE
M) E 51 (166) 5 (1.6) 0 56 (181) 4 1.3) 0
95 70 (228) 8 (2.6) 0 77 (249) 13 (42) 0
HERE D GIE 20 (65 2 (0.7) 0 9 (29 1 (0.3) 0
T 16 (52 0 9 (2.9) 0 0
JRYSIE TS L O A= e
PR B Rk g 6 (52 5 (1.6) 0 12 (39 6 (19 0
B, TER L OWEAS PHE
TEATHE D BUS 16 (5.2 2 0.7) 0 13 (4.2) 2 (0.6) 0
R AR AL
i%é;?:”? SIRTEATETEE w01 10 (33 0 22 (74 5  (16) 0
ﬁi;%;ﬁ/ﬁ‘w SIRTIATE 0 72 8 (26) 0 16 (52 1 (03) 0
m 7 V7 F =8 16 (5.2 0 13 (4.2) 0 0
A ER SO 56 (18.2) 40 (13.0) 0 47  (152) 26  (8.4) 0
1 RIS 49 (160) 21  (6.8) 0 40 (129) 14  (45) 0



% (%)

B RIRSHE
(SOC: System Organ Class) AFITE 75 R
HEAFE (PT: Preferred Term) 307 il 309 44
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

IRFERD 17 (55) 6 (2.0) 0 15  (4.9) 2 (0.6) 0

SRRz el 37 (121) 21 (6.8) 0 21 (68 12 (3.9 0
R L OFEEE

AAkIEOE 45  (147) 4 (1.3) 0 33 (107 1 (0.3) 0
15 S S L Ot ARk I

B iR 53 (17.3) 1 (0.3) 0 57 (184) 3 (1.0) 0

75 PR 53  (17.3) 2 (0.7 0 53  (17.2) 3 (1.0) 0

wliszn 17 (55) 1 (0.3) 0 11 (36) 0 0
FR SR R

TR AR 4 12 (39 0 0 19  (6.1) 0 0

SR 15 (4.9 1 (0.3) 0 19 (6.1) 0 0

K== —mXF— 75 (244) 8 (2.6) 0 76 (246) 9 2.9 0

PEIETE 26 (85) 0 0 24 (78) 2 (0.6) 0

KRR = 2 —a T — 69 (225) 3 (1.0) 0 78  (252) 6 1.9) 0
B L ORI R

AR 38 (124) 6 (2.0) 0 2 (11 3 (1.0) 0
MR RR, RIS X ORI

S 26 (85) 1 (0.3) 0 36 (117 1 (0.3) 0
¥ KO B fkbE

Jit B 171 (55.7) 0 0 172 (55.7) 0 0

Z D FEIE 29 (94) 2 (0.7 0 17 (55) 0 0

B3 33 (107) 3 (1.0) 0 27 (87) 1 (0.3) 0

RN SN, 22 17 (5.5) 6 (2.0) 0 8 (2.6) 0 0
I R

T 1fn 54 (176) 20  (65) 0 55  (178) 23  (7.4) 0

2B, AFEEB O CHEMEMIEEIF (1.0%) . KBS < /MBS « BEEO T 23 4
(7.5%) . HEEOLEREE (PEERZESLMAE, FERBEIREGRE, 2B,
FKRIES) 1 6] (0.3%) . MREEE (T - S L—JEEERESE) 75 6] (22.4%) . JEIE
JFe « IFARA - IFRERERE S - IFZ¢ - MALPERR/E 25 56 f51] (18.2%) . HUIRAREEHERESE 70 51
(22.8%) . TIEMAHERERETE 1 ] (0.3%) . EIEHERERED 4 ] (1.3%) . BHEREMREE
RAME EPEB R, SRERIEBRE) 1141 (3.6%) . FEX 261 (0.7%) . iz - B
AARIE 2 B (0.7%) . Mgk - B2 1451 (0.3%) . LBz 141 (0.3%) . BHEDHK 2
%1 (0.7%) KU~ infusion reaction 37 i (12.1%) 238 bz, F7=. 1 AUBERSE. #IE
e, SE MK, EEL MRS (Gt MBI ESREER, il m, 7R~
TRk, MERERIERESE) | MEREBIEMEE LK OEZITR O b oo, RRIEHFEL
WOLIBERESR (RRMAMERET 2 51) 23 0EFHRREZ R,

10



[HiE - HE]

AR OREMEYBREET L EZFIHA LY I 2 b—3 a2k, AHI 200 mg %
Q3W, 400 mg # 6 HREIMMRE (LI TQeW) &9, ) i 10 mg/kg (AHE) % 2 JEfH
kg (LR TQaWy &9, ) TEE LIZBEORKIO MG HFRENRTF S, EOf
J. AFH) 400 mg & Q6W TH G L 72BROAHI O E FUIRREIZ I 1T 5 Mg TiRE (BLF

[Cavgss] &V, ) 1E. AFKI 200 mg % Q3W TH G- L7-FED Cavgss & FEELT 2 & TS
niz (F#) . E£72. AHAI400 mg & Q6W THeL LB AK O EFIREBICE T D& E
MIEFIRE (LT [Chaxss] &VV9. ) X, AHI200mg 2 Q3W TH G- L7ZBRD Craxss &
g L CREfizm3 & TSN 00, AARNEFIZBW TAFERHER SN TN D
ik - HETH D AH) 10 mgkg (IKE) % Q2W TH#hH L72BED Craxss & Hfk L CTRfE
o TS (FR) . &0, EERAHEBE Z 552K 400 mg 2 Q6W T
Be b U7 e 1 AR (KEYNOTE-555 #BR) X 0557 SEHME IS IS < SEpEhne
WRIA=RF, ¥YIalb—ra itk PRl LB T A —2 L L (F
£) . MAT, BEOPAFRIZBIT DERRBPEAEICESE . RFIORE R L FMEX
XL L OEZ R 2BBELSEET AVBPEE S L, AK 200 mg & Q3W XX
400 mg % Q6W Tix 5 L7-BRDIREE R & A0 XLt & ORIz W TR S v
fEER, ERRoORE - AREOM CHOMER O ZRMEICAM R EZR T W E Pl ST,

K5 EHORMEB AT A —F

B - Crnax Cavg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.5;?.519.7) (27.27?.38.1) (17.?118.3) (91.3?'34.1) (49.?3(,):1.0) (302?'31.4)
400 mg Q6W! (12;,2324) (32%?";12.7) (10.11?.160.8) (14(1;?49) (50.51(,)'571.3) (19.%(,)'230.9)
| e e NA (144,254 NA A "
10 mg/kg Q2W' (212,2(2)23) (14;411145) (11%,1221) (421,2?133) (27623,7282) (19;9;00)

+:n=2993, 100 [H DI I = b — a3 kD EH SN2 EEMEO PR (25%48, 97.5%5) . Cmax : GIEIH% 5
BOEEMIEHIRE, Cag : MBI GOV MIERIRE, Cuoin : FIEIFEGE (1 70 2 Beha0) OFARMIE R
Ef\ Cmax,ss : Eﬁ%ﬁﬁbzﬁﬁ'éﬂ%%m{%qjﬁ%g\ Cavg,ss : Eﬁ%ﬁ?&:ﬁbiéﬁﬁjﬁu{%ﬁ%}%fi\ Cmin,ss : Eﬁ%ﬁ_‘%b:%”'

2 o L I P e

I : 56 FORELIE (95%(E X H)
§ : 41 Bl O TEIE  (95%(FFEIXH)

NA : #%472 L

11




4. HEFIZOWNWT

EHS Y 27 EHGEHH (RMP) (THD &, A O R Z AV AIEER ~D i )1k
238 HhiEx T o T, ARFNOEG-N w0 BFH 220 - FrE L, AR OERGIC XD HE
7eRWER 238 LI BRIC KN T 5 2 E M E R T2 D LLFOO~@ DT~ T 7o 7 gk
IZBWTHENT 2 X&TH D,

O MERIZOWNT

@-1 Tio (1) ~ (6) OWTNNITHELT DM THDH Z &,

(1) JBATBKENEET D23 AL SRS (BRIE T IR A A L U e
HiEe S A RS IRGHE LRI, Hit A BBl /e &)

(2) FrEMERETPT

() HEAFIRFNENIRET D03 ARFEEEFPE (DA SR TP, 23 AR
SR, 3 ARSI HEE R 7 &)

(4) IALFRREE A RS L, SRS ikt 1 U ISSRIES L a2k 2
Mk AR D @ HH 21T © T D ek

(5) HUENMEREEE AL E NN Ofasx FEHEICLR 5 i H 21T > T B sk

O-2 FEHGROFHIEKR OREWERFEBLRF O 53 7o kiik & Rk 2 FroERl (TR
DWTNNNIRE ST D ERN) 25, MZ2FEROAAN BT DIBRORMEE & L TRIE ST
WnHZ &,

#*

o [ERMFFESHE 2 EOWIIIHE Z1E T L7142 5 FLL EDO N AR DBEIRMHE 21T -
TWAHZ L, 96, 24D R, BAERMEELZ £ LIZBRESESFOMHEZ1T > T
WAHZ &,

o [ERIGFFIUHE 2 FOHHEZAE T L721%1C 4 L EOBRIRBRA A L TnD 2 &,
9B 3 LR, I ABHEL O 0 AL 2 ST ATRIROIBRIHE 21T > T\ 5
zL,

@ BENOEEMFREEOMEHIZONT

[ FESL I HE PRICAEE T 5 BT DL E S, SRR DOIFRE N, Aok - 28
EIFHING MO B OER 6T DR, AEFEDRAE LG OMREER., &
ISR TON D IRFIDHE > TS Z &,

12




® BUERA~DOXIRIZONT
©-1 HEERAHICET S EM

FVEPENG B FE O EE R RIEM A4 LIBRIS, 24 FFR2IRIEHIO T, Hi%itiik X
ILEHEERIR I C 3T, T LZRWERNIE U CABRE LR O CT SO EMEH OERN L E R
MAEDOKE RN G APIZAE S, EHITHIE ATRER IR 2 > T D Z &,

@2 EREFECLIAEFEICCHT HEH

P BIRICHE D 2 R e Mk O RE 2 A3 D IEIRIEFE SR ER T =2 ) v 7
EEDLERDOAZ Y —=v 7 ZATOEIRE & HRE A TE 5T — AR IRH 23
S TWAEZ L, 2B, BEEHICHOWNT, DARE L ZOFRICTHSERSNTND
i

@-3 EIEAOZWORISIZEL T

RIWER (FIEMEMR BN . RIBZK - /NG - BEED NFL, BUEAFZK - IFA4A - T
PeRerE S - R - i bPERRE Z8 . BREREE R BB R, RERIEBERE) |
N R (T RAEERE, ARSI S, RIS | LABERIE, 589
B, fhoe - RERURBREMARIE , TS, HEE DR ERE (PR A EELRlARIE, F ks
FEARIERERE, ZIEALBE, FERIESS) | infusion reaction, AM7Z% - BfRESS, FEER, M SIE,
MRREEE (X7 « NU—JEERES) | Dk, BEERMEREE (G i/
PESRBENS ., VAMPER M, JRIFERE, MMERIERES) | EEOH K, MERERIEMERE,
FEAZEE) 1Txh LT, Yighaad LA RSB ORI A F T o EmM L EE L (RIEA O
BW-CHRIGICBE L CTHEROZEEZ T ONIEMMICH D L) | BHHICHE L@
DTEXDERHPESTND Z L,
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5. BREXGLRHEBE

(F2MEIZ B9 2 F]

O RIRHRE OS2 72 < | ALFFRIEREO 720 (B sRE & L Co 5T
<) AT XIIHROFEFEAEFITBN T, KAl <7V 22X ALEOT T T A
(AT TFURINIINRT T F ) OPFHEGIL AR, N7V 2xvL, TTF7F
FHEK (AT TFUNFINRTTF ) ) RORARY X~ 7 OGO
DRINTND,

© EREILFEZF MRS (KEYNOTE-826 #ik) 23\ T, PD-L1 ¥Bi®% (CPS") IZX
D AIIEN R DA RE SN TWS Z L (p6~8 &) 725, CPS BIDOAK|D
BN OW TS ER i L7~ ECRSREOBRIRZITH Z L NEE LV, CPS
1 RiiCTdhH DI ENHRSNIZREEICBOTIE, AR OIREERIE L ZET 5,

* RFIOBWE L LT, PD-L1IHC 22C3 pharmDx [# =] (BRie4) MAGRESNTW5,

@ TRUCEEYS T DAKN O L O FIEIC OV TR, AFIOFMENHEL SN TE DS
T BANOREGRG L IR B TR0,
o fltRAHBIIRIE
o AHOHMES
o OTAFNOAZED TR STV MIOFTENEREE A & O FF 5

[ZathicBI+ %5 FH]

O TRICEYTILIEFIZOVWTIEIAFOEENES L ENTWELZ Enb, BEE
1Tz &,

AFND o3 UIHBUE DBEERED & % B

@ TEBRAETOFHIC BT TRICEE T 2 BH IOV TEL, AA O GITHERE S i
WA, A DOIEFEEIRL DB R NG A ICIRY | HEICARZHEAT5 2 L 2B ETE

Do
o HEMEMREDOSHUIBEDOH 5 BE
© ESEGAR A T RIE R A R0 0 D A K ONEENIE O TR RIS I e it 98 55 0

%L*ff%kWﬁEMé%%

© HOREREOGOR SUTBMER T L I3 B SRR BOBERD &
% B

o DB hEE GEmEsilaBiEE 2 ZTe) Ob 5 BE

© REOBSRSUIBEE AT 2 8E
14



«  ECOG Performance Status 3-4 Y o ##

(1D ECOG ¢ Performance Status (PS)

Score

i
JEF%

0

2 < R HEB T 5, FNHTE 7 U BTSSR 2 <ATR %,

RERRIZE LUVEBNIHIR S 528, STAIRE T, BAEEIE > TOMEEIIIT ) 2 LN TE D,
Bl - BOFE, FHIEE

HATAMRETH Y OH ORI O Z &3 R THREZBEEIL TE Avy, BHO 50%LL Eid~< > RAATi I,

RONZEHSOHDEY DZ L LTERY, HFO50%LL EE2 Xy R+ Tl 29,

1
2
3
4

ELENT 2V, BOOEDED OZ LiFe TERY, By RfFFTilmI4,
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IS

BEICEL TEETREFH

T SCEF TN 2, BUERTEEH D IRIET 2 @RI D & ARH O Fei: K& ONE 1E

RO DI RFERE IR L CrofiHT 22 &,

TRIEBRABIC e B, B X OFIEICHE MR a2 4@ L. FE%

NGNS A R R

FEREWEH DO~ R A MZDONT

MEMREBND 5bNDZ ENHDHDT, KAIOEEIZHT- > TiE, WIHER
(B0, PRRIREE, ukEE) OB L O X SREDO TS, Blggs oI
17952 &, Fio, HBIZL UTHIER CT, MiE~—h —HF0OMEL IS5 &,
infusion reaction 233 H 315 Z 23 5, infusion reaction 23586 HALT- AT,
WEI R MLE 21T 5 & &b, JERMEET 2 £ CTREOREL I8R5 2
B

ORI REIE T . M ERAEEEE X ORIEHREREENO L DNLZ ENH LD T,
AFN DO 5-BRLART M O 5 MM I E IR N ik REr A (TSH., 78 T3, 7
BE T4, ACTH, It =5y —VEDORIE) #ET 5 &,

BIENFR, A, IFHEREE . R, BEHEERDH Sbhb Z EBH 5D T,
AN D £ 5Bt & OB G- R I E I e E (AST, ALT, y-GTP, Al-
P, EULEVEORIE) ZFiEdT 5 L,

SEIER W REOILEBRRERZ GT) FOEERIREERNH DD Z &
NoHDT, EHMMIICIRORFEOFMEZMRTHZ L, £z, RORFENRRD L
NIZHEEITIE, N EREEZZZ2 T L) BELRE T2 L,
ARDOEEGAIZ IV | BEORIERISITER T 5 L& 2 b DEkA RIEERIED &
LD ENDHDH, RENBOOLNT-HEITIE, B LZFERITS UZEMY
TR & AR 2 FE OB LB U ClE Ol e BRI M ATV B OE ORI &
LRMWER RO D5E1TIE, AR ORI IH 1L, ROREIERE R LVE HO
BHELZEZBRETDHZ L, B, BIBKERLVEOEGIZEYBWEHOSGENR
DO WEAICIE, B EE R LA OGEIHAI OB BB T D Z &,
WL TH, BRI OEDARB L THrORERANEIHT L ZER"bHH, K
FOBEIETHICHEWERORBIC I EETH 2 L,

1 ABERRIR (BDE 1 BRI 2 & te) bbb, BERFMES 7V R—v RIZE
L2 ERNHLOT, Qg B, EHEZOERORECMPHED LRI H0EE
THZ &, 1 BERBFN DG GEEZRIEL, A4 R CRF| OB
DL EZAITH Z &,

@ AFIOEEIRFABRIZIHB T, KEYNOTE-826 B CIZE/ELEIFIT 226, 54 HEHFE T

T OEIZ L. FRLEIT 12 B LA MO MM AT o TWE 2 & BB EIC,
ARFN PG FILEMIRNCEBRRE TR OMREZITY Z &,
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xEERHEET A FT A v
RATnY) X< (BEFHEEEZ)
(B384 : A b—&F A 100 mg)
~ L~

SM3E8A (FF449 ALED)
B S B




SR/

1. IIL®IT

2. RHFNOFE, TEHET

3. FERIRRHE

4. JEEklz oW

5. ®EXG LD B

6. FHICHEL CTHETNEHIH

P2
P3
P4
P14
P16
P17



1. [FC®HIC

IS DOFNE « ZRVEOREROT-DIZIE, IMISIEEIZIE SV B R Hivd,
S HIT, IFEORFFEAROEANT LY | FURESTELZR E ORI IR RS AGR &
NDHHPT, ZNHDEEKGNEBEIIEREE TS 2 2 L 0WEROREE L 7o > TR Y | IRFIEL
i L UEEDORATTE 2016 (CFRK 28 4 6 A 2 HRGERE) 128V TH, FHiERLED
ER DR HEEZ D Z & & ShTno,

BEERRE PRSI T, B ERSCR R T 1 7 7 A VB F ORI LI DN R D
EWDD, ZDTD, AMER LSBT DM+ 0E T 2 £ TOM], Mi%EHELD
BEZBLS ZT 52 RSB U CTHERT S & & bic, BWERSRE LZBIC
VB IN A & D 2 ENATRE R — E OB 2 e TR CHEH T2 2 ENEETH
Do

L3> T, RAA RTA Tl BEEELZNE TITE LA TV D EFIETR - #
FIRMICIESE | LU N OEIES O faii 72 A HEET 2 BLE0 D LR B 2 5 O
BHREAZRT,

I, BIA RTA L, ISATEOE NEIES RS AT, AR AENEN B ARANE
T, — W AN B ABARNEE S KO- E N BRSSO O b EAER LT,

MR ERDEIS - XA F—F HEEHE 100 mg (—#4 AT ) XvT (&

LT )
KRR AREIHE « PD-L1 Bt D ARV 2 BIKEME DD HER2 (&M 0 B AHE i
PR FLE

RIVE S BARREME D HER2 [ CTHIEE U A7 OFLIEIZEB T
DRI - Itk Sk

WBERDMELOHE : PD-L1 Bt D ARV v Z BAREEM: 7> HER2 [t O UIFRAEE X i
PRI
O PUEMESEA & ORI W T, @E., RAIZE, a7 nm
VA<7 (Bl z) & LT, 1[F200 mg % 3 1A ER T
1 [8] 400 mg % 6 1A B REIRE T 30 43 [T COSidERET 2,

RIVE U RREENED D HER2 FEMECTHEIES Y A7 OFIEICH T
HATHT « {7tk S s

WH L. RAICIE, a7 e X7 (BEFEBZ) LT, 1
[ 200 mg Z 3 M EIFE IX 1 18] 400 mg % 6 ME RN T 30 7D
JCERRENET S, BEREUT, 3 EEERER S O5E. i
WERIET 8 Rl E T, MR IEMIRIEI 9 Bl T, 6 ERIFER 5 O
L. IRIEEMEIET 4 B E T, IRREYEIEZ 5 BlETET
o

Bl AR 5¢ ¥ & MSD MRSt




2. AFOHE. ERARE

XA M—F pifEE 100 mg (—f4 c XaTvn ) X~ (Enriz) o T
[A#l) vy, ) X, PD-1 (programmed cell death-1) &%=V 4> KT D PD-L1
KOPD-L2 L OfEH & EEBET 5. tMK@M%/ﬁD%TNHWT%a

PD-1 #RE& I T #Hf o i ﬁ%%ﬁ%ﬁmét (2D AR 23R 9 % 32 70 Sz il
AA »F T, PD-1 1%, MEERIREBIZEWTEER T filaoMiakmicEE L, B %
&ﬁﬁ%a@ﬁ%%ﬂi@%ﬁﬁﬁﬁﬁ%%@#éofﬁb%\Puli)w/bkﬁ
AT LI VHIRZRRICEL D P VEZAICHIET 2% /A TH D, PD-
L1 OIEFHICE T 2RBUIDOT N TH 508, Z2< OBNAMITIX T s 20
ZDIFEBRFNRIL TN D, DAMIICEIT S PD-L1 O&RBIT, BN, i
FE. AP, DNELE . IR NIIRIE R E O A R AUTTHRARKFTH L, K
PR OMBERRE STV 5,

B DD DOEEIRI)T1% & PD-LL FEBLOMBINEN S . PD-1 & PD-L1 ORXEE IXEE O
TR B W CEHEEREE ZHH O Z LAURB SN TEBY . HEZRBAREOERN &
LTHIff ST 5,

AHNE, PD-1 & PD-L1 ) (XPD-L2 i U > ROFEEZAEST S Z &2k v, FE5
WUNREE R OIEBE R ARG FNE T U 2 SERE I L S, %*HE{“?EI“%&E@ﬁ%ﬁtft
T2 & THIERE R & T D,

AFN OIS S BEDORERIEIZ L 2BHWEMENH bbb, EE I LT
’%67 ﬁ#%é AR OG- H O E#HI21T, BEOBEZ HoIciTw, BE

P BT AT, FEBL LI B RITIE U PR 20 ik & RRBR 2 R Al &
Lfﬁﬂﬁ%% ﬁ%ﬁw W DRIERISIZ K HBITER A RPN S HE2id. BIF
PBE AR NVE RO PGS DY R E 2 AT O MEN D D,



3. BRERRLIE
PD-L1 DR /VE o JKEM o b b ERAIETEN = w1k 2 (LLF THER2) &

W) BEMEO TN ARRE LR FLIE L ORIV S FRRR MDD HER2 &M TR U
A7 DFFETIS T DINHT « Wi ML O ARG FHlh 24T - 72 222 B REAER D i 27
‘j—‘O

[H2htE]
DE BRI [F AR (KEYNOTE-355 iR/ <— b 2)
HAF% - FRRSTLIR 3T 2 2 YEORNREEE O 72\ RV V2 BIREEME ) D HER2 [2
D FINARRE UL R I B 847 B (HARN 87 iz 5Ede) ZXIBIZ, A4l 200 mg
3 EMME (LLF TQ3W]) w9, ) #HEHLFEET (Favx e il (LT
(v ey) L), ) KRIARTTZTF o N7 EZXRLVINRT Y XXt
N A(TAT 2 UEERD) (LIF Tnab-X27 Y Z%&)1) L), ) ) OFFRREDR
MR VL RBMEN, 7T R HEFIRE? (FLAVZ ROV TTF o "7
V& xtE/A T nab-x7 U Zxt /) ZxteE LTRSS, i, BRI C%
BT RD LN GEIT, EREIT 2RI ER DB 5N W EDRIKRINZLE L
TWBBFETIE, KREILAREOEGFEAL CREETTNFR 0 bl D £ TARA DI G- ki
THZENFREE ST, FERFHMME BT EE AR (LU TPFS) &Wv o, )
L OVRAEFEE L S, RAHEFREODFHRIEIT T 7 8 R HEFRIEO PR E
L LT, PD-L1 B5tE (CPS™=10) A% 323 il (HARN 28 #il&Ede) 128U\ T
PFS # A EITIER L7z (F1KLKUHL) ,
*1 : AF 200 mg Q3W & LATF Db iyE (FMEAA BH Z L IGEN) 20 L [F A
A B 1,000 mg/m? KOV VAR T T F 2 AUC2mg - min/mL fH4 & (1 =2—A 21 H
M, £a2—20 1, 8HAICES) . 27U Z%E/1L90mg/m? (1 =2—A28 HfH, %
a—2AD 1, 8, 15 HHIZEE) XX nab--X7 U % %&/L 100 mg/m? (1 =— A 28 H
M, f=2—=2m1, 8, 15 HHICHEE) ]
*2 0 778 AR Q3W L LT O LR E (FMERINEE LSRN 20 L [Fay
2 ¥ 1,000 mg/m? KON VR T T F 2 AUC 2 mg - min/mL FHY & (1 =2—2 21 H
M, £a2—20 1, 8HAICES) . X7V Z%E/1L90mg/m? (12— 28 HfH, %
a—2Z@ 1, 8, 15 HHIZHESE) T nab--X7 U # &)1 100 mg/m? (1 =— A 28 H
M, £=2—2m1, 8, 15 HHICEE) ],
*3: PD-L1 288 LMtk (B, ~27 a7 7 —Y KO0 »8EK) & Rl
BCBL. 100 2% U7-fH



#F1 BiERE (KEYNOTE-355 3B, PD-L1 B (CPS=10) mAE)

A A2k 77 v R bRk
(220 1) (103 1)
o [H] 9.7 5.6
(95%C1I) (7.6,11.3) (5.3,7.5)
PFS™! NP — R 0.65
(95%CI) (0.49, 0.86) -
P fE" 0.0012

Cl: 28X, *1: RECIST A KT 4 > 1.1 BICES S B Pz doule, *2 1 @5 Cox il
NP = REFTNVICE DT TR HEFRE L OB, *3: @BRlle /T 7 iE. AEKE (F
1) 0.00411

100-
90
80’7 ——— ISR+ {EERE

& 701

Bt 60

& 50

gg 40 -

g 30°
207 _‘_*——‘_—‘I

— ZF200mg Q3WHLFEREE

SRR i

10- g [ T
0 T T T

9 12 15 18 21 24 27 30 33 36
at risk#% RIEBEFHE(A]

FH200mg QWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
ISR +{E¥%E 103 80 41 30 18 15 12 8 8 7 3 1 O

0 3 6

1 PFS ® Kaplan-Meier Bi## (KEYNOTE-355 3B, PD-L1 BBt (CPS=10) DBE#H)



@ [EFRILF MR (KEYNOTE-522 #iR)

RIVE AR DD HER2 [2METHIE M U X 7™ o o FL B3 1,174 4

(AARN 76 BlZ5Te) ZxtGic, INATEEmRE L L CORA LLFRE & OFF R
15, KO IED L & U C ORFNHFEMPEE DG INE K D AT RE &
LTCOT TR AL & OOFFRE, RKOWBREDRES Lo 7R &5 %
SR E L CTRET S22, FEFHMEEE O — D131~ MMEFWIFE (UK TEFS)
EWVWo, ) &N, ARIBET T T ERBEL I L TEFS ZABICIERE L7z (X2 LW
2) .

*1 RIS FRIERATRI ORIV T, BHE 2 SUTERRZIHTIC L W TNM 558 C Tlc
22D N1~2, XIE T2~4 73D NO~2 |Zi% 4 T DiEfRis 2 A L2 W EBE R R L &
Nz, 2B, TNM SEIZOWT, BBREMATEESE 1 R TiE American Joint
Committee on Cancer (LLF, TAICCJ &9, ) 5B 7 A3, IRBRIFEHE G EWETE
2 IRABE X AJCC 55 8 [l W BTz,

*2 0 ik - HEZ, WENC VR T ZF o RONRT Y 20 4 4 70 EDPFH TR
#1200 mg XIE7' 7 ARE Q3W T 4 HIFFIRNFZ G4, R VL ey UHERE T
EAE Y UHERIE 7 a R AT 7 I RARFIY (LR, TAC XX EC) & H, ) 4
A7 EOPFHTAA| 200 mg XiZ7 TR %E Q3W T 4 [BIFFARNE L, K OMiT4
([ZAH 200 mg Xix 7T &R % Q3W T 9 IR G Sz,

# 2 AR (KEYNOTE-522 3ER)

ARFIHE 75w R
(784141) (39031)
34 EFS & (%) 84.5 76.8
(95%CI) (81.7, 86.9) (72.2, 80.7)
EFS™ Y= R 0.63
(95%C1) (0.48, 0.82) —
P 0.00031

Cl: EEKXM. *1:2021 3 H 23 BT —& B v b4 7, *2: @R Cox BNV — FETIZ K
LT RREEL O, ¥ @BRla 7T rBE., ARk (D 0.00516941




~20 AHI200mg QAW-HEEEEE / AFI200mg Q3W
107 ___ ssomepems 7sun

0 3 6 9121518212427 303336 3942454851
. \|ANRYMEFHIE [B]
at risk#x

AF200mg QAWHLEEE/
300mg Q3W 784781 769 751 728 718 702 692 681 671 652 551 433303 165 28 0 0

TouhHEEEE/ F5tR 390 386 382 368 358 342 328 319 310 304 297 250 195 140 83 17 0 0

X2 EFS ® Kaplan-Meier it (KEYNOTE-522 3Bk)



[Zcert]

OE AL [E B IHERE (KEYNOTE-355

Al BR)

PD-L1 B5i%: (CPS=10) DBEITIIT B LEEMEMTHERR] 219 FllzB\W\ T, AEHSR
FARFIOFFHEE 216/219 ] (98.6%) . {LFHEIERE 100/103 5l (97.1%) (Z3RD B, 1Rk
HEDORPEBNEE TERNEEFZIL. £ 212/219 # (96.8%) XUt 97/103
B (94.2%) IZFRD BTz, W ORECTRELEIS 2 5% EORIERIZT FTERO L BY

ThHoT-,
K3 DT HORETREE S 5% EOBWEM (KEYNOTE-355 3ER)  (ZaMfiT st REM)
FEERIRSHE (SOC: System Organ Class) i %)
FAGE (PT: Preferred Term) AFNOF F#E {bFFRIERE
(MedDRA ver.22.1) 219 44 103
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
REIEH 212 (96.8) 155 (70.8) 2 (0.9) 97 (942) 67 (65.0) 0
MiRI LV > R bEE
2 1fiL 107 (48.9) 36  (16.4) 0 48  (46.6) 13  (12.6) 0
i BRI 41 (187) 25  (114) 0 22 (214) 11 (10.7) 0
T HHERISAME 87 (39.7) 68 (3L1) 0 40 (388) 31 (30.) 0
M/ NI E 41  (187) 19 8.7) 0 22 (214) 16 (15.5) 0
MW E
FEBR BRAERE AR T 39 (17.8) 2 (0.9) 0 2 (1.9) 0 0
H kS
(& 32 (14.6) 1 (0.5) 0 15 (14.6) 0 0
T 48  (21.9) 2 (0.9) 0 10 (9.7 3 (2.9) 0
HIEAR R 11 (5.0) 0 0 6 (5.8) 0 0
EAN 90  (41.1) 5 (2.3) 0 39 (379) 1 (1.0) 0
A% 17 (7.8) 0 0 7 (6.8) 0 0
M - 44 (20.1) 6 .7 0 10 (9.7 3 (2.9) 0
—f - RHEER L O GHALOREE
HHE ) iE 31 (142 1 (0.5) 0 13 (126) 1 (1.0) 0
95 57 64  (29.2) 6 2.7) 0 22 (214) 3 (2.9 0
sy 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
A P 13 (5.9) 0 0 4 (3.9) 0 0
FEEN 22 (10.0) 1 (0.5) 0 10 (9.7 1 (1.0) 0
BRIR IR
TI=vT ) T UART 2T —BEIN 47  (215) 16  (7.3) 0 17 (165) 5 (4.9) 0
TARGXUVEETI ) Ty AT7=T7—EHM 39 (17.8) 9 4.2) 0 15 (146) 3 (2.9) 0
MPpT AU RAT 7 Z—EHEN 9 4.2 0 0 7 (6.8) 1 (1.0) 0
A ER B 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
DR & el % 41 (187) 19 8.7) 0 14 (136) 9 8.7) 0
R 12 (5.5) 1 (0.5) 0 3 (2.9 1 (1.0 0
1. BREO > 39 (17.8) 21 (96) 0 20 (19.4) 13 (126) 0
R L Ok s
RARIE 40  (18.3) 1 (0.5) 0 10 (9.7) 0 0




FREBIRSE (SOC: System Organ Class)

Bi%x (%)

HARGE (PT: Preferred Term) AFIDE R fes e
(MedDRA ver.22.1) 219 44 103
4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
B HR B L OYE ARk R
EalEiRni 25  (11.4) 4 (1.8) 0 9 (8.7) 1 (1.0) 0
i P 15  (6.8) 0 0 9 87 1 (10 0
AR SR R
BRI 21 (9.6) 0 0 1 (1.0) 0 0
SER 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
R = 2 — 1 RF— 25 (11.4) 2 (0.9) 0 17 (165 1 (1.0 0
R = 2 — 18— 17 (78) 2 (0.9) 0 2 (1.9) 0 0
M. MasRas K OVERR R
Al 14 (6.4) 0 0 1 (1.0) 0 0
R X OV TRk E
Jit B AE 76 (347) 2 (0.9) 0 37 (359) 2 (19 0
% 9 FEAE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
&5 36  (16.4) 2 (0.9) 0 11 (10.7) 0 0
BER IBIR 5 11 (5.0) 2 (0.9) 0 2 (1.9) 0 0
B, AFIGHHBEC RV CRVE MRS 3 i (1.4%) . K%k - /MMEk - HEOTH 5 fi

(2.3%) | Mg (7 > - N L—JERRES) 2561 (11.4%) | BUERTZ% -

AR+ AR

PETE - 2% - REALPEARAE 2% 65 B (29.7%) . HUIRERFKRERET 43 B (19.6%) . MIBFFEREFET 2

Bl (0.9%) | EHEREREE (RMEHEMEE R, RIREERE) 2 61 (09%) | FEx 1 4
(0.5%) . fh7e - BERSUHAARIE 1 5] (0.5%) . Mg - flifsE 1451 (0.5%) . S & 9% 1 i
(0.5%) . L:H% 161 (0.5%) KON infusion reaction 10 5] (4.6%) AR bz, £7/-. &

FEO R GRS (TR AR ARIE . FORRIRARE R, ZIRALBE, M RRIES) | T &

REEREREE . 1 AUBERN ., BIEM R, EE MRS (e i MR PSRN . i

PR, FRIFERES . EERERIEKIES) | MEREBIEBREL ORZITRO bz o7, ARIE

MFBURDUIBEFES (BARRAEMERT 23T) 28RN RE =T,



@ [EFEIFEHIAERAE (KEYNOTE-522 #5#)

BERMEMNT TG0 783 Bl I T, A EFGIIAAIRE 777/783 5 (99.2%) . 77 &R
F 389/389 fi] (100%) (278 B, JRBRER & OREBEENEE TE WA HERERIL, £
LI 7741783 51 (98.9%) K TN 388/389 i (99.7%) ZFEWH Hiviz, WITNNDORETH
BLEIG D 5% EORWERIZ RO LB ThoT-,

£4 WTHOLOBETREESH 5%, EORWER (KEYNOTE-522 3ER) (Z2MAENT R RER)

B (%)

SREBIRSFE (SOC: System Organ Class) o Fl e —

HEARFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 389 71
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2RIVEH 774 (989) 604 (77.1) 4 (05) 388 (99.7) 285 (733) 1 (0.3)
KR LY o RbEE

A . 429 (54.8) 141 (18.0) 0 215 (55.3) 58  (14.9) 0

FEENE LT o BRI E 144 (184) 139 (17.8) 0 65 (16.7) 62  (15.9) 0

BRI 87 (11.1) 33 (4.2 0 49 (126) 16  (41) 0

T ERIBAE 367 (46.9) 270 (34.5) 0 185 (47.6) 130 (33.4) 0

ML/ MR E 104 (133) 21  (27) 0 65 (167) 11  (238) 0
BPARUA

FR R REAR T E 105 (134) 4 (0.5) 0 19 (4.9 0 0
H b

liEE5] 65  (8.3) 2 (0.3) 0 22 (57 1 (0.3) 0

g 39 (5.0) 0 0 22 (57) 2 (0.5) 0

fEf 188  (24.0) 0 0 85  (21.9) 0 0

T 238 (304) 20  (2.6) 0 98 (252) 5 (1.3) 0

F Rz 49 (6.3) 0 0 20 (5.1) 0 0

THILAR R 71 (9.) 1 0.1) 0 39 (10.0) 0 0

(EREBIEBUR /) 41  (5.2) 0 0 24 (6.2) 0 0

L 495 (632) 27  (34) 0 245 (630) 6 (1.5) 0

A% 132 (169) 11 (1.4) 0 55 (141) 1 (0.3) 0

A 200 (255) 19  (24) 0 86 (221) 6 (1.5) 0
—% - RHREER OGO RS

1 5 198 (25.3) 28 (3.6) 0 102 (262) 9 (2.3) 0

W 330 (421) 28  (3.6) 0 151 (388) 6 (1.5) 0

NS 0D S 103 (132) 8 (1.0) 0 45 (116) 3 (0.8) 0

A M 35 (4.5) 2 (0.3) 0 21 (5.4) 0 0

FEEN 138 (176) 8 (1.0 0 41  (10.5) 0 0
B, TR L OWLES IHE

TEAITPE S B 73 (93) 8 (1.0) 0 25  (64) 2 (0.5) 0
PR A

TI=VT I NIRRT =B 204 (261) 43 (5.5) 0 98 (252) 9 (2.3) 0

TARGHEUEET I ) FTrAT=T—ERMm 157 (201) 20 (2.6) 0 63 (162) 1 (0.3) 0

M7 H U RRT 7 &2 —BHn 29 (37 2 0.3) 0 20 (5.) 2 (0.5) 0

L EREO 185 (23.6) 146 (18.6) 0 112 (288) 90  (23.) 0

RN & /el 74 95 21 2.7 0 34 8.7) 4 (1.0) 0
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Bi%k (%)

FREBIRS¥E (SOC: System Organ Class) AFIE 75t RBE

JAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 B 389 f
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

i ERER 108 (13.8) 60 (7.7 0 52 (134) 20  (5.1) 0
R L OSeREfEE

RARIHOR 153 (195) 6 (0.8) 0 57  (147) 1 0.3 0
W E R R L OV ARk E

RAEiivR 121 (155) 4 (0.5) 0 59  (15.2) 0 0

5 I 112 (143) 3 (0.4) 0 49  (126) 0 0
PR R R

FEED F 61  (7.8) 1 0.1) 0 29 (15) 0 0

PR AR A 124 (15.8) 0 0 49  (12.6) 0 0

it 100 (12.8) 2 (0.3) 0 42 (108) 1 (0.3) 0

KM= 2 — R F— 154 (19.7) 15  (1.9) 0 84 (216) 4 (1.0 0

SR 45  (5.7) 0 0 28 (1.2) 0 0

R = 2 — a8 F— 148 (189) 11 (1.4) 0 72 (185 5 (1.3) 0
FEpREE

AARSE 42 (5.4) 3 (0.4) 0 13 (3.3) 0 0
MR e, MIERES X OMERRRE

MK 52 (6.6) 1 0.1) 0 13 (33) 0 0

2305 46 (5.9) 2 (0.3) 0 23 (59 1 (0.3) 0

S 76 (9.7) 0 0 41 (105) 0 0
I3 L O PRk E

i B 471 (60.2) 0 0 220 (56.6) 0 0

SUERRR G R 45  (5.7) 2 0.3) 0 10 (26) 0 0

P2 R HEY: 47  (6.0) 1 0.1) 0 20 (5.) 0 0

TV, 48  (6.1) 0 0 31 (8.0) 0 0

O FEIE 116 (14.8) 2 0.3) 0 38 (9.8) 0 0

i 196 (25.0) 12 (15) 0 66 (17.0) 1 (0.3) 0

ERINITRZ 2N 2 50 (6.4) 12 (15) 0 23 (5.9 0 0
R

lETY 55  (7.0) 3 (0.4) 0 45  (11.6) 0 0

mE. RFIBECB W CHEMEMEE 13 F (L.7%) . KEK - /DK - EEO T 31 4
(4.0%) . HEOKERES (PEMEREEMAE, BAFRIEIREGEE, AN, HREES)
4 ] (05%) . MREFEE (F7 2 « NU—JEREES) 154 6] (19.7%) . BUEATZ - ITA4E - 1T
REFREEE - IFZ% - EALMEAEAE 28 271 5] (34.6%) . HUIRMREERERESE 137 i (17.5%) . T EERHERER
& 15 il (1.9%) . EIEpEREREDE 18 il (2.3%) . 1 BUBEIRYA 4 1 (0.5%) . BHREREE (R
MR e, SRERIRREE 2 5E) 16 il (2.0%) . FEZ 5 5 (0.6%) . fisk - BBUT ELAEAE 3 1
(0.4%) | FEIEMMESNE 141 (0.1%) . MK - Bl 3 61 (0.4%) . S & HME%K 2 5] (0.3%) .
D25 5 61 (0.6%) . EEDHK 2 6] (0.3%) . infusion reaction 122 5] (15.6%) K& ONEEFE 72
TRk (G MmO PSRBT . AR, ARZEERES . MERERIERIESS) 2 B (0.3%) 23R
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Do, £z, MERERIEGE &K ORZITFE O b RnoTo, ARIMEMFEHRILTEESRS
(FEAMRAER T 2aT) 2@ LEFRIREZ =T,
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[HiE - HE]

AKEIOREMEY BT VAR LY 2 2 b— 3 2k D . AK#1200 mgZz Q3W,
400 mgA 6 MM (LLT TQEW. & 95, ) X110 mgkg (KE) Z2uEMMMNE (LLF
QW) L9, ) THE L7-BEORAN O MG P RESRN SN, TORE, AH
400 mgz Q6W TH 5 L 72 B DA D & K AEIZ 35 1T 2 MG IRE (LT T Cavgss)
EV 9, ) IR, AHKI200 mgE QIW THEL L7ZBEDCagss E BT 5 & FHIS T (F
) o F7o. AHI400 mgE QEW THeh L 7= BRD AN D FAR B IZ 3517 2 B i 1L H I
(LAF TCraxss) &V 9, ) 1E. AHI200 mgz Q3W T H L 72BE D Craxss & LLHE L CRfE
o ETHESNZLOD, BARNEBEZFIZBOTHAEENERI N TS HE - HET
& HAFHI10 mglkg (IRE) Z2Q2W THEH L 72 B0 Craxss & HlE L TIRAE 2 /-9~ & I &
e (FHR) . bl EMERAERE Z 5K 400 mgz QEW TH G- L 7=/t E 1
FHEER (KEYNOTE-555:85%) X 0 1557 ERIEIZE S EYBRE T XA — X X,
Lal—ya Ak PRILEEMEIRE T A —2 LEBILT. (FHR) . AT, E
DI AFEIZIT 2 ERRRBRAGRIC EE D & | A OWEER & & A IR M L O %
R DIBRESOSE T VD S 1L, AKI1200 mgZz Q3W X 1%400 mg4 Q6W T 5. L 7=
B DONREE & &AM T Lt L ORFEIZ O\ TR SR, oM - iEo
W CH MR NZ RV R 2RI v & TFRIS L7z,

K5 AFOEKYEENT A —F

ﬁﬁ(f . ﬁHE Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
- (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 928 50.4 30.9
.
200 mg Q3W (58.5, 59.7) (27.7,281) | (17.8,18.3) (91.7, 94.1) (49.8,51.0) (30.5, 31.4)
. 123 324 10.6 148 50.7 20.3
400 mg QW (122, 124) (32.0,32.7) (10.4, 10.8) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0¢ 14.98
(SEHME) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
h
10 mg/kg Q2w (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t:n=2993, 100 DI = L—3 3 K 0 B S B EEOFRAE (2.5%3, 97.5%5) | Crmax : #EIH G-

B O R MG TIREE, Cavg @ MG O MIETIRE, Cmin : MIEHRGZ (A 71 2 BEAT) ORARMTE iR
E\ Cmax,ss . Eﬁ%ﬁﬁbz?jﬁéﬂ%%m{%ﬁ%fﬁ\ Cavg,ss . iﬁ%ﬁﬁ&:j’scjéqzt@ml{%EPﬂ%gx Cmin,ss . Eﬁ%ﬁébzﬁﬁ'

2 Foc L I P e

1 1 56 BT HIE (95%(F X )
§ 1 41 BIDAAT VA (95%(F HEIX [H])

NA : %47 L
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4.

)i Aol ANE

EEdah U A 7 EE I (RMP) (2255 & . AFIOERK L SRR E ~D W ik
Hl23 8 2 Miax Td > T AFIOHG W72 B8 Z2BWT - FrE L, AFIOFEIZ LY HE

TR

IR 2 RH L7ZBRICRS D 2 LB Te LT OO~@DF T Z1ili 7= 3 fiiix

WZBWTHEHT 5 RETh S,

)

HERRIZDOUVT

@-1 Fio (1) ~ (6) OWVFTNIEYT DM THDH Z L,

(1)

(2)
3)

(4)

(5)

JEATHBREDNEE S 2 M3 ASHREE LR S (RRIERT IR 23 Ao HRd B L RURle
HEAS A RSIREE RIS, MBS A2 RRIRiE R &)

Fr EPEREIR e

EISTEN SRS SIE /S (= Ve RVAYAVAVEL &) St k2 ol o CURVAVE &) B 2 = WAat ] SN AVAVE ) 3 B

b, 3 Al EEEHEE R 7 &)

IRAEEIRIERE ARRE L, SSRIESH LA 1 SUISSRIES Lkt 2 o

SR FEAECAR D R 21T > T Dk

PUEME RS AI L7 & BN OBiak FEHEIT AR D i H 24T - T D filiak

O-2  FREOALFIRE L ORINERZFERR OIS -5y 7 Jnik & iR 2 FroERl (FROW
TINITEE T HER) 23, SRR OARAN BT HIROBEMEE & L TRESL TN D
Zk,

*

[ERMAo FFEUS% 2 FEOFIIHME Z1E T L721412 5 4E L E DD VTR DEFIRIHME 217 -
TWAHZ L, 96, 24D R, BAERMEELZ £ LIZBRESESFOMHEZ1T > T
WAHZ &,

[ERTSOEFHUS% 2 FEOWHIHE Z1E T L7221 5 4ELL_E O HIE DD A FWiE %2 G e 3
RIS DORRAHE Z 1T > T\ D Z &,

©

BEN D EFRMIFREERDOEHIZONT

RS E B AESE T D BT DN E S, BRSO OB D, Aot - et
SSRGS OB BN ONERTEE 6t D IE IR ML, AEFRORE LA 0OMEEY. &
DIHCNATOND RN DFE > TNDH Tk,
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® BUERA~DOXIRIZONT
©-1 HEERAHICET S EM

FVEPENG B FE O EE R RIEM A4 LIBRIS, 24 FFR2IRIEHIO T, Hi%itiik X
ILEHEERIR I C 3T, T LZRWERNIE U CABRE LR O CT SO EMEH OERN L E R
MAEDOKE RN G APIZAE S, EHITHIE ATRER IR 2 > T D Z &,

@2 EREFECLIAEFEICCHT HEH

P BIRICHE D 2 R e Mk O RE 2 A3 D IEIRIEFE SR ER T =2 ) v 7
EEDLERDOAZ Y —=v 7 ZATOEIRE & HRE A TE 5T — AR IRH 23
S TWAEZ L, 2B, BEEHICHOWNT, DARE L ZOFRICTHSERSNTND
i

@-3 EIEAOZWORISIZEL T

RIWER (FIEMERR BN . KRIBK - /N2 - BEED NFL, BUEAFZK - T4 - T
PeRerE S - R - i bPERRE Z8 . BREREE R BB R, RERIEBERE) |
N R (T RAEERE, ARSI S, RIS | LABERIE, 589
B, fhoe - RERURBREMARIE , TS, HEE DR ERE (PR A EELRlARIE, F ks
FEARIERERE, ZIEALBE, FERIESS) | infusion reaction, AM7Z% - BfRESS, FEER, M SIE,
MRREEE (X7 « NU—JEERES) | Dk, BEERMEREE (G i/
PESRBENS ., VAMPER M, JRIFERE, MMERIERES) | EEOH K, MERERIEMERE,
FEAZEE) 1Txh LT, Yighaad LA RSB ORI A F T o EmM L EE L (RIEA O
ZEROX B L CTHRE R O R 22 T o NOEMEICH H 2 &) EHICEY) 72 AL E )N
TELEHPESTNDLZ L,
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5. BEXHLRHEBE

(GBI 4 % F]

O R - BRI 2 2FEORNREE D 720y PD-L1 5 (CPS=10) D7R/LE
Y RIREEME DD HER2 FAMED PN AR RE U R I B TRV T, A &b
B (FLAHE U ROBNVARTTF v, 7 U HFE/VL nab-237 U XX+ )L)
& DHFREE THIMER /RSN TN D,

723, CPS IZBHT A AKIOD v =4 2Wid & LT, IK5E4 : PD-L1 IHC 22C3
pharmDx [# 21| 2GR I TV D,

@ BIVE CZEARREME) D HER2 [EMETHRIEE U A 7 OFLFREE TV T, INATHEY
BEE L UCRF Eb2iE (7 ) 2 XL RO ARTFF 0%, AC X
EC #5) & OUFHFE. ROMihEED#EE L U CRAIHEMEIEO A MENR ST
W5,

@ QR V@ TAADA RN T S TW IRV HTEMEEEA] & O OF % 51250

T, AROFENERHNLEINTE LT, RAIOEGXHR L5720,

(&M d 2 FH]

O TFTRICEYTIHIEE IOV TIEAFORENZED SN TWDLZEnb, HE5%
TN &,
o KFNOMGITR LIBUE OB O & % B

@ BEBRATOFMICE VT RIS AT HEBEZICHONTIE, AFORGIFHER IR
WA ORI DS R WG AR Y . HMEICAREZEN T2 22 BETE
Do

o MEMEMEEOASI XTI EDO S 5 EHF

o MEEE R A CRE R AR 8 D A K OB O G BT 2 I it 26 2 o
FZIIEE LN A D5 B

o BOMEEBOAIE TEMHEMNZE L IXHEFRMEO B CAEREOBERED &
B

o lEEBAEIE GEMEMaBHEEL 5Ty) OHHEH

o TEEOBEOISEEE AT HERE

+  ECOG Performance Status 3-4 0 o F 3

1) ECOG @ Performance Status (PS)

Score

0

42 MR KTEB T 2, RN & W U HH AR HIRZR <ATZ 5.

PIRANCI LDTEENIHIR SN2 23, AITAMRE T, BIEECE > TOERIIITI J LR TE 2,
Bl O E, SR

BATHRECH OGO ) O Z 3T _XTAREEAEEILTE 2V, B D 50%LL Eig~<y RAATil 29,

RONIZASOHEDEIY DL LNTERY, HFD 50%LL L2y Rk Tl 24,

1
2
3
4

2<BHIT R, HHOFOREY OZ LiFa TERY, FERICy FfF Ty,
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o

BECBLCHETN&FHE

ISR %, BUEIRTE S DR 2 BB IT 5D & ARH 0 Kt K OVl 1E
DT DI HERIERE 2 IZH L T2 2 &,

TBIRBARIC e B, BE T ZF OFBEITHEIMER a2 oML, RE%
BThoEET5 L,

FERBWER O~ XY AL MZHOWT

MIEMIEER S SbiLd 2 ENH LD T, KAOHEEGIZHT- - T, HIHGER
(BG0h, RWRREE, ) OMEGE R OIET X RE OIS, Blgs +01qT
2Tk, e, MBS U THE CT, MiG~—"—%DOREZEMT L5 L,
infusion reaction 3% 55 Z &3 5, infusion reaction 2352 HAL7-HAITIL,
B ILE AT S & &b, FERBEE T 5 E TREOREL BT L,
FORBRFSRERR . T RAHEEEE L CRIBHREREERNH b D Z N H LD T,
AFN O £ 5 BRAGHT L O G-I X E BRI N s RE R A (TSH, 8 T3, A
T4, ACTH., I = LF Y — L EDRE) 2 FET 52 L,

BIENFR . RS, PR E, IR, SbMEEERRH LD Z ENH LD T,
AF O £ - BRAGHT K OV G- IR FF I3 E IR ITRERERR A (AST. ALT. y-GTP, AIl-P,
EULEEORE) EEMRTHI L,

SEIER (MERKE I EBRERE EL) FOERBRIREENOLDILDL Z &
DHHOT, EMICIROBEOFEAHRTHZ L, £z, IROBRFENFEO LN
AT, HONCEFRERE A2 T2 L O BEEIEETH L,

ARENOEEHIZ LY | WEORPEINCER T D LB 2 D DHkx REBOWREN &
LbONAZ ENDHDH, BEDRDLNTZHAITIE, BB LICFRITE U HEM R
S & RRBR A REOIERT & B U Ul R 8RR T 21T, R OSE SOBIZ X D E
TERMR DN D AT, AFRIOWRIE TP IR, KOREIE B R VE Al O 5%
EBEETLHZ L, B, BIEEERLVE L OREIZLYEWER OYEERTRD b
WIGEITIE, B EE AR VE DA DO RIEIHIRIOBMGEET D 2 L,

W HH T, BORMM OB ARKB L THORWERNRIT A ZL03H 5720, K
HOBEM THRICHREIWEHORBUC S ER T2 &,

1 BBEpRIR  (BE 1 BB IR 2 Sde) M Sbiv, BERFMES 7Y R—T ACE D
ZERHLHDOT, O¥E., Bl WEHEZFEOTEROFEBELMPEEO FFIC+H5ERT S
ZE, VABERIBESN DN SA IR G 2RI L, A R ) CRIFIOR 5% 05 )
TRILEZAT S 2 &,

AHN DGR BRIV T, KEYNOTE-355 i Cldf& G-Bah 5 24 % Tk 8 M
Tl LI, R0 1AERIT9ERM Z LT, F0%IE 12 8 & A RO B A
fTo TNl L 25EIC, REEGHILEHICEBRRE COHROMREITH Z &,
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® HFNECZEEEEMDD HER2 B2MECEIE R U A 7 O BE 2T D081 - itk
R L LA ABCIE,. KEYNOTE-522 i BRI\ T, AFI DA G-A1C 2
BN e W HERR L MBS U TR 24T - 72 L CRG- O w5 % f)
Wi L T\ Z &2 BB, AFOKEERICHRO IR EZRETo2 L, i, K
FOREEZET, Q3W 5054 ITRTEEYHIEIX 8 A1 F T, it Eyiikix 9 [l
ET. QW HEDBA ., AT MIRIEIL 4 M £ T, MEEWEEIT 5 BETET
Do
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