BA I 0926 55 3 &
4 fn4 %4 9 B 26 H

SEEEEN BAEMZ HIEE K

BEAEFBEEE - AEHERERLETEHERE
( & H & B )

Na7nl) XAvT (BiaFEfz) MEOREERMEET A N7 A
v (FERE) OFEREROREERMEET A N7 1 GE/INHRaA
B, EMEARE, THRAOROFIUNE REERE. SHEE~
A7aY 774 MREZEME MSI-High) 287 5EBER
UfERG - B, BMiamE, REEE, SBE. LB, FEREL
NCEWIEEEETFERE (TMB-Hi gh) 28T 2EEE)

D—HEKIEIZ DV T

TRVE M BOEE & i EDEAR S #2016 (R 284 6 A 2 ARIERE) T8V T,
EFNEERLROFERAORBMEZRD Z ERRVAENZZ LE2ZIT T, &
FHEELZEICKNERBEICRET2-OICRBEEREEY A N7 A4V %2/E
KTBZEELTHET,

SR ZERIZONT, BIIRE LD L BV EEFR., RBEITREN R UHHIX D
BETER (B) BEETCEBHLELEZOT, BTHWEL bz, E24E
~ORMIZOEZZTEELA LS BEVWLET,



mﬁtﬁ% ﬁ%wv%*

Rt R T A

O k4 cA w i YT BAY

v v s S

-" ==Y {§| g’;-".i-;“?r f:" )
i ’ et 1

'L:m

{ - A ‘I;I ;1‘ ?H’r ) = ;ﬁ ,/3\ 5 -.,.‘)'lg‘.r e ,
SRR : ”:ﬁm%%*”
N ‘
' b -
S -
“ . _
!
FLATE R I T .
-1

H-IL'Q_; .;G- i h&? “Y m} %i: .
fJ>*a&%_-\~;,“

f’ ;“ " \; j;' &
!

. BT iﬂ”ﬁ?%‘*&’#ﬁe éi%ﬁgi;ﬂﬁ‘@f«t Sl KT T ‘-rt:,:'f.ﬁ'g 5 RN
* g s‘f 4 “’w\a&»n ;qé}iﬁ‘m 'v«(w-aﬁ-':rag E p@ﬁm:ﬁﬁ-.a "%U i&‘%”? jt“@‘-: e




G

EAEKFEIK 09265 1 5
‘& Fn 4 % 9 B 26 H

w oE N R
| REFTRET |BEZES (R & B
B K

RAEZBEEE - AEHERERGFETERE
(& B & &)

NAa7u ) X~vT7 (BEFHikz) BFloOREFEREET A N7 A
v (FESER) OERROEREFERHEET A FT7 4 GE/NER
B, EMBEAE. THRARYFUY UNE, RELERE, BEE~
A7V T34 FAREEME MSI-High) 2T 5EEEEN
TR - ERRRE. BHRERE, BESEEE. B, B, FEREBEL TN
BVWEEELGFLERE (TMB-Hi gh) 287 58ERE) O—&
WIEIZDOUVNT

REMBOEE & WEDEARSTE 2016 (L2846 A 2 ARERE) IR\ T,
EFHERLOFERORBHEZRIZ EAEVRENZI LE2ZIT T, &
FRERLZECLERBREICRBET A DICKEERMEET A N7 1 %2 1F
KTAHIEELTVET,

S, NuT7n ) A~ (EEFERZ) BA (RFEL A M—F RlER
E 100 mg) IZ2OWT, FESHEICH L THERTIEODERFEZFIRDOLEY
BREERHEETA FTA L ELTRYVELEDELREDOT, FOERICHI-T
AT FIA I OWTEE SRS L), BEENOERBEAR OCERICIHT
HREMEBBENLET,

e, RaTu ) XvT (BEFEBEZ) BA (RFE4 - 1 bvy—F /iR
7E 100mg) % FE/NFARMEE ., Bl RAE, RIS X ) UNE, RE LRE,
BHEE~A 70T I MREENE MS1-Hi gh) 2FT2EREROHE
B% - ERGHE. BARADRE. BRSEEE. AR, LB, FEABRLIC RV ERER



FZEE (TMB-Hi gh) %83 5EBECK LCTERT 2BOEESEIC
SNTHE, [RATRY Xv7 (BIEFHRIRZ) BROREEREET A K54
v GENERaRE. EfRERE, HHRAROS ) L oNE, RK ERE. BEE
A7V T4 VRREE MSI-High) 2B TARWERVREE - &
R, EABROES, BASEEDE. AEE. W, FEABT O EVEERETELE
& TMB High) 2FT2EEE) O—3BKIEIZOWT] (FF1448 A 24

A AT SRAE SRR 0824 55 4 EEA S BEER - AREEREERLEETHRE
BHE) ICEVWRLTCEREZATY,

S AT Y RvT (BEFEHEL) BEICONWT, BXEGAEY IR
U7 87 72 Ba B SR BR R AR 12 B 3 5 STAE AN AR ST AT Bk A S 3 7 R M B S i
XD T b, WEBICT 2RISR N BIER O BO— A
EARRBEN-Z L, BNTEOER LOEELSRD B LY [TEALOREE]
DWETIZONWT) (T4 6 A 14 BFHTERAEZS 0614 % 1 EEESBEE
B AESERERZANERERY) S L VBTSN LB, U
HA RTA v E, TNEFNIEDOEBYVHEVWTZLE LD T, EERNOEEH
BRORFBICHTIEMEBBVLET, 28, WERORKBEERMEET A T
A4 0%, BlREED LB Y TY,



PTG

FE/INHR A DB E EE T A T A o OWETERT CBrIHRRER)

Hr IH
BT (FH#REBIERD) e CRIHBRERHIER)
21— | BMER (REMMEREICMAZ, RIBE - /NMER - B | 21— | BIER (MEMRRBIZML, KIBE - NBEK - B

EOTH, BIEFR - FARE - IS - T4 -
BEALMEARE 2, BHREREE (RMEREMHBR. L
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BEERE), NoWEE (TEAMEREES, BRI
. BIBHREREE) . 1 BBERE. 589 R,

R - BERTRARE., X, EEOKEREE (bE
MR RLERIURIARIE . R REIEARIE AL, SSTRALEE,

FHRIEHES), infusion reaction, ¥7% - BEMEA .

BEIEMEAE, FRREE (X7 v« N U—JEHERS) |
DR, BEERMKRES (&M MR P EEEE
. IR M, ARIFERES . WEERIERESS) . mMERE
BIEERE, %) o L <. YR X ITaBE
RSB OB L E T2 ER & EE L BIERAODZ
Wkt MZ B L CHRE R OB 2 %21 B 5 R
bbHZ L) BEHIZHEY)RME N TE HIRHIRE- T
WahZk,

REREE




B DORBERMEET A N7 A OWETERT

DIFET I T DIFET - Wik EppEE

K& LD HAERVCHAE
PD-L1 (B D i /LB S B RE M A>D HER2 [t D8]

BRI BE XS - FE LR

fh OFUEMEIEER & OPFRICBW T, BHE. A
X, RaT e ) A<v7 (EnFlfz) LT 1E
200 mg % 3 MMM 1 B 400 ng % 6 BRI
T 30 sy AT TRIEFFHEYT D,

RIVE VS REEREDD HER2 BHETERSY 27

DS RT DI - iR EmEE

BE, AT, AT e ) A<vT7 GBRIZFHEBRZ)

LT, 11200 mg % 3 BRIEREXIE1[E]400 mg

Z 6 EERERET 30 ol CAEFHET S, &S

EE0, 3 BREIERR G OE, ARG 8 [l |

(FrIEx R )
# 5!
YR (FHRERIERD) 7 Ry (B yE R BR)
2R— | B LI DR IIBE 2— | WB LR BRIEEUTRE
PD-L1 B D s /VE 5 R ARREME DD HER2 fR 1 D F PD-L1 BEHED RNV SRR MED>D HER2 f2tE D F
WRRE ST R LB WRBE X T R T
RIVE VSRR HER2 BMETHERS Y A7 XL AAERVHE

L DOFLEMEEEA] & OFFRIZB VT, BE. BRA
X, a7 n ) XA<v7 (EEFHEEZ) LT, 1H
200 mg % 3 BREIREIFEIX 18] 400 mg % 6 AR
T 30 RIS CREFET D,




£ T, R EFEYFRIET 9 BlE T, 6 AEERRE D
Yre. IRETEEYRRIET 4 Bl ¥ C, INEREWREEIL 5

ElETLET A,

4= 3. FR PR A 4R— | 3. EERRARE
PD-L1 BBMEDFRNE U ZREEME DO b EEAE PD-L1 BEMEDFRNE U ZREEE) DO b BRI
IR FZ A 2 (BLF THER2) &\ 9 ,) EEDFE BRI 25 2 (BUF THER2) & 9H,) BionF
WARRE X ITHRIE R ORLE VZREREND TR BE UL FLIE O A RIF I FHE 21T - 7= £ 72
HER2 P&tk THEE U X 7 OILEBIZB T DT - #i1 PRERBR DFIEE T,
SNk 0D AR BT 24T - 72 /e B AR ERBR D BX,
BETRT,

62— | QEEEFEEIAERE (KEYNOTE-522 3BR) (:BAn)

RIVE RO HER2 B CTHHEE Y A7

DB OABERE 1,174 5] (BAA 76 FlaSTp)

ERBUT, WETEYRIE L L CORA| L LFRE L

DOERRE, R O T L L C DAFK| HIh R

EORIMER O e D, RREEpEREL LD

7 e LABEEREE L OBERETE. RO R E YR

LLTDT7 7 AFEELMBLE L TREF ST,

FEFMER O DA N FAEFHE (CLT

[EBFS] &\ 9,) L&, AEBET T T EAREEL

WU CEFS 2HEICHER L (&2 KOK2),
1 : PRI BREMEAT R DR R IV T, B

MIXEEREZ2MWc X Y TNM 55055 C Tle 7»o NI~2, X




1L T2~4 2O NO~2 IZE Y T AEREE A2 H LW

BEPHRE Shic, 7236, TM ZHEIZOWT, 158

EhnstHEES 1 R T Anerican Joint Committee
on Cancer (LAF, TAJCC| &VW5,.) B 7THEA. JRER
Ehut B EWETE 2 IRUABEIE AJCC 5 8 BV S
" Ay e

*2 : L - AEIE, EIC I AVR T T F U RO
Y E X4 VA7 NE OB TAS 200 ng X
77 A% QW T 4 EEARAFEES, R ey
VBB NI AL VIERES J R AT 7
I Rk (AT, TACXUEEC] &\ 5,) 4% A4~
& DB TAR] 200 mg XL 7T AR%E QW T 4

FEEARNEE . ROMBICAH 200 mg XiFT 7T F

A% Q3W T 9 EFFIRNEE S iz,

# 2 BAPMERE (KEYNOTE-522 3RBER)

(F_#)

(X B§)

2 EFS @ Kaplan—Meier gh## (KEYNOTE-522 3XE&)
g R—Y =3 6 ~X— R 2
10— | @EREFRSMFERE (KEYNOTE-522 345R) (&)

LM R 4] 783 B IBWVT, HEESIIAS




BE 777/783 11 (99. 2%) . 7° T & AREE 389/389 4l (100%)
RO, IBREL ORRBERIBETERVE
EEEIT FNEN 774/783 41 (98. 9%) K O} 388/389
B (99.7%) IZRD b, WThI O TRELE
235U EDOBERIITERD LBY ThoT,

R4 VT2 ORETHRBEFEED %L EORITER
(KEYNOTE-522 3E%) (Z2MEiTsiSEM)
(& W)

72¥, AFIBRICIVCHEVE MRS 13 #1 (1.7%)
K% - N - EEED TR 316 (4.0%) . BWEED
FBEEE (hEMsR U AT, B R AR e 5
B, AL, FHREES) 4] (0.5%) . PHREE
(¥ Z v - NU—EERESE) 164 41 (19. 7%) . BIERT
K - R4 - A ReREsE - T4 - sE{bPERRE 2% 271 4l
(34.6%) . FEIRBRBERERESE 137 41 (17.5%) . TIHIK
HEREREE 15 1] (1. 9%) . RIBHEREREEE 18 fi (2. 3%) .
1 BUREPRYP 4 41 (0.5%) . BHgREREE (RAIEMEN
EARRERIEE %) 16 4 (2. 0%) . BEZ 5 51 (0. 6%)
R - BESCHR RMIRRE 3 %1 (0. 4%) . BEREREESE 1 4l
(0. 1%) . ARk - BEREAR 3 B (0.4%), 5L 9K 2
B (0.3%) . L%k 5 Bl (0.6%) . HEDOBR 2 H#i




(0.3%). infusion reaction 122 5] (15.6%) KX
BEELMKEEE (Rt MBI ERR ., i
PRI, FRIFERE, MEERIERIES) 2 f (0.3%) 2358
o, ¥z, MEIREEREERER OCEZITFED O
Nxhrolz, ARERAFRBRGIIEESES (RS
EEEEEZETr) 2 UEFERE T,

15 S8

&5

g ~—v

* 3

15 ~— 3

BIVER (BMEMMERBICINA., KIBX - /MK - B
EOTH, BIEERR - FFRE - FrSReEE - k-
BALHEARAE 4, BiieEE (RMTREEEL. %
BRIEERE) . NowiEE (TEAMIEEE, FIRIR
MEREREE | BIBHEREREE) . | BUBERIR. S & 9 AR,
k- BRBUGRMRIE., R, EEOKEEE (T&
PESR B BESERIARIE . B2 A IERRE AL, SR,
$ERFIES) . infusion reaction, XK - BEFEL.
EEREE, MREE (X7 v - N —EERHS) .,
Dk, BERMKES (G MO BT
. IR, RIFERE ., MEBRIEES) ., EEO
B, mMEREREMERE, H%%) LT, Y%E
UL TR EEHSBE O BEMME 2B T S EMEEE L
BIER OZErex B L CTHRER X E 2 %)
LIAFRHIZHAHZ L) EHICHERLEN TE S
KEINESTNWEZ L,

10—

BIER (BMEMMERBCMZ., KIBX - /NBK - &
EOTH, BUERFR - FFRE - FIEReREE - FF4 -8
fLHERRE 2. BHEREREE (RMEMEMER R, KRB
EBERE) . NOWEE (TEAMEEES, FIRIRE
. BIBHEREREE) . 1 BUERBR, S & 0K,

Fhoc - MEBUBRMRIE. ek, EEOKEEE (F&F
MER R EEICRIARAE . FZ kSR IE R, SSTRALEE,

FHREESE) ., infusion reaction, U4 - BEMEA .

EHIEIEIE, REE (X7 v - N —EBERS) |
DR, BEERMKIES (GG MEm/ Masd 55T
. MR, FRIFRRE, MEBRIEES) . MEREA
BIEGERE, M) Tk LT, MR SUTERE
B OBEMMELFT2EMEEE L FIEROZ
WO I IZ B L CHRER N EEZ ) b b5
HHI L) EHITETRNEN TE DEHIRE ST
Wb &,

HEREE




16 X—y |5 ¥EXHLRDEE 11— |5 EXMNRERDHEBE
(Bt B3 2 FIE] (B2t B3 2 E1E]
D¥s - BRILBIIT 5 2HHEORNEERED 72\ O - BRILEB T 22 HEORNEEBED /20
PD-L1 &M (CPS=10) D FRNVE U ZREREMEDD |- PD-L1 BBt (CPS=10) D FRNE VZREREM D
HER2 F21E D PR AR II B HRILBRE BV T, & HER2 [2YE DRI RREX I B R ALBRE BT, &
Hl L\ E (FAV X EVREOANVRTTF o, Hl LR E (FAVEEVRPRINRT TF o,
X7 AN X nab—"7 U 2t ) L OBEE X7 Y E XN L nab—"7 ) ZxtE) EOHE
BETEDEIRENTND, BETHEPENRTENR TS,
728, CPS IZEAT A AAFI Do =t gL L 728, CPS [ZRAT AAAKID a v =t gL L
T. BRFE4 : PD-L1 IHC 22C3 pharmDx & =] A3 T. BRF4 : PD-L1 IHC 22C3 pharmDx 4 =] 257
BEINTW3B, BELTWE,
QBT VZEEEMED D HER2 BB THES D X O F =i
7 DFBERFICBV T, EIEpEE L U CARK L iz S e
1L (7 ) BXENBUOINRT FF L O FFRIDEBE NG L I B Ip
5%, AC ¥ EC #5) L OftHEE. R OMiEE =~ D TAHRBIOFZHME R STV O BT fE
WL & U CTARRIEMBEIE OB N R I T B & OB R
7 M e e
QO V@ TAAIDE NN R TV R WMELOFT
EMEEER L OFRREICOWTIL, AFIOFEME
DHESLEINTEOLT, FRDTEEXNRLE 2GRV,

18— | @FNVE UZEEEMDLD HER2 BHETHEES U A GEn)

7 OHBREIZE T HITH] - IWEREYEELE L UE
4 ABEIZE. KEYNOTE-522 BRERIZIB\W\ T, AFK|D




B GENC AEMEICFER RV AR L MBI

JE L CHEBRELY T2 L TR EDRRZ K LT
Wiz Z L EEEIL, AAIOEREINCHEREDO IS %
BEtTaZ L, 2B, AEHOFREEHIL. QW FED
BE . TEIERYEET 8 [M% ©. W EMEREIL 9
Bl T, QW5 DHE . ITEIEYEET 4 [BF T,
WG EpEREIIS EETLT 5,

FE O REERRSES A N5 4 L OUETEF GFIEkER)

il

‘ [H

BV

(THEBIERE)

R

(BE R EIER)

11—

BIER (REMRBICMZ. KBX - /MNak - &
EDOTH, BIEFE - FFRE - FHERERESE - FF4% -
EALPERRE . BeEE (REETMEEBR,. %
BREBRE) . NWOoWwEE (TEEEEREE. FRIR
HEREREE ., BIBHREREE) | 1 BIEIRR. 5 & ) ER,
Rk - MR RMIRIE ., R, EEOKEEE (T%
PER R FERRE . FEREIERREERE. ZTRAIEE,
FREIES) . infusion reaction, AXZE - BEMESS.
EIEREIE, REEE (X7 v N U —ERES) .
ODFFK, BEERMKESE (S MR HESEEE
. IR, RIFERES, MEEREES) ., EED
BR. MEREREMRERE, BE%) LT, Y%

11—

BIWER (MEMRZEBRICMZ, KIBE - /MK - &
EDOTH, BIRERK - FFRE - FrESREREE - T4 - 8
{LHERRRE k. BHEREREE (RMEMEMER &, KRB
BERE), NOWEE (TEREKEERES, FIRRE
BEREE, BIBHSREREE) . 1 BUERB. S & 9L,
iRk - MARIRE, R, EEOKREEE (&
PESR BLEESERIARE . R REREEIRIEERE . SSTUALEE,
¥ REHE%). infusion reaction, BM#E - BEMEA.
EIEMEE, REE (X7 2« NU—ERERS) |
DR, BEERMKES (&M MRIs D PEEEE
. IR M, RIFERES ., MEEAIERIESS) . MERE
BEERE, M%) TR L <. YR XULEEE




BRI BREFMSE DO FFM L2 F T 2 ERh & EH# L

(BIER OZBr-ox i ic B L THRER R E 31T
bNDORMHICH D L) EHICHETRAENTE S
EHIDBESTWDHZ &,

AR OB 2 F I S ER & EE L REIERDOZ
WXt M B L CHRE R OB 2% b 5541
DB E)BEBICEYRAED T A4 238 - T
WhI k.,

mWESEETFERE (TMB-Hi gh) 287 5EFE) OREFERMEET A 74 OWETER FIExRR)

#r

H

HL<—D

(THREBIBRD)

BL =y

(B #RABHIER)

g

BIWER (REMRSBICMZ, KIBX - /NMEX - B
EOTH., BIEFX - FAR2 - FF#EESE - %k -
BALERRE &, B E (RMEREER L. &
BRIEBERE) . NoWwEE (TEAHKEREE, FRIR
HEREFEE . BIBHEREREE) | 1 AUBEIRIR. 5 & 9 Rk,
e - BECTIRMRE ., FER, EEOKREREE (V&
Vs B SEFERMIRIE . R R IRIRE R, S TALEE,

FRMIES) . infusion reaction, AN - BEREL.

EIEREAE, EEE (X7 v - NU—ERES) |
DA, BEEZRMKESE (Gt i Mg 25T
. IR, FRIFERE, MEBRIERES) . BEOD
BR, MEREREREEE, BZ%) LT, %
BT B E B OB M2 G T 5 EAR & L

0 ~—y

BIVER (RMEMRRBCMZ, KIBE - /MEk - B
EEDOTH, BIERFZ - FFR2 - FFHSREREE - P4 - 18
{LHERRE 2%, BHEREREE (REREEE R, RER
RERE), NoWEE (TERAKEEEE, BRI
BEfEE, BIEHREREE) . 1 BERE. S & O EAE,

ik - BRBUBRIELE . BER., EEOKEREE (b=
PER BTEESERIARSE . B RREIRAREERE, ZTALEE,

FRMEESE) . infusion reaction, BMK - BEAEAK.

EIERESE, EEE (X7 v - NU—ERRS) |
D, BEERMKRESE (Gt Mrs BT
i, IR, RIFERES ., EEERIERIES) . MBRE
BEGRE, L) o6 L. UER UTRREE
RSB OBEMMELE T 2 ER L EE L BIERO®Z

(BHER ORZEr-oxIGICB L THRER OB 2T

WO i B L CHREE R OB 2 %1 b D SR




BIAERMFITHDZ L) EBICERAENTE S
BHEINESTWAHZ L,

HDHT L) BEDITHY QLB TE 5 HHHHE - T
Do L




XEERHEET A FT A
NA7Tr Y A<T7 (BsFrE#Z)
(BRFE4 : ¥4 P —F KFE#FE 100 mg)
~ FE /N e i ~

R 2 9fE2 8 (fFn44 9 AkET)
JBAFEE




B

AN L W N -

X EHIT

A OB, EFHAF

BR PR RSCAR

HEERIZ DU T
BEXG LI HBE
BEICBELTERE T REEHR

P2
P3
P4
P20
P22
P24



1. ZC®IT

ERGOFIME - ZBEMOREMROTZDIZIT, B XEFICTE SV EEERER?RD
bvb, S5, EEORHEEMOESIC LY, FARERR R & ORI FTRERE
FERGNARINAIFT, INOOERLZEICLERBEICREST S Z LARED
BREL 2o TRV BEMBGER L WEDEAFE 2016 (R 28 45 6 A 2 AHERTE)
KRWThH, EFNERREOFEROREIHEEZRSZ LI TV,

FHERKFER LI, BHREASCZEM T e 7 7 A VRBTFEOERL LA L MNICE
RBEZERDD, DD, AERNEZEMICET A ERE+LERET S E TORM,
UHERROBEZMZIT 2 ENHFIN2BEICH L TERT L &b, BIfE
ANREBR LB LERNGE & DI ERARER—EDEGZ T EREE CFER
TEENEETHD,

L7elo T, KA F7A Tk, BAREMSINE TIZBELN TN S EFESER -
BEMNRMICESE UTOEEHORERFERLHEET 2820 b NBEREH, B2
FROBEEEEZ R,

B, AHTA KT A 0, MISITBUEANERL EFEHRRAEE, ASEENEABAR
BRERZS, —BAMAEAN B RBRRARES., HEFEFNEENEA BAMEEZSET
— A EE AN BARERERFEDOWH IO b EER LT,

KR EIRDERS : XA M—F REFFHE 100mg (—FL : A7 v X+ (B
THAHEZ))
B ERDIPEXINE : CIBRTRERELT - BFR O/
MNELRAAERVEE  BE. BAIKIE, a7 r) <7 (BEFE#Z) LT, 1
[E] 200 mg % 3 @RI 1 B 400 mg % 6 B EFERR T 30 7/
2T T RIEFET 2.
3% & MSD Bk &4t

cht

3

B 3 IR 7



2. AEIORE. ERBFF

FA M—F AEEHE 100mg (—iR4 a7 n ) X~7 (BEFHEEZ) . BUT IER
K| Lvv5,) 1%, PD-1 (programmed cell death-1) & Z D U # > K Téh % PD-L1 XU PD-
L2 & DG EERET S, & MEgG4 £/ 7 v —F A HRETH D,

PD-1 R 1 T MRS B RS 2> Bk 2 7o DIZ S AFRIR D3RI 3 5 3= 72 o & il i
ZA v F T, PD-11%, BERREBICEBOTEEE T MlaoMiRERmcEHE L, ALK
ERSESDAVHEIRR 2 RER G EHIET S, T7bb, PD-1 XY T FERE
ATAHZ LIV HIREZERCLE VS I VrERZAICHBET A=A AETH 5, PD-L1
DIEFEMEBICRB T 2RBUIL TN TH LB, ZLOBAMIBTIE T MACHZMZ
v6&8@%&%%L1m50ﬁh%@n%ﬁémmJ@%%ﬁﬂ\%wwﬁ\%%ﬁ\
FFHRAEE . DRELRE. FE/ IR 2 & D2 RS ATTFRARAREFTHY | RWAEFR
& OFEEERHE STV 5,

HE DB VDRI T & PD-L1 B OMEMEL S, PD-1 & PD-L1 ORKITEE
DEBEERHI B W TEERRE L2 S Z LARBENTEY | iz 2R3 AR OER &
LTHFSn TS,

AFK|i%, PD-1 & PD-L1 X OYPD-L2 D) H> RORAEEZHEETLZ LTk, BE
BN OIEERSBOMIAESM T V o RE2EMH LS, HIEBREE BEEL
TEHZ L THREEDREREET D,

AEIDOVERBFICE S BEORERISNC L 2BIERER H b, ERUILTIC
ELAREMRD S, AFOBREFROBRERICIT, BEOBRELZTHITV., BEDVR
H bIIZHAITIE, BB L FRITG U SR 228 & BB 2 1 oERD LB L CE
ERERIRBWT 21TV, BEORERIGIC X 2 BERAAREDN 2 HBAITIE, BIBRESV
EUHOREEDBEYZAEZAT O LERD D,



3. BRERERE
HIRA B2 AT - B O3/ NBRAFE O AR I S 2 1T - - R BRARBR O g %
7."—:#_0

[F2hiE] .
OEBEILRFMAAR (KEYNOTE-024 FER)

{LFRIERE D 72\ EGFR Bin T E RN, ALK MA BB TR O PD-L1 BiE (PD-
L1 3B LZEEMRENSD 285G (LUF [TPS) L 5,) =50%) DOHIFRARERE
1T - BE O/ ERMERE 3056 (AARAN 40 flzETr) 2RI, &K 200mg3 @
BER AT TQ3w) 2o, ) BEOFEMEROEZEMEN., 77 F T HA 2GR
BfbEmEiE (LUF IsoC) &), ) 25 E LTHREI Sz, 28, BEERFHE TRE
EITRRBD HNIBEAIC RBET 2R TIER D580 b2V EFDRRICZE L T
% BE T, REILIEOEGFHE CTHREEITHIRD b d L TAAOREG 2T 5 2
LATRE L SNz, EEFHMETE B X EEEAGHE (LUF IPFS) &5, ) | BIKEF
MERB IXLEFHM LT FoS) v, ) L, RALT 7 F T 8-AZE0EFR
EEHE LT, PFS, RO 0OS (HffENT) ZHARICER LT,

*:24 7 B ETRESNEBAIAFORELZTIE L, Z0O%, RBEETHRD DNHE
CHREHEBETEA I L &N,

#£1 APHERE (KEYNOTE-024 R ER)

7T T ERE
o ﬁ'ﬂfgg A e
(151 f31))
hofE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™! »P— 2 0.50
(95%CI) (0.37, 0.68) —
P fE* <0.001
hofE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ PP R 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

Cl: EMEXRE. NE: #EARFA. *1: RECIST A KT A4 1.1 BRIZES IS hRHE, *2:
BRI Cox (b NY — FEFT ML BT 7 F T RF 2B FRIEL O, *3: BHln s Z
JRRTE., *4: PRIBITEDOT —4 1201645898y b4



100 s
a0 | ——— FF200mg QAW
80 - E e F5F MR ESCILAAGE
&£ 70
# 60 ]
& 50
B2 40
ﬁ 30
20
10 1
0 T r ey ‘ -
0 3 6 9 12 15 18
at risk2y - ERIBESFHR(A]
Z&F200mg Q3W 154 104 89 44 22 3 1
FsFFugECIERE 151 99 70 18 9 1 0

K1 HRMEI L B PFSOBRMEMENTEE D Kaplan-Meierfi## (KEYNOTE-024325%)
(PD-L1E#E (TPS=50%) DBAEEM)

100 7 -
a0 af . TR
80 | e
704 e
:‘Z\? 60 ] H'.“t- -
5 50 T e e o
bt 40
30 |
20 | —— mzomg Q3w
10 o rszrmmeasieess
b aesee . B g 05 - 18 0]
at risk# bl
FE200mg QIW 154 136 121 82 39 11 2 0
TSFIERESOIEREE 151 123 106 64 34 o 1 0

X2 OSOHREIAEHTERE D Kaplan-Meier g (KEYNOTE-024338%)
(PD-L1BtE (TPS=50%) D RAHEER)



QEBEILRE O /MR (KEYNOTE-010 R5#)

7T FFEEI B EFRIERET 2F 15 PD-L1 B (TPS=1%) DOYIRRTRE/E
1T - BROIFE/NERMGESSE 1,033 6] (BARAN 91 i) ZxRIC, AA 2 mgke
Q3W REK T 10 mgkg QW REDAZMR OZEMR, P& 3Kl LIF

DOC] L\ H,) XL LTHRFNENE, 28, BRI TREETIARD bz
BAIT, REBEETZTRTIERIRD bNARAWEDREKMIZEZE LTS EBE Tk, KkiE
VUM OBl TRAETARD b D £ TARIOBR M Z FlRe & Sz, FEHF
fME B X OS X VPES & &, AFNIDOC B LT, OS 2FBICIER L,

*1 : EGFR B TEEBMX L ALK BEBETHECBETIL, 77 F TRAIZETLE
FIEIC L BIREEICIN 2, €41 EGFR FREEANIX ALK FREEREZF 3 5B
EERIC X 2ERELE T 5 BFSELAN LI,

¥2:24 HBETHRESNEZBAEIAFIOREZTIEL, T0%, KBETHERD NS
BCREEETES D L L SN, |

%2 AERE (KEYNOTE-010 aw

A 2 mg/kg A%l 10 mg/kg DOC
Q3W Q3W
(344 f51)) (346 1) (343 1)
b [A] 10.4 129 83
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
oS NE— R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) =
P ™ <0.001 <0.001 '
Cl: EHEXRE. *1: BRI Cox tbfINYF— REFNMICZL A DOC L Dk, *2: BRIn ST 7k
E
100
90 ——— 23 2 mg/kg Q3W
80 - ” e oo EFH10ME kg QAW
70 - — KFEgFElb
& 601 .
h i B
E ig ] Nuﬁ:‘:?’”{mm: Wit
TR T A
30 1
20 1 "N
10 -
0 5 10 15 20 25
at risk# EFEMIE]
## 2mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
343 212 79 33 1 0

RegFEib

3 OS DB D Kaplan-Meier Bi%# (KEYNOTE-010 35%)
(PD-L1 BBt (TPS=1%) DBEEFLEM)




Q@ HEEILFRIFE MR (KEYNOTE-189 7ER)

(L FIERE D 72\, EGFR BT ERBRMER W ALK BEEETREDOTIRAE2E
17 - BXROIERFELRIENRESRE 616 51 (AARN 10 Bl2ETe) xR, KA
200mg (Q3W) . A bbF& RF LY Akl (BLTF IRA RLFER] VW5, )
BT SFFRK] (VAL SFUIIANRTTF ) OfRKRS (RRGFR) "o
BIEROEEMER, TR, X Lt FERORTTZFFRAIOHRAERS (LK
R 2aExBE LE_HERBR ORI SN, ML b, 77 F I RANTHR Y ER
NBFETLIRIRL, BEIIBK4 = —ZAFETE Lk, 28, BERFFh TREETHR
B HNTEIBEIC REETEZRTERNRD bR WEDBEKRMWIZZEL TVWLHEET
it WREISIE D EE M CREBETARD b D E THRAIL XX L& FOFRKS
PR T A I EATREE SN, EEFMEEBRIL OS KOVPFS & sh, AF ~A b
Lt RROT S FFRHIOHFRAREIZT 7R, XA LdE FROT 7 FFTREA|IO
BERFE LB LT, OS RU'PFS # A RICIER LT,

#1 1 AH) 200mg, XA FLFE K 500mgm?, VAT TF U 75 mgm? ISANVKRT T F
AUCS5 (mg- mL/min) ®JEIZ Q3W (F=—AD 1 BBIC#RE) T4a—2B5H, K
#1200 mg U2 A b L& E K 500 mgm? 2% Q3W THRE I N7z,

¥: TR, ARAFLUFEFS500mgm?, VAT T F 2 15 mg/m? XA NKT T F o AUC
5 (mg - mL/min) DJEIZ Q3W (Fa—AD 1 BRICRE) T4a—ARER, 7Y'7%
AREORA L FEE K500 mg/m? 2 Q3W THRE I 7z,

¥3:24 7 A ETREENTZHARARO®REEZFIEL, TO%, REBETHERDLONZE
BITREFBRTESAZ L E I NI

#£3 AiERE (KEYNOTE-189 3Bk

AHKIGF R #==-30~ 53
(410 1) (206 )
roefE [A] NE 11.3
(95%CI) (NE, NE) (87 15.1)
0s™ T 7 0.49
(95%CI) (0.38, 0.64) -
P fE" <0.00001
FofE [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PESL:™ G iy £ il 0.52
S (95%CI) (0.43, 0.64) —
P fE" <0.00001

Cl: {E#EKXR. NE: #ERT, *1: PEMEFEFEOT —% (2017411 B8 By hA 7, *2: &
Bl Cox HBINY— FEFNMZL BT TER, XA MLFxt FROT T F T RAIGFRIEERED
BEREEE OB, 3 BRIa S5 JHIE, *4: RECIST /A4 FZ7A4 ¥ L1 RIZESSERT
RS HRHE



100 —
901 T
80 ]
70" T
& 60 - I
B 50 \"‘"“ﬁw
s 40 R gt e —iH- e -
#H
30 7
20 ] —— 3#200mg W, SARLFERRUTSFFRAHELERE
1071 ——— F5tf. AN FERRUTSFFBAHRILEIE
0 0 3 6 9 12 15 18 21
at risk#y ERMRA]
A%200mg Q3W, N
ANUFERRUTSF 410 377 347 278 163 71 18 0
FRAGBILEEE
TS5t RANVFE
RRUTSFFEAGE 206 183 149 104 59 25 8 0
o225

4 OS OHE#RMTRD Kaplan-Meier Bi#R (KEYNOTE-189 3B

100
90 ~ e A0 QIN, AXANAREIMIOLKEMRT T ST TR
80 N ——— TTUK. RANAURF FIDLKORRY T D5 TR
2 70
58 60 1
50
ﬁ4o~ \\\
&3 .
20 e,
R
10 - | T
0 3 6 9 12 15 18 21
at riske% RAmEFHM(B]
A200mg Q3W, ~
ANUFERFMISL 410 322 256 148 60 17 5
KRRV TS558
756#. RANFE
KFhUSLKRMRU 206 140 80 40 16 3 1
757188

5 BRTHHRMEICLS PFS OHREIAZITED Kaplan-Meier HifR

(KEYNOTE-189 3E&)




@EBERSIFEFRE (KEYNOTE-407 FER)
(LRERE D 72\, BIRTREEEST - R ORF LRIF/NHIIEBRE 559 61 (EIZIK
A0 BEET) ExBic, AF200mg (Q3W) | AARTZTF U RUAT Y ZHXEL
XixZ Y XL (TATI VBB (BT Mab-PTX) &0V 5,) OfffKks (K
KIGEREE) T OBAEROLEEWER, T8RN, INVKRTFTF U RONRT ) FxFEILVX
I nab-PTX OHFAIRE (LEFRIER) 220 e L _EERRBR CRE S, MiF
Y, N7 U ZEE/NNL nab-PTX iX, HYEMBBEZ LI :i@#ﬂb\ BEITRK4 =
—xif & Lz, 728, BRI CRAETHLRD bNE . RBETERTRER
ZOHENRVWEDBERMICEE LTS BETIL. /klElwnF@ BT TR BEIT A
m:\?fb bNAE TAROREZHKGET 5 Z ENAREE Shie?, FEFMER L OS AW
PFS & &L, AFl, INVRTZF U ROVT ) & F &V XL nab-PTX OHAREFITTZ
¥R, IAVRTSF U RUAT ) F Vi nab-PTX OFFRKREG LB LT, OS K& .
RPFS 2 HBICEE Lz, |
*1 : A% 200 mg, 37 VU & ¥/ 200 mg/m? XiX nab-PTX 100 mg/m?, HNVRT T F 2 AUC
6 (mg-mL/min) DOEIZ Q3W (FFI, <7V EZXFENVROPANRKTFF o idda—A
»1BBIEE, nabPTX IEEIT—AD 1, 8, 15 AERKKRE) T4a—2AREH K
#1200 mg 3 Q3W T#zE Iz,

¥ . ISR, N7 Y FFE/200mg/m? XiT nab-PTX 100 mg/m?, H/VARTZ7F 2 AUC6
(mg * mL/min) DJEIZ Q3W (KHFl, /X7 V EFREAVRVANRT 7 F N3H{FI—AD
1 B Biz#E, nab-PTX l3F=—2D 1, 8, 15 BRICRE) T4 a—2KER, 77
tﬁﬁQﬂV?&%énto

#3:24 A ETRESNIEBEARIAROESZHIEL, T0%, REETHIRDONIZE

SR EFRTESRZ L AN,

# 4 FEHERE (KEYNOTE-407 3AER)

AFNGF AR (LIRS
(278 1) (281 #1))
FofE [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
os™ sNR R 0.64
(95%CI) (0.49, 0.85) o
P fE" 0.0008
FofE [A] 6.4 4.8
(95%CI) (6.2, 8.3) (4:2:57)
PESTL* st SR 0.56
(95%CI) (0.45,0.70) -
P fH* <0.0001

CI: %KM, NE : #EERF,

%1 . HRAMETED T —& :20184E4 A3 By b7,

Bl Cox lbFINY— RETNMZ LB 7 T8R, IVRTZTF U RUVIT Y ZXE/V T nab-PTX
OFEFREE L OB, *3: BRIu /S 7 RRE, *4: RECIST A 74> L1 RICES<E®R
TARST SR E



100 1
90 ] -
80
70 §
E\f 60 \-,‘i
5 50 7 Ly
§ 40 sl
30 __- lH-'l-H
20 J qe— FHMmg QB3W, AlRTSFURTIIYIF N Rnab-117UIF 1L
1 8 _ ——— ISR ARTSFUREIIUIFEILRUdnad-TTYUIF I
0 3 6 9 12 15 18 21
at risk#y ErFHIRLA]
A#200mg Q3W, ALK
F5¥URUNIUSEEL 278 256 188 124 62 17 2 0
Xignab-187U 9%t
T34l ART5FY
RUKIUIFEIIIE 281 246 175 93 45 16 4 0

nab-/$7U 9%l

B 6 OS DHHENFED Kaplan-Meier fi## (KEYNOTE-407 3B

100 7
90 1

— AH00mg QIW. AR TSFVRUITYIFRIVREnab-17VFF I
\—\\ ——— TSR, AVRTSFYRUINTUIFEnab-NTYIFEN

—
"—'——++—q__+
s mmariay

at risk#§

FH0mg Q3W, A
T5FIURTIIUIFEI 278
Rlgnab-I17U9F Il

75k, ARTSFY
RUKTUIFEIREG 281
nab-If7U 9+t

T T T T

3 6 9 12 15 18

HERAEFHR A]
223 142 57 23 5 0
190 90 26 12 4 0

X7 BRTHRYEIZ LS PFS OHREIMENTRED Kaplan-Meier Hi

(KEYNOTE-407 3B%)
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OEEILRFMFERASR (KEYNOTE-042 FER)

{LFBER D2\, EGFR B FEREM, ALK B A B TREMER O PD-L1 B4 (TPS
=1%) OUIRRARREARET - BROENIBMESES 1,274 61 (ARAN B HlzET) %
*HERIZ. A 200 mg QAW HEDAMER NREMN, 77 FHRAZELLFRESR
B LTHS SN, 28, BRI CRBETHRD bicHell, REETZR
FTRERATED SR VEDRRRANCELE LTV 5 BE Tk, RIEI LA O B G THRA
EITHRRD b D E TAR ORGSR 5 Z L NFTRE L SN 7", FEFEHE B 1% OS
LEN, AFNTT T FFEEIZEL LG L B LT, OS A RICKER L,

*:24 B ETRESNTEERIIFFOREEZFIEL, T0%, RRETHARD bhEE
CREERTERIL SN,

%5 AYMERE (KEYNOTE-042 3B (PD-L1fBt: (TPS=1%) DBEHEH)

T FTRAEE T
AF) 200 mg Q3W (e
il 637 4 637 5
e fffE [A] 16.7 121
gg;;gé; 05" ®§%CD (13.9,19.7) (11:3%13:3)
Y 15) 20 = 0.81
(95%CI) (0.71, 0.93) o
P fE" 0.002
Bl 299 4 300 5
¥ hfE [A] 20.0 12.2
;P,; E;EO 0s™ (95%CI) (15.4,24.9) (10.4, 14.2)
= NF— R 0.69
(95%CI) (0.56, 0.85) =
BIE 338 {3l 337 f3ll
g HRfE [A] 13.4 12.1
52;;?;”’ 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
b S s 0.92
(95%CI) (0.77, 1.11) =

Cl: EREXM. *1: BREMTREOT —% 1201842 F 26 B v b4 7, *2: BRI Cox HffiNy:
— REFNMZ L BT T FTREZELERIEL OB, *3: BRIR 7T V7 RE

11




100 7
90 N ——— Z200mg Q3W
80 ] \‘\\ ——— FSTINEERCIERE
70 ]
X 60 ]
E 50 1
# 40 7
30 ' M"!‘
20 - - W —
10 1
0 . , . ; ; ,
0 6 12 18 24 30 36 42
at risk# EFRRLA]
A#200mg Q3W 637 463 365 214 112 35 2 0
TSFFRERESOEELE 637 485 316 166 88 24 1 0

E8 OS DY HfEATE D Kaplan-Meier Hif (KEYNOTE-042 3ER)
(PD-L1 Bt (TPS=1%) DBELEMN)

12



[Zatt]

OEBLRIFMFARER (KEYNOTE-024 75k) :
HEEGIIAKIEE 148/154 5 (96.1%) KT SOC B 145/150 5l (96.7%) IZ@B® b, A
BRIk L DR EBERENBETERVWEESBRIL, TNLH 113/154 B (73.4%) KO8 135/150 41
(90.0%) IR BN, WTNLOFETREER 5%ULOBWEAIITRDO L EY Th-

7o
£6 WThHLOBRTHRERN 5% EOBWER (KEYNOTE-024 RE)  (REMARTHRER)
23ERIKSEE (SOC: System BIE (%)

Organ Class) ARKIEE SOC &

HA&EE (PT: Preferred Term) 154 1 150 471
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
£BIVER 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0
kR LY I REE

£ 8 (52) 3 (1.9 0 66 (44.0) 29 (19.3) 0
B I Bk FE 1 (0.6) 0 0 8 (53) 2 (1.3 0
P ERIBAME 1 (0.6) 0 0 34 (227) 20 (13.3) 0
/MR HE 0 0 0 17 (113) 8 (5.3) 0
P ILES
R IR RETUIEE 11- @1 0 0 0 0 0
PRI REIR T E 12 (7.8) 0 0 IR0 s -0 0
BBEE
&5 6 (3.9 0 0 17 (11.3) 0 0
TH 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0
B 15 (9.7 0 0 65 (43.3) 3 (2.0 0
amss 4 (2.6) 0 0 18 (12.0) 2 (1.3) 0
&t 4 (26) 1 (0.6 0 30 (2000 1 (0.7) 0
—i - SHEER I RSN ORE
I STIE S5h24(32) 1 (016) 0 11* “@:3) -2 (1:3) 0
S 16 (10.4) 2 (1.3) 0 43 (287) 5 (3.3) 0
BEB 1 (0.6) 0 0 9 (6.0 0 0
FEER 16 (10.4) 0 0 8 (53) 0 0
FRERIREL
ALT 38/ 10 (6.5 0 0 7 @4.7) 0 0
AST 3N 8 (52) 2 (1.3) 0 5 (3.3) 0 0
me 7 V7 F=8Em 3 (1.9 0 0 15 (10.0) 1 (0.7) 0
R EREOES 0 0 0 20 (133) 6 (4.0 0
i/ MREE A 0 0 0 18 (12.0) 9 (6.0 0
=hikzeel: %0 1 (0.6) 0 0 16 (10.7) 3 (2.0 0
KRR X URERES
BARBE 14 (9.1) 0 0 39 (26.0) 4 (27) 0
&~ 730 AMLE 1 (0.6) 0 0 9 (6.0 0 0
B RR L O A RRES
RAEnE 13 (8.4) 0 0 4 @27 0 0
IR RIEE
HRREEE 1 (0.6) 0 0 15 (10.0) 0 0
Fig M= = — N F— 2:13) 0 0 il (S0) et ERE( (1)) 0
MR R, MIERE L UHHRREE :
Pl 8 (52) 4 (2.6) 0 1 07 1 (07 0
R X O TAERES
JinESthd 0 0 0 12 (8.0) 0 0
a2 8 (5.2 0 0 .1 (0.7) 0 0
S 12 (7.8) 0 0 3 (2.0 0 0
B3 11 (7.1) 1 (0.6) 0 3 (2.0) 0 0

13



728, AR W THIEMEMER 9 B (5.8%) . KB - EEOTH 8 # (5.2%) .
HRREE (X7 - SAUERES) 26 (1.3%) | FFgEaekES 22 41 (143%) . FIR
BREEREREE 21 B (13.6%) . TEMAHEEREE 141 (0.6%) . 1 2HERRE 1 6] (0.6%) .
EHEEEE (RAEMEMEBRE) 14 (0.6%) . FER1H (0.6%) . fhzk - BEEHR
fiRAEIX 161 (0.6%) R Ninfusionreactions 1 (3.2%) 23 bz, Tz, EEOKE
EE (REMEIRERERN, SHAH, EREES) | BIBHREREE, BEHENE. K
K- BEIRAK, S & ER, LHK, REMER/ MR ESRBER, B MR & ORIFER
B N2 o, ARMERARBFRLIIBEESES: (BRREEEREZED) 280
HEHRERERT,

OQEEELRS OI/MAERE (KEYNOTE-010 #ER)

HEELZIT 2 mg/kg Q3W F 331/339 1] (97.6%) . 10 mg/kg Q3W Ff 330/343 4 (96.2%)
KO DOC &£ 297/309 B (96.1%) IZRBD b, IBRE L ORRBENBTETERVESE
E2IT. TN 215339 6 (63.4%) . 226/343 Bl (65.9%) KX 251/309 #l (81.2%)
WCRD BNz, WTFRADOFETHEIRRN 5% EORBIERIITRDO LB ThoT,

#£7 WTNIOBTHRERN 5% LOBWER (KEYNOTE-010 3E)  (REtEARITRH&R44)

FERIKSHE (SOC: System ik (%)
Organ Class) 2 mg/kg Q3W E¥ 10 mg/kg Q3W B DOC &
HEA&EE (PT: Preferred Term) 339 51 343 5 309

(MedDRA ver.20.1)

4 Grade Grade 3-4 Grade 5 € Grade Grade3-4 Grade 5 2 Grade Grade 3-4 Grade 5

2EIER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MER LYV RESE

#Hifn 10 29 3 (09 0 14 41) 1 (03) 0 40(129) 5 (1.6) 0

FHREREAME 1 (0.3) 0 0 1 (0.3) 0 0 44 (142) 38(123) 0
WIS .

R REIR T E 25 (7.4) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
BIEEE

TH 24 (7.1) 2 (0.6) 0 22 (6.4) 0 0 56 (18.1) 7 (23) 0

B 37(109) 1 (03) 0 31 (9.0) 2 (0.6) O 45 (146) 1 (03) 0

AR 13 38 0 0 7 20 1 (03) 0 43(139) 3 (1.0) 0

&t 12 (3.5) 0 0 13 38 1 (03) 0 24 (7.8) 2 (0.6) 0
— i - EFEER X UREEHMAORE

&7 HE 20 (59) 1 (03) 0 19 (55 2 (0.6) 0 35(113) 6 (1.9 0

S 46 (13.6) 4 (12) 0 49(143) 6 (1.7) 0 76 (24.6) 11 (3.6) 0

RIEHEFRE 5 (1.5) 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEL 10 29 1 (03 0 14 (4.1) 0 0 17 55 1 (03) 0
ERARRE -

R EREEA 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) 0
R RIEE

SERR 3 (0.9) 0 0 3 (0.9) 0 0 17 (5.5) 0 0
BB X OR THEGES

REE 3 (0.9) 0 0 2 (0.6) 0 0 101 (327 2 (0.6) O

% 5 EIE 25 (7.4) 0 0 32 (9.3) 0 0 5 (16) 1 (03) 0

b3 29 86) 1 (03) 0 44(128) 1 (0.3) 0 14 (4.5) 0 0

728, 2 mgkg Q3W BEKE TN 10 mg/kg Q3W BEIZRWTEN T, MEMMER 15 61
(4.4%) BON146) (4.1%) . KIBZ%K - EEO TR S (1.5%) RO24] (0.6%) . E

B R EEE (R EHIEIRAE G, STALBE, BREES) 141 (03%) KU1 £ (0.3%) .
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PIRFEE (T v - NU—EFERS) 261 (0.6%) KO3 61 (0.9%) . FFiEERES 23 41
(6.8%) K122 B (6.4%) . FIRIRHERERESE 32 ] (9.4%) KU'3541 (10.2%) . TE
RBEREREE 141 (0.3%) KON 1 41 (0.3%) . BIBHREREE 2 1 (0.6%) KT 1 41 (0.3%) .

1 BUBELRIA 1 61 (0.3%) RO 2 Bl (0.6%) . BHREREE (RMEMEEERS) 4 6
(1.2%) KO0, BEZE 161 (0.3%) OO0 B, fid - BEAUERARIE 1 41 (03%) KUY
0 fl. infusion reaction 2 5l (0.6%) K UN6 Bl (1.7%) MW bz, iz, BEIEMHES
fE. Mg - BEBEZ, SOk, DR, SEti/MRIBAERRR, il EE m kOt
TREFHRBIIRD b d o fz, REWEARBRRIUIEESRES: BRBREEEEZST)
BEDEHERETT,

QEFRELRIF MRS (KEYNOTE-189 FUER)

BEESIIARFIGAEE 404/405 B (99.8%) K ORRREE 200/202 #1] (99.0%) 12788 &
. IBREL ORRBEABTETERVWEEFEEFZIL. £ 372/405 # (91.9%) K&
10 183/202 1 (90.6%) 1B HiLle, WT DR TRERRN 5%LL EORIFAIZITR
PR s SRAbAEE Sl

#£8 WThHr OB TREAEN 5% EOBIER (KEYNOTE-189 )  (REMARITXIRER)

22B BIK43$E (SOC: System BIE (%)
Organ Class) AFIGFRARE (LSRRI
HASE (PT: Preferred Term) 405 B 202 1
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
2EIER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (1.0
miKs LY v REE
=il 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
BT PERBAME 255 (6.2)i05:24 5.~ (5.9) 0 4 (20 4 (2.0 0
A . BRIs A E 22 (5.4) 8 20 0 12759 1.((0.5) 0
1R BRI E 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
/R AE 69 (17:0). 315 (F.7) 0 27 (134) 13 (6.4) 0
N WEE
FROR RS REIR T 22 (54 2 (0.5 0 3 (1.5) 0 0
IRfEE
TRIEEN 51 (12.6) 0 0 14 (6.9 0 0
BBES
B 67 (16.5) 0 0 24 (11.9) 0 0
TH 78 {019:3) £ 5155 (30 0 22 (109) 4 (2.0 0
ENIN 187 (462) 12 (3.0) 0 90 (44.6) 4 (2.0 0
EEAS 26 (6.4) 2 (0.5) 0 15 (74 1 (0.5 0
W& it T47=(183) - 75 (AT 0 39 (193) 4 (2.0 0
— - EHFEEB X ORESMORE ‘
& J75E 53 (13.1) 16 (4.0) 0 315(15:3) < 3 1s) 0
5 134 (33.1) 20 (4.9) 0 6247 (3017): 3= (1.5) 0
I D S E 307 ()i 30 (0 0 145 46:9) - 1egw(0:5) 0
KA IE 27 (6.7) 0 0 1255(559) 0 0
BEEN 24 (5.9) 1 (02 0 4 (2.0 0 0
FRYMER X US4 BUE
FEIES 20 (49 1 (0.2 0 10 (5.0) 0 0
FRRIRZE
ALT 3B 38 (94 2 (0.5 0 1645 (759)12 3hui.5) 0
AST 3B/ 28 (6.9) 0 0 105 (5.0)=. 1+ +(0:5) 0
me 7 V7= 32 (1.9 1 (0.2 0 12 (5.9 0 0
=hikze= e Pl AR 3 e B & ) 0 12:55%(519)% 6 1(310) 0
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EERIKS3R (SOC: System mE (%)

Organ Class) AFIGFREE (b RRIERE
EAEE (PT: Preferred Term) 405 451 202 41
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5
RABLOEES
RBRIFE 84 (207) 4 (1.0) 0 42 (208) 1 (0.5) 0
B~ 7% v LA 22 (5.4 5 (1.2 0 3 (1.5) 0 0
IR RIEE
KREEYE 37 91 1 (02 0 14 (6.9) 0 0
BB I UE THREES
i 1A 11 @7 0 0 12 (5.9 0 0
5 EE 37 (9.1) 0 0 12 (5.9 0 o0
5 51 (126) 5 (1.2) 0 17 84 3 (1.5 0

2B AFIEBC BV T RIEMEMER 16 41 (4.0%) . KIFHK - EEE O THI 20 £ (4.9%) .
WREE (X7 NV EERS) 106] (2.5%) . FFRERESE 62 ] (153%) . FIR
JRAsEEREE 32 6] (7.9%) . TERAHEREE 26 (0.5%) . BIEHERE 14 (0.2%) .
1 BRI 1 1 (02%) . BHsEEEE ((REEREMERRSE) 2561 (6.2%) . K 2 4

(0.5%) TN infusionreaction5 f5] (1.2%) MR@BH BNz, T2, BEEOKEEE (KE
FEARAEGERE, SO, EXEES) . Bk - BRERADE, EEMEDE. KK -
BEfEIe, 58 HBES, Lk, SRt/ MRIBA SRR, W mMEE I Kk OFR S ERE
RO LN oTc, ARWERARTRILIBEESS (BAREEEE2E0) 2B 0EH
RERERT,

@HEPEERFMFARER (KEYNOTE-407 FER) ,

HEEZIIAAIRE 273/278 £ (98.2%) R USHIREE 274/280 1 (97.9%) IZFB0 B,
BRE L OREBEBEEBETERVAESRRIL, T 265278 il (953%) RO
249/280 5] (88.9%) T3 biLT, WFHADBETRIBERN 5% LORWERIZ TED
LBV ThHoTz,

#£9 WPNAOBETREEN 5% EOBIVERA (KEYNOTE-407 RE) (Rt S4EH)

BEBIKSIRE (SOC: System FlE (%)
Organ Class) AR (L ERIERE
HEAZE (PT: Preferred Term) 278 4 280 41
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade3-4 Grade5
2EIER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1)
KB LY v RREE
£l 123 (442) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
B P ERBE 14 (5.00 14 (5.0) 0 10 (3.6) 10 (3.6) 0
B BRI A E 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
R ERBAE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
i/ MRIRAE 81 (29.1) 18 (6.5) 0 58 20.7) 16 (5.7) 0
W ILEE
IR RETLEE 17 6.1) 1 (0.4) 0 2 (0.7) 0 0
R REIE TE 16 (5.8) 0 0 3 (1.1) 0 0
BEBEE
(EE7S 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
THI 61 21.9) 8 (2.9 0 47 (16.8) 4 (1.4) 0
=i 85 (30.6) 2 (0.7) 0 71 254) 3 (1.1) 0
Mt 36 (12.9) 1 (0.4) 0 25 (8.9) 3 (L1 0
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BERIRSFR (SOC: System B %)

Organ Class) AFI G R {LFRIERE
HAZE (PT: Preferred Term) 278 151 280 1)
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 GradeS5
IR - EHEER L 0BG B OIRE

EIE 46 (16.5) 3 (1.1) 0 41 (146) 6 (2.1) 0

R 54 (19.4) 7 (2.5 0 52 (18.6) 7 (2.5) 0
FRIRIRE

AST &0 © 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

AR ER SR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

i/ MRER A 23 (83) 5 (1.8) 0 16 (5.7 6 (2.1 0

A M BREK R 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
KRB L UREEE

BERIBHR 47 (16.9) 5 (1.8) 0 57 (204) 4 (1.4) 0

v 737 LME 15 (5.4 1 (0.4 0 9 (32) 2 (0.7) 0
HERRE LU S AREE

EEEET 36 (129) 1 (0.4) 0 24 (8.6) 2 (0.7) 0

PR 32 (11.5) 2 (0.7) 0 26 (9.3) 1 (0.4) 0
R RIEE

R R 23 (8.3) 0 0 7 (2:5) 0 0

K= o —a N F— 55(19.8) 3 (L.1) 0 37 (132) 2 (0.7) 0

SRR 15 (5.4) 1 (0.4) 0 13 (46) 1 (0.4) 0

KRB =2 —a3F— 31 (112) 0 0 36 (129) 2 (0.7) 0
BIER X UK THmES

REIE 126 (45.3) 1 (0.4 0 100 35.7) 3 (L.1) 0

% 5 EE 29 (10.4) 0 0 15 (5.4) 0 0

5 28 (10.1) 0 0 20 (7.1) 0 0

7ok AKIREIC IV CRIE MR R 14 6 (5.0%) . KB - EEO TH 14 f (5.0%) .
MREE (XT 2 - NU—EERE) 556 (19.8%) . FFH#REREE 26 ] (9.4%). . BIR
BdRErEE 31 41 (11.2%) . FTEAHEEREE 2 41 (0.7%) . BHEERE (RAEREME
BRICHE) 6 5] (2.2%) RN infusionreaction 6 ] (2.2%) MW LNz, o, BEEDOK
JEREE (REREIRERR, SR, BREES) | BIBHEEE, | B RA. K
g%, A - BRRURRRMREE, EERNEAE, BN - BRI, S &SRR, LR, Rk
/R EBER ., I M & OIRZFERES IIRR ® Do 7o, ABIER IR
HEEES (BEREEREFZED) 230EMRBRETT,

GOERLRIFIIFERSR (KEYNOTE-042 #ER)

HEERITARKIEE 610/636 B (95.9%) K OMLFBRIERE 606/615 1] (98.5%) IR 5
N, BRELOREBRBEE TERWVWEESRZIL, ZNE 399/636-4 (62.7%) K&
V0 553/615 1l (89.9%) IZRBD HiLTe, WTHADEETREIERRES 5%LL EORIWEAIL TR
DEBY ThHoT,
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£10 VWTFPAORTREER 5% LOBIER (KEYNOTE-042 RE)

(REMAATRRME)

FRBRIXSZEE (SOC: System BlEx (%)
Organ Class) AFIFE {LZEHRIER
EHAZE (PT: Preferred Term) 636 1) 615 %
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2ENWER 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
mERE LN R REE
A 35 (5.5 4 (0.6) 0 229 (372) 80 (13.0) 0
B i BRI A fE 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
R ERIBAE 5 (08 1 (02 0 88 (14.3) 46 (7.5) 0
M/ NRIEAE 3 (05 1 (02 0 56 (9.1) 10 (1.6) 0
W WEE
FR AR e TUERE 37 (58) 1 (0.2) 0 1 (0.2 0
PR B REAR T E 69 (10.8) 1 (0.2) 0 2 (0.3) 0
BBEE
(T 8 (1.3) 0 0 68 (11.1) 0
THI 34 (53) 5 (0.8) 0 46 (75 1 (0.2 0
B 31 (4.9 0 0 184 (29.9) 7 (1.1) 0
M E/S 7 (1.1 0 0 31 (5.0) 0
&M 15 (2.4 0 0 97 (15.8) 2 (0.3) 0
—f% - £FEER X ORSEHAORE
M SIRE 27 42 3 (05) 0 60 (9.8) 10 (1.6)
EH 50 (7.9 3 (0.5) 0 102 (166) 8 (1.3)
FRERIRZE
ALT 3/ 45 (1.1) 9 (1.4 0 53 (8.6) 5 (0.8) 0
AST H§/n 41 (6.4) 4 (0.6) 0 42 (68 2 (0.3) 0
1 RERE R 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
/MRS 2 (0.3) 0 0 64 (10.4) 20 (3.3) 0
=hilk2 e ez % 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
Rt L UHREREE
BB 40 (63) 5 (0.8) 0 109 (17.7) 9 (1.5) 0
HEHRRR L UORAEERES
EAEnYE 27 (4.2) 0 0 46  (1.5) 0
AR 20 3.1) 1 (0.2 0 50 (8.1) 0
HRREE
K=o —aF— 1 (0.2 0 0 50 8.1) 5 (0.8) 0
FEEBEE= o — a1 F— 3 (0.5) 0 0 41 (6.7 6 (1.0) 0
MRURER, BIERIS X OMERRIES
Bfigde 43 (6.8) 19 (3.0) 1 (0.2) 0
BEEE X UK THEES
P EAE 2 (0.3) 0 0 136 (22.1) 7 (L.1) 0
T 5 EE 46 (12) 2 (0.3) 0 15 (2.4) 0
B 46 (12) 3 (0.5) 0 27 (4.4) 0

Fo g5 AKIBET 35\ T RIE MR 49 1 (7.7%) . KAEJS - EEE D T 10 1 (1.6%)
BEEOKREREE (FEHEREERE. S, EXRES) 14 (02%) . HRES
(XF v« NU—EFERESE) 16 (02%) . FFEREREE 76 1 (11.9%) . FRIREERE
=92 ] (14.5%) . TEAEEEREE 3 6] (0.5%) . BIBHEREE 3 61 (0.5%) . BH#EE
EE (RAEMEEERSE) 34 (05%) . BX 16 (02%) . LEHEK1H (02%) K
N infusion reaction 6 5] (0.9%) 23:BO LNz, T2, l’ﬂﬁgﬁ%\_ % « RERUT RUARIE |
EEMENE, B - R, 5O ER, SBEEL/MRIRAO R, Bt D &
UHRFHBIIRD ben oz, RREARBRRIVIBEESS BAREERE 2 E0)

T RORHERETT
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(A - AE]

AR OFEMREYHEESAZHALI-Y I 21—y iz kv, £ 200 mg %
Q3W, 400 mg % 6 BRIMIFE (AT TQeW) &5, ) Xik 10 mgkg (KE) % 2 @M
B AT TQewl &9, ) TRELEZEOFF OMBEFRERRE SN, £OR
B, AH 400 mg & Q6W THEE LIZEOARAN O EFREIZIIT 2 FHMFPIRE (L
T TCavgssl EVVD. ) 1E, AFKI200mg & Q3W TRE LTZBRD Cagss LELT 5 & T
S (FH) . 7. &% 400mg & Q6W T E LIZEOARF OB EIREBIZBIT 5 &
EMETEE (LLT Coxs) £V, ) 1, &K 200mg &2 Q3W TEE L7ZBRD Craxss
LHE L TEEZ T TETFRSNZLOO, BAABRFIZBW TARHEREE ST
L - ARETHBAH 10 mgkg (EE) & QQW TRE L7ZBED Cuass & HBE LTI
BERTEFRENTE (THR) , S50, BENEAERBEZIRICAAF 400mg & Q6W
T E Lz BB (KEYNOTE-555 3Bk L W& o= EREICE S B Ehhe
RIGA—=FF I alb—ya XD FRILZEDERERAT A—% LEL LT (TR),
Mz T, BEOEEICR T 5 BARBRBRICESE, AFOBREE L AN ILEMN
L OEEEZ BT 2RERISTT VBEE I, A 200 mg Z Q3W Xid 400 mg &
Q6W TG LIZBOREERE L AIMMEXIIRLME L OBREIZ O W THRT SRR, &
oAk - AROBI TADME LS ICHEREZRIT RV E TRIS N,

K11 FHOKDEIB T X —F

PR | gy | o | sy | G | oshb | e
200 me QTN (58-55?.519.7) (27.27?.298.1) ( 17?5811 8.3) (91.97?'34.1) (49.58(,)? 1.0) (30.35?21 4)
gy (12;,2:;24) ‘ (32.?)?;12.7) (10.11?.16 0.8) ( 142?21349) (50‘51(,)'57 1.3) ( 19.%3?;0.9)
40(()£§J{QE6)W (1351.36,6.103?6.4) L) a 4.1:, ?; 7 NA NA NA
10 mg/kg Q2 W1 (212,2323) (14;?11145) (1 1;1 ?21) (423,2533) (272,7382) (19;,9;()0)

t:1n=2,993, 100 EDI =2b—y 3 XY BEH SN RAEHEDOFRME (2.5%R,97.5%/R) « Cmax : FIEIFH
B OBRBMIEPIRE. Cue : HIERESEZOEHMBEFRE, Cun: YIEERESR (4712 £55) OREMLTF
EF'?E)E\ Cmax,ss 3 f&’ﬁ%ﬁ?@lﬁﬁ'é%%lﬁl?ﬁ@%}ﬁ\ Cavg,ss & Eﬁ%ﬁ?llﬁlj'éqzﬁlﬁlfﬁquﬁ)ﬁ\ Cmin,ss . Eﬁ%ﬁ;‘:
BT D BRI PR EE
1o 56 B MATIEHE (95%(EHEXH)
§ : 41 FIOB(TEHE (95%EmXH)

NA : &%z L
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4. HRIZOWT

AFIDOEMBE 55 LT, ARBEMEE L THERBERE (&F/FF) AEEbhTn
HZEND, UEAELZBUICERTEX MR THIMLERH D, £D LT, EFERY
27 EHEE (RMP) IZES&, AR OERBLZEMERIFE~D W IEH23 5 2 hik
ThHo T, AFOBRENPEL 2BELZ2H - FEL., FAFOBREGICL Y EEREIERZ
HBLZBICRIST 22 L BRMBERTZD, LTOO~Q@D TN TEMZTHRIZENT
FERTAHRETHSD,

@ MERIZOVWT

D1 FiEo (1) ~ (5) OVWTINCEETIHmRTHDZ L,

(1) EEFBRENEET 28 ADEESEI LIRS EREMR A ZREEIL IR,
Higk 2% A SRR B L R BT, S A RS RIR R &)

(2) FrEHRERPT :

(3) FERFERMELEET 20NADEEEREE (BARREEETEHRR. 28 A2REE
BT, DSAZREEHERT R L)

(4) A FACFFIEEZRE L, SR L FRIEZRE 1 U RIER L RE 2R
2@%3&@:&6Em%ﬁofmém

(5) PLEMEEAIAS EEMEOHERELE IR L BHEIT> TV 5 ek

®-2 Hﬂi‘i&"éw{ti‘%&&tﬁéﬂfﬁ)ﬂ%ﬁﬂ#wﬁﬁt W5y 7 ek & IR Z R OERT (FRD
WY T B ER) 2, %2R OAFICETAREOEEE L LTEREIN
TWaZ L,

=

o [EFMGHFREE 2 EOHMBPHEEZIET LI2BIZ 5 FELUEDORATRRDOBKRIHE R
ToTWAZ L, 5b, 2L T, PARMEER2 XL LIZBREEZOMES
fToTWBHZ &,

o EMRFIEE 2 FOMEPHELZE T L2RIC 4 EULOBRKRERZAELTVD
T &, 9B 3FELLIE. BN AEMREL & TFRESAFOBRKIHEZ1T
TS o B

@ BEADERMBFHREROEHICONT

ERLERERIINT T IEEELIRBE S, RESENLOBFRED, AL - &
LHEERZHFEROEFERVEMF ST 2HREML, AFFRBRELILGEORE
EE. EREOMICITONLFRIBRE-TVWD T L,
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® BHER~DRIRIZONT
®-1 HEsEHICEET % B

ME MR BRSO ERRBEANRAE LRI, 24 FRMZEAEROT, HikiExX
IREHEMERRIC BV T, B LEZRIERIZIE U TAREEKR O CT E0EIER O'RNT &4
ERREOKRENYAFICHELN, ELICKISFRERAERSE-TWDZ &,

@2 BRUFEEICLIAEFFSRAINICETIER

RABERICED ZEMNRAFRE OEEE AT 2EREEENBWERE=2) v 7
EEDEERDOAI ) —= U T EITVERE L BREILEF TS 2T — 2EREHINE
BEnTWBZ L, 2B, BHEEHIZONWT, BABE L ZOFKRICTDITAMSNT
WHL &,

®-3 BIERORZECHTICEALT

BIVER (RIEMRRBICIM A, KBS - /NBK - EEOTHL. BUEMEK - A2 - BT
HERERESE - IT4 - B LMEARE 5, BHEEE (RMEHREMERER,. REREBLAE). A
SMBEE (TRAMEREE, FIRBHSEES. BIRHRERE) . 1 BERA. &2 5 KK,
s - BEAURIARIE, B, EEOKEEE (hHEMEREEFEMARIE. BB IREARE B
Bt ZIAIEE, JHRBIEL) ., infusionreaction, M7 - BEMEA. EIEMEE, MEES

(XF v« NU—JEERS), DFR. EERMKREE (Go@t i/ Musd 55 .
IR M, FRIFERE., EIERERES)., EEOBR. MREREERH. BEX%)
L. YUhsk I EBERERE OB L2 A3 5 EM & EEE L (BIER ORZE-OR ISR
WHELTHRERVIELZZIT NS D L) | BELICHEE LB TE 54
NS TNWB I &,
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5. #EMHLROBE
[F2hEIc A5 5 EIH] ,
O AFOHMBZEIITROBEIZBVWTEDMENRINL TN,
o [LFERIEREOR\, EGFR B TERRM., ALK @A B TFRER D PD-L1 B
P (TPSZ1%) DOUIRABEREST - BROIE/NRIRIERE
o TIFTRAEZETFRIEREYHE T 5 PD-L1 B (TPS=1%) DOEIERTREZR
AT - BROIENERMAERE (2B, EGFR B TEEBM XX ALK MAE
EFEMEDBRETIZ, THEFN EGFR Fr ¥ —F¥HREF L ALK Fr
ok —YRERORERELET L HBE)
2B, TPSIIRATn ) X~7 (BETHRZ) oo =F 2K (RFE4A :
PD-L1IHC 22C3 pharmDx [# =] ) ZRWTHAIET A Z &,
@ AEFOMOIREMEERL L OFARSIITROBEICBWVWTAEN RS AT
Do
o RAPMLFERROTIFTRA L OFAERS  (WFRIEREDR, EGFRE
EFERBRMER) ALK BEEETREDCEIBRTRRERET - BROIERF LK
FE /N e e AR
o INAKRTITFURUIT Y ZFE/NNTInab-7 V) Z XA EDOHFRARE (b
FRIERE O 72 WEIBRARRE R EST - BRORF LRFE/NMRiESE
@ (LFFEREDRVEST - BROIE/INBIASTESE X, PD-L1##ZE T PD-L155E (TPS
21%) THNIE, AFOBEMBEEEERT X ThH D, £io, BEECERIEICH
THREMICRER 2V EE 2 5D BEICX LTI, PD-LIRBEMRIRIZ 20205
. N TN OMBBENC K U CHEE) RIEELERIE L OFFRR 5 E2EE TN
T& 5, 2B, KEOBREIZHTI> T EZRTA F7 1 v (BAMEFSR)
LERBRTHI L @),
@ TRICZYTIBREICHTIAFOREROERAFIEIZ OV TIE, AREIOFZHE
X INTELT, FHDREMNR L 2BV,
o IRFEBIRE
o @TAHDOEZMEIRENTVRWLOFEMIEER & OftRRS

B gz iE, BEBRAA KT (AARERAR) TRNT, K4 S —BEFEREBERIEN
(DECOG Performance Status 0~1 #2 T 75 5Ll k. XiZ@ECOG Performance Status 2 2 DBEE TIE, 53
H#HAFER (FEF3FEL%) OBABRERHEINTREY, 20X 5 2BE T, EELFRETHT
ZRAEMCRERDD EEZ NS,

2 ECOG @ Performance Status (PS)

Score EFH

0 | &<ME2{EHTZL, ERAMLFALRBEEIHIRR2ITID,

AERNE LWEBNIRIR SN 223, SITRRET, BEECE > TOERIITO Z LB TE 5.

U o moss, sprg

BONTEHSDEDEY DI & LBTERY, BHRO 50% U EEZXy KPEFTERIT,

SN

BTV, BOOFDOEY DI Lidel TERY, B2y FKPBRFTBRIT,

22"

BITAIRE CEODEDEID O Z LI T _XTRABEEBEEIZTE RV, BHFD 50%L Eiz~Xy FATIRI T,




[Z2 41z B3 % %]
O FRICHUTHEECOVTRARDRENBRL SNTWBZ Enb, BEET

DRNZ L,

®

AFN DA R LIRBUE DBEER O & 5 BE

BEBTOFEICB W T FRICEY T2 BE IOV T, AFOREIIHR S 2V
ﬁS\\

D IERCRIREA 2 VESICIRY . BEICAKEZERTIZ L 2EETES,
R MR RO UIBEED H 5 BE

HIE B IR E CRIE Y & R0 5 BF & ONE B 0 HUR R g J¢ R0 R et Al 25
LD RIEEEB b D BE

B OAEEROAHE. LB L IXEFRMED A BAERBOPERED
»DHBRE

MRS (SnSmagEEral) OboBH
OB IRE R BT B BE

ECOG Performance Status 3-4 %2 0
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6. MEICELTEETREEE

O WAAXES TN, BERFEE BRMET 2 RS ICE D & &K 0 Feit i OB IERE
OO HEREREZTDICEEL CHhLERTAZ L,

TRRBIAICEN B, BE XIXZ OFRICEIER OEREEZ+ABA L, RELH
ThbEETHZ L,

FREVERDO<RX VAV MZoWT

&)

®

BEMMREARD LMD ENHBDT, AFIOWEITH 72> Tk, FIHE
W (B8, MR REE, S ORIV X fRED0ERSE. BEr 1
SWATH 2 L, e, BRBEIZHUTHE CT. ME~—V—50ORELZERT
BT &,

infusionreaction 233 H 5 Z L dH 5, infusionreaction 23RO BB A
X, BEIRAERITO & &b, ERVEET S ETREORES+SICEE
FHoE

R IRESREREE, TRAKERERVRIBHERERNHbDbNLEZLBH LD
T, AHIOREERIART R O 5 HIR I BRI N o W RERRE (TSH. 125
T3. 5B T4, ACTH, mAarF Y —VEORIE) 2EETHZ &,
BIERFAR. FFAE, FFHRERE. IFX, BIMREAR O bDbh D Z 13 H 5
DT, AEIOBERRLARTR O EHE P ESRICAIT#RERE (AST, ALT,
y-GTP, Al-P, BV LY VEOREIE) 2EMT 5 &,

SEIEE MIEARVMIEEHEEREZED) FOEERREERH LIS
TEMRBHBHOT, EHNZROBRFEORELHERT L2 L, £z, IROEEN
BOLNZHEICIE, BOHCEREEEZZR T2 L BF2RETH L,
AFOTEICLY | BEOCRBERMIER T 5 L& 2 bdikx REBORE
DHobNdZRndb, BENROOLNEHEITIX, BRLEBRIIL LU
HA 205 & RBR & R OB LB U CEE 2RI ATV, BEORZE
RIS X 3 RERA N LN 2 BEITIE, AR OREXTFIE, ROBIBRER
NEVEIOBREEEREBEERTHI L, 2B, BIRREARANVEOREIZIVEIE
R OSENRD BNRWVIEEICIE, BIBREFRVE SOk F oEm
LERTDHZ L,

BEMATHR FER»HEI ARR L TroRERBERT 2 LB H D7D,
AR OBRERTRIZOEWERAORERICHACER T Z &,

1 BUBERR (BIE | BUERR 2 ETe) N bbb, BRRFEES 7V F—v 2R
WELZZERHDLOT, OB, B, IBHEOEROFEHRCMIEED LRI+
PNEBETDHZ L, 1 BERAREDNZEAIITREEZFIEL, AR V8
HoOBREEDBERWEEZITI Z &,

AFK|DOEEKRRBRIC BV T, KEYNOTE-024 8 & N KEYNOTE-042 35 TI3HE 55
1735 9 BT Lz, KEYNOTE-189 B T3k G5/t 0 6 HERT 12 8B, U
X 48 BB ETOBI L, ZD# 128 Z L. KEYNOTE-407 BRER Ci3& 5 RitA
b 6EB, RBEBRVCISERB, UMKIT4SHBETIOBEIT L, TR 2B
WCHEIMEOFMZIT-> T\ Z & 2B, AFR S FIIEHNICEBRRE TR
DHEREITH Z L,
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XEEAHEETA RT3 4
Ravnl) X<w7 (BETFHEBEZ)
(R4 : 1 P —F REFRE 100 mg)
~EERaE~

TR 2 92 A (4F144 9 AT
RAETBE




B

R BB

X LI

AR OFE. TERBEF

B IR B

FEERIZ DT
wEXR LR DEBE
BEICELTEETNEER

P2
P3
P4
P18
P20
P21



1. IZC®IT

EELOFME - REMOREROTZDITIX, BN XEZCESWEEERFERAR KD
bhb, b, MEORZEEMNOESIC LY, MAERR R L OEHN2ERIERE
FEESVPEARBINSGIFT, TNOOEXRLZEICLERBEICRMET S Z L 3HED
BREEL o TR BREMBGEE L EDEARFE 2016 (FRk 28 4 6 A 2 B EIERE)
RWTYH, EFMNERREOFEROREIHEEEZRZZ L ENTW5,

FHRERAMFER LT, BBEACEEE v 7 7 A VBBEFEOERL LA LNCE
MBI ENDHDB, ZOD, APMEROZEMICETIERN+OERT S5 E TOM.
WMHEEROBREZBIZIT I ENHHFINIBEIILTERTS L LI, BIE
ANRREBRLUIZBRICSLERMNIGE L D2 EBRARER—EO B2 ERERE CFE A
THELENEETH D,

L7eo T, AHA FTA4 0 Tid, BREBCINETILELN TV S EZEZH -
BEHRMICESE, UTOEEROZRBERERZHET 2B A0 b NERER, B2
FROEBESEEZTRT,

BB, RITA RTA 0%, MEITBUEANERE M ERBERA SIS, ARAMEARAR
BRREESS, —BEFEAN B ARERNBIES R OARAFEN B AR ERZEOH N
Db LR LTz,

KL e BEREM XA M —F AEFHE 100mg (—i%% - XaT7 e ) Xv7 (B
FEHZ))

HELROPENIPR « BERARE

MNELRDRERVRE - BE., RAIKIX, a7 r) A~7 (EEFHBEZ) LT 1
[B] 200 mg % 3 WAEFEFRXIX 1 [El 400 mg % 6 EHIEFE T 30 53H
DT CTRBEET 2, 7272 L, WEMBIEREOSG AL, BEHMH
X 12 VAMETET S,

2 3% R 5t ¥ & : MSD kA&t




2. AFN O, 1ERBF

FA M—F ETEEE 100mg (—iF4 a7 e ) X~v7 (BETHEEL) . UT IR
K] £V 5,) 1%, PD-1 (programmed cell death-1) & Z® U &> K Téh 5 PD-L1 KT PD-
L2 L DRAZEERETS, & MEIgG4 £/ 7 n—FT A HETH 5,

PD-1 %813 T AR EEAREAS D> N B 72 D12 03 AR 23R 9~ 2 7R S il i
A A wF T, PD-11%, BERREBICBWTESR T HlaoMRREICEHR L, BER
BRGSO AVELRR 2 AERISEHET 2, $72b5, PD-1 XY FEfE
ETAZ LTI VHRZRRCL DV I VREZAICHET 2% 54K TH 5, PD-LI
DEFMBICBITERRITDOTNTHHB, ZLOPAMBTIE T MROBEZHZ
HIECBERNCHKBR L TWD, DAMBIZET 5 PD-L1 OFEHEIRIT, BHRE. R,
Frfmias. SPEVE. JE/ MBS DL RBATTFRARRTTH Y, BNAEFRE
OEBENHRE STV,

B O N A DRI FH% L PD-L1 RIHOIEEMEI S, PD-1 & PD-L1 ORKITIEE
DOHERBICIBWCEERBREZES 2 WNRREINTEY  FR2RARROERN &
LTHfFSN TV D, :

A#%, PD-1 £ PD-L1 RO'PD-L2 DR Y H ¥ FOFEEEEET 22 L2k V.| B
sONBEROEESROMIRESME T Vo BREEE S, UEERE T BIEHEE
T5Z L CHIEENREHEET D,

AR OVERBFICE S BEDORBERIGC X 2BWEASER H bbb, EEXIIFETIC
ELAREMERD 5, ARDOREFROHRER T, BEOBREL TIITTV, BEESR
» b TBAITIE, B LI FRICE U= BRI 2507 & RR R OEM &EE L TE
E2ERBWT 21TV, BEDORERIGIC L 2EWERAREDN D HEITT, BIBKESV
EVRIOREEOEEZNBEEZIT ) BBEEDH D,



3. ERERBRE
EMREAEOARFICEMEZIToERBRABROREZ R T,

(FzahtE]
OENE b 3R ER (KEYNOTE-041 3B%)
- AERREROZRNIIAEY) AT (BETFHEEEZ) LTIV AT E0N),)
EEERV2 VYA VETOIFRERYE T 2 RBIRUIBRAREREREAERSE 42 4
(B ZhMEMRNTRI SR 37 B) ZxtZic, &K 2 mgkg 3 BREIFERE (LLF TQ3w) &\ 5,)
BEDOFIMER LZE2MENRE S, 28, BEFME TREETHRD bILZEAIT,
RRBIET 2 T TIERDFED bNRWEDRKIIZEE LT3 BE Tit, REILIFEOE
BRI CRBIETRREO ON D L TARFOBREZHMEET 2 Z L N ARE L v, EERF
fHIE R T 5 =LK [RECIST A FF A > 1.1 FRICES < hElC L 552250 (CR)
iFER S ZERY (PR)] 1. 24% (95%IEHERXM : 12~41) ThoTz, 2B, FRNIHREL
72BEIX 10%TH -7z,

@/ ENERER (KEYNOTE-002 RER)

AEY AT L DRRELZA TA2RIGURARELREEEAEEE 2RI, AH| 2
mg/kg Q3W &5 KT 10 mgkg QAW REDFMMER NEZEMR, {LFEIE (XY
Y.TEYRIN, AVRTZFU, RZVEREAIIINATTF o+ ) 2%
T, LUF TICC R &vv5,) ZXBRE LTHRET SN, 238, Bl CREBETTN
B BLNTIHEIT, RBET 2R TERPBD b2 WEDOREKRMIZEZE L T\ S EBH
TIE, REILEOESFHE CREETARD b5 TARA OB E 2T 5 Z L 37
REL ST, FEFMIE BIX24AFHM (BT oS &vv9,) ROMEREAGFHR (UL
T TPFS) &\ 5,) &&h, FANIMFRIEL B LT, PFS 2 A RICER LTz,

#1 AR (KEYNOTE-002 3RBR)

AF 2 mg/kg A%l 10 mg/kg {LZFHRIE
Q3W Q3W
(180 1) (181 1) (179 1)
sl [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
08 | »Pf—=FH" 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P f&" 0.1173 0.0106
g [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES" | »iP— " 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
R ERE <0.0001 <0.0001

CI: 58 XM, *1: RECIST #A1 F7 A ¥ 1.1 BRICES BHEHBRREROEEEMEIZ L 53,

*2 : [ Cox LN Y— REFTWIC L B{LFFEL OB, *3 . BRu STV 7 RE




100 1<
90
80
70
® 60 1
ESO“_
4 40 1
30 4
20 +
10

——— 37 2mg/kg Q3W
— F10mg/kg Q3W

0 Lt RLALLL b i
3 6

0

at risk#
F#] 2 mg/kg Q3W
FH10mg/kg Q3IW
{LFH6E

180
181
179

131
138
115

9 12 15

Ly L i

S UL L T TR
18 21 24 27 30 33 36

T

7R (R
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

1 OS ® Kaplan-Meier i (KEYNOTE-002 3RB%)

— 3 2mg/kg QIW
—— FA10mg/kg QAW
o {GEOE

e oo e
o
% s v v,
A ——

at risk#
## 2 mg/kg Q3W
##10mg/kg Q3W
L

180
181
179

153
158
128

4 6 8 10 %127 244
SHEES IR (F]

74 53 26 9 4 2

82 5B w305 15 5

/e et e 4 2

* E2 PFS ® Kaplan-Meier #i## (KEYNOTE-002 3ER)



O FEMFEFRE (KEYNOTE-006 A5R)

AV LTI EBABEBORVWXIIA Y LA TE2EERN 1 LIOAVETOL
FHEERE B T ARG REREHEAERE 2R8I, K 10 mgke QAW &5 &
M 10mgkg2 EREIFER CLTF QW) &WH,) BEDEMNERTELMER, AU A
v 7 EMRE LT SN, 2B, BT CRAETARO bhEaic, KEE
TR TIERDIFRD N RWEDBRKRIICEE LTV 5 BFE T, REILIRE O B
TRBETERDONDETARORE LT 52 EBRFIREL Sz, ZEFHBEA
IX OS RINPES & &, AFZA LY A~T7 LB LT, OS KOPFS 2 RICIER L
y

F2 BAUMEERE (KEYNOTE-006 3B

AF] 10 mg/kg A% 10 mg/kg AE) b=
Q3W Q2w
(277 1) (279 %) (278 1)
HhofE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S| ANF— FE2 0.69 0.63
(95%CT) (0.52, 0.90) (0.47,0.83) -
P fE" 0.00358 0.00052
i [H] 4.1 5.5 28
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | ~NHF— RH% 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fE" <0.00001 <0.00001

Cl: E#EKXM. NE: #EERF, *1: FREFTEFEOT —F 20153 3 By b4 7, *2: BA
Cox tEBINYF— RETNMZ L DA L) AT L DB, *3: BRIe /T Z7HRE, *4 : RECIST &
A4 FT74 2 L1RRICES S L2 ESEBRR ER EESMIEIC L 250, *5 . PRETREOT —
# (0149 H3B Iy bA7)



B 50

307 ——- Iﬁmnglkg Qw
20 7 e F10mg/kg QAW
107 —— seunwz

at risk24 i

AF10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
AM0mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULIT 278 7247 212 188 169 157 ThZ- "Bl " 7T

X3 OS ® Kaplan-Meier B (KEYNOTE-006 3B%)

100
90 .: -—-—:ﬁgl(hng!ngZW
80 - —— — A 10mg/kg QBBW
g 70 ] —_— UL
B 60 -
ﬁ 50 1
BE 40
§ 30 e
20 LT_I
107 =t
0 LGRS T T LB LU I T .
0 2 4 6 8 10 12 14
at riska% SRS (A]
FF10mg/kg Q2W 279 231 147 98 49 7 2 0
F#10mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 18 2 0 0

X 4 PFS @ Kaplan-Meier Bi## (KEYNOTE-006 3ER)



@EELRFEMAFER (KEYNOTE-054 35%)

FRUBRBEORT—VI & oEERAERE (BAAN 15625t 23800, iif
BAEBERIE & LTAHF 200mg QW BEDOEMR NEZEWN, 77 R EXRE LT
BEtS N, EEHBEEIIEFRAEGFHM (LUF RFS] &W5,) & &, KAWL
TR LT, RFS /A RICER LT,

#3 AERE (KEYNOTE-054 FHER)

ZA#1200 mg TSR

Q3W
(514431) (505%1)
HfE [A] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS™ NP — FH2 0.57
(98%CI) (0.43,0.74) _
P fH" <0.0001

Cl: S/, NE: #ERT. *1: PRFBFEFEOT —& 12017108280y v2 7, %2 B

Bl Cox LBINY = FET AL 27 TR L DB, *3: BRIn T 7 7 HRE, QW : 3 BRI

Bizs

| — #FH200mg QAW
——— IS

0 E S— T T T T T i
0 3 6 2 12 . 15 18

REREFSREIA]

392 313 182 73
264 157 60

at risk#g
A#1200mg Q3W
TSt

514 438 413
505 415 363 323

X 5 RFS O Kaplan-Meier Ei#f (KEYNOTE-054 3B

T

21

15
15

D ATCC (American Joint Committee on Cancer) FEISER (88 7hR) WCESLFHAE, 27— YA Tix) v~

NERDERFFBEL 1 mm BOEEDH,



GEBEILFEFMIARR (KEYNOTE-716 #ER)

EZAYREORT—VIB XITIC ® oEMEAERE (AAAN3IFfZED) %
Rz, TR & L TAH 200mg Q3W REDHEIMEROEEMNR, 778N
EXBELTHRN SN, ETEMEEBIEXRFS L&, AFIXT 7R LB L T,
RFS ZHRIZIER LT,

#4 FAHHERE (KEYNOTE-716 3BR)

AF1200 mg TSR -
Q3W
(48741) (489471) -
FfE [A] NE » NE
(95%CI) (22.6, NE) (NE, NE)
14E RFS & (%) 90.5 83.1
RFS™! (95% CI) (87.1, 93.0) (79.0, 86.5)
NPFE— K2 0.65
(95%CI) (0.46, 0.92) -
P fE" 0.00658

Cl: E#EX M. NE: #EARA], *1: 1 B E O FREMEITREOT —& : 202048 12 H4 By A7,
%2« BRI Cox lbBINF— REF ML BT TR L DB, *3: BRIn /T U 7HRE,. Q3W: 3
bl EE

100 1

I
BEpmimt HitHHE | A

B 60 -

20 1 — FH200mg Q3W
10 1 === F5exK

0 3 6 Qi 2 o 1D S8 2 A e
at risk# EEREFHRA]

ZF1200mg Q3W 487 465 401 340 249 149 71 21 1 0
PA=A i 489.::.475 400 336 229 149..77. .27 _ .1 0

6 RFS ® Kaplan-Meier fi#f (KEYNOTE-716 38

&2 ATCC (American Joint Committee on Cancer) JREI%0EE (5 8 M) 12 %-3 < 7FMMl,
9



[Z2tE]
OENE I1b HAER (KEYNOTE-041 &E#)
BEFRIT, 41/42 4] (97.6%) IZFRH ., BREL ORREBREIBETERWVWEE
BHIL, 34/42 6] (81.0%) ITRB® biviz, FEEN 5% LORIERIITROLEBD T
HoT,

RS FBHEER 5% LOBNWER (KEYNOTE-041 RER) (&R SMRH)

FBRIKSHE (SOC: System Organ Class) 5 %% (?iVﬁ
HEAFE (PT: Preferred Term) my 4};{?’]
Qealiita ver20) 4 Grade Grade 3-4 Grade 5
2EIER 34 (81.0) 7 (16.7) 2 (4.8) :
R RN R R
( *bkﬁﬁ%ﬁ?r B €2 ) A U
il 3 an o0 0
AR ﬁ%h%kitﬂ&%ﬁﬁuwﬁﬁﬁ e T L v e e s
Jsoooaity oo 0 0
3 (7.1) 0 0
SPERRREURM 3 (1.1) 0 0
IEpPECRerERE R ORI R R
5 EEE 6 (14.3) 0 0
B BB RS 6 (14.3) 0 0
SEMEBR 3 (7.1) 0 0

7. MEMEMES 16 24%) . KBBK - EEOTHI 241 (4.8%) . FTHREREE 3
Bl (7.1%) . TEAEHEERE 2 6] (4.8%) . FRBEERES 6 # (14.3%) . infusion
reaction 1 #il (2.4%) KRS E 95%% 161 (2.4%) BPRO LN, Fiz, ?‘?‘?‘l‘ﬁ%‘ (7
Vo NV—EGRRE) | BERES (REEHEEEAS) | BIBE 1 BUBERRYA
BEEDKREREE (&fg*ﬁﬂﬁﬁﬁfiﬁgi\ SHLEE, |REESE) | X, ﬁ%ﬁ% - B
fRAE, BEIEFFEIE. M - BEIER. DR, SEMM/ MR R, g
R OGRIFERBIIRD b2 o7, ABIERARBIRIUIEESS BAREEEE S
o) ZERUCEBRETT.

@i FE N AERER (KEYNOTE-002 F5R)

BEESIT. 2mg/kg Q3W B 172/178 %1 (96.6%) . 10 mg/kg Q3W £ 178/179 41 (99.4%)
EOVICC # 167/171 B (97.7%) IZ5B® b, RBRE L ORRBRABETERVWEE
BRI, T 121178 1 (68.0%) . 133/179 B (74.3%) K% 138/171 4 (80.7%)

RO bz, WT DD TREER S%UEDBRERIZTERDLEBY THhoTz,

10



#£6 WTNLDOETRERN S%IULOBIVER (KEYNOTE-002 RE) (REMARITHRER)

ey B (%)

ﬁ;n’%g]ifﬁ (SO System 2 mg/kg Q3WEE 10 mg/kg Q3WEE ICCRE
HKZE (PT: Preferred Term) 178 61 179 1 171 4

(MedDRA ver.18.0) 4 Grade Gr?)acie Grade 5 % Grade rade Grade 5 4 Grade G;a;ie Grade 5
2EIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0
mEBERY SR EE B S : ,

i ' 5 (28 1 (06 0 7 (3.9 0 0 35 (205 9 (53) 0

B BRI E 0 0 0 0 (0.0 0 0 14 (82 6 (35 0
R ERIBAME 1 (0.6) 0 0 1 (0.6) 0 0 14 82) 6 (35 0
i /RIS AE , 2 @1y o 0 1 (06) 1 (0.6) 0 16 (94) 4 (23) 0
- ADWEE Sia : i , : g
FRLR R REAE TE 9 1) 0 0 13 (73 0 0 0.- 50 8 0
EBEE : ; S i Py S

(T 5 (2.8) 0 0 9 (5.0 0 0 14 (82) 0 0
THI : 15 (8.4) 0 0 19:010:6):02. (D) e 200 =14 (8:2): 235418y 0
B 8 (4.5) 0 0 165 (B10) o1 (016) = vz 0 IS 61 (32 7) 4% (23).. .0
ngnt VAT 206 0 105(5:6) i 1an(016) iUk e0 26 (15 Q)T A4S (23) 10
—% - EFEERSLOREHMCORE : ’ _

& FIRE 6 (3.4) 1 (0.6 0 8 (45 1 (06 0 10 (58) 1 (0.6) O
it 40 (22.5) 2 (L.1) 0 52.29.1) ‘1. (0.6) 0. 62 (363) 8 @47 0
R 6 (3.9 0 0 1L (6D "m0 0 8 @47 1 (06 0
BRARRE , :

/gD O s 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L Ok RE ! R

BERBOE 8 (4.5) 0 0 17:519:5) 29 (1]t Ot 268 (15:2) 5 Lr 015 0
HERRR LUREMREE : ; ,

ESfEE) 13 (7.3) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (06) -0
YA 95 (5a)A 22 Y 40 7 (3.9 0 0 10 (5.8) 1 (0.6)
FEREEE s ’

K== —m NF— O A ) 0 0 0 0 0 T495(8:2) 22 10(1:2) 55+ 10
SRR 1 (0.6) 0 0 2 (1.1 0 11 (6.4) 0 0
KRR LR THBES ‘ :

JRESE 5 (2.8) 0 0 1 (0.6 0 0 35205 1 (06 0
BRRGHLR 9 (5.1) 0 0 9 (5.0 0 0 25 (1:2) 0 0
Z ) FEE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0.
R 21 (118) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
BN EBRKR S 5 (28 1 (0.6 0 105:1(5:6)i 1:5(0.6): -0 0 0 0
SEHR 10 (5.6) 0 0 9 (5.0) 0 0 2:ui(182) 0 0

2%, 2 mgkg Q3W BEK T 10 mgkg Q3W BIZRB W TEN L., FEMMEE 1 41
(0.6%) B4 22%) . KEB% - EEDO TR 141 (0.6%) BRO6 Bl (3.4%) . #Hf%
BE (XT v - NU—ERRE) 246 (1.1%) R0 Fl, FFEREE 1346 (7.3%) &
W15 6 (8.4%) . BHHEREE (RMEMEMBERSE) 14 (0.6%) KU1 4 (0.6%) .
TRAEEREE 14 (0.6%) RO (1.7%) . FIRIREEERES 14 ] (7.9%) R0 15
% (8.4%) . infusionreaction2 5 (1.1%) KO3 H (1.7%) . EEOKEES (KREM
TERREMERE, STRALEE, FARAEE) 14 (0.6%) ROV 1 41 (0.6%) . BER 161 (0.6%)
FON0 . EREFENAE 0 FIRON B (0.6%) . RS - BEREZS 0 BN 1 B (0.6%)

11



TS EIEE 0 FIR 2 6] (1.1%) B’ROLIE, £z, BIBEE, 1 2ERA.
ik - RO RMRIE . DAk, SRt f/ MR SRR, VR MR i & OVRZFEREE 1T
RO NIRRT, AR ﬁffﬁ%éﬁbw FEEER (RAREEEELZEL) 230&ERH
ERERT,

@S FEMAERER (KEYNOTE-006 RER)
BEELIL, 10 mg/kg Q3W B¥ 264/277 51 (95.3%) . 10 mg/kg Q2 W ¥ 275/278 1] (98.9%)
R OVIPI B 239/256 5] (93.4%) IZF8® b, IRFREL ODRREBERREETCERVWEESE
&%, FNEN 202277 ) (72.9%) . 2217278 1] (79.5%) K TX 187/256 fi (73.0%) 12
BOBNTZ, WTINDRETHREEDR 5% A ELEDORIERIITRDEBY ThoTz,
£7 WThAORTHRRARN 5%UEOBWER (KEYNOTE-006 RE)  (RAMEARATH RIEH)

BERASE (SOC: System P o
Ot ot ”) - 10mg/kgQ3 WEE 10mg/kgQ2 WEE IPIEE
ey 2774 278431 2564

HAFE (PT: PreferredTerm)

(MedDRAver.18.0) 42 Grade Grade Grade 5 “£Grade Ginde Grade 5 “Grade G;a;ie Grade 5
ééﬂﬂfﬂ% 202 (729) 28 (10.1) 0 221 (795) 36 129) 1 (04) 187 (73 0) 50 (19 5) 1 (0.4)
ﬁkﬁ%sbmﬁr 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4) 0
N S () B 0 25 (90) 1 (04 0 2 (08) o 0
BlEE S S R e R R N S
25 5 (1.8) 0 0 10 (3.6) 0 0 15 (59) 0 0
KBS 8 (29) 5 (1.8) 0 4 (14 4 Q14 0 19 (7.4) 16 (63) 0
TH 40 (144) 3 (11) 0 47 (169 7 (25 0 58 227) 8 (3.1) 0
O NELE 11 (4.0 0 0 20 (7.2 0 0 1 (0.4) 0 0
B 31 (112) 1 (04 0 28 (10.1) 0 0 22 (86) 1 (04 0
ME Rt 5 (1.8) 0 0 10 36) 1 (04 0 14 (5 5) 0 0
— - EERBERIURESMLORE R R e R T

& TE 31 (11.2) 0 0 32 (115 1 (04 0 16 (63) 2 (0.8)

] , 53 (19.1) 1 (04) 0 58 (209) 0 0 39 (152) 3 (12) 0
BRIRTRE s B e AR b
AST#/m , 6 (22) 1 (04 0 14 (5 0)., 0o 0 6 (23) 2 (08) 0
AR CRERE L s e s S R e S R R R
RARBGR - 18 (6.5) 0 0 177”(6 1) 0 0 20 78 0 0
ﬁ%%%%ivﬁéﬁﬂﬁﬁ% o R S S S s R S ; e

S 32 (116) 1 (04 0 26 (9.4) 0 0 13 51) 2 (08 0
LI ) 6 22 0 0 19 (68 1 (04 0 5 (20 1 (04 0
EME RO REE S s e S She SRE
Z D EE 39 (14.1) 0 0 40 (14.4) 0 0 65 254) 1 (04) 0
e 32 37 (13.4) 0 0 41 (147 0 0 37 (145) 2 (08) 0
BEMHER 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W BEE TN 10 mg/kg Q2W BEIZRBWTENZH., FIEMEMER 4 4
(1.4%) B 16 (0.4%) . KIB%K - EEOTH 10 4] (3.6%) K13 6l (4.7%) . 8
BREE (XFT7V - NU—EERHE) 28] (07%) ROV B, FEREREE 14 61 (5.1%)
T 23 ] (8.3%) . BHREREE (RMERMEMBTRSE) 241 (0.7%) KU1 #] (0.4%) |
TEAEEERES 141 (04%) &U\Hﬂ (0.4%) . FIRPRISREREE 28 1 (10.1%) K133

12



B (11.9%) . BIREE 146 (04%) BRO24] (0.7%) . infusion reaction 7 f (2.5%)
EONs ] (1.8%) . 1 BUBERSE 161 (0.4%) KO0 B, EECKERE (FRGHEREIRE
BERE, STHALEE, EmRBES) 0 BIR N 1 41 (0.4%) | BESR 141 (0.4%) KON 1 61 (0.4%) |
fr - RESURRBMAREE 1 1 (0.4%) KO0 B, AMZE - BERER 0 BIK N1 1] (0.4%) | MY
B EE3IH (1.1%) B 16 (0.4%) DR LN, £, BEFHENE. OF
P GIE ML/ NRIBAD SR BER . IR N & OFRFERBHIFE O bivieno Tz, REIE
ARBRIVIEESES (BRREEEFZED) 230EHBEREZTT

@EBEILFFEMFERE (KEYNOTE-054 #U5k)
BEESITARKIBETIE 475/509 B (93.3%) &, 77 BRBETIX 453/502 # (90.2%)
WCHRB L, IBRELORRBRATECTERWVWEETERIL, AHRETIX 396/509 41
(77.8%) 12, 7B REETIL 332/502 5l (66.1%) IR Lz, WITNLOFETHRESE
28 5% EDRBIERIITERD LB THhoTe,

#8 WThhOBE CHRERN 5% EORIER (KEYNOTE-054 BB (Z2MEART N RER)
BEHN XS E (SO BE (%)

SystemOrganClass) AFBE 7T v REE

HA&ZE (PT: PreferredTerm) 509451 5024
(MedDRAver.20.1) £ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4  Grade 5
2EIER 396 (77.8) 74 (14.5) 1 (0.2) 332 (66.1) 17 (3.4 0
WHWEE SR A e e G S ]
FR IR RE TLHEE 49  (9.6) 1 (0.2) 0 4 (0.8) 0
FOR BRBR AR TE 73 (14.3) 0 0 13 (2.6) 0
CInei s e pe e e e G R 4
TH 94 (185) 4 (0.8) 0 82 (163) 3 (0.6 0
B 58  (11.4) 0 0 43 (8.6) 0 0
Eiiyabha 48 (9.4 0 0 34 (6.8) 0 0
g 143 (28.1) 4 (0.8) 0 135 (269 2 (0.4) 0
1o B e S e R R S R
ARSI 20 e (DI L (06) e R0 SO B ) (02 0
sl TR B e :
RAEE 51 (10.0) 3 (0.6) 0 47 (9.4)

SmE ek i 26500 a0 il i G.0)
FEREE i Lona e A e R R e
G TR0 0 331 (6-0)r 1 (09) 0
R, R L UREES HV L AR

PR R 27353 (012) 0 14 (2.8) 0 0
ERB R TEREE 0 L SRR

Z D EE 85 (16.7) 0 0 49  (9.8) 0 0
B2 49 (9.6 0 32 (6.4) 0 0

2B AFIFIC B W CRIEMERRE 15 6 (2.9%) . KEFZK - EE O T# 23 1 (4.5%) .
FFEREREE 46 5] (9.0%) . BHEREE (RMEMEMBLASE) 24 (04%) . TEEKE
BEREE 11 6] (2.2%) . FARBMESEEREE 105 61 (20.6%) . BIEHERERESE 561 (1.0%) .

13



1 BUBEIRIR 5 61 (1.0%) . SEIMESR 26 (0.4%) | Fhdk - BURUEhRLARIE 1 61 (0.2%) .
FEd 2 Bl (0.4%) . EIEFMENE 16 (02%) . LF% 1 6] (02%) N infusion
reaction2 #1 (0.4%) 233D bNTz, Fiz, HREE (X7 -  NL—EREHS) | BEEF
DERBESE (REREIREER, AR, BREES) | MK - fEEE. fZEm/
WA HEREER ., FRIMMEE I R OFRFEREE IIF3D b ado 7z, ABRIWERZSEIRILILE
EHER (BRAREEEFTZED) 230EMERETT,

CEEEILRFMAERER (KEYNOTE-716 3ER)
BEERIIAFIFETIE 461/483 B (95.4%) 1, 77 EAREETIL 444/486 ] (91.4%)
WHEH L, BRELORRBEENETECTERVAEESRIL. AFIFETIL 400/483 41
(82.8%) 1=, 7T BAREETIL316/486 B (65.0%) IZRE LTz, WTIo O THREE
D 5%LL EDBIERIITERD LB THo T,

#£9 VWTHAOBETHERENS%IUEOBER (KEYNOTE-716 3RE)  (RAMMEITS4ER)

FFEBIKSER (SOC: System i (%)
Organ Class) AFKIEE ) 75 REE
EAFE (PT: Preferred Term) 4834 48641
(MedDRA ver.24.0) 4£Grade Grade 3-4  Grade 5 £ Grade Grade 3-4  Grade 5
2BIEA 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9 0
PSR : il B o '
R AR RETLEE 48 (999 1 (0.2 0 6 (1.2
OB RER T 75 (15:5) 0 0 14 (29
BBEE il iRt :
TH 90 (186) 5  (1.0) 0 55 (113) 1 (02 -
Bh 38 (7.9 0 0 33 (6.8) 0
—fE - SEEER L CEERMOKE , Ry ‘
EFIRE 45 (93) 1 (0.2 0 44 (9.1)
RS : 102 (21.1) -1 (0.2) 0 88 ‘(181) 0
mAmE e S s :
ALT $/m 38 (790 4 (0.8) 0 23 @47 1 (02
AST 30 (62 1 (02 0 2 25 2 (04 0
AR E LUREEHERES i 5 it e e :
i) 78 (161) 2 (0.4) 0 39 (8.0) 0 0
b _ 32 (66 2 (04 0 17 (3.5
MR X OB FREREE : : iy : : :
Z S EE 117 (242) 3 (0.6) 0 51 (10.5) 0 0
B 76 (157) 7 (1.4) 0 36 (74 1 (02 0
N TSN 42 35 (712) 2 0 8 (1.6 0 0

(0.4)

BB, AEEBHICSWCHEEMEMER 8 B (1.7%) . KBBE - INBE - EEDOTH 22
Bl (4.6%) . EEOCKBEREE (TEMRKRERMATE,. REHEIRERR. S5,
BERAEEZ) 16 (02%) . #REE (X7 - AU—EREHSE) 44 (0.8%) . BIE

P4 « FARE - FFHSBEREE - FT4 - AEMLMEREE 25 59 1] (12.2%) . FUIREREEBEREZE 101

14



B (20.9%) . TEMSEIEESE 124 2.5%) . BIBHERESE 246 (2.5%) . 1 BER
520 (0.4%) . BHEEEE (REMEERR, REREBTRE) 341 (0.6%) . BEX
1B (02%) . fhds - MERUTRIMEEE 5 51 (1.0%) . EREFEE 2 61 (04%) . HED
Bz 1 4] (0.2%) . infusionreaction2 ] (0.4%) KRONEERMIRRESE (S /MRI
ADYESERER. WMt N, ARIFERE, WEBRIERAES) 141 (0.2%) BFE® bz, Ek.
fde - BERESS, D, EEOBR, MRBEREEHAUERZIIRD b0, &
BIVEFARIRILIEESES (BEAREEETLZEL) 28 0EFABRETT,

15



[ - AE]

RIGEIRARE BN EAERE 2R & LA ERRE (KEYNOTE-002 3B K
'KEYNOTE-006 3E8) D#ERE. 2 mgkg Q3W, 10 mg/kg Q2W K& T* 10 mg/kg Q3W
DNTHORE - BBV TH AR OBE MR MEEMICEZRITRBD bizhro
7z
AF O REMAERDBREMIT OFE R, EMEAEREICRITS 200mg Q3W HE KD
AUC s (EFIREEIZISIT B 6 BRI DOIREE-Fe e TEAE) ©FRAE [10%/7,90%
R mg-day/mL) iX 2.16 [1.45, 3.04] mg-day/mL T»H Y. 2 mgkg Q3W HERFD
AUCqs gwx (1.32 [0.722,2.06] mg-day/mL) &#BL L. 10 mg/kg Q3W & 5-FF D AUCs; 6wk
(7.49 [4.32,11.3] mg-day/mL) % FEI->7z,
EMEAERELXIR L LIEAKOBRBELRISHENTOFER., it s/ RiE- HE 2
mg/kg Q3W # 5., 10 mg/kg Q2W #% 5 K& 1N 10 mg/kg Q3W & 5) DEiHH T AUCqs svk
EHDMER OVRZEM & OMICHARZBEEILRD bhizhnolz,
AEIOBEMAEMBEET N EZRA LY I 2 —2 3 12X v, AH| 200 mg &
Q3W, 400mg % 6 BERME (LLF TQeW) &5 ,) Xik 10mgkg ((FE) %28
FERR (CLF TQewy L) ,) TEE LEZEOARE O MEREESRE Sz,
TDOFER. AF| 400 mg & Q6W THEE L7ZBEOARAF D EFIREBICR T 5 FH MiF
PIREE (LLF [Cagss) EVVD.) 1. AH| 200 mg % Q3W TG LIZBED Caygss &
BT 5 LTRSS (TR), /., &K 400 mg & Q6W THEE LIZEDOAHFID
ERRBIZBIT 2HEEMFBETRE LT Cams] EVV3,) 1%, AFl200mg % Q3W
TERE LTZED Cunss B L THMEZRT EFRIESAZLOD, BAABEICR
WTRAMRRER STV B - AR THLAHK 10 mgkg (KE) % QW TR
G L72BRD Cuaxss & B L CTIEEZ R T & FHISNT (TR, Sbic, BHEAE
BEZXNRICAR 400mg & Q6W THRE L2/ ETHERER (KEYNOTE-555 :ABR)
L V/ONTEAEICE S EYBERERT A —F X, T2 b—v 3 VXD FH
L7 EMEIRE T A —F LEFELI Lz (FTXR), M T, BEHROBEIZIEIT 2ERKR
BRARICESE AR OBRBER L AT REME L OBEL KT 2BER LT
TAPHEE I, AF 200 mg & Q3W XX 400 mg & Q6W THRE LI-EOREE
EAMEIIREME L OBFEIZ DWW THRET SN ER. LREoRE - AREOMTE
PhER N2 2 IC AR ZRIT v & FRIE N,
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£10 FHOEMBIB AT A —F

m A | ) | Ggmn | o) | G | Goeb | ggeD
2R 68?3?97) (27ﬁ?§%1) (17;?f83) (9123§;J) (492??L0) (302??L4)
400 mg QEW! (12;??24) (32%??27) (10;?f03) (142??49) (soi?gls) (192?509)
40(¥§J%€6)W (1351.2,6'10;6.4) NA (1 4.1:, ?; & NA NA NA

10 mg/kg Q2W* (212?223) (14§?T45) (11;}?21) (421?233) (27§f§82) (lgé?;oo)

t:0=2,993, 100 BN I 2L — 3 ChVEHESNCBMEEDOFRE (2.5%5, 97.5%4) + Cmux @ FIE
BESORSMBEFIRE, Cug : EHREH OFHMEFRE, Con: WEREE (A 712 REF) ORER
BEHBRE, Cous | EHREBICBIT D RBMBPBRE, Cugss 1 EFRIBICI 5 FEIMIBEPIRE, Cminss : EFR
HEIZ381) B B R L% PR
I 56 BIOBATFEIIE (95%(FHKH)
§ : 41 FIORMTEEME (95%(EREXH)

NA : %7201
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4. FERRIZOWT
RGO B2 B R AT 2 &RBEMH & L THEARERE (2FIFRE) »H#e
BNTVEZ e, YUEAELZBYICERTE MR THAILNERDSH, TDOLET,
EFRih U 27 EEEE RMP) ICES&, AFIOERDLLMEERIZE~ DO W AH] 53
HOMETHo T, AEORENEN2BELDH - HEL. AROREICI Y EER
al TERZRE LIRS T2 Z E BRERZD, LTFOO~@ D3 T &3 ik
KBWTHERATERETH B,

@ MmRIzoOVWT -

@1 TRED (1) ~ (5) DVPTIhNICEYTImERTHDZ L,

(1) BEAEZBRESEET 208 ABREEILSFRE ERER RS A BDREEIL A,
HIER DS A S FE AL SRR, MRS AR &)

(2) %rEMSRERPR

(3) EEMNEMEFNIEET 2N ABREERE (BABREREEER. BSADRES
B IRbE, A AR REE R )

(4) SRACFERIEEZRE L, S RIEE LSRR | U RIEE L E2 et
2 DR EEIZRDEHEZIT> TV DR

(5) PUBEHEERLS EERMEOMEREEIRDBHEZIT> TV 5 R

®-2 %’ﬁ%ﬁﬂﬁ@4&‘?9&?&&05’”@%%%5‘#0)iﬂ" W53 7R AR & R 2 B O R
(FROWVWFNAIIHEL T 2 ERM) 23, YEBEBOAFICET2MEOBREF L LT

BEShLTWDZ L,

e

o EMRHFEEE 2 FEOSHHERZET Li2BIZ 5 £ EORABEOBRIHME L
ToTWBZE, 5B, ZEU\J:TI NAEYEELZ X L LIZBREREFZOMEL
fToTWBRZ L,

o [ERMGRIFEREGER 2 EOMPERET ul” 5 FEL EO R EEMEREZEOR
REBREZELTNSZ L,

@ BRADERMBERERDOEHIZONT

EEMERETBICHETIEEENREBS L, BEMCENS OBFREBD, A - &
EMERFZHFROFER CEMEICHT 2 BHIEM, AFFRLIRBE LB ORE
¥T. ERESCHIITONIEHINE-TND I L,
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® BWER~DRIHIZONT

®-1 BUWERSBR O MESE I B 5 Bt
MEMMRBREOEEZBIERANREAE LRI, 24 REAZEFAHOT., UEERX
ILEERRICB VT, BE LZBIERICR U TAREEE O CT £0RIER OERIT &4

ELRREOKBENY AFICE LN, EHICKHGFTRERAERAE > TWND L,

@2 EFRRFEEFICLI25FFSNNICETEN

BABERCED DBEMNRABEOBRREL2E T 2 EREEENEWEAE=2) 7
BEDEEROAT ) —=V T ERITVWEIRE L EREZ LA TE 55— LEREHPE
EENTWBZ &, 2B, BEAEICOVWT, BABE LZOFRERICHDICAMINT
WanHZeé,

®-3 BIEAORZE-CRRICE LT

BIVER (REMRRBICIMAZ, KIBK - NIBK - EEO TR, BUEMRK - A2 - iF
BREEREE - T4 - B LMERRE 4, BHEEREE (RMEREMERLR., RREFLRE) . A
SSWEE (TRAHERES, PRBHERS, BIEHERES | 1BERK. 5L
%, Fgk - BABUBRMRIE, ek, EEOKEEE (hEERKEFTRAMIE. KEHEIR
SEERE. STABE. BRBEIEL) | infusionreaction, MMA - BEIEA . BEIEMFEE, #
BREE (X7 - AUEREHS) | Dk, BEERMKEES (&M MR R
BT, WRIMMEE I, FRIFERE, MEBRIERES) | EEO E &, MREAREER, HKE)
Wt U, Uakhsk XA B E RSB O EME 2 H 3 2 EA & EEE L (BIWER ORI
HMISICEALTHRERVXBEZIToNAIEHFICHD 2 L) | ELICHEDRLENTE D
EEINESTWBZ &,

19



s

BERRLIRDBE
[(Fahthic B9 5 %=E]

O TROBFICBVCEAOEHERTSN TS,

o (LFRERORVWR U EERIERD H A RIGUBR R EBE R aEEE

o EAEREOATFT—IIB, IC #2 Xinm &Y oEMEAEBEICRKIT A
% ABEIA

7235, BRAF BETERZHTHHREITBVTIL, BRAF FAEAIC L 2TBEBER

THZL,

@ TRIEEYTIAFOERERERFECOWTIE, AFOEUEPHELINTE

b3, AFOBEERZRE R LRV,
o MoOMEMEER AL TRESNSEE

[Z&thicBd 5 %HE]

O TRICEUTIHEHFOVTHAFORERERL SNTVWSZ &b, REZIT

brnz &,
o AFIDOESITH LIRBREDEERD H 5 BE

®@ BEMOFEIZIB N T FERICEYST 2 BEICOVTX, FFlOBREITHRE 2

B, MOIEFERIRES 2 VIEEICRY . BECAREZERT I LEERTE 5,
« FMEMRRBOSHIRIEDH S BE
o MEESRE CEER 2R 5 BE R OTEEIME O B BRITIRA - R 7

=30k i1 C%rﬁﬁ{tﬁiif%ﬂé%%‘
s HORERBOAR. UTBMRRE L EEEEO B CRERBOEERED
bHHBE

o [BEBWE EhEMABHEREEZST) ObHEE
s REOBRRXIIEFEEZETLIRE
»  ECOG Performance Status 3-4 & DE#H

(

Score

E3)  ECOG ® Performance Status (PS)
' TEE

0

EHBERERTES, BRETLRALRBEBEIHIRZITR 5.

AERCE LWEBNIAIR S h 528, SITHHET, BIERDES> TOERIITI ZLniTE 2.
Bl BVWRE, EBIEE

SITARECESDEDOREY O = L X TS CTHEEMMEERTE R, AF D 50%UEEy FATHBI T,

Wi

BOENZBESOEDEY DZ L LATERN, BRO S0%UALEEZy FOAKFFTBRIT,

2TV, BADEOERY OZ LiTe TERY, B2y FIKFFTRIT,
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6. BEICEL THEETREHEE

O WMIXEHITMZ ., BERTESE BRI T 2 ERSICE S E AF O RE R O EE
ORI EREREZT2ICEE L COLERAT S Z L,

@ WBRBIRICELDL, BEXIIZORIRICASEROEREZ +ORBA L., REEZE
ThoRETHZ L,

@ ERBIMEHD~RT AV MZOWT

FMEMERRBRD 5bndZ LR BDT, AFOEEIZH T~ > Tk, VIHE
K (B0iv, FERERE, WS OMBEUIE X BREOERS, BigE+
DWATH T L. Fe, BHEWISCTHE CT. ME~—V—FORELEHT
o By

infusion reaction 238 H 315 Z £ 3% B, infusionreaction 23FE D BN TZHEIT
X, BUIRLEEITH & & b2, IERPEET S TREOREL Holcgies
THEE,

FORIREEREFEE . TEABERER VRIBBERER S bbb Z RH 5D
T, AH O 5RRLET &R ORGSR P IXESCASIEERE (TSH, HERE
T3. %8 T4, ACTH, M anrF Y —VEDRIE) ¥ ERTHZ L,
BUENFR., A2, FFHREE, Fk, B{EREARO DN 8D 5
DT, AF OB EBERTR O EHE P I EHFHRERZE (AST, ALT,
v-GTP, Al-P, EU LAYV EDRIE) #ERTHZ L.,

SESER AR MIEERGELREZET) SOEERBESERD DD
Te¢RHBHOT, EHHCIROREODFREZMHERT AL, Tz, BOBRFER
BOLNTZBRITIE, BONCERBEL2Z2 T L BERRET L L,
AR OBEEFIZL Y  BEOARERNIBRET S LE L LN D14 RREBSRRE
RHobNDILRnbd, BEPBDONEHEICIK, BRLEBRIIS LR
BR 72 & RBR A FFOERD L EE L CEERERZE 21TV, BEDRE
FISIZ X 2 BER RSB 2 HBAITIE, AAIOKRE IR IE, RUOBIBEE R
NEVRIOBREELZEZERTZZ L, 2B, BIRREHRNVELOREICLVEIE
RDOYEENRBD bNRWVIBEITIE, BIBRERNVE LS ORZEMEIF OB
LEETHI L,

BEXRTE, AR OH Yy AR L T bRWERRRETIZRHH72D,
AE OB ERTHRICHEWEA ORI HSITEETH 2 &,

1 BUREIRP (BUE 1| BIERR 2 Ete) BN bbb, EREEZ P T F—2 2R
CELILPHDHDT, A, Bl BHEOEROFEHESCMBEED LRI+
PEBTHZ L, 1BERBIELN B STIFEEEZFIEL, 1R 8l
RoBEEOEERAMEEZITH Z &,

@ RIGUIRTRELEARAERE CHERT 2BRIIL. AROBRRBRICENT, &5
BREA25 3 W A LA, LR, REMMAL 1 T 6 BRI L ICFEDT
MZzIT> TV Z & 2BEIL, FFREFITEFHROEREITI 2 &,

©® ZEUREOBERAERE ~OWRMENEEL L THERT 2T AR OBR
ARIZEWT, RERAMPORBEREET RBAMI LT 6 VAMI LICHEM
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DFEEIT > TV Z L BB, FRORETIIEHICHROMEREZITI T L,
2R, MRS LTHEAT 2BE 1R, FRIOREHMIT 12 7ARETE
THZE,
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REEREETA FF A
NRAT7nY A+ (BEEFHEBRZ)
(BR7E4 : ¥4 M —F JFE#IE 100 mg)
~HHAE DY o E~

TR 2 941 18 (SF144 9 AYET)
A B
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1. XC®IT

EELOAEDME - BEMORREDTZDITIE., R XESICESWICEIERERIRD
bhd, HIT, IEEORFEEMOERIC LY, FUKERRR & OEHFR 2B IR
FEELNABENIP T, CNOOEERERZEICHNERBEICRET S 2 L BRED
BEL 2o TR REMBOEE L SEEDOEAT £ 2016 CFAL 28 45 6 A 2 B HRERIE)
CRWTH, EFNERLEOFRAORBLHEZNAIZ LI TVD,

FHIEABFERLT, REEACEZRET 7 7 A VABRTFOERM EH LR
RBIENDD, DD, ARV EZEMICET 2 ERATSERET 5 E TOM,
UHERLOBELZMZIT I ERHFRINIBEICH L TERT 2L &b, BIfE
RARRR LI LERNSE L DI L NARER— OB 2T T EREE TR
THZLENEETH D,

L7ziloT, AHA RT4 0 Tit, BAREBELINETELN TV IEFEESEH -
BEHNRMCESE, UTOERRORKERFERZHET 28RN O LERERF, 2
FROEREEEZTT,

BB, ATA RTA U0, BATBHEAER L EREEHRROHEE. ARHEBEARE
BREETES, —REFEA B ABRABES R O —RAREAN B ALRFSOBIO
HEERL LT,

KB LRAEIRS XA M —F HREEHE 100mg (—F4 : a7 n ) X~v7 (B
THAHZ))

HBERDHENIHE : BRIIEEREOHHBHF VX ) V&

RMELROAERVAE 8%, RARIE, a7 rYX<7 (BEEFHE#EZ) L LT 1
[E] 200 mg % 3 BRI XX 1 [E] 400 mg % 6 FA[EHFE T 30 22
T TREFHET 5,

% & R 7 ¥ E - MSD BER&tt




2. FENDOREK. 1EREF

FA M—&F BT 100mg (—&4 a7 n ) <7 GEiaFlfz) . YT A
#l) & H,) %, PD-1 (programmed cell death-1) & DV 4> KT& 5 PD-L1 XX PD-
L2 LOWREEEZEREMRET S, £ MbIgG4 £/ 7 u—FAHETH B,

PD-1 ¥ 1T T MRS B ARAE s bk B 7o DI 28 AR SR 3 5 272 S il
AA v F T, PD-1 1%, BELREICEWTESER T HIROMBETDCEERAL, AEA
&R & E e ANE IR 2 B RN HIET 5, 37205, PD-1 iV F Refk
ETBHZ LI VRERRBICL DV TV EEZAICHIET 2SS AETH S, PD-LI
DEFABMCBIT HRBBRITOT N THLN, Z<ONAMIRTIE T Mlao@E iz
HIECBRNICHEE L T\ 5, BNAMIBIZIIT S PD-L1 OEREIL, B, FEmE.
FFHRRaE, SRBLRR. FE/NFIBARTE 2 & OBEXx RBATFRRBRRTTH Y | EVERFR
& OMEBEMERHRE I TV,

BEOBADBERTH E PD-L1 EEOFMEMEI S, PD-1 & PD-L1 ORKITIES
DHRBEBEHCB W TEERREZES Z BN RRENTRY . iR B AIBRDOIER &
LTH/FShTWa, .

AF|iX, PD-1 & PD-L1 XO'PD-L2 OE Y H v FOFREAZMEETHZ LTk, EE
N B OIEESROMIBEENE T VU R EE S, FIEEaE > B b
T2 L THERDIRERET 5,

AENDERABFICE S BEDHRERIGC X 2BIER%ER S b b, EEXIIFETIC
EDARMERD D, FRIOEREFTRORERITIE, BEHEOBELT2ITTV, BFEBHE
D HIIHEITIE, BB LTRSS U BEMR 2 mesk L B2 RO ERD L E L Tl
B2 21TV BEDRERIGIZE 2BIEM DN 2561213, BIBRESR LV
ELVRIOREFEDEN VB EIT O BHERH D,



3. ERERARE
BREXIEEREO TR F ) VR EOARBRICMEZIT - - ERBRRARO
AR % T

[F2htE]
ERRILFAE TERE (KEYNOTE-087 #ER)

BREIHSBEO RO ) Vo fEERE 210461, BAAN 100Gl ET) OUT
D3 oDaF— kA IR, KK 200 mg 3 BREFER (T Q3w &), ) #E5D
BEER NELMEIREF S vz,

- BREMSMABERITRIC. 7Ly yFi <7 RRFUICLBREZIT A

# (axr—1F1)

- BEELEBRABHEIEEG THY, DO LY FRo~<wT REF UL BREE
ZiBE (2F—12)

- BREMEBMPABIEHEITRIC. 7Ly YRy ~<T RRF AT L BIEER (—KRIBEX
BB EREO—RLELTOT LY F U~ RRF UL DRNTERITE 722
W) 2T TWARVWEE (F—F3)

23, BTG TREBETAEBD b B A, REBET 2R TERIFED b2
SORKIICEE L T2 BE T REILEOEEFHE CREBETIROONDLET
REN OB EZHERET 52 LAFREL Shvi, EEFMEB Th 2R (KFT IWG
criteria (2007) 1[ZE-S< PRHAEIC X B557ELFL (CR) XiZHHES) (PR) OFIG) 1T
R1OLBY Tholk, 2B, FANIRE SNBAERDRIL, WThoak—1b
20% ThH o7,

#£1 HPHERM (KEYNOTE-087 BREY)

aFr— k1 aFm— b2 ar— k3

(69%1) (8141) (60%1)

5E2%E%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)

J— R (PR) 35 (50.7) 35 (43.2) 27 (45.0)
% ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#fT (PD) 3 (4.3) 17 (21.0) 7 (11.7)

BN 3 (4.3) 2 (2.9) 0

Z7=R (CR+PR) (%) 72.5 65.4 66.7

(95%fEFE X [#) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z 4]
ERRZER S MAERER (KEYNOTE-087 5U5R)
BHEELITRBREAE T 202/210 F (96.2%) 1258 &1L, BIFERAI 144/210 1 (68.6%)
WD bz, FEEEN %LU LEORIWERIIER 2D LBV Tholz, ,

322 RBEEMN 5%L EOBIVER (KEYNOTE-087 BB (MM &4EMH)

FERIKRSIE (SOC: System Organ Class) ﬁ%@;/;:
HAZE (PT: Preferred Term) 21081
(MedDRA/J ver.20.1) Foin R Grade s
ZalfEF 144 (68.6) 23 (11 0) 0
ﬁ?*ﬁzfﬁ’)f— o R I S 2 (2 4)7“ 0
Eﬁ#\mﬁyﬁﬁTr SRRC SIS Nt I ) R S 4@:,5)‘,_ 132
T 15 7.1 7] (1.0) 0
AN =i Sl T 0
eSS SN e e
JE%" 19 9.0) 1 0.5) 0
: %?‘- - e 5 i 22 i (10.5) . 1 »(0.52 0”7
S e Rl B O e ) =0
L
Pl 19 90 e e el IR A H L R P BN C il ke . “(3) IR
B5 - : 16 (7.6) 0 0

g, FEMEMRBRIL 6 B (2.9%). KIER - EEDOTANZ 3 f (1.4%), MEEE

(FF v« NU—REERE) X146 (0.5%) . FF#RERER 8 # (3.8%), FIRIRMEAER
=13 29 1 (13.8%) | F5 4% « BRRUARMERE 1T 2 B (1.0%) | infusion reaction i 17 1] (8.1%) .
SESERIZ2H (1.0%) ROLHRIZ1H] (0.5%) TRO LN, Ei: EW@&E
BE (REHEREER, SHAK., EREES) . TEREERE. BIEHERS.
RUBERRTG. BHEEE (REEMEEBRS) . X, BEHEE. MK - BIER, fﬁ
i/ MRIBA SRR ., BRI R OFRFERE IR D bhedr oo, ARIWERAZFEER
WRGEESESR (BRREERERE L) 2a0EFRREETT,



(A - AE]

AF|OBEMAEYBEEETAEZFALEZY I 2b—v a2k, K& 200 mg %
Q3W, 400 mg % 6 BRI (LT TQsWl &5, ) Xt 10mgkg (FE) % 28EMH
B LT TQWl &5, ) THRE LEZEOFAOMFERRENRT S, L0k
B A# 400 mg & Q6W THE LI-BEOARK O EF KRBT 2 FHMFEFRE (2
T Cavgssl EVV9, ) 1, AFI200mg Z Q3W THRE LIZERD Caygss LFEUT 2 & THI
Ent (FR) . 77, A& 400mg 2 Q6W THRE LIZBEOARFI DO EFIREBIZRIT D&
EMEFEE CLF [Coxssl £VV9. ) 1. AFI200mg 2 Q3W THRE LIZFRD Cuaxss
LB L CEEEFRTETFRESNZLOD, BAABEICB W TESENHER ST
AR - AETHDAH 10 mgkg (KE) % QW THEE LEED Cuns & HE L TE
EERTEFRSNE (FHR) . S5, BHEBEEREZRRICHHA 400mg & Q6W
THRE LA EHERE (KEYNOTE-555 3BR) L 05 bz ERMEICES < EmEhRE
NRTRA—HF VIalb—va kY FRILZRYERE T A —% LR LI (TR),
Mz T, BEOBECR T 3BEARBRECESE, AFOBREE L AMEGIRZEN
L OBEER RS ABRERGET BEE S, A 200 mg & Q3W it 400 mg %
Q6W THE LEBOBREE L AEHMEIIREME L OFEICOW TR SRER, L
SORE - AEOB TARMER LZ2MICAMERER T2V E FRls T,

£3 FHOKHBR T X —F

iR | o (ugm) (ugon) ) ) o)
200 g QB (58-55?‘519.7) (27.%/?58.1) (17.18?‘11 8.3) (91.97?'54.1) (49.23(,)? 1.0) (30.1??1 4)
400 mg QEW! (12524) (32.%??2.7) (10.31(,)'16 0.8) (14221;49) (50.51(,)'57 13) | (19.?;(,)'230.9)
40€£?§J{?E6)W (1351.2?.10 ; 6.4) T (14.1:,'?;.4) NA B HA
L oiigfig Q2W (21%,2(2)23) (14;?‘1145) (11;,1 ?21) (42:?233) (2727382) (19;;9300)

+:n=2,993, 100 MDY I =b—3 3 ek W EHENBTEHEOFRE (2.5%R,97.5%R) o Cmax : FIEE
E#DOBRBMETEE. Cug: PEBRSEOEHMFETRE, Cun: AIERESE (FA 7012 RER) ORKEMF
EP?&E\ Cmax,ss : ﬁﬁlﬂiﬁgllﬁﬁé%ﬂ%mﬁ*ﬁg\ Cavg,ss : ﬁﬁﬁﬁa;lﬁbjéipﬁgm%*?ég\ Cmin,ss : ﬁﬁ%%}:
BB REMEPIRE

i 56 BIOETIFHIE (95% 4K H)

§ : 41 BIOB(TEHE (95%(ERREM)

NA : %72 L




4 HERRITOWVT

AR L UTHERBRERE (2688 BBELNTWAZ b, YERE2E
ICERTE MR THIMNERD D, TOLET, AROBREN B2 BELZH - &
EL, AAOBEEIC XL EEZEWEAZRR LIBT3 2 L BNMRERED, YT
DO~@DFT_NTEMIETHEICBWTERATIRETH D,

@ mERizoNT

@1 FEED (1) ~ (5) ODVWTNNICEETIMBRTHEZ L,

() EEFBREFSEET 505 ABFEEIL SRS EOER IR AR REEIL AR,
HIIAS AR OB YL R, MRS A RSl 72 &) »

(2) FrEHERERPT

(3) FERRMELEET 203 ABEERT (B ARREERERRE., 25A D
WA, S A REEEHEE R L)

(4) IRICFFRIEZEZRE L. ASRIERCFERIEZER | XIS BB BRE2 Rk
2 DREREEIAR DB Z1T > TV 5 sk

(5) TUEMNEREAIN BEEMA QMR ELE(R S B HEIT > TV iR

@2 HEHETF 2D U EOERER CBIERRERRF OIS+ 5mik L &
BREefFOEM (TROWVWTNAICEY T 2ERM) 2, SEBRAOAFNCET 51580
REELLTERBESh TS Z L,

= :

o [ERARFTEBE 2 EOMMHERET LizBIZ 5 UL OB ATEEDBEEIHE %
ToTWBZE, 95, 20 EIT, BDARYEEY X LEEEKEESZOIES
fTo-TWnWbZ &,

o [ERARFFEUSE 2 FOMPMEZET LRI 4 FULOBRKRRZELTNS
Z&. Db, 3R EmESEEEE O DA YR & T iR Mk F ORHE
T OCW G S b

@ BENOERSFREBROMEHIZOWVWT

EELFREBRIIHETTI2HREENREES N, HNECENSDIERED, A0 - &L
EMEEFHFROEER OEMEIIXT 2 EHIEME. AEEENRE LBEEOHRE
EFE, ERECNITITONDBEHINESTNWBEZ L,




® BIHER~DRRIZOVT
®-1 MERRAHICBE Y 2 B

REMEMRESEDOEERBIEANRE LIZERIC, 24 BFHRZRERIO T, HEERX
EEERRR T 3\ T, B L BIERICR U CABREE R O CT & ORIER DERIC 4
BEREORKRPE BFICE LI, BEHICHS AR ARISE->TWD 2L,

@2 ERREEFICLI3FFERNICHET I ES

PBABRICED2EMNLRMBRE R AT 5EREEEIRIERAT=4) v/
EEOEERDOAI ) —=v T RITOVERE L B2 LT TE 55— 2AEREHINE
fHESLTWBZ L, B, BIEAFIZOVWT, BABE L ZOFRKRIHDICAMINT
W5aHZ &,

®-3 BIEA ORZExRICE LT

BITEAR (MEMERERICNZ, KBK - /DNEK - EEOTH., BUERE - A2 - B
BEREREE - IFZC - B LMERRE K. BHEEE (RMEHEEER, RREERE) . W
SWEE (TEAMEREE, FIRIBHEERES. BIEHERS) . 1 BERA., 5L 95 KRk,
fra - BRBSUPRIARAE, fEse, BEEOKBEEE (THEERLECMATE, KIEHEIRE R
BE. ZALBE. JRMIES)., infusionreaction, 7S - BEMEA., BIEME/E, MHEIEE

(FT v - NU—EFERS), Ok, EERMIKREE (G i/ Mg HEEEBER,
EmEE M, FRIFEREE, WIBAIERES) . EEOBR, MREREGER., B%%) ot
LT, SRR OLEHERBEOFMME L F T S EM L& L EIWEROBETRXIR
CELTHERVOXBEZZITONIEMFICH A L) | ELICEYRAENTE 2 H
NESTWNWBEZ L,



5. REGRLRDBE

[Bzhikic B3 2 HEH]

O BFRELHMIBEITESTUEGIRNTHAE OBFFREUIEREO T MR F Y &~
HNIEBEZBOTAAOHENER RSN TV D,

@ TRIEZENUTIBEINTIAREORERUERFEIZOWTIE, AFIOFHMEN
MM EINTELT, FFRORERRL 2L,
o ALFERIERIBROBE,
o fhoREMEEES & OO,

(Z2tizBEd 2 FH]

O TRIEEYUTIBEFIZOWVWTEIARBORENER L INTNEZ b, BEEZIT
lahiEke
o AFIORSITR LABIEDBEERED & 5 BFE

@ FERIOFEIZB VT TRICEE T 2BEF IOV TUL, AAOREIFHRI 2D

D, MOEFGEREN R WEEICRY . EEICAFEZERT L E2ERTE D,

o MEMMEROESHIIBEEDH 2 BE

o JEESHRE CHEE LR O 5 BE K ONEBIME D BB il O G %
ZOMCIIERELRHON D EE

 HIORBEEBOED, TBHMZE L IXERED B CARERBOBERED
HBHEBE :

o JEBRBHE (EhBRMRBHEELZET) ObHBE

s REOBENIIBEFEAETLIBRE

»  ECOG Performance Status 3-4 &V DB

(ED  ECOG ? Performance Status (PS)

Score | EFE

0 | 2<MEREHNTES, BRATEFALRBEFESHRRIATAS,

RERICI LVEBNZFIR S5 28, BTRIRET, BAEERE > TOMERIITH Z LR TE 5,
Bl - BVWRE, BBIFE

BoNZEODEDOEY DZ & LTERY, BFO50%U EEZXy RBRFTIBIT,

SN

£@TRV, BAOEOEY 0 i TERY, BRIy FKOEFFTRIT,

BITHRETHSDOEDEY O Z LT _RTRAEELEMERIITE R\, BFOD 50%LL EigXy FATRI T,




6. REICELTHEETREEH

O WAEFICNA, BERGEEVRET SERFICESE AR OFER OB IERE
RO DITBERERETDITEELTIrLERTDZ L,

@ WBERBFRICELL, BEIZORKRICEDERERELZTORAL, AREZH
Thro&RETHI &,

@ FREWEAD~<RXT AV MZONT

BIEMMEEND bbNDZ ERHDEDT, AREOEREIZSH > Tk, FIHE
W (B, MREEE, W) ORFEEOE X fREDEMRSE, BEr+
STATH Z &, Fo, BESCTHES CT, ME~—V—S0ORELEM T
BT L,

infusionreaction 233 H 5 Z LM% 5, infusionreaction BFRD LN HEIT
X, BEIRABEITY &L b, IERAEET S X TEREEORELZ HOICEE
Tk, :

R IRSREREE, TRAMERERVRIBHBERERHbbNAZENHHD
T, AF| 05 RARTE OSBRI O WHRRERE (TSH, Gkt
T3. 5B T4, ACTH, P arFY —VEDREIE) ZEHETDHZ L,
BIERTZ. AL, FFEREE, TR, BEERERES b Z LR H D
DT, AFO®BE BT R O S TIX BRI T sERE (AST. ALT,
y-GTP. Al-P, B UL EVEDRIE) #EMmTH I L,

S ER (EARMTEERELEZET) SOEERIBEEENLH LIS
TeWRHBHOT, EHHNBOREORELHERTIZ L, £z, ROEEN
RO OLNEH/AITIE, BONICERBE*SZ2 T2 LOBELEETLI L,
AR DOEEIZLY | BEOCRERIGICERT S LE X b HEEL RERBORE
NHobNdI bbb, BENBDONTEHEITIX, BRLAEFRIIG U
BER 2k & BRI OER & EE L CEYARERNRZE 21TV, BEORE
ERAIZ LB BEIER B RN A2 HAICIE, AROEREIFIE, ROBIBERER
NEVRIOBRESEEZERBTHI L, 2B, BIBEESLVECORSIZEVEIE
AOBEERRD SNRWVHEAICIE, BIBRERNAVE VS OREMHEIF OBM
LEETHZ L,

BERTH, AR SE I ABBLTHLEWERANRERT L ZENH D7D,
AR OBELTHRICLEWERORRICHHICERT S 2 L,

1 BUBEIRA (BUE 1 BUFERR 2 &) bbb, BERAES N7 F—v 2
WCEAZLERHHOT, OB, Bb, BHEOERORERLMIBEED LA 12+
SEETHZ &, 1 BERFARGELNZEAICE®RSZFIEL, AR VL
FOREEDOBORLBEELITI Z &,

@ AFNOBEKRBRIZBWT, BEHELD 2 B2 L ITHERMMEOFMEITo TV =2
EEBEC, AFBRETIIEHNICEBRE CHROMEREZITH Z &,
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wd oo,




REERHEET A RT A v
Rha7n Y X<v7 (BaFiE#z)
(BR5E4 : ¥4 P—& JiHERE 100 mg)
~ R B~

TRk 2 941 2H (fFfn449 AED)
JBAEFEE



B

o o R

X C®HIT

AR ORI, TERBEF

FRIR AR

HERIZ DU T
BEXGR LR DBE
BEICELTHEETREEFE

P2
P3
P4
P8
P10
P11



1. IC®IT

ERLOFNE - BEMOEFOZDIZIE, BT XESICE SV EEIERERZRD
bbb, &I, EEOFRZEMOESITL Y, FUEKEER R & OEFRIZ2FTHIERE
FEERLPEARINIF T, INLOEERZEICKHERBEICRIET S Z L BHRED
BEAL 2o TR BREMEGEE L EDEARFEF 2016 ((FRL 28 42 6 A 2 BEZRRE)
WCBWTY, EFNERLEDFERAORBECHEEZRSZ & LI TW3,

PR ERM T, RBERCEEM T 7 7 A VRBEFOERG LA LNCE
RBZERDD, ZODH, AHOMROREMICET 2 FERS+0EET 5 £ TOR,
UZERLOBRELZMZIT A LA/ INIBFICH LTERT 2L &I, BlfF
ANRRLZBRICKNERAIGE &5 Z ERFRER—EOEG =T ERERE CTER
THELLREETHS, .

LizloT, BRAA RT7A4 0 Tid, ARERSZNETIZELNL TV EFEZN -
BRI RHCESE | UTOEEROERERERZHET 28R b NEREMR 2
FROEESREEZ T,

R, AITA KT A 0%, MIITEHEAERMEFRESRREHEE, AREEEARR
BRERER S, —MEFEAN B ARABRRARES R O —REEEAN B RBRGRFE D%
J10H EERR LTz,

KR ERDHERST  F4 MV—F SEEE 100mg (—4 : a7 n ) X~v7 (B
THAHR X))
RNEERDDENIDE « M AALFRER \THEE U RIGEIBRRE 2 R LR
HABLRIAERVAER : @%. BRAKIE, Ra7nr) X~ (BEFHEHEZ) LT, 1
[B] 200 mg % 3 @RI 1 [B] 400 mg % 6 W[E IR T 30 45/
P CRERRET B, |
3 # . MSD Bkatt

& K

ch

faké




2. AEIOKEEK. 1EREF

XA ML—F HEEE 100mg (—k4 : o7 v ) X<v7 (BaFE#z) . DT &
] £ 5,) X, PD-1 (programmed cell death-1) & F DV 7> F T 5 PD-L1 K PD-
L2 L OREAZEEMETS, & MbIgG4 £/ 70 —FAHifETH 5,

PD-1 B3 T MM B RS O B3k B 7o DI A3 ARIRR DS FI R 9 5 £ 722 se e il 4
ZA v F T, PD-1 1%, BELDREBICBODUEEE T MlROMREmIZHEIAL, BOA
ER G2 S ANE AR 2 RE R HHT 5, $72bb, PD-1 1) F FEfE
ATAZLRIVNEZERICL AV I NAVEEZAICHIET AZFETH S, PD-L1
DIEFHMBRICBITZ2RBRITDOT N TH LN, ZORAMIRTIE T MIROBEZHML
51 PBRENCREBE L TV 5D, RAKRIICEIT 5 PD-L1 OEFEIL. BHIamE., REE.
FF#mpaEE. JREERE, FE/NBRRATE2 & 04 RRATTREARAREFTH Y | RVAEFR
& OFEBEMERSRE S LTV D,

BEOBADEERITH L PD-L1 BEROMEMEN S, PD-1 & PD-L1 OFKITIER
DEBFEERHICB W TEERBREZHES Z TR I TR Y . Hl- RN ABRROEN &
LTHIfFFS TV 5,

A#i%, PD-1 & PD-L1 ROPD-L2 D&Y H> ROEEEHAETZZ L2k, EE
e NEE R OEESRMIEEE T U o RE2EE L&Y, ERERE 2 FEHL
THZ L THEEDIRERET S,

ARENOIEABFCES  BEDRERIGC X 2BIEREN S bbh, EEIIFLTIC
EDAREMEN D D, ARIOBRERRORERITIT, BEOBEL+HITITV. EFFFR
D HNFHEITIE, BB L CERIE U MR8 & BR 2/ OEM &8 L OF
PR ERIBE 21TV, BEORERIGNC K 2BIIEAARDNL 5 BE 1, BIBRES LV
EURIOBREEDBORLEZIT I LENRDH D,



3. ERPRARGE
AR IER ITHEE L R IRUIBR R RE 7R R LR O ARKRFICEHMli 21T - 72 £ 72
FRRRBRO BT T,

[FzhiE]
ERRILFEMFERER (KEYNOTE-045 #5R)
7T FF K 2 S LRRER 28T 5 RITETHEX IS ORE ERERE
542 5] (AAN 52 Bl &) 2RI, A 200 mg 3 BEREFR (LLF TQ3W] &5, )
BEDOHENMER NEZEMN, bFEE (X7 ) Z%'A, FEZ X/ X vinflunine)
2EFBE LTRE SN, 2B, BRI CRBETRRD bhHalc, REET
R TERERD N RWEDERICEE L TV 5 BE T, REIEOE & T
REBETHRDONDE TAAOEREZ T 5 Z L AFREL Shiz, TEFHMEERBIX
AR (0S) RUMEEEAGFHR (PFS) & 3. AANXMFEEIEL B LT, 0S
FRARICEERLE: ERI1IEUVHED .
*1: FIFFREI S EERE (—RIBR BIORBETEZRDEE. RUTIFTRAZET
{bEEpRvEIT Xk B A58 - TR RER 12 VA LUWNICER LBRENELAN bV,
*2 : AFRTIE vinflunine IZRFEFRBTHB7H, N7V EFEAIE REFFELOWVTHNERBIRL
T



# 1 KEYNOTE-045 RBRD A ShPERRE

A% 200 mg {bLFRIE
Q3W
(270 51)) (272 #1))
ost PofE [A] 10.3 7.4
(95%(EHE X ) (8.0, 11.8) (6.1, 8.3)
NP — Rt 0.73
(95%IEHE X [H) (0.59,0.91) e
P i} 0.002
PFSTI HRfE [A] 2.1 33
(95%EME X ) (2.0,2.2) (2.3,3.5)
NP — R 0.98
(95% (51 X [H) (0.81,1.19) -
P s 0.416
T PRI DT —F 20164E9 A 7By bF T
t: BRI Cox BN — RET M X BLHRIE L DB
S BRlv ST T BRE
I': RECIST HA FZ A > 1.1 BRICE-S < Iz E
100 7
90
w -
70 ]
£ 607
50 -
3 407
30 \‘MMN
20} —— amuong oW
107] o woms
00 2 4 6 8 10 12 14 16 18 20 22 24
at riski & (B)
ZH200mg Q3W 270226 194169147 131 87 54 27 13 4 O
LWL 272232171138109 89 55 27 14 3 0 O

X1 OS D Kaplan-Meier B (KEYNOTE-045 35%)




(4]
ERRIEF S MARRER (KEYNOTE-045 #5R%)
HEESIIAKIEE 248/266 B (93.2%) K UMLEFRIERE 250/255 ) (98.0%) IZF89H L
n. BHERIZZNZh 162/266 B (60.9%) F1X230/255 5l (90.2%) IZRH bNTz, &
KB CHRIEARN 5% U LOBERIXITRO LBV THo T,

#2 ZEEN5%IULOEWER (KEYNOTE-045 3RE) (KM SLM)

2B RIARSIE (SOC: System Organ Class) wiﬁlj(g/;
HAFE (PT: Preferred Term) 26651
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2EIER 162 (60 9) 38 (14. 3) 4 1.5)
W%}YZF% * AP | BT ,‘_ 3~va A B
@Mﬁﬁ%“ﬁi&?ﬁ 15 (5 6) 0 0
E%ﬁ% ;ﬁ-, ; ' | S e = 2z iR e
TH _ 24 (9 0) 3 1.1) 0
i 29 (10 9) 1 (0-4) 0
PeRshEE T OREENob el e e e
iyaknd 15 (5 6) 1 (. 4) 0
EH 37 13.9) 3 1.1 0
FEEN 17 (6 4) 0 0
AR I UEEEE e o RGeS
BHRBOE 23 (s 6) 0 0
Z 5 FERE 52 (19 5) 0 0
b33 22 (8.3) 1 (0.4) 0

7235, AFIBEC BV CRIEMEMER 10 4] (3.8%) . KIFK - EEDTH 741 (2.6%) .
MREE (X7 - SU—REERS) 16 (04%) . FFHEERSE 14 61 (53%) . FRIR
HREREE 23 5] (8.6%) . EITEHEREREE 141 (04%) . BHERET (REETREMERELX
&£) 14 (0.4%) &N infusionreaction1 il (0.4%) BWH LIz, £, EEDOKER
= (REMEREGER., SWAK, EAEES) | TEEBERSE. 1 ERA, B,
s - SRR, EEREAE, D%k, N - B, B Y0 Bk, SeEtEmN
HRIB MR BTN . YRR M R DR FERBIIR D bivizanofo, ABIERREIIRILIZE
BES (BEREEEREZED) 28 0EHRRETT,



(A - AE]

AHOBERARYBEEIAZFA LS I 2 —va itk V., &% 200 mg %
Q3W, 400mg % 6 BHEMME (LT TQewW) &5, ) XiX 10 mgkg (FE) % 2
FiFE (BLF TQ2wy &), ) TRE LEZEBROAK OMEFRESBN SN, 08
R, AKFH| 400 mg & Q6W THRE LIzFEOARK|DEFIRREICE T 5 FEHmEPEE (U
T TCavgssl VDo ) 1E, &K 200mg % Q3W THRE LIZHED Cavges & FEELIT 3 & T
Sz (FR) . £z, KA 400mg 2 Q6W THRE L= EBOAF O EFIREICKIT 2 5%
BMEPRE (AT [Comssl VN5, ) 1, AHKI200mg 2 Q3W THRE L72EED Coaxss
CHBELTEREZRTETFRISAZLO0, BAABEICBW TERERER ST
DRE - HETH 244 10 mgkg (FE) % QW THRE L72BED Chaxss & HBE L TIE
Bz eFRIENE (TR) . &b, ENREAERE ZRICAR 400mg % Q6W
THRE L7z EIFARBR (KEYNOTE-555 RABR) L VB bh/- ERMEICE S Epshhe
NIZA=ZF V32—V a VTRV FRILEEDERENRT A —F LHE L (TR,
Mz T, BEROBEEICE T 2 BEARBREEICESE | AR OBRER & ATt
& DEJEZ R T 2BRBIISET VBHEE S, AF 200 mg 2 Q3W Xt 400 mg %
Q6W THRE LIZBROBRER L FMMEIILZLM L OB I W TR SR, k
LD - AEOB THARMR CREMICHERZR IRV & FRIES L,

£33 FHOKYBIR T A —F

Bk AR | o (i) A o) il
0 m0 (58.2?;9.7) (27.27’,/.;8.1) (17.1:,3.11 8.3) (91.?/?54.1) (49.?;(,);1 1.0) (30.§?§1.4)
A0 Oaw 1% 7 12;,2_;’24) (32.?)?;2.7) (10.11(,)';5 0.8) P 142?49) (50.51(,)'57 13) 1 19.?3?;0.9)
40(?%5”?;)\” (1351.1?.103:6.4) NA (14_1:, '?;4) NA NA NA
102k (213,2323) (1421 ‘1145) (1 1;1 ?21) (423,2 233) (272,7332) (19;,9;00)

t:0=2993, 100 BDYI =2 — 32X 0 BEHEINZBMEHED PR (2.5%5,97.5%5) . Cmax : FIEHE
EROBRBMIFEFIRE, Cug : IEREHROFHIMIEFBRE, Cunn: HIEBEHE (A 702 BEH) OBENE
FIREE. Crmaxss | EFRBIZIIT DREMIBFFRE, Cogss : EFIRIEITIT 2 EHMBPRE. Coinss 1 ERIREBIZ
B} B RARMTE FIRE |

I : 56 BIDKMEIHE (95%IEMRXH)

§ : 41 BIOBITEHE (95%EREH)

NA : &% L




4. #@%L—‘O‘J\T

H4M L LCHEARERE (@R SBRELNTWD I Lhb, SERELZE
@_%wrgam R CTHIVBEND D, TOLET, REORENE2EEZDH - &
EL, AFOREC X ) EELEERZRER LRSS 5 Z e BuBERD, LT
DO~@D T R TEWITHRICKV TEAT 5 ETH S,

@ mRITOWNT

D1 Fd (1) ~ 5) ODWVTNNIIHEETHIRRTHD I &,

(1) EAEBBREIEET DA DEEEIARRS ERERRAS A REE LA,
HIR DS A SRR AL RURRE, HIIRAS A RBRIRIE R &)

(2) FrEMEERPT

(3) HERFEMEBERISET 2R ADREERE (BSADREEREERR. A LRERE
BRE. A A B EOEEHEERR R L)

(4) HRfERREE 2 RE L. SSREE L RREDIER 1 USSR LR E DR
2 OREFREYEIAR D EHEIT> TV D HER

(5) PUEMIEEAIN S S EINE OMREEICR D BHE1T o T\ 2 HER

®-2 %%L&ﬁ@miﬁﬁﬁﬁﬁﬁﬁ%ﬁﬁwﬂﬁK+AE%%kﬁ%%%OE%
(FROWTHhIICHEY T HERM) 23, YR OAFICET DIemOREE L L
TRESh TS L,
&

o EMRIFEREL 2 FEOUBIHERET L-RIC 5 £ EORARROEBRIMEZ
ToTWnWaZ e, 95, 28 LT, NAEMEERZ XL LBRERFZOVHER
ToTWABZ &,

o EMRZEER 2 EOPBTHELET LRIC 4 £L_EOWREBRIZ OERKRIHME
BIFoTEBY. 9b, 24N ik, RELEREONAEMREEZELHARKEDOR
RPHEZIT->TWVWAB I L

@ BRADERMFREEOKHICTOVT

ERAISHESHEICHET 2EAENEB S, NEMENLOFRED, A - K
AMERLIFROBFEL VEME T 5 EREHR. AEFEPRELLEEORE
EE, ERFLHIITONAEHINBESTWNWDZ L,




@ BUERA~DHISILONT
@-1 BRI T 5 Bl

POBIERT SRS O BB R BIEAINRA LRI, 24 RSO T, YR8 X
HEEHERRIC 35\ T S8 LI BIERICIS U C AR EER O CT % OBIER DEFIIC
ERREOKERPG RFIC/LN, EbICRHIEARERERNESTHNEZ L,

B-2 ERMEEFICL2FEESNSICET 2 EL

NBABEICEDL DFMN AR E OEREEZE T 5 EREEENBERE=21) 7
EEOEROAT ) —= U TEITVWEIRE L FREZEF TE 2 F— L EREHINE
HENTNWDZ &, 2B, BEEHICOWT, BABRE L FORRICHHICEmMENT
WaZ &, :

®@-3 BIfEROBERXRICE LT
BITER (REMMEBRICI L, KB% - /MR - BEO THL. BIERFE - FFRE - BT
VEREREE - T4 - FE(LMERRAS J5. BHSAEIEE (RMERIEMR %R, RREBAZ). N
HWHEE (TRAMERE, FRESEREE BIRHRERE) . | BUERRE. 5 & 5Bk,
Fde - BRI RMRAE, BEde, BEORMEE (it RIERAREE. KRR IERR R
BE. AL, FEXRAEIES). infusionreaction, 7S - BEfEA . EIEAGIE R, MiREE
(FF « NU—ERERE), LS. BEERMEEE GRS/ MR L8R .
YRMMER M, FRIFERE. BIEKERES), EEOEA. MREAERE. BEZ) ok
LT, YshEsd L E R 0 B 2 A 5 EM & B L (BIER OIS
CE L THRERUOXEZZ T ONB&MHICH B2 L) | BHICEERLEN T 3
MESTWAB I &,



5. REXEE 25 B

Ui B S 5 % oR)

O 795 WAE ST HREEE AT 5 RETETHEULEB I O R ERHEO S
FIBOTARIOEMES RIS LTV D,

@ TRICHEYT 5 BHEIHT I RFORER MERFEICOWTIE, AR ORISR
Y ENTRLT, AFOBRERFR L RLR,
o FIFFRKRSDEREC L DIBERORWEE,
o FiROMBIEIE,
o fhOPLEMIEREA & O,

(%4t B 5 BE]

O FRICHYT 2 BEICOVTHARORENER L Sh TS L b b, #EEST
PR L, '
. AFIORSICH LBRUE DBHEED & 5 B

@ BERTOIMICI O T FRICEY T 5 BE IOV T, AFORSIIHERE S 2D

B, MOBFERIENR R VBAICRY , MECAFZERATL2IL2EETE D,

o BEMEMRBOAIUIBEEDH 5 BE

o MEESRECHIEE R % BE R OTEEME O BRI Rk
S DR RIEEE R S DD BE

o HOAEEROAR., UTBMRRE L IXERED B CREREBDBERED
»HDHBE

o EEBEE EhBHRBEEEZE) OHLBE

¢ EEOREIREEETLEE

s ECOG Performance Status 3-4 &V DB

(ED  ECOG ? Performance Status (PS)

Score | B

0 | £<BER{ERTES, BFRLALBBEENHIRZRATZS.

AAERICE LVWEBEHEIIR S 328, STHHET, BIEERE > TOERIITI 2L TE 5.
Bl BWRE, EEBEXE

BRon-BSOEDEY DI & LATERY, BHO 50%UEEZy FAEFFTBIY.

LR

2<FIT 2V, BAOFOEY O LixLL TERY, B2y FOBFTBRIT,

10

BITRIEECH S DEDEY O L IXT_XCTHREEMEEIITERV, AFD 50%U L3~y FATEIT,




6. RERL TEETREHFHR

O WACEFITMA, BIERFEEE PRUET 2 ERHE 12 25 & AK 0 B K OE R
AOIDITHERBERETDCEMBR L THLERTR L,

@ 1REBALAICHENL L, BE XTI T OFRECHEDIER VEEEE+o3BE L, AELE
Torb&ERETHZ L,

@ ERBMEAD~RXI AL MZHONT

FEMEMEER S bbid 2 EBH DD T, AFIOREITHT- - Tid, WIHE
W (B, FRRREE, ) OMRR UK X RE0ERSE, 8%+
%KﬁB:koit\%EKmDTM%(H\m%?~ﬁf%@ﬁ§%%%?
BLE,

infusion reaction 233 50315 Z L 233 5, infusionreaction 23588 5 LB AT
X, EERAAEBEITS L L bz, EERBEE TS TREORESL+HICEE
ARG

FRRSRERES . TEMRERERVBIBBEBERLLDbNAZ L RHED
T, A ORERLAATR S H BRI @RI WEERERZE (TSH, 1R
T3. #EBf T4, ACTH, IHaLVF Y —VEDRIE) 2ERT BT L,
BUERFR. FFARE, ITHERE. TR, BHREERLbbNEZ LRbh 5
DT, FAAIOEEBRFAEIR R EHF P ITERICFHERZE (AST, ALT,
y-GTP, Al-P, YV A EUVEDHIE) 2EHT 5 L,

S EIBER (IEREMIEEREREZET) SOEERREERH N D
TeRHDHOT, EHNZIROREOFEREERTHZ &, £7-, BOREN

BB LNEAICE, EOSCEREEE SR T AL 5 RE ST L

ARDOBREIZLY | BEORERIGICERT 5 & E2 b 584 2R B EE
BHobLhDIeRhd, BENRDLNEERITIE. BRLEEZERIISLE
ARG 72 ATk & FRBR & RO [EAD & B L CGEEIRERIZ BT 21TV, BEDARE
RIS X 2 BHWER BB 258121k, AFOERETH1E, ROBIBERE R
NEVRIODBREEEZEETHIZ L, 2B, BIBKESLVE L OBREIZ XY EIVE
R DOYEDTBD bNRWVIFEITIE, BIBERER/VE U DGEIEH o8
bERBTHZ L,

BERTE, BOEM»OE T ARB L THrORWEARNRERT A2 LR85 B0,
AFN DGR THRIZHEWER ORBFI+DICEET B2 &,

1 BUMERRIR (BIE 1 2R m &2 &) Bd bbb, BERFEE, 7Y F—v 2
CEDILERHDDT, A, B, BEHZEOERDOFEECMEED LR Ic+
FEETSHZ L, 1 BBERFEREDN BRI/ ELHIEL, AR VEl
ROBREEDHEDRLBEEITH> Z L,

@ AHOBKRARIZBWT, REREH» S 9B%E., ZNLIEIIRERE»S 1 E/IX
6 ERIFE, REBRA2D 1 FLKERX 12 BRER TEMEDFEMZIT- T a2
BB, ARIRETIIESICEBRE CHROMREITI Z &,
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REERHEETA NF A
Ra7u ) X=7 (BsFrEEz)
(BR7E4 : %A bV—F JFE#E 100 mg)

~MSI-High 83 2EHE (BENRBESEERBSITRD) ~
~MSI-High B3 5% - EEE~

TLRE3 012 H (FFfn44 9 AEGET)
B FHEAE



B

SR U R e

XL ®IZ

AF|ORR, EREFR

ER PR AR

FaERIZ DWW T

BEXtG LD BE
BECELTHEETREEE

P2
P3
P4
P14
P16
P18



1. [ZL®HIC

ERLOBNE - BEMEOFEROTZDIZIE, IMITIEFCESWERBERERRIRD
bbd, b, MEORFHTOESICLY ., iFEEMZR L OEFN2FTHRIERE
FEERLNVARINIPT, INLOERLZEICLERBEICREET 22 L PRED
BEL 2o TR BREMEES L EDOEARFE 2016 (FRL 28 £ 6 A 2 B EHERE)
ZBWTH, BEFNEEREOFEAOREHEZRZZ L LI TS,

FHERBRFER LT, BEERRPZEE T u 7 7 A VRBRFEOERKLEA S MR
RBZENDHD, Z0D, AHERUCEEMICET I ERS+SEET 2 TOM,
WYERBOBELR ST A ERPBESNBHEICH L TERT S L L bz, BIfE
BARRE LEBRICHLERRNE E D Z ERARR—EOEGHE2H - T EREE CEM
THZEREETH S,

L7elo T, BHA FTA 0 Tid, BRERSLINE TILHELN TV I ERIEER -
BEORMICESE, UTOERRGOREREAZHEET 2BA» D LERERF, B2
FRONEESFEEZRT,

B, BAHA KT A Uk, MIATEIEAERS ERESFAGEE, AntMEARER
BRIEEES, —RAEAN B RBERNBES R O—REFAEA B ARBEBRRESOW
Db &R LTz,

KB LR BERR  £4 M—F RREHE 100mg (—i% : RATr ) X7 (&5
FHEMLZ))

HNBERDMENEHE : 1. PAFRERICEEBLILET - BROBEE~A 70 VT
74 NAZEM (MSI-High) %83 2EFE (RERNZRIBENE
BRGAICIRD)
2. IBEEIBRARERIET - BROBBE~SA 70V T 74 PR
EME (MSI-High) &/ 3 5%85 - EGRE

HBLRDAERCAE - @%. RAKE, RaT7r) X~v7 (BETHE#EZ) LT, 1
[8] 200 mg % 3 BEREIFREIE 1 [E] 400 mg % 6 1 HIFERE T 30 57
DT CRBERET 2,

& & P 5t ¥ & . MSD A&t




2. ARIOHE. /ERARF

XA h—F ETEEHTE 100mg (—HR4 - RAT7u ) Xv T (BEFEBR L), T A
] £\ 5,) ix. PD-1 (programmed cell death-1) & Z DY F¥ K TH 5 PD-L1 KT PD-
L2 L OfEAEZEERET S, b MbigGs £/ 7 u—F Lk Th 5,

PD-1 iR B 13 T MRS B S s Bk B T2 I 28 AVRIRR DS R F 9= B 2 72 S 8 il
ZA v F T, PD-1 1%, BERREBIZEBOTEEER T MlaoMiRRmcFEH L, BEK
BRSSO ALEIBR BRI EHIET 2, T7hbb, PD-1 XY H FEfE
BTHI LTIV REZARBRIC LDV 7T MeERARICHIET 52 A FTH S, PD-L1
DEFEMBBICBIT 2RBETDTNTHLE0, £ ORAFIETIE T MBROHE 2Mx
HIFECBEENCERE LTV, DAMKICRIT 5 PD-L1 OEXRIAIL, B, FiE.
FrimpadE . SRERE ., FE/ NIRRT 2 & O x R A TTFRARRFTH D | RWVAEFR
& OBREERRE N TV S,

BEONADERET% L PD-L1 HEOMEMEDN S, PD-1 & PD-L1 ORKIIIEE
DEERERICB VW TCEERBREZE S Z LIATRENTE Y, Fi- 2B ATRROIZER &
LTS T3,

A#FiZ, PD-1 & PD-L1 XOYPD-L2 O Y H > FOFESERETHZ &ITX Y, BEE
O NBER OEESROMIMEEN T Vo SReEit s, EBRE T BIEEL
T35 L CHIEESRERET S,

AHNOVEFRFICESIBEDRERMC L Z2EWERER S bbb, EEXIIFELTIC
EAFRERD D, AFOBREFROEERICIL, BEOBEL STV, EFBR
D bNTEAITIE, FER L BRI CEMR MR & BRRE R OERM L EE L TE
EIRERZET 21TV, BEDORERINIZ L 2BWEAREDN2HBEITIE. BIBRRER/LV
LR OREZEOBORLBEEAT O LENR D D,



3. EREREE

(R AR R IR LT - BROBEES A 7 0¥ 7 74 MRREHRE MSI-
High) 2B 5EFE (BEMNRIGESRERGEICRS) ] RO NREIRRERE
1T - BROBHEE~A 7Y T 74 "ALEM MSLHHigh) 2F 3 50 - EREl ©
ARGBIFIZ R 21T - e E R lRARAR O BIR 277

2B, BEE~A 7Y T 74 PREEM (BLF IMSIHighl &\W5,) 2FT 58
#] LT, [PCRIEICE Y MSI-High L HIEEN2BE | 2ERT 2456 (kH) I«
1% TMSI-High (PCR L) ZHT5HB¥E] LERILL, DNA I R~ v FEEHEIE OEFEH
HBEFEMTAEES (KE), 7725 IPCR T X Y MSI-High Xix e b7
& (LLFIHCI & WD ,) Bk I 2wy FEEHIEOXRE LT ldMMR] & 5,)
LYIEENT-BE | 2BENTHHEAITIE IMSI-High #F 3 28%F] XLl HCE
12X %A MMR 2% & PCR EIC X 5 MSI A D—HKIT 96.6~98.7% B THBHZ &%
BHEIN TS,

[FzhE]
< BAALFEIER I HEE U217 - B30 MSLHHigh BT 2EFE (EERZ2IFHENS
HEERGEICRD) >
OEEEIERS IR (KEYNOTE-164 3Bk, =4h— b A)

7o) I D URREMEREA AXY ) S TFUROA Y T REREK
W2 & BALERIER O & 5 1Bl YIRARGE /21T - ¥ dMMR XiX MSI-High (PCR %)
) 2HTOREE c BEREAE 6L (AARANTHEZEL) X8I, A 200mg3 &
BIRERE (CAF TQ3W] &0 9,) BEOFEHMEROEEENBI S, 2B, BEFE
i TR BT 2580 BN /A RBET 2 R TERIB D 5N RWEDRRKRIICE
E LTV A BRE T, RELEOEE M CREBETHRYD bd £ THRA DR E &
FTDHIENTREL ST, EEFHMBER THHERZE [RECIST A FF 1 11K
ICES FRAEIC X B5E4FS (CR) XIIEAER PR)] 2oV T, ARBRICEE
EN61FORRZIIE1DLERY Thotz,

(&) Lindor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

) g Ic R\ T, HC HBIC L Y S X< v FEHEF /37 Th B MLHL, MSH2, MSH6 X% PMS2
DONVTHHADRBENED bNR2VEEIZ IMMR, PCRIEIZELY 228 ED~A 7 0¥ T T A bv—U—T
KIS BEFEEDY A ZOELBHBHE S izHA 1 MSI-High (PCRiE) LHIE SNz,

4



#1 BEBRADHERVERNR (KEYNOTE-164 RB, 25— A)
(RECIST ver.1.1, XM SRERS, PRYUE, 20072 0BT —F vy b3 7)

PP BIE (%)

REREHR 61 it 39 {512
5E2Z%%) (CR) 0 0
2% (PR) 17 (27.9) 9 (23.1)

ZE (SD) 14 (23.0) 10 (25.6)

1#17 (PD) 28 (45.9) 18 (46.2)
HeEARRE (NE) 2 (3.3) 2 (5.1)

#7%) (CR+PR) 17 9
(FExh=E [95%EHEXMH™] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

*1 . HENMEMATIRER, *2 : AREEITSEF O 5 b MSI-High (PCRE) 2F T 588,
*3 . IEHE:

OEEILFE T+83ER (KEYNOTE-158 #5%)

—RIGH L U TREENRLZFRIER O & 2 1R EIBRA B2 EST - BR D dMMR X
MSL-High (PCR %) ®2 2H 4 2EBERE & 233812, AH| 200mg Q3W HE5DF
PR OREMIREFT SN, 28, BRI TREBETRRD bLLBAIT, KREE
TERTERNRD bNRWEDBERIICEE LTV 5 BE Tik, RIE LIFE O EHG
TERABETHRD DN E TAFOREEZMET 5 Z L NFIRE L vz, EEFMER
ThDHELZE [RECIST VA R4 2 L1 RICES FREIEICL 55255 (CR) X
18RS (PR)] 122V T, MSl-high & 2R &z BICARRICRER S L 83 FI%F

(FN—TFK) DRERIZFE 2, ARRICERE SN 94 ISR T 2 RBIER ORERILE 3
DB Y Th o, ~

- R2 REMEHRRUED=E (KEYNOTE-ISS RE, F1—7K)
(RECIST ver.1.1, BZMEMATHRERS, PIRHAE, 20174428 B7—F v bAT)

i B3 (%)

%EI:DD)‘)J% 33 WJ*I 8 WJ‘Z
5E2%%) (CR) 4 (4.8) 3 (10.7)
#5355 (PR) 25::(30:1) 8 (28.6)

Z7E (SD) 20 (24.1) 3 (10.7)

1T (PD) 24 (28.9) 9 (32.1)
HEARRE (NE) 10 (12.0) 5:(17.9)

#=%) (CR+PR) 29 11
(FEHE [95%EEXE™] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 : BT RER, *2 . BT RER D 5 H MSI-High (PCRYE) #FT28%E.
*3 . IERETR

(B3) gopg = b |o A~T 12434 7= 7 A —7 R U MSL-High OEFEBBRE PR AN I V—F K Hbi
BEh. ZA—7 A TIRIIFE (RELEE). ZVv—7 B TiiBERE (BEROBEORE). 2L
77— 2 —EREEELKRL . FVv—7 C TiEhh, RE, /B, EE. EBR RS SEOMIEA S IIE
B (BB T RS BRI SWERE) . v —7 D TIRFEABEE (RERVCEIZEEEEZERL).
IN—T7ETCIRFEFRE (RELEE). JV—7F T3S e (RELER), 7V—7 G Til/iiakt
B, JA—7 HTIRRRE, Z—71 CRRFRIRE, 7Vv—7 ] CREEEE (REXIMESEEX
<), ZNV—7 K TiEMSI-High 2 B3 2 EFE (B - EBELZRL) BERELANLGN, T —
7 A~TIZBGF S NI BFE O MSI-High I22oWTit, V hrANI T ¢ TRENTICI D HE S vk,
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3 3 MSI-High 25§ % BREOBER DEXE (KEYNOTE-158 3RER)
(RECIST ver.1.1, HZhEAETXRERSE, FRHAE, 2017F4 A 2887 —F Ay hF7)

IS Bl (%) Z%) (CR+PR) %k (%)  %=%h (CR+PR)

94 {511 (FHE (%)) 39 {512 (FE=E (%))
T B NEE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FEESER 10 (10.6) 1 (10.0) 1 (2.6) 0
JiERER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B R B 3 (3.2) 1 (33.3) 0 0
W R fE 3 (3.2) 0 1 (2.6) 0
AN )i 3 (3.2) 2 (66.7) 0 0
TESE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PR N UL 2 (2.1) 0 0 0
FOIR B 2 (2.1) 0 . 1 (2.6) 0
JR¥ _E R 2 (2.1) 1 (50.0) 1 (2.6) 0
B R 1 (1.1 0 0 0
R 1 (1.1 0 0 0
BISLARIE 1 (1.1) 0 1 (2.6) 0
#IENERE S 1 (1.1) 1 (100) 1 (2.6) 1 (100)
WE 7% iR e 1 (1.1) 1 (100) 1 (2.6) 1 (100)
A fE 1 (1.1) 1 (100) 0 0
FEEER 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 (100) 1 (2.6) 1 (100)

*1 . BT R BER, *2 . AT RER D 5 B MSI-High (PCRE) 2F T 5 8%

< BRI RE 2 EST - T MSL-High 287 550 - B>
OEEELRIFMABRSR (KEYNOTE-177 5%)

{LEERIEE D 72\ W IR YRR RE /R TEAT - FER D dMMR XiX MSI-High (PCR &) ®?
ZHT DR - ERREEE 30761 (BAAN 22 Bl2ET) ZXRIC, AFA] 200 mg Q3W
BEOBEIEROREMEDR, HYEMOBRT 2FRE[TAFr T T (BT 15-
FU] £W5,) ARV F—bIAivvs T IFYVF—F &2WH,) - FXFH)FTF
vEE (BLF TmFOLFOX6] £VY9,), mFOLFOX6 R UMY X+ 7 (BIisFH# 2)

BLTF TRV X< 2nd,) XideYFi~7 EaFER2) CT Mirysy
<71 WS ,), 5 FU KV F—b AV T UEEE KR (LT [FOLFIRI)



2\ 9,) . FOLFIRI RNV X2 T XtV F <71 ®0 2B e L TR S,
728, B TREETRRD bR HRAI, BRBRETEZ R TERPRD bhRNE
DERIICEE LTV BE T, REILIEOEG I TREETARD bILE ETEK
KD 52T 5 2 & NATRE L Shviz, TEFEE B I3 S EA TR (LUF TPFS)
H,) ROEAFEIR S Sh, AR LR EE L R L CPFS 28R ICER L. (R

4 KO 1),
#4 HYERHE (KEYNOTE-177 RER)
#1200 mg Q3W ===
C(15340) (15445
i [A] 16.5 8.2
(95%f5 8 X [H) (5.4,32.4) (6.1, 10.2)
PES': | #vif== FHE" 0.60
(95% (5 R X [#) (0.45, 0.80) -
P fE™ 10.0002

*1 : RECIST HA K54 VLIRICE S S IEE, *2 : Cox tFINY— RET M L B0
FEE D, 3 v T RE. AEAE (FAD 0.0117 :

() g n& L DA R TO LB BE L,
mFOLFOX6 :
FFHY 75 F 85 mg/m?, &Y F— F400 mg/m?Xi% L ARE Y F— F200 mg/m?, 5-FU 400 mg/m? (BH
EE) . 5-FU 2,400 mg/m? (46~48BFRIRERTAE) 2 2BRMBTRE LT,
FOLFIRI :
A T H UHEEREKFIY 180 mg/m?, R Y F— b 400 mg/m?> X ix VA KR Y F— b 200 mg/m?, 5-FU
400 mg/m? (BGEFHIE). 5-FU 2,400 mg/m? (46~48RFRFFiEaeTE) Z2BMMRTHRE LT,
RNRYA=T :
5 mg/kg Z2 @M TIRE LT,
EYFUwT
FIENX 400 mg/m?, 2 [E B ST 250 mg/m? % 1 BRIRMR CRE Lz,
i



o e g
80: —— {EER
270j \
60 '
%so-_ Y
hal }
gg: e S
! -y,
201 e
101 i SR
U ——————
0 4 8 12 16 20 24 28 32 36 40 44 48
at risk3% ORREERILA]
EH200mg Q3W 153 96 77 72 64 60 55 37-20 7 5 O O
{ERHE 154100 68 43 33 22 18 11 4 3 ¢ 0 0O

X 1 PFS @ Kaplan-Meier HifR (KEYNOTE-177 3%



[Ze]

<P IACEEFRIE S T BT U7 AT - %0 MSL-High 283 2 BFE (EERRIGREN

REERBEEITRD) >

OERILRE T8 (KEYNOTE-164 35k, =R — A)
HEESIT 60/61 ] (98.4%) 2. BIVERIL 35/61 5l (57.4%) IZRB®H bz, FE=R
2 5% L EDRIERIITRO LB Thol,

#5 RRIEERN 5% LEOBIER (KEYNOTE-164 BB, 25— b A) (REMAETTHSRER)

2B R K44 (SOC: System Organ Class) % (%)
FHAFE (PT: Preferred Term) ) 61 451 |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5

ZEIEA 5
THI 8
Bl 9
B

A R AT —';5-:5‘_- U TS USSR AU 2P Si [ B FR SR g
S EHEE S KOS 5

o 2
o
=]
N

¥, FVBEMERE 16 (1.6%) . EEOKERES

(B RERERAE (G RE . STRALERE.

HERBIES) 1] (1.6%). ITHEEEREE 3 i (4.9%). HUIRIREERERES 2 4] (3.3%). M
%3 (4.9%). ik - BEEUHRRMREE 161 (1.6%) . BMZ - BEIER 1 61 (1.6%) 23589 5
Nic, 70, KBK - EEOTH, HEEE (X7 - SNU—ERHS), TEAEER
= BIBMREIEE. | BERA. BRERE (RMEMEMERS) . BEEGEE, O
fds . GafEtE I/ IMRIBAESEEER. IR, FR3FERES., infusionreaction K UL 5
PERIIERD bR d o To, ABWERARFRNIIBEEES: (BAREEEEZ2E0) &5
CEFHERET T,

QEEIERSE THERE (KEYNOTE-158 R 5R)
HEESIT, 91/94 5] (96.8%) 1=, BIVERIZ. 58/94 #l (61.7%) TR bz, FH
TN 5% L FORIWERIZITRD EBY THoTz,



26 RBERRS%IULOBEIEA (KEYNOTE-158 RE) (REMAETHHE)

2B RIKSEE (SOC: System Organ Class) BEx (%)
EAFE (PT: Preferred Term) 94 1

(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5

2EIER 58 (61.7) 12 (12.8)

9 (9.6) 77, - (L)
EAN 8 (8.5) 0
53| .
R e e e

o8, FIEMESR 46 (43%), KIB%K - BEEOTHI3F (3.2%). MEEE (X7
Ve N U IERRESE) 2 ] (2.1%) | FFHERERESE 8 4] (8.5%) . FRRAREEREIETE 8 41 (8.5%)
1 R 141 (1.1%) . infusionreaction 1 ] (1.1%) 238 biviz, Eiz. BEDKE
BEE (REHERERR, AN, SRS, TEAREREREES. BIBEERS.
RAgREREE (RAIEEMERE) ., BER, %k - BHRARE. EEMENE, L
5. B4 - BEREAS. ShyEthim/ MRIBEREER, AR L, REFFHBEROSE SRR
D b0 T, ABWERRBRRIUIEESES BRREEEELZED) 280%E
HRERERT,

<JBEYIRRARRE/2 ST - FFF D MSI-High 289 55505 - EEE >
OHEPRLRFEIFEFRER (KEYNOTE-177 FER)

BEELRIT, 149/153 B (97.4%) 1=, BIERAIX. 122/153 f] (79.7%) IZRBH NI,
WA DRE TR 5% U EOBIERIITERO LB ThoTz,
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#£7 WPhhOR THRIERN 5% EOBER (KEYNOTE-177 RE) (it m)

BENKSE (soC: Fl%x (%)
System Organ Class) AFKIEE A {LEERRERE
HAZE (PT: Preferred Term) ; 153 %1 143 451
(MedDRA ver.22.1) £ Grade Grade 3-4 Grade5 4 Grade Grade 3-4  Grade 5

1.6) 0 1418.6) 93 (65.0) 1 0.7)

AR

ZRIEA it i 122

o (59 a3 o 7 AL 7 @9 o
0 0 0 30 (210) 22 (154) 0

10 (7.0 ‘ (.7)

6 (3.9) 0 0 1 0
8 (5.2 3 20 0 0 0 0
2 1.3) 0 0 10 (700 0 0
38 (24.8) 3 20 0 75 (524) 14 (98 0
11 (7.2) 0 0 6.5 LA H0 0
19 (124 0 0 7950 (55.2)i0 1 3@ 10
8 (5:2) e w0 0 5 B0 M e i (10 )iaaais0
&M 5 (3.3) 0 0 408 870) i S iSRSy )
®IIE 11 (7.2) 0 0 255 (17:5) 54 50(3%) <40
e 32 (209) 3 20 0 63 (441) 13 (9.1 0
D JIE 4 (2.6) 0 0 25 (17.5) 1 (07 o
FEE 11 (7.2) 1 07 0 49 0 0
B E L RRE 0 0 0

(5,6)

“ALT 1 PORRER IO TG (GG T LA Q) - ROR R QRN * R E Q)

0

AST 3/ 1768 L @) 230 7 (49) 1 (07 o
A ALP 38H0 12 (7.8) 1 07 0 3 (1) 0 0
TR ER SR %] 0.7) 0 0 33 (23.1) 24 (168) 0
/R E A 2 1.3) 0 0 9 (6.3) 127005 0
EERD 3 2.0 0 0 8 (5.6 0 0
ul : 0 0 0

15 (10.5)

FEEDEW

4 0 0 0 0

KRAE 2 1.3) 0 0 185593 i 20 0

K= 2 —m F— 1 0.7) 0 0 25 (17.5) 1 (07 o

RIEMEREHE = 2 —a/F— 0 0 0 29 (20.3) 3 @2 0
BRIUVREESE

BAR i 2 (3)5 2 0 100 930 . 2 adi o

T AHL ' T R s



FEMXRSE] (soC Bl (%)

System Organ Class) . AKIEE {LFERRIERE
HEAFE (PT: Preferred Term) 153 %1 ' 143 5
(MedDRA ver.22.1) 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade 5

BESE 5 (33 0 28 (196) 0 0
i 7 7 4.6) 0 0 10 (7.0) 0 0
FE - RERFAERNSIEER 0 0 0 25 (17.5) 1 (07) 0
20 @137 0 0 7 @49 1 @©7 0
170 @ity @m0 nw@n 1D o
1 ©7» 107 0 9 (63 6 (42 0

B, BEMER S B 3.3%). KBK - /NEK - EEOTHI 1441 (9.2%) . Ak
BE (X7 - NU—EERS) 16 (0.7%), BUERFSK - AL - FFeeREE - FFk -
TELPERRAE 4% 25 1) (16.3%) | FORBRESAERE S 18 1 (11.8%) . T EAHEREREE 2 41 (1.3%) .
BIBHRAEREE 2 6] (1.3%)., BHEREE (REEMEMEERS) 246 (13%). Fx - &
KRR RMARIE 141 (0.7%) . infusion reaction 2 1 (1.3%) . f&#% 1 61 (0.7%) 2B b7,
T, EEOKREEE (TEMRKEMAE. REMIRIREGR. 24K, HXE
B, | BRERA. Bk, EEMEIE, MK - IR, SEOBEE, LK, BEER
MEREE (St MRIB SRR, Bt m, RIFRE, EERIRES) ROuMm
BRAREREIIRRD b Rd -7z, ABERRRRIIEESESR (RAREERTZ2E
tr) ZEOENERETT,
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(A - AE] _

AR OBEFEYERREFTAZRRALEZY I 2 b—Ya 102XV, A& 200 mg %
Q3W, 400mg % 6 BRI (LT TQeW) L5, ) Xik 10 mgkg (AE) % 2 HEH
BIFE (AT TQewWy &5, ) TEE LZBEORA O MEFRESRF SNz, 0k
B KAl 400 mg & Q6W TH#E LizBE0ARA|DOFEFIREBICIK T 2 mMEFIRE (2L
T [Cavgssl VN9, ) 1E. AFI200mg %2 Q3W THE LIZBED Cuyss LFREIT 2 LTI
Eni (FF) , 2. AH 400 mg & Q6W THRE LIZBEOAF O EFIRREIZRBIT 55
BMIETIRE (LT MCoasl £V 9, ) 1, &K 200mg 2 Q3W THE L72EED Craxss
LB L TEEEZ T ETFRISNZLOD, BEAABFICBW CARERHER I LT
L1 - ARETHHAA 10 mgkg (BE) % QQW TEE L7ZBED Craxss & HE L T
EE2RTEFRHENT (TR) ., &b, BUREAERE ZXIRICAA 400 mg 2 Q6W
TH#HE L/ BIHERER (KEYNOTE-555 RBR) L V& LNz RREICE S EmEhke
RIA=FF VIab—va VXV FRILEEDEE T A —& LB L (FR),
Mz T, EROEEICR T 3 BARBREGEICES S AFOBRER & AT etE
L DEEZ BT DRBRIGET VBBE I, &K 200 mg % Q3W Xix 400 mg &
Q6W THRE LIZEOREER L ADIMENITREM L OBEIZOVW TR SR, £
DR - AEOR TAEM R RS MICHERZR IRV & FHI S,

®8 FHIDOEMBIRF A —F

ik PR | (g (g (i) s o o
Mmoo (53-2?;9-7) (27-%?58-1) (17;3?.118.3) (91.9;?'984.1) (49;(,);1 0) (30.35(,)'391.4)
400z QoW (12;,2124) (32.?)??2.7) (10.}1(,)'16 0.8) (14221;49) (50.51(,)'57 1.3) (19.%;?;0.9)
40(0%{2;“%6)“, (13512,61();64) b (141:’?54) NA NA NA
ke W (21%,2323) (14;1‘1145) (1 1;1 ?21) (42:,2333) (272,7 382) (19;,9300)

t:0=2,993, 100[EDYI =2 b— a3 LD BEHINBTEHEDOHRIME (2.5%mR,97.5%/R) \ Cmax : FIEIHR
E#OBREMFEFIRE, Cog: PEEEEOTEYMFEFRE, Con: HIEREE (A 7012 RER) ORELTE
EP?%B{\ Cmax,ss : Eﬁ%ﬁ%(:%bié%iﬁlﬁl?ﬁ*?ﬁ)ﬁ‘ Cavg,ss : ﬁ:’ﬁ%ﬁ%%lﬁﬁéq@sm@qﬂﬁ}ﬁ\ Cmin,ss A ﬁﬁﬁ%‘:
Bl B HRASME FRE :

i 56 BIOBMEEE (95%EHEXH)

§ 1 41 BIOBATFEME (95%(EHRXF)

NA : &% L
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4. FEERICDOWLNT
ABREM L LCEAEETICRT 255 - BEEELZKR< MSHHigh 257 2 EREIC
x4 2 EARERENBEE TS, ARELZED, EXLY X7 FHAE (RMP)
LS AF O ERE R ZEMERIEES ~OBNEH R H SR Th - T, AR ORERN
ﬁ@&%%%@% BEL, AFIOBREICL Y BEERBEAZRER LZERIIHLTDZ
LRBERED, UTOO~QDTRTEMIZTHBEICBWTERT I IETH D,

@ HRRIZOWT

@1 TR (1) ~ 5) OWVTINIEET MR THDZ &,

() EEFBBARENEET DA DEOEEIL RS EREFRS AZREELRR.
HOIR DS A RS BRI R RE . MUY A RSIERIRRE R &)

(2) FrEMRERPT

() EEFFEAMENEET 2 NADEERRE (BASREEEER. SALRES
Bk, MBABREEHEERR 2 L)

(4) ASRILSERREELZRE L, SSRIEE L RIER A | U SRER L RE2 R
2 OIERR IR D BEEZIT > TV SR .

(5) FIEMEERAGEEMEORRERITIR L EHEIT> TV SR

D2 X5 & 72 5 EIE T DL E R OBIERARBEE OGS T2 m & RRE R
SER (FEROWThNCEY T AEM) 23, YR oAFICET 2 EROEE
HLLTEREBSh TS L, "

= BAALEFRERICHE LEET BROBHEE~A 7 eV T 74 MREEM (MSI-
High) &+ 3EHE (EENRIGENEEERGEICRD)

o EMGFRER 2 FONBIMERZET LRI 5 FULOBABRORKIHES
ToTWBZ L, b, 24N EiX, BAEDRELEL LIBRERZOMER
IToTWBZ &,

o EMGHFRESR 2 FOMPMERZET LcBIZ 4 FULOBRKREREZALTNS
Zl, 3b, 3ELER, RMNBRERDBERKTORNAEMRELZETYAIGROD
BRARPHMEZITo TS Z &,

%:%ﬁ@%x%&ﬁﬁ-ﬁ%®%ﬁ§v47mﬁ%i4kxﬁﬁﬁ(M%M@)%ﬁ
T HKER - BEIBE

. E%ﬁﬁm1 % 2 EDOEFHERET LIBIC 5 L EORAIBEDBRKRMHE L
ToTWBI L, 5b, 2FE T, RAEMEREZE L LEBRKEREZOTER
ToTWBZ L,

o ERiRIFERESL 2 EOTBMIHELET LizRIC, HILBRBROBAEDFIEEZET S
EP FOMELBRARZDEFEZIToTND I &,
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o ERMGRIFFIER 2 FOMHTHELET LI 4 ELULOBRKRREZAL TS
Tk, 9b, 3FLULIIF, HBRERDEEBES TONAEYREEY SR AIBED
BARMHEZIToTWBH Z L,

@ BREHNOERRBBFEREEOEHICOVT

EEMLBFREBRICEF T I8EEDNERE S, MEGENLOFEREQ, A&
EMERFHFROFHEL VERMEFICKT 2 FHRERE, AEERNRE LZBAORE
(%, ERELHIITONAEHINESTNEZ L,

® EBIER~ORISIZOWT

@-1 fERR AR EE T 2 B4
FEMEMRBEOEERBIERANRA LZERIT, 24 BRZEEH O T, Y%k X

TREHEEMERR IR T, B LEZRIERIZIE U CABREERE O CT S 0RIVER OERIZ %

HLRREOKRP LG ARITHE L., EbICRISFTRERERNE->TNWD I L,

@2 BERRETEICLIFEFSNGICEY 5 E M

BABRICED DHMN MR VKL AT 5 ERUEFENRIERE=2) v/
EEDEEROAT Y —=r T EZITVEIRE L EREHE TE 2 F— 2EFREH N E
EEshTnBZ L, 2B, BHEAERIIOWT, BARE L ZOFRKRICHFITAMSNT
VDIEETE

@-3 BIfEAOBZHCRIIZE LT

BIVER (MEMRZREBICMA, KBR - /NEK - EEOTH. BUEFFZ - FFR4 - T
BEREREE - ATZ¢ - BE{LMEAEE R, BHREREE (RMERIEMER &K, REREBLS), W
SWEE (FTEEEEREE. FIRIRMERES. BIBMERS). 1 BUERKR. 5L 5L,
fhgk - B RIARIE, R, BEEDOKRERE (PEMERFECRARE, Rk EIRE
B, ZSAEE. FERXHEIES)., infusionreaction. MM - BElEA. BEMEE, REE

(XFZ7 v - NU—EGRHSE) ., ODHR, EERMREE (Gt MR LR,
WitEE M, FREFERE, EENERES), BEOCHK. MEREREMER, BE%) 1o
L C, Ui LB ERERE OB 2 F 3 2 EM & EE L BIEADORZEoX S
AL THEERVOXEZZITONAEBICHEZ L), ELICETRLEN T 54
BESTWB I L,
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5. B#ENRLLIHESE
[B2hiE Iz BRI 2 FI1E])

@

@

(&

TROBEFICBWTAROEDMER RSN TN S,

o NAMEFRERICHEE LLET c BROBEE~A /et T 74 PARREM
(MSI-High) #&7T 2EME @ (EENRIGERIEERSEICRDS)

o IGBYIRRREREST - BROBEE~A 7 uYT 74 MAZEN (MSI-High)
ZHTL5E - EBE

723, MSHHigh ICB§54HF D2 /R=F KL LT, MSI REX v b

(FALCO) . FoundationOne CDx MRA %/ A7 07 7 A /b, Guardant360 CDx 2% A&

fLF /%N, & F OptiView PMS2 (A16-4), X1 & OptiView MSH2 (G219-

1129), _v &) o;itivlewMSH6 (SP93) KU1 & OptiView MLH1 (M1) A3

AINTWDE (WIFRHIRFTA).

TRRICEE Y T 2 BT A AR O E R OERFIEIC OV T, A&l DA D
Y INTRLT., AFOBEEREZRDRY,

o FiffoMBhEE

o fhoPEMEES AL TREINIEBE

M BT 5 FIE]

FTRICEY T ABREICOVWTIIAFIOBRERZER L S TWH Z b, REZIT
bianwz &,

o AEFORZICR LBBEOCBRTEREDCH 5 BE

BRATOFEICE O T FRICKYE T 2 BEFICOV UL, AFORERIHER S22

B, MOBFBIRE R 2WVBEICRY , BECARZERT LI LEEETE D,

«  HEMREOEHUIBEDH S BHE

o EEGRE CRERE 2R 5 BE R OTEEE O BRI LRI R 7
FOMICIIEMRELR A OND BE

o HERERBROAH XUTBMEARE L ITEREEO B CRBRBOBEERED
HoBE

o EBBEE (EOHWRBHEELZED) OHLEE

L WROBESUIEEZAE T OBE

%5) \MSLHigh # 53 5 BHBEEO—HIZY v FEBRTHS Z L RBESN TS (Latham Alicia etal.: J Clin Oncol.
2018; JCO1800283)
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e ECOG Performance Status 3-4 6 ¢ g3

(6))

ECOG  Performance Status (PS)

Score

foet 3

0

2L HEREHTE D, BHEALFALREEBERHIRRITXS,

AR LVEBNIHIR S WD 23, SITRET, BERSE > TOERIIITI LN TE S,
Bl BRI, WESEH

BHITARE TR OEDED O Z L3 T X TAREMEEITTERY, BFD 50%EL Ry RATBRIT,

BONBESOFOED DI ELATERY, BFD 0% EEZRy FORFTRIT.

S lw N

2BV, BLOFOEY DI LiFL TERY, B2y FAHRFTBIT.
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6. REICIRLTEBETREER

D WA TEZITINL, BERFES PRI 2 BRSICE S E AR ORER B IESE
FAODITHERERETDICEBE L THrOFERTLI &,

TREBERIC NI D, BE I EOFRECAER MEREE +oBA L, REZE
THrbEETHZ &,

ERBWERDO~<F YAV MZ2WT

)

®

REERERBR S bbb Z L NHBDT, AFDESIZH Tz TiX, MIHE
®(BEIh, FEREEE, ) ORERKR O X MREOERS, B+
STATH T L, Eh, MEIDE UTHE CT, MiE~—b—%F0OREZ R
5T &,

infusion reaction 283 5B = & 233 5, infusion reaction 23389 HNTZHEIT
X, EEARLEEITY &L bic, IERBEET S E CREOREE HOICBE
THZ L,

FR R REREE | TRAREEERVCRIBHEBRERHODNDLZ LBH DD
T, AFI O S EEETR O SR PRI Ao WHESEERE (TSH, 1k
T3, U8 T4, ACTH, M aVF Y —LVEORE) 2EHT DI &,
BIERTA. FIRL. FFAAEEE, k., BLEBREARS bDbND Z L Bd 5
DT, AF O G BRMAETR OS5I X E BRI RERZE (AST. ALT,
v-GTP, Al-P, EULVEVEORIE) 2FEMT 5 &,

B ER MEARNIEERALZED) SOEBERIREENHODND
TLRBHBHDOT, EHHICIROBEFEORELHER TSI L, Eio, IROEFR
RO LNEEAIIE, EONCEFRBEEEZR TR OBELRETIZL,
AENOBEZ LY BECHRERGICERT 5 LB X bNDkL REBORE
NHLbhaZENbb, RENBDONEHEAITIE, BRLEERIIGLE
ERR 72 Ak LR A B O EAT LB L CRYIZERNBZMZ TV BEDRE
R X ABEIEA R SEDN B BAITIX, AFIOKREXTPIE, RUBIBRESR
NEVRIOBRESEETHZ L, 2B, BIBREFNVEVOREIZIVEIE
FOWENED HNRVEAITIE, BIBERERVE S ORENFIFIOEM
LEETHZ L,

BEHTHR EBEENOEIARBL TCHrLRWERANRERT A ERH DD,
AR OBEXRTHRICHBERAORBRICTHITEET DT &,

1 BUpERA (BIE 1 RUERBR 2 5Te) bbb, BRBEES 7V F—v 2R
CEZZERHBOT, AB, B, BHZEOEROFERLMOFEED EFIT+
SEEBTAHZL, | BERFEAGEbNZEATEEEEZPIEL, A1) VL
RO\ EZOHENRNBELZITO Z &,

AF| DO EERRERIZHB VT, KEYNOTE-177 RERTIXZ 9 BRI &, £7z. KEYNOTE-
158 XBAT: (N KEYNOTE-164 B (24— b A) TITR 5B S 1M1 9 8H
Tl 1ENBT 12 BREZ L ICAEMEOFMEEITo T2 L E2BEIT, AHIKR
SEiIEHNICEEBRE CHROEREITO 2 &,
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REERHEETA RF4
Rr7Tr Y Aw7 (BTrE#z)
(FR74 : ¥4 b —F JFE#H7E 100 mg)
~ R g ~

SFTEL2H (FFf44 9 AET)
JBAEFEE




Bk

AU

X C®IT

RO, EREF

ERIR AR

TEERIZDVNT
BEXG LR HBE
BEICBR L TEETREEE

P2

P4

P15
P17
P9



1. IXL®IC

EEROAE - REMORREDT=DITIE, TR TESICESNEERERRRD
bid, IbIZ, EEORERMOESRIC LY | FEERM L K OEHRRETRIERRE
FERLPARBENIFT, INOLOERRZEIILERBEICRMET 2 Z L ERED
REL 2o TRV BREMBOER L EDOEARFE 2016 (EL 28 4 6 A 2 BEAZERE)
WWBWTYH, BEFMEERGREOFEAORBEEEZRZZ L INTVD,

FREABFERDNL, BEREACEEME T v 7 7 A VPBFOERM LA L NICE
RBZENDD, DD, BOMEROEZSMEICETAERN+0ER TS E TORM,
UHEELOBEZBZTZ I LB/ HFINIBEICH L TERT D L &b, BlIfE
FANRERLZBRICKLERSNE E DI ERFIRER—EDOEMH 2T T EREE CEH
THEZLREETH S,

L7zl o T, BAA FT7A4 U Tit, FRERESCINETICELN TV DEFESEN -
RZERORMICESE | UTOEXRROKERFERALZHET 280 b LEREH BX
FROEEEEEZRT,

BB, ATA KT 4 0%, MIATBIEAERLERMBEROEE, ARHEEEARR
BRIEEYS . —EEEA B ARBERARES R O —REFEA B ARSI ZEE0H
FIDH EAERK LT,

MBLIRDERM XA M—F REHE 100mg (—4 : RXAT7 e ) Xv7 (B
TR Z) )

REERAPREINE - ARIGEIRTRE LM O B i
BRI 1 3 T B IR B RRE

ABERDAERORE « <BIGGIRRTRE S ER 1 o B Ml e >
fh DPTEMEEA & OMFRIZRB VT, BE. A, a7 e
V) X< (GBfcF##z) & LT, 18200 mg % 3 BEREFERX
1% 1 [E 400 mg % 6 BREIEIRE T 30 02T TRIEFHET 5,
< B HERRIEZ 31T DT R MBI RIE >
WHE. BRACZ, 7w ) X~7 (BFEfRz) LT, 1
8] 200 mg % 3 WX 1 [E] 400 mg % 6 @EREIFERE T 30 47
T CRIEFHET 2., BEHMIZ 12 VAMETL T 5,

flE IR 75 ¥ & MSD &4t :




2. FEIORE, 1ERBF

XA M—F EFEHE 100mg (—#%4% o7 vl XvT BEFHE#RL) ., LT IXK
] LvvH,) 1%, PD-1 (programmed cell death-1) & Z®D U 5> K Té& % PD-L1 KU PD-
L2 & DFEAZEEMRETS, b MegG4 £/ 7 v —FAHETH S,

PD-1 #RI&IE T AAE S B ARAAE > bk B 7 DI 03 AVMIRR 3 FI A 9 5 F 72 S il 18
AA v F T, PD-1 1%, BERREBICBWTEEE T MlaoMiRREICRE L, BER
ER R B OABHELBR 2 RERISEHET 5, T72bb, PD-1 XV T ek
ETHZLICEVRRZERICL DV T NMRERZRICHET 5% AEThH D, PD-L1
DEFMHEBCBIT 2RBRTDLTNTH 2D, ZLOPAMIRTIE T Mo 28z
HIEEBRENCHKE L TWAS, RAAMBICEIIT S PD-L1 OEFEEIL. BHIE. BERE.
FFHRAdE, SRELRE, FE/NIRARE 2 & O 2 R ATTEHEARRFTH Y, EVEFR
L OMBEMERHEINLTVD,

BE DN ADEKRTH L PD-L1 FEOMBMD S, PD-1 & PD-L1 ORBITERFD
SRR B W TEERREIZE Y Z LRI TRY  Fiie R ABROER L L
TSN TW3, ’

AFKiZ, PD-1 & PD-L1 B OYPD-L2 D) Hv FOFBEEZRETHZ Lic kY. B
e/ NBER OBEEREOMIAEEE T U o 8R2EE S, FUEESRE 2 BiEtE
T5Z & TCHIEBEDRERET S,

AFOERFICE S BEDORERIGIC L 2BIERER D bbil, EENXIIFLTIC
EDLREMENH D, AFOREFROREHZICIE, BEOBEL+HITTV., BEER
D bIBAITIE, B L2 BRITS Ul B 50 & R 2 RO =R LB L TF
BRERBET 2TV, BEORERIGC L ZEIERR DN 2HEIIE, BIBRERV
EUHIOREGEDOBEIRNEZAT O LERDH D,



3. ERPREUR .
FRIGEI R RE ST ER R O B MR Je VB AR 12 38 T D T B i Bh R IE O AGR IR IS
M2 T - - R BARRBROKEEZ R~ T,

(B3]
O HEEEXRFEMFERE (KEYNOTE 426 REk)
{LRRIERE D 72\ O RIBEIRRR BE UL ERBME™ ¥ BA M AR B B s B 861 #51] (A AR

A 94 %

EEL) BRRIC, A=F=T7VI@E UUT [ R=F=7] &5, ) 2%

KB LT ARF L TR F=T LOffRES CUT IXR/TXvF=71Ln5,) 3
DOEMER OREMN IR &Nz, FEFMERIXTSAFHM CLT fos) v, )
R OESREATHE (LLT IPFS] &5, ) & AR/ T XV F=T71k A=F=
TEHBLT, OS RU'PFS # FEICIER L (K1, K1 RUK?2) ,

*1 : American Joint Committee on Cancer JREi 312 25 < JREIV
*2:50mg 1 A 1 E4BERE% 2 BREIRE
*3 : A% 200 mg 3 BEERR (LT TQ3W] &WH, ) THIRNEEL, 7%V F=7%5
mgl B2 (BT MBID) &£\W5, ) BABELE, 73V F=7ORERIE, Smgl
B2ETEHET22a—2 (6 8H) ULBAMNHY ., Grade 2 ZBX BT X F=
T ORIWERAMNRD 5T, 2> 2MED 150/90 mm Hg A FICEE I 7254, 7mgBID
~OEBEZFREE L, ERRHROEEZ AV, 10mgBID ~DEELAREE Lz, 7
X F =T, BIEROER, EEESICGC THREIRE (3 mgBID, KRIZ 2 mg
BID) b R[BEL L7z,
#1 FAEHHERE (KEYNOTE-426 3BR)
' AE/ T X2 F =78t 2 =F =78
(432431)) (42941)
HfE (B) NE NE
[95%CI] [NE, NE] [NE, NE]
08" | ~¥'—FH"? 0.53
[95%CI] [0.38,0.74] —
P fE" 0.00005
HFofE (B) 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PFS™. ™| 3f— FEp72 0.69
[95%CI] [0.56, 0.84] —
P fE" 0.00012

Cl: %KM, NE : #EERF, *1: FRBITIEEOT —& (Q018F8A24R 1y v47) | *2: &
B Cox tbFINY — FETNMZ L AR =F =T 8L OB, *3: BRIn 7 Z 7 BIE., *4: RECIST
HA RFA L LIRICES S SR T M P E



100 -
90 1 ~———
80 1
_. 707 Z=F=F
X 60 :
ﬁ50—_
4 40 7]
30 1
20 A
10 |
(R e N St T alaastia A Naa A Mania
0 4 8 12 16 20 24

&17HE (A

AF200 mgQWR U T FLF=T

at risk#k

AH200mg Q3W KU

FEYF=F 432 417 378 256 136 18 0
AF =T 429 401 341 211 110 20

X1 OSSO H AN B DKaplan-Meierti## (KEYNOTE-42638%)

100 -
90
80 -

& 701

5 60

gy ]

W4oj

& 307 E

20 : !

101 :

[ [0 SS—— s T ot e e ) Ae oy it RRE o

FF200 mgQ3WR U7X F=T

at risk2k EIEEA R R

A#I200mg Q3W 432 357 251 140 42 k] 0
RUFPFVFZT
A=F =T 429 302 193 89 29 1 0

X2 PFSOHEIfZHTEDKaplan-Meier i (KEYNOTE-426338%)



QHEEELRFE MRS (E7080-307, KEYNOTE-581 A5%)

(LR ERIERE O 72 W ARIAYIR R RE XU ER M O SR R Al B AR R B 712 B (B
A 73 BlE&El) 2RRIT, A=F=72%5BL LT, KEELVUAF=T A VER
B/ OT TvynsF=7) L), ) offARs CULT IFF/von"F=7] &nd, )
BOERMER VLSRR SN AF/ Vo F =7k TEFHMBEE & Sz PES,
BIRFEMER D—D L &N 0S &, A=F=7LUBRLTHABRERLE (&2,
3RV 4) .

*1 ¢ JEBARRRIC 33U\ TR UM ZHICHR MR SR S BEBRHR & Shi,

*2:50mg1 B 1B 4 BRFE% 2 BREKE
*3 ; &K 200 mg Q3W TEARNIELE L, Lo A"F=7%20mgl B 1 ERAOBE LT,

&2 BHEHMRE (E7080-307,/KEYNOTE-581 3B
AHl/ Vo NF =T A= F =T
(35541) (35741))
FofE (A) 23.9 9.2
[95%CI] [20.8,27.7] (6.0, 11.0]
PES™. %2 2™ 0.39
[95%CI] [0.32, 0.49] -
P fE*™ <0.0001
FRfE (A) NE NE
[95%CT] [33.6, NE] [NE, NE]
Os™ A — T 0.66
[95%CI] [0.49, 0.88] —
P fg™ 0.0049

Cl: B[, NE : HEEAA]. *1 : RECIST HA RoA S TIRUCES L S/ FNRSL A RFH]

*2 : 202058 A28 A v b AT, *3 : BRI Cox HBINY— FETNVITLHA=F =T & D LR,
¥4 BRIG 7S 7BERCEL A PE (M) . *5: PRETEOT —4% (2020485288 % » b

7).




10
09
08
07

% 06

% 05

i 04

H 03
02
01

— KA 200mg QAW R UL VU NF T
----- z:f:j

[N DR TR TN SN TR NS SO GRS W 1

T T T T T T T T

9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
reH (R)
atrisk # i

RF 200mg QW RY 355 349 338 327 313 280 253.222
236

e 1
otbiied 357 332 307 289 264 236 207 186 160 112 60

o -
w
o -

X3 OS®DKaplan-MeiergifR (E7080-307,”KEYNOTE-58138%)

10 4
09 -
08 -
# 07 - \’\
¥ 06 -
05
04 - L
) W
E 03 - WM""\..‘..
02 4 Ty
0.1 A

e R H 200mg QGSW RUL YV AF =S
ssean AzF=F

0 2 4 6 8101214161820 22 24 26 28 30 32 34 36 38 40
FEf ()
atnisk MW
A 200mg QSW RY  acc 291 300 276 250 235 213 186 160

vernyzy 357 262 218 145 124 107 85 69 62
Ao

&R
&
=

Ry
o

o8

NS

I

X 4 PFS ® Kaplan-Meier Bi#R (E7080-307,/KEYNOTE-581 3ER)



OEFRIEFEMIARER (KEYNOTE-564 5R58)

BERBRIT UL B UM OF3 Y X 7 B35 W AR B e s BE 994 %1 (B
KA BlEETe) XREIT, IHRMABIERE & UTAH 200 mg Q3W EHEDFZHER D
REMNR, 7T e RERMRE L TR SNz, TEFHMEE B X ERAFHRM (LT IDFS)
EWVND,) EEN, AFNIX T TR LB L CDFS 2AEBICER Lz (F3 KUK S) .

LUTo (i) X (i) oBEIMEAEAN DN,

(1) % OREBBRRFROBITIC L Y FTREOWTNINIFEYS T 5 BE (Grade 1% Fuhrman 5748)
* pT2, Grade 4 XIXHEFEEZFE D . NO >0 MO
* pT3/4, Grade >3, NO 232 MO
- pT B3, Grade B3, N1 23> M0

(i) M1 no evidence of disease (M1 NED) T» V., RFEEEVEREGBE L LT, BRI
REASULBRERINE 1 ELROWTNDORE R CRETRFREThH o BRE

#z3 AERE (KEYNOTE-564 ABR)

AFNRE 7T REE
(496431) (49841)
FofE (A) NE NE
[95% CI] [NE, NE] [NE, NE]
24E DFS & (%) 77.3 68.1
DFS™! [95% CI] [72.8, 81.1] [63.5,72.2]
NP— K" 0.68
[95% CI] [0.53, 0.87] —
P fE* 0.0010

Cl: fEfEXM. NE : #EARF., *1: PREBITEDOT—F 120200812 A 14 B v 47 (DFS
FIIRBRIA Y EAIC L AEHME) . *2 : BRI Cox lBINF— FEF T L BT T 2R L DB,
3. BRIn ST BE

100
90 1
80 -

~

5%60'
¥ 50 -
i 40
¥ 30 -
20 A
10 -

— &A200mg QAW

—_— SR

0 5 10 15 20 25 30 35 40 45
ERETHRA]

at risk#
AFI200mg Q3W 496 457 414 371 233 151 61 21 1 0
FStEiR 498 436 389 341 209 145 56 19 1 0

X5 DFS ® Kaplan-Meier Bi## (KEYNOTE-564 3ER)

8



[Ze]

OEBERS MR (KEYNOTE-426 #BR)
HEESIAK/T L F =T EE 422/429 ] (98.4%) BRUNA=F =78 423/425 {5l
(99.5%) 1238 b, WEK L OREBENEETERVWESTERIT, FNEN 413/429

Bl (96.3%) KON 415/425 ] (97.6%) \Z3BD bitic, WTFNDAOB TRREMN S%L L

DENEFIETRD & 389 Thott, -

#4 VWThPOBETHEARER 5%UEOBWER (KEYNOTE-426 BB  (REMEARHT X HRIREH)

BERKRSE BilE (%)

(SOC: System Organ Class) AH/ TR F=TE ZA=F =T
HEA5E (PT: Preferred Term) 429 425 5

(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
£EIEA 413 (963) 269 (627) 4 (09) 415 (97.6) 244  (574) 7 (1.6)
MmigP LY VR REE

=i 12 (28 1 (02 0 69 (162) 13 3.1 0

A Bk BA FE 5 (12) 0 0 37 (8.7) 6 (1.4) 0

HFFRERBAME 6  (14) 1 (02) 0 79 (186) 28 (6.6) 0

L/ IMRIBAE 8 (19 0 0 94 (22.1) 22 (5.2) 0
AW E

AR RE TUEE 52 (12.1) 4 (0.9) 0 14 (33) 0 0

R B RE R T 135 (31.5) 1+-(0:2) 0 119  (28.0) 0 0
BBREE

& 23 (5.4) 3 (0.7) 0 16 (3.8) 0 0

B 31 (72) 0 0 29 (6.8) 0 0

TH 210 (49.00 31  (72) 0 175 (412) 19 4.5) 0

0 RELR 17 (4.0) 0 0 2 (52) 0 0

HERR 12 (298 0 0 48  (11.3) 1 0.2) 0

HAE SRR E 6 (14) 0 0 34 (8.0) 3 0.7 0

B 91 (21.2) 2 (0.5) 0 111 (26.1) 4 0.9) 0

apIZ 61  (142) 3 (0.7) 0 86  (20.2) 9 @.1) 0

&t 34 (7.9 1 (02 0 56 (13.2) 3 0.7) 0
—i% - REEER XU ORE

7 RE 50  (11.7) 6 (1.4) 0 54 (127) 12 2.8) 0

S 130 (303) 10 (23) 0 142 (334) 21 4.9) 0

FEIE D JIE 55 (12.8) 4 (0.9 0 90 (21.2) il (1.6) 0

FEB 16 (3.7) 0 0 24 (56) 0 0
ERIRREE :

ALT 89/ 102 (238) 52 (12.1) 0 54 (127) 11 (2.6) 0

AST $#8/m 97  (226) 29 (6.8) 0 59 (13.9) 7 (1.6) 0’

7 V7 F=8m 24 (5.6) 0 0 30 (7.1) 1 0.2) 0

I FR SRR A LE N 22 (5.1) 0 0 22 (52) 0 0

FPEREA 3 07) 1 (02) 0 48  (113) 29 (6.8) 0

o/ NRERA 14 (33) 1 (02 0 76 (17.9) 31 (7.3) 0

HERD 41 (9.6) 6 (1.4) 0 36 (8.5) 0 0

B i Bk g 1. (02) 0 0 37 (8.7 11 (2.6) 0
B X UGERE

BERBOR 94 (21.9) 9 (21 0 106 (24.9) 2 (0.5) 0

&Y BRiiE 6 1.4) 2 (0.5) 0 26 (6.1) 11 (2.6) 0
HBEHRR XU AERES

RAEAE 5255 ES(1211) 3 (0.7) 0 15 (35) 2 (0.5) 0

%R 23 (5.4) 0 0 16 (3.8) 0 0
R RS

RERE 40 (9.3) 1 (02 0 129 (30.4) 0 0

b 35 (82) 3 (07) 0 33 (78) 1 0.2) 0



BERRLER B (%)

(SOC: System Organ Class) AE/ TR F=TRE A=F =T
HEAFE (PT: Preferred Term) 429 B 425 B
(MedDRéLeLZI‘O) % Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
BB IUREES
BEAR 66 (154) 11 (2.6) 0 39 (9.2) 6 (1.4) 0
R R, R X ONERRES
TZBK 32 (15) 1 (02) 0 12 (2.98) 0 0
REERE 98  (22.8) 1 (02) 0 12 (2.98) 0 0
TN PR 28 (6.5) 2 (0.5) 0 16 (3.8) 2 (0.5) 0
i 19  (44) 0 0 32 (15) 0 0
BB X O THERRES
a7 27 (63) 1 (02 0 35 (82) 0 0
Fi - RERFRAERSEGEE 119 77 22 (1) 0 168  (39.5) 15 (3.5) 0
T D EEAE 53 (124) 1 (02) 0 18 (42) 0 0
5 46 (10.7) 1 (02 0 38 (8.9) 1 (02) 0
MmEREE : ;
R L JE 179 (417 91 (212) 0 184  (433) 78 (184) 0

B, ABE/ T XF=TEHIIRBWCHEEMEMER 12 61 (2.8%) . KBK - IMBK -
WEED THI 40 ] (9.3%) | FEEEE (X5 - NL—EREHS) 241 (0.5%) . e
BEE (ALT KRN AST #/N72 E O P REREEEREE 2&Te) 150 #] (35.0%) . FRIREE
BEFEE 165 ] (38.5%) . TFEMEEREREE S H (1.2%) . BIBHEERESE 10 # (2.3%) |
1 BUBERRT 1 61 (02%) . BHEEREE (RMEMEMEBRSE) o6 (2.1%) | Hik - K
R RRSE 4 B (0.9%) . EFEFEE 4 F (0.9%) . LEFEK 26 (05%) . SESE
%14 (02%) KU infusionreaction2 fl (0.5%) BRDOLNT-, £z, BEEDHEEREE

(BB FEIRIRAEMRRE, SMBE, HABEES) | BX. MK - tER, ERRNKESE

(SoE eI/ RIS M SRBER . ImtEE N, RIFEREE, EIRRIERAES) | MIRERIER
BER OERIIRR D b ivieh o 7o, ARIERARBTRIVIBEEF S (RRREEREFE 2E80)

rEUEERE T
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@ EELFEIMFERER (E7080-307, KEYNOTE-581 545%)

HEESIIAR/ Vo RF =T 351352 B (99.7%) BONAR=F =7 335/340
(98.5%) IZRD B, RRIE L DR RBRNEBE CTERWVWEESEZII, TN Th 341/352
Bl (96.9%) RKTN313/340 5l (92.1%) T3 H bz, WTNDOFETHEEEN 5%LL

DEWERIITRD LB ThHoT,

£5 VTN OFHTRERR 5% EOBWER (£7080-307,/KEYNOTE-581 3RE)

(REMAEITSRER)
BEAKRSER BIE (%)

(SOC: System Organ Class) AE/ Vo NF=THE A=F=TH
HAFE (PT: Preferred Term) , 352 ) 340 4]

(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
2BIER 341 (96.9) 252 (71.6) 4  (1.1) 313 (92.1) 200 (58.8) 0
MEE LI v REE .

=Yl 20 (57 3 (09 0 44 (129 11 (32) 0
A I Bk E 4 (11 0 0 21 (62) 71 (201 0
FF BRI E 8 (23 1 0.3) 0 42 (124) 18  (5.3) 0
/MR E 13F TED A (0.3) 0 51 (1500 18  (5.3) 0
IS IREE
R BRI RETTIERE 22 (6.3) 0 0 8 2.4) 0
FRIR IR RE AR T RE 150 (426) 4 (1.1) 0 79  (232) 0
BEREE
s 39 & (11-1)e 2 4 (L) 0 12 (35 1 (03) 0
=S 245G 8)E P] T(0:3) 0 20 (5.9) 0 0
TH 192 (545) 29 (82) 0 151 (44.4) 15 (44) 0
A R 28 (8.0) 0 0 10 (2.9) 0 0
HERR 26 (7.4) 0 0 42 (12.4) 0 0
HAE SRR 8 (23) 0 0 26 (7.6) 0 ; 0
B 94. . "26:7)s 516 (L) 0 94 (276) 2  (0.6) 0
AR%K T13% - (32:1)°- V6 - (157) 0 1277P S (BT:4) -7 (251) 0
Tt 56 (159) 5 (1.4) 0 45 (132 3 (0.9) 0
—f% - EHFREER L UREHLOKE
% S 71 (202) 16  (4.5) 0 54 (159) 11 (32) 0
1 113 (321) 11 (3.1) 0 109 (32.1) 13 (3.8) 0
RAH AR 17 48 1 0.3) 0 17 (5.0 0 0
FEE 16 (45) 0 0 18 (53 1 (03) 0
FRIR AR .
ALT 38/ 34 (9.7 11 (3.1 0 30 88 6 (1.8) 0
7 I 7—EHEm ’ 53,7 (@51 26 (74), 0 26 (76) 9  (26) 0
AST g/ 33 (94 9 (26) 0 30 (RI8Y =2 {(06) 0
a7 V7 F =8 23 (65) 1 0.3) 1 (03 17 (50 0 0
1t o ERDR BRI A AV L HE N 38 (10.8) 0 0 17-5(5.0) 0 0
D —E M 505 (142)- =34~ <(9:7) 0 4. (1010)4~ 24. 22 (7:1) 0
i P EREOE S 8 (23 6 (17 0 39 (115 19  (5.6) 0
i/ RER D 205 (54 3n(09) 0 57:+.(16:8) 5 <181:7:(5:3) 0
EERD 70 (19.9) 21  (6.0) 0 19  (5.6) 0 0
A Bk EHA 10525 (248) 0.3) 0 30Mc(B18) g a6 s (158) 0
s L URERE
RARBE 123 (349) 12 (34) 0 R4 @47y 5 —(1:8) 0
o VAT u—)VILE 18 GBI 1 (03) 0 2 (06) 1 (03) 0
BmrYV 7Y E) FliE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
HEERRE LU ESHEREE
RAEE 60 (17.0) 4  (1.1) 0 22 (6.5) 0 0
5 AR 38 (10.8) 3 (0.9 0 8 (24) 0 0
PR RIS
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BEBIKRSE Bl (%)

(SOC: System Organ Class) FE/ Vo NRF =T A=F =T

HASE (PT: Preferred Term) 352 %1l 340 4

(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
THRERAE 38 (10.8) 1 (0.3) 0 88 (259) 1  (0.3) 0
Ep) 38 (10.8) 0 0 28 82 1 (03) 0
BB L UORKEES

ZBAR 97 (276) 26 (7.4) 0 41 (121) 10 (29) 0
PR R, FERE L ONERRREE

TR 19 (54) 0 0 8 (24) 0 0
REEE 87 (24.7) 0 0 9 (2.6) 0 0
R R 23 (65 4 (1.1 0 11 (32 1 (03) 0
4 Hi 18 (5.1) 0 0 30 (8.8) 0 0
FitilEge 18 G1) 6 (17 (0.3) 0 0 0
BENB LR THERES

B RR 17 (4.8) 0 0 21 (62) 0 0
FE - RERFORATSEREH 99 (281) 14 (4.0) 0 122 (359) 11 (32 0
T OEE 47 (134) 1 0.3) 0 19  (5.6) 1 0.3) 0
s 77 (219) 12 (3.4) 0 37 (109 2 (0.6) 0
B BT 24 (68) 4 (1.1 0 5 (1.5) 0 0
RERE 0 0 0 31 (9.1) 0 0
& FEE ,

A E 184 (523) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

BB, AH/VoANF o TEHICBWCHE MRS 19 6] (5.4%) . KIBK - DNIBK -
BEEOTH 366 (102%) . EEOREES (WEERKEFLMADE. BEAEIRAER
B, SRATEE, BRAES) 24 (0.6%) . BIFERFR - FFAL - ITHRERES - 1T - &
{EHERRE K 79 B (22.4%) . FORIREEREREE 156 1 (443%) . TEABEREREE 3 4

(0.9%) . BEIFHSREREZE 1841 (5.1%) . 1 BUBERM 161 (03%) . BHEEEE (R
BRI, REREBLSE) 841 (23%) . BEXSH (23%) . Fidk - B RMARE

36 (09%) . EIEMFHEE 16 (0.3%)

. gk - BEIEZR 3 B (0.9%) | LFR% 3 f
(0.9%) TR infusionreactions ] (1.4%) MWD SNz, Fiz, #HREE (XF7 - A
L—EGERE) | S E O EA, BEERMKES (&t MRB HERER., Bt
M, FRIFEREE, MEPRIERIES) | MEREREGEHER OHZIERED bniahrolz, KEIE
AREBARIIEESES (BRAREEREREEZED) 28 0EMRBRETT,
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@EEILFRFEMIHERER (KEYNOTE-564 35R)

BEERIIAFIEE 470/488 B (96.3%) KO T & REE 452/496 #] (91.1%) IZRD L
., BREL ORREENEETERVWEEERIL, £hTh 386/488 1 (79.1%) KU}
265/496 B (53.4%) 5D BTz, WTNDOBETHRIAEN 5% EORIERIZTRD
LBV ThoT,

#£6 WTNLOHTHREEN S%IULOBWER (KEYNOTE-564 RB) (R&tARIT$4ER)

BERIKRSER BiE (%)
(SOC: System Organ Class) AFEE 7T e REE
EAFE (PT: Preferred Term) 488 4 496 1l
(MedDRA ver.23.1) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2BIER 386 (79.1) 92 (18.9) 0 265 (53.4) 6 (12) 0
FUR RS RETTEE 50 (102) 1 (02) 0 0 0 0
. FORBMEREETE 0 . 86 (17\.“6) 1 (02 o0 13 (26 0 0
CEBEE SNl et e e
TH : 77 (158) 8  (1.6) 0 51 (103) 0 0
B 39 (8.0) 0 0 23 (4.6) 0 0
R SERERIORERMORE et EaT R
= IE : 28 (5DEzel va(02) 0 23 (4.6) 0 0
it 99 (203) 4 (0.8) 0 71 (14.3) 0 0
FFEHRRE £ U A MRS T ' s ' T el 5
RIfE 46 (94 1 (02) 0 43 (8.7) 0 0
PR @130 (6l L 02) 0 20 (40 0 0
U3 Fpneia o on R VR SRR e O e S S :
O EE 91 (186) 1  (0.2) 0 57 (11.5) 0 0
5 737 L(1510) <4507 (0:8) 0 36 (73) 0 0

2B, AFEICBOCHEMEMER 1161 23%) . KBK - PMEE - BEEDTHI 15
#l 3.1%) . EEOKERE (TEMHEREEFMADE., KEMEIREGER. LTAE,
ERBIEZ) 14 (02%) . fREE (X7 - SUEEHS) 146 (02%) . BUE
FFSS « FFRA - FFASREREE - AT - B LIERRE 2% 45 1] (9.2%) . FRIRARMSREREE 106 1

(21.7%) . TEAEHEEEE 2 61 (0.4%) . BIEHEREE 104 (2.0%) . 1 3UHERRE 9
B (1.8%) . BHEEREE (RMEREERR. RREBLE) 86 (1.6%) . ik - H
SRRMRIE 2 B (0.4%) . EVEFFIEJIGE 2 61 (0.4%) | FZk - BERRAK 2 41 (0.4%) . L
#5451 (0.2%) . infusionreaction7 B (1.4%) ROEEZMIREE (ot m M
OHESEEER . PSRN, FREEERE, EERRIERES) 14 (02%) 25D b, ik,
BEd, 5L 9L, MERERIEGERKE EZITRD bied oz, ABIERRBIRIIL
HEES (BRREERELSD) 230EMERETT,
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(R - AE]

FROBEMEYHEETAVEZFALZY I 2L —Y a2k, KA 200 mg %
Q3W, 400mg % 6 @RI (LIF TQ6WI &35, ) Xik 10mgkg (KE) % 2 BH
g (LT TQw) &35, ) TRELEZEOFRF O MEFRENSRT SN, £0f
R, AH| 400 mg & Q6W TERE LiBr0AH O EFREICHIT 5 THMEFRE (U
T [Cavgss] EWVV5, ) 13, A 200mg 2 Q3W TERE L72BED Cagss & BEIT 5 & Tl
Shiz (TR) . £, A& 400mg & Q6W THRE LIZBEOAFI O BEREBIZE T 5%
BTEPRE (BUT [Coaxssl &5, ) 1. &K 200mg % Q3W THRE L7ZERD Craxss
CHBLTHREZTRTLEFRASNZLODO, BAABEICRVW TEARERHR I T
DR - HETH 544 10 mgkg (KE) % QW THEE L7ZEED Craxs & B L T
BEZR~T TSN (TR) . bz, BERAERE ZHRICAH 400mg & Q6W
THRE LI MEARER (KEYNOTE-555 3(8) X 0 18 5 iz ERIEICE-S < Em@hie
NRTZA=ZR v a2b—va L) TFRILEZERYHE T A —% L L (TR,

- MAT, BROBERIIRT 2ERRBRERICESE, AR OBRBER &AM IR
& DEEZ BT 2BRBERIGET AAEE S, AF) 200 mg & Q3W XIX 400 mg %
Q6W THEE LIBRORER L AHMEXIIRLME L OBFBEIC W TR SR, E
FLOME - AEOR CAEMR OZ2MIC AR ER IV E FRIS U,

RT FHROKHBIBNT A —F

Bk BR | ygm Cigian) (ugm) i) et )
200 mEdE W (58.55?’519.7) (27.27?38.1) (17;;?‘11 8.3) (91.?/?'984.1) (49.?3(,).;1 1.0) (30.35(,)'39 1.4)
kit (12;»2?24) (32-?)??2.7) (10.11(,)'16 0.8) (14:3?21;49) (50.51(,)'57 13) (19.?5(,).230.9)
40(0%%{%6)\” (1351.2,6'1O ;6.4) NA (14.1:.?55.4) = NA A

i bl (21;2223)' “431?‘1145) (11;,1 ?21) (423,2233) (272:7382) (19;,9;100)

T:n=2993, 100 MDY I ab—y 3 VT XV EHSNERMEYEDOPRME (2.5%,97.5%R) « Cmax : FIEHE
EROBRBMBETRE, Cup : MIEREHROFIMBEFBRE, Cun: FIERESE (VA 2712 REFH) OKELTE
EFI?EEF{‘ Cmax,ss B E’%"%%G:%Hé%%ﬁﬂ.?ﬁqjﬁlﬁ\ Cavg,ss : ﬁ:’ﬁﬁﬁ?}l%”éqﬁﬁmﬁﬁqﬁﬁg\ Cmin,ss : E#%E}:
Bl 2 RARMIEFIRE

56 BIDKMTEEME (95%EHRRH)

§ : 41 BIDLATEEE (95%IEHXH)

NA : B&HE722L

14



4., HERRIZOWT

EIE Y R 7 EHEE RMP) ICESE, AFIOEEKRZLMEBETIEE~O H /14
DR AR TH-> T, AFORENEI 2BEEZZE - BEL., FAOREIZLVEER
REWERZRBE LZBRICHIET 5 Z L BAMERED, UTOO~@D T X T eI
RICBWTHERAT LIRS TH D,

@ HERIZOWVT

D1 TFiEd (1) ~ (5) OWVWTIDICHYTHIMRTHDHZ &,

(1) BEAEBBRENIEET DB A DRSS BRER IR A SRREEEIL R,
gk 2% A RSB EEHL AURRE . HUIE S AR &)

(2) FrEMREREE

() FENEMENIEET DB ABIELE R (BSARRESIRERE, 2 ARRES
Bk, A AR &)

(4) S RALFRIEEZFRE L, SSRIEB L ERIESER | IS RERE L RIED R
2 DIEFREEICIR D EHE1T > TV 2 Mgk

(5) MEMEBHINGEENE O EEIR D EHEZIT> TV H R

D-2 BHiaE O LFRER OCBWERARBRE O T4 ik L BB 2 RFoEM (T
KOWTNNITEY T HER) 2, YZ2EMOAFNCET2RROBRMEE L L TRE
ESNTWBZ L, '
#

o [ERMGIFEER 2 EOVMBFHERIET L7-1BI12 5 U ED R AIREDBIKRIHE %L
fToTWVWAZ L, 96, 24U kid. BAEYRERL L LEBKRERZOWES:
TFoTWBZ L,

o ERIFRER 2 FEOPBTHERET L2BIC 4 £ EOWRERZ OBKRIHE 21T
STEY., 95, 24 FiX, BHEE DN A KMREZ & Te N ATBROBRIHEZ1T
SEVNG Toks

©® BADERREREROKEICONT |

R SRR E T 2 S ARE SN, RIESES L OWRED, A - %
SHSEFOFROEER VEMSEICNT 5 BRRM, AFFRBBE LIBAORSE
B, SEREOPIATDI B KEINE S TN ST L,

15




® BEMEA~DHHITONT
@-1 MRS 5 E :

PR MRRBEDEERBIEAMRRKAE LBz, 24 BRZEASOTF, Yk
ISEHEMERIC B T, BB L BWERIC U T ABREER O CT £ 0RIVER OEFIC 4
HELRREOHKRENY APIZE SN, EbICnmIEREHAE-TNAZ L,

@2 ERREHICLIAFERMGICETES

BABRICED D EMNRMBECEEEZA T 2EREEENRIERAE=2 )7
EEDEERDRAI V—=v 7 EITOVERE L ERE LT TE 55— AEFEHI A
fEShTWBZ L, 2B, BHEERGEICOVWT, BABE L ZOFECHDICAMINT
VIBET & :

®-3 BHEROBEPRSICELT ,
BIVER (REMERERICI L., KIB%K - MB%K - BEO TR, BUEFZ% - FFRE -
WERERESE - FTJ¢ - IR{LIEARE J5, BHMERSE (RABETIEIERS. RREBLZ) . W
SWEE (FRAKERE, PR BESEREE, BIBRERS) . | BERR. 505 Bk,
g - BRSO BMERE, B, BEEORSREE (PR ETRARE, KRR EARE
BE. BIUACBE. FRRIEL) . infusionreaction, iM% - BAMESs. BIEMGIEE, MhikkEE
(FTy « NL—ERERE) . D%k, BESIKES B/ MR HEERRDR,
VEMMER, FRIEERES. WESRIERELS) . EEOBEA. MEREAERE. B oK
LT, YEisk I ERE i B o P 2 A 5 5 EAT & EHE L (BIER O BZE-OoRS
CEL THRERUOKERP ST bNARMICH B L) | HbICERAEN T 5 ikl
NESTWNWATZ L,
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5. BExELRBBE
(At BE 5 FE]
D AR OMOREMIBEHF & OHAR ST FEDBEICBN TERHERT ST
50
FRVF =TIV UAF =T L OGRS  (LEREEO 2\ RIATRRE
IO B RS

@ AFOBEMBEITITFTRROBEIZBWTHSER RSN TN,
B3R A7 OB B Ok BE

® TRIEZYTIAFORERCERFIEC OV TE, AR OFNERELENTE
53, ARIDEREXZE LR LR,
o RBEICKT AMMOREMEER L ORRSE
o TRXRVUF=TXFVIUAF=TUNOTEBEERER L ORRE

[ZathicBd 5 FH]

O TRICEYTIBEICOVWTEIARORENERLE INTVWE I L, b, BREZTT
Plea bt
o AFIORSK LBBUEDERD & 5 BE

@ BEITOFHMIB VT FRICHEY T2 BEICO VT, AFORSIFHREs 2V

A, DB FEBIRER 2 VEEICRY , BECAREHERTIZLE2EBEETE D,

o BEMEMREBOAHIIBEDH 5 EE

o MEEGHRE CHEE E R D 5 BE K OTEEIME O B RN SRk G i R
L O REREE DN DBE '

o HORERBOA, XITBMHALRE L IXERMED B EARERBOBERD
boHBRE

C e @SSR EmEMRBHEEL ST ObDBE
o REEORREXIIMAEZAETIEE

17



°  IRVBEIBRARE IR O BB 31 B Karmofsky Performance Status 70%2R

e (1D @ﬁﬁ%&

D Kamofsky Performance Status (PS)

Score | EH

100 |IEH, BBICT32BEOFINR, BRERZL,
EEOEDMRFRE, FARBEHERLER, 90 |[BWERARIERIZH B2%, EREENFIRE

80 M7V EREIERA H B4, B L TER OEBFHE
HETHZLIIREEE, BETAETE T, B 70 |BXBHO#MEEIITE 52, EXOEE - 35 LITRAHE
BT A CBEARNRERIZLZBDTHS, | 60 |ADICHLERI LI TEDN, LELENHBLE
e RBEONBIZLEL TS, 50 |[FREEEL-FH#P L OEPNRZERITARLE

40 (B, BURERBLUOFEESLE
EOREIYVDZ L EESTTERY, HExH AW 30 |28, ARBUNEENREIXE LEE > TR
RO EE L RAEOFELVEL TS, EE| 20 FEECEE. ARSUECTEINRBESLE
NEFITETLTWATRERD S, 10 |ZEEAB-TWAB

0 |3
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6. BEICBELTHEEITREEE

O WRXEFICNZ, BERFEES BB T 2 ERHEICE D & A F O Rt R O IEf#E
AOEDIHEREREZTSICEBBE L THrOERTIZ L,

TRRBAIRICEL D, BEXIZOFRIRICEER VEREL +4BA L, REZE
ThbRETHZ L,

ERBERDORX YA Y MTOWT

)

®

BEMRREBRND 5N EB’H DD T, KFIOBREIZHTZ> Tk, FIHE
W (B8, MRS, K OEREROME X REOERSE, BEsr+
DTATHZ &, T, BB U THE CT, miE~— " —ZDREZEMT
BT &,

infusion reaction 3% H N5 Z & N 5, infusionreaction 2352 HILTZHEIT
W, BEUIRAEEITO & & BT, ERAEETHE TREOREZ +HICBE

TBZL,

FIRIREEREIEE . TEAREREER CRIBHEREERL b Z LBHE D
T, AHOEERLARE O 5-HRH P ERINC N ISRERE (TSH, 128
T3, B T4, ACTH, MHFaNF V' —VEDORIE) 2EHETHZ &,
BIRERFZ. AL, FFREREE. R, BEHEERR b bbhaZ L B3H D
DT, AAIDOFTEGBLARTR CREHHE FIX e T#rERE (AST. ALT.
Y-GTP, Al-P, B U L E U EDHIE) ZEHTS I L,

SEIER (IIERRNIEEFEREED) SOEEBRIEEER bbiLd
TERBHBHOT, EHMICIROEREOFELHERAT LI L, £, ROEFEN
BOLNZHBEITITE, BONCEREEYZZTILIBETLHEETHZ L,
AR OEEIZLY | BEORERISIZERT 2 &E 2 b dikx REBORE
BHELNAZLRNHD, BEXBDOONEHZAICIK, BRLEBRIIN L
HFR) 2 & RREFFOER & i L CRUIZENZE 21TV, BEDRE
PO X B BIER A SRDON 2 BEITIE, AR ORETF L, RORIBRE DR
NEVRIOREEEZEZRTHI L, 2B, BIRRESRNVEOREIZXVEIE
RADOEERRBD DNRWIGEITIX, BIBRERNVE - EUSN DL ZE A DB
bERTHZ L,

C BRERTR, BCEMN OB ARE L ThOEWERRRRAT LI Z 13 H 5720,

AEIOBEXRTRIZOEWERORRIZHHICERTHZ L,

1 BERA (BUE 1 BRR 2 &) Bdb bbb, BRAKS h 7Y F—v R
CEDZLRHDHDT, Bl B, BHEZEOEROFHESLMIEED LI+
SEETDHZE, 1EBERFEREDNZGEIIEEEZFIEL, AR ) 8
HoOBREEOBENRLBEZITOZ &,

AE|DEERRBRIZIB VT, KEYNOTE-426 RER TR GBS 12 BA., UIEX
S4EBET6HEIT L., D% 12 I &, E7080-307, KEYNOTE-581 RBR T3 &
BAtED D 8 B Z L ICAEDFMEIT - T2 Z & 28 E T, AR EHIXER
FICEBRE CHROERLZITO> Z L.

BRIRAZOBVWEMREREICKIT2WMEMBIREE L LTERT AEICIX.
KEYNOTE-564 BRERICBW\ T, 2 BRI Z L MOl ZITo T\l & 2 5%E

19



I, AFNOFREFITEHNCNROREREITI Z &, 2B, FRIOERGHEIL 124
AETEIDZ L,
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HEERHEET A FT A~
Na7n ) X<7 (BFHEEZ)
(R4 : ¥4 PA—F BIEFHE 100 mg)
~SRSHER I ~

SFILEL1 2 (449 AWET)
BB EAE
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1. XLHIZ

ERG OB - BEMOFEFRDOTZDIZIX, B TESICESWEBIERERSRD
b5, E5IT, IMEORERINOEAIC LV, FEERN R X OEHR 2 EHEERE
FEERLDEARBEINDIFT, INOOEERMZEICHEREBFICRMET 2 Z L IEED
MEL o TR BREMBGEE L EOEARTE 2016 (FRL 28 4F 6 A 2 BHEARBRE)
CRWTH, EFNERREDFEAOREIHEEZRDZ L &N TV,

FREAMFERN T, BRERASREEM T u 7 7 A VEBRGFEOEEMR AL NICE
RBZERDHD, DD, AHEEROCEEMICETAERA+LERE TS T TOM,
WMHEEROBREZBIZITHILNHFINIBEICH L TERT I E & bIZ, BIfE
ANRRBR LB LERSINE & 52 L RARER— OB M T ERMEI oA
THZLENREETH S,

Lo T, BRAA T4 TiE, ARBEESLINETI/LNATVIEFEZH -
BEHRAMICESE, UTOERGMORERFERZHET 2880 b NEREL, B2
FEROCEEEEETRT,

BB, BKITA RTA 0%, MIATEIEANEFE S ERERBAEE, AREEEABRR
BRRIEER S, —BRAAEAN B ARBERANRIES, —BAEFEAN AT SEER 2SR
ASFEEEAN BAROEARI Z2 OB IO b LB L T2,

WL DEERR A bM—F AREHE 100mg (—i%4% : 2o 7 v ) <7 (B
THAHL %))

REBEROPEXNIDE - BRXILERES 2 H 7 2 ESEEE

HELRIMERVAE  BE. AR, a7 0l X7 (BEFEBRZ) L LT, 1
[B] 200 mg % 3 FREFEIFRXIX 1 [B] 400 mg % 6 BE R T 30 2
DT T AREFRET B,

& Bk 5t ¥ & MSD BERX&tt




2. AFIOKFHK, (ERBF

A M—F AT 100mg (—iR4 a7 n ) X< BT, T IR
Kl 2vv5,) 1%, PD-1 (programmed cell death-1) & 2D Y # > KTéh 3 PD-L1 K} PD-
L2 & DESZEBEMETS, & MEgGd £/ 7 u—FLHETH 5,

PD-1 fR¥&IT T MRS EEARAERE D b YR 2 72 D12 AS A MR ASFI 3 5 2= 72 S i il 4
ZA v F T, PD-11%, BERDREBIZEWTEEE T MROMBEREICHEEAL, BER
ERGEZ SO AVHEXIBR R RE R H#ET 5, $72bb, PD-1 XY T FEfs
ETAZLICKVHEZRRICL DV 7T NMeERZRICHIET 52/ TH 5, PD-LI
DOEFHEBCBIT2HBRTDLT N THEN, ZLORAMIBTIE T MO 2Mx
HIFEBRENCREKBE L TW5, DAMBIZEIT S PD-L1 O&EFIIT, BHamE. REE.
FFAmRasE. DRELRE. FE/NHRRRIE 2 & O 2 RBRATTFRARATFTHY | RWAEFR
& OFRAMERHRE STV,

BE DN A DEEENT% & PD-L1 EHOFMEBIMEMN S, PD-1 & PD-L1 ORRIIERE D
SEEEIC B W TEERREIZA Y ZEARBRIN TR, i 2B ABROERNE L
THHFEINL TS,

AHK|iX, PD-1 & PD-L1 RONPD-L2 ODf ) H v FOEEEEET I LiIcL Y, EE
e/ NBER OEESROMIEEN T U oS REEE S-S, NUERRE 2 BEMHL
T35 L THREENREZRET S,

AFNOIEAMFICEES BE DRI L 2BERERH bbb, ERIIFLTIT
ELFREENRD 2, AR ORERRORERICIE, BEOBEL 7TV, BESRE
D BN HEITHL, BB L BRITE U FMR 2 Mk & R 2 DA & s L CE
YRERBET 21TV, BEORERIGIZ L 2BIEAR DN 2 HBRITIE, BIBRESRV
FURIOREEDOHEGRLEZIT I BENRDH D,



3. ERBRREAR
BXEXILEREE 2 H 7 5 EEE O KRR 21T - 7o E R BERABROKEZ
N

(A %]
EHELRFIAERER (KEYNOTE-048 ER)

{LEEERE D2, RIS DE, B - THER OO BR IIEREEEZH T
LU L RE 882 B (AAN 67 &) X, ¥YFU~T (B
BEFE#z) T eEYxo<7) &), 7rdrey iy (LT I5FU &
5.) RO 7 FTRAOHARE (LFERIER) “2xRE LT, SFU LT T FTR
K OB T CTHAIRE (RFIGREREE) ° R OEA 200 mg % 3 BREHER (LT IQ3W)
L)) BE (KREIBEMBLSEE) OFMMERVOZEMEIRE SN, FEFMERED
—o L ENEAEFEHR CUTF Tos] 2v),) 12\ T, ITT £FiIcBW\ T, KAIHE
FREIMEFERE S B L CTHERICER Lz, £z, AFEMBEIMLSFRIE L i L
T, ITTERICHBWT, 0SI1EF LM%/~ L, combined positive score™ (LLF [CPS] &
WI,) B1UEOBEEMICBWNT, 0S DEBERERNRD bhiz,

*1: BEFREICHT B1AK E L TLHRIEZ S RRBRNER S TV BE TIX, YUikiA
BEORKIBEB N H6 AU ERBL TWAHAIE. BAANFREE Sz (272 L,
WKIRRSE TH6» ALUPMITERBET LI-HA1ERL),

*2 Y XU~ (F]E400 mg/m?, 2[E] B LAE250 mg/m?), A7 T F 100 mg/m? X it h
NVRTZF 2 AUC 5 (mg * min/mL) K U-FU 1000 mg/m¥day (4 B R aiERS)
DB Q3W (Y Fv~7 0L 1ERMER) TRRK6Z—AEEH, Y X ~7250
mg/m?% 1AM ER TR E Lz,

*3 : RHF200mg, VA7 T F 100 mg/m>XiZANHRT T F 2 AUCS (mg* min/mL) K& ONS-
FU 1,000 mg/m¥day (4 B EIFfeRAEIKS) OIEIC Q3W THRA62—R&ZEH, AF200
mg % Q3W THRE L7,

*4: PD-L1Z R Lok (EEMIE, ~7 e 77y — VRO V38K) 2REEMRE T
BRL. 100% 3 U $1E,

£1 FAGABRSOENERE (KEYNOTE-048 3B

AFIOF A58 (L EIERE
(28141) (27841)
FfE (H) 13.0 10.7
[95% CI] [10.9, 14.7] (9.3, 11.7]
0S™! ryife—= RLE? 0.77
[95% CI] [0.63, 0.93] —
P fE" 0.00335

Cl: EEKR. *1: FRFTEOT—% (20186813 v h4 7).,
FEFNMZ L AFERER L OB, 3 : BRI /S 7 RE

*2 . BRI Cox thf NP —




100-{ |,
g)_
80 g
70— J\;\;:i}
< 60 1 A#1200mg Q3W. 7 T FF WH K S-FU
O Uk /
'*Z\ﬂ' ""\ L“\
4@-’*‘ 4 gy,
30 / HI
“'H “1 LTI
- wvyxv<7, 7IFHRARVSFU lﬂ HIH
104 Ty L
0 T T T T T T T T T
0 5 10 15 20 25 30 35 40
AR [A]
at risk#% ¢
AFI200mg Q3W, ’
779'_.71.&%”&@5_1;[] 281 227 169 122 75 40 10 1 0
o il i 278 227 147 100 51 20 5 1 0

77 FFREI R O5-FU

X1 AFIGEREED 0S O EfEITE D Kaplan-Meier Bt (KEYNOTE-048 35%)

#2 FEEMBEOFSERE (KEYNOTE-048 3AER)

AF B 58 (L FERE
ik 301451 30041
FRfE (B) 11.6 10.7
w22 195% CT [10.5, 13.6] (9.3, 11.7]
ITT £REA it INEETRE 0.85
[95% CI] [0.71, 1.03] =
P fE" 0.00014
Bil%k 25741 2554
HaE (B) 25 10.3
CPSZ1D | e [95% CI] [10.8, 14.9] [9.0, 11.5]
BEEMH AR 0.78
[95% CI] [0.64, 0.96] ros
P fE™ 0.0086

Cl: EHEXHE. *1: PRENEDT —% Q0I8FE6H 13RI vy 24 7),

FEF I L DILFERIERE & DR,
VU RRE (B P E)

*2 : BRI Cox ol N3 —
3. BRI ST IRE GELMPE), *4: Bhles S



100 |,
07 T
80 - I A I“:‘ -
70 =
§ 60 """\i\\r A #1200mg Q3W
= _ I §
50 s,
e 40 e /
4o e “"ll " "" |||||||||
20 Hf | =4 HRE 1
Y F VT FTFFRERUS-FU iﬁ tpe
10 Ll :
O T T T T T T T T T
0 5 10 15 20 25 30 35 40
AFEIR [A]
at risk3
#A#1200mg Q3W 301 225 172 125 81 37 18 2 0
1;; ;;;;U\KUS-FU 300 245 158 107 57 26 10 1 0"
100 }“..
w0 ]
80— "
70
g 60 ) | A#1200mg Q3W
:]}»i 50 ! .I""\__.‘Ml. -
40 llli
- I|l||
o] ﬂﬂl I ]ﬂl l||||l |||“|| "
Y XU 7’ 7 7 F T WAR G
0 v Exy 7 5FU 1” t Jr iHH‘ 1
0 T T T T T T ol T ]
0 5 10 15 20 25 30 35 40
AFHM [A]
g
1;;2§mg QW 257 196 152 110 74 34 17 2 0
Y FIwT, 255 207 131 89 47 21 9 1 0
77 FFBFI R U5-FU

M2 AFBEPFEED 0S O HREAENTE D Kaplan-Meier i (KEYNOTE-0483R5)
(ER : ITTEF., TR : CPSZ10BHEM)



(PD-L1 ZEELRLBI D F ZhHE)

E LR 5 MAEEAER (KEYNOTE-048 3B%) IZHAAN DN BEOT —FITESE,
CPS BT AT o Te A htE (RER BT 2B T) RULREMOBERIZLUTO LRV
Thotr,

AFUCFRRIEG R OBFZMEIZEE LT, CPS 2° 1 R DEA AL FEERIERE L 1TIERED
EWRThoT (F3, K3,

AFNEMB 5 OF MR LT, CPS 2MEWIE ELRIERF T3 2 AK B 55
DAY — REB K E L 2 2HANFED biv, CPS 23 1 RGOJFEITIEINY— FEe 1 %
EES7= (R4 RO 4,

728, PD-LIORBERIIC L 6T, KFORZEMT a7 7 A VTR TH -T2,

%3 KEYNOTE-048 BB 3317 5 AFULERESHEE D CPS I TD 0S™!

PD-LI %5 BR g TR DS s
CPS<1 *iggi;ﬁ A 4312 :;3 EZZ 1:2% 1.07 [0.66,1.74] ™2

1=CPS<20 ' Kﬂggﬁgﬁ :; 19297 [539_2’115'53]] 0.75 [0.57,1.01] 025
CPS=20 Kizgigﬁ 33 1‘:; E;O;I;S:S] 0.69 [0.51,0.94]

CI: {E8EXRE. *1 : PRFTEOT —F (2018456 B 13 B v +A47) *2: JEEAI Cox LBl — KE
S (BRIRAIAENT) . *3 : ECOGPS (0. 1) RO HPV & (BBiE., Bi) 2BRIET & Liz Cox Iy
— FEFNV

1004 L 100 —
0 M ol T
8- ¥ 80 i
70+ \ 70 e
R ™ A #1200mg Q3W, 77 F A KUSFU < L €Y Xy~T, TTFTRHAIRFSFU
< 60 b S e 1
Ll | L
sl o gy i 5
#owy / g #o / Pt
2+ Mgy 2 | HH
o EYFRVET TIFIMARCSFU T Mg 0] AFz00mg 3w, FFFIMMRUsFU | ,
'_....I e o
0 T T T T T T T T 0-— T T T T T T
0 5 A5 551573 i 020 25 gt A e 4136 . O 0 5 105 Bl 20 [ 54250 30
at risk3% ET‘?% Fﬁﬁ [H :] at risk3% iﬁ% ﬁiﬁ [:H ]
7 #) 200mg Q3 W, #l2 3W,
;sz—f‘gj&wm 242 17 14 109 6 % 9 1 0 %75‘%&&&1} ® w5 13 8 4 "
Ve YEeS,
B O o R R R 5 1 B O e e R 5 3 5

H 3 KEYNOTE-048 REAUCI T 2 AKBEA# E#ED CPS BITD 0S D EIARMFTFRE D Kaplan-Meier B3
(£H : cPs=1 mBFEH. AF : CPS< 1 D BFHEHE)



5% 4 KEYNOTE-048 RERIZ 1) 5 AH| BM# 5D CPS Bl TD 0S™

X ol [95%CI] NPF— Kb REERAD
PD-L1 55 ol e (5 8) [95%CI] o i
AFEh 5 44 7.9 [4.7,13.6] .
GES<1 L FERIERE 45 11.3 [9.1,15.9] 137 10:86,2201 7
FRIEMBERTE 124 10.8 [9.0,12.6] o B
1=CPS<20 fig 153 101 [87,12.1] 0.90 [0.68,1:18] *2 0.028
CPS=20 AFIRBR TR 133 145 [116,21.5] 0.61 [0.45, 0.83] “’

1L FRIERE 122 10.7 [8.8,12.8] _
Cl: SR, *1: PRETEDOT—% (2018468138 v v37) *2: EBRICoxLFINY— FEFT L (B
REFEMT). *3 : ECOGPS (0, 1) RUHPVEE (BBik, Bt ZBRIRT & LizCoxtbfing— FEF L

104 | 100 —
of - y
T -
07 N b I
. T Y b . Y %3 Z
2 N <3 s . Y Xv~vT 77 FHAROSFU
S e Ly y 2 #1200mg Q3W S e L% /
%‘ 07 ‘-\\._!‘\ ——— gﬂ‘ 01 i 7—“17"‘%
i S Mgy i Ry
#H 2 / Ty, """”Illlw i #H o @ e
2 ﬂ1ﬂ|n|_1 s T 2 55 200mg QBW TR |
0] ¥ FVT TIFTRRARUSFU T o ===
‘~~1
0 T T T T T T T T T 0 T T T T T T T T
0 5 10 15 2 -} 30 3B 40 0 5 10 15 20 i) 0 k3
, AFHR (A , AT (A
at risk 3% at risk 3%
##1200mg Q3W 257 196 162 110 74 3 17 2 0 Z#1200mg Q3W 44 2 20 15 7 3 1 0

K4 KEYNOTE-048 REBIZH 1T 3 AH| B EFED CPS B TD 0S D HREAREITE D Kaplan-Meier %R
(R : cpS=1 0BEHEM, AX : CPS< 1 0RBFHLM)



[Z2tk]

OERKLFRFMFARER (KEYNOTE-048 FUER)

BEERIIAFIGRZRGEE 271/276 B (98.2%) , AFKI B M 55 290/300 B (96.7%)
ROMbFpRIERE 286/287 f (99.7%) IZRD b, IFBRIE L OREBHENBEE TE RV
BEERIL, T 263/276 B (95.3%) . 175/300 i (58.3%) K U* 278/287 4l (96.9%)
RO LN, WINLDOHETREAZEN S%U ELORERIXITRO LB ThoTz,

25 WPRIORTRERAN 5% EOBIVER (KEYNOTE-048 3) (2442476 $242)

BERKRSIE (SOC: System B (%)
Organ Class) ARG G R AF IR 5 A {LFIRIER
EAFE (PT: Preferred Term) 276 4 300 il 287 fi
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5 £ Grade Grade 3-4 Grade 5
2EIER 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (969) 195 (67.9) 8 (82)
MmiKE LY R fEE )
Al 133 (482) 52 (18.8) 0 12 @0 2 (07 0 118 (41.1) 42 (146) 0
FEBMEAT P ERB HE 21 (76) 21 (7.6) 0 0 0 0 12 (42) 12 (42) 0
B i ERBE 34 (123) 8 (2.9 0 2 (0.7 0 0 38 (132) 16 (5.6) 0
T PRI E 91 (33.0) 50 (18.1) 0 3 (10) 0 0 9 (314) 59 (206) 0
M /NRIRA 75 (272) 24 (8.7) 0 4 (13 1 (0.3 0 63 (220) 24 (8.4) 0
B I UKRES :
EHrg 15 (54) 0 0 0 0 0 16 (5.6) 0 0
WS IS
ORISR TE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
BRBEE ;
&5 28 (10.1) 0 0 9 (3.0 0 0 31 (10.8) 0 0
FH 49 (17.8) [¢B)) 0 16 (53 1 (03) 0 75 (261) 5 (L7) 0
B 124 (449) 15 (54) 0 12 (4.0 0 0 131 (456) 16 (5.6) 0
Az 67 (243) 22 (8.0) 0 2 (0.7) 0 0 69 (240) 10 (3.5 0
B M- 75124 27:2) % 17 1 (@235) 0 7:5(2:3) 0 0 64 (223) 5 (1.7) 0
—i - EEEER L URSEHAORIE
4 F19E 33 (120) 8 (29) 0 7 23 1 (03) 0 30 (105) 6 (2.1) 0
s 84 (304) 19 (6.9) 0 43 (143) 3 (1.0) 0 83 (289) 11 (3.8) 0
R 18 (6.5) 0 0 4 (13) 0 0 9 (3.1 0 0
D JE 77 (279) 26 (9.4) 0 8 @7 2 (07 0 76 (26.5) 14 (4.9) 0
R 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
RRYE R X U A
DS 0 0 0 0 0 0 33 (11.5) 0 0
e, FERBLITLESHE
HEAITEE S RS 2 (07) 0 0 1 (0.3) 0 0 16 (56 3 (10 0
ERPRIREE
ALT H#8/n 10 (B6 2 07 0 7 (23) 0 0 15 (2 2 (07 0
Mz V7 F =8 30 (109) 1 (0.4) 0 215505 0 0 15:4(512) 0 0
HF R ER R 46 (167) 28 (10.1) 0 1 (03) 0 0 54 (18.8) 35 (122) 0
/MRS ST(18:5) 14 7 (5:) 0 1 (0.3) 0 0 46 (160) 9 (3.1) 0
kERD> 21 5(706) s 2404(07) 0 9 (B3.0) 1 (03) 0 30 (105) 1 (0.3) 0
A M BRSO 36 (13.0) 15 (54) 0 255 (00T) 0 0 4379150y S22 @) 0
- R L URERE
AR 62 (225) 12 (4.3) 0 16 (53) 1 (03) 0 62 (216) 8 (28) 0
&4 Y 7 AL 16 (58 8 (29 0 4 (13) 1 (03) 0 36 (125) 11 (3.8) 0
&~ 7R 7 AlUE 29 (105 4 (14) 0 3 (L0) 0 0 95 (33.1) 11 (3.8) 0
EF R Y T A MSE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (700 9 @31 0
&Y R 6 22 2 (07 0 1 (03) 0 0 19 66 5 (17) 0
AR
LR B 16 (5.8) 0 0 6 (2.0 0 0 15 (52) 0 0
KB =a—aF— 15 (54) 3 (L) 0 1 (0.3) 0 0 @1 2 (07 0



FER KRS (SOC: System B3 (%)

Organ Class) FRIGFRRE#H AF| B 5 {LEFERRER
HEAFE (PT: Preferred Term) 276 il 300 %1 287 4
(MedDRA ver21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5 £ Grade Grade 3-4 Grade 5
BB LURBRE
SHEBEE 15 (54 4 (19 0 4 (13) 1 (03) 0 6 (2.1 1 (03) 0
BB IR TGRS .
SEERER 1 (04) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
B R 5 (1.8) 0 0 6 (2.0) 0 0 27 (94 2 (07) 0
Ei | RERFARTDE 4 (14) 0 0 1 (03) 0 0 20 (700 2 (0) 0
% D EE 14 (5.1 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
323 22 (8.0 1 (04 0 25 (83) 2 (0.7 0 101 (352) 17  (5.9) 0
il 3k 2 (0.7) 0 0 0 36 (125) 0 0

0 0

2B, AFIPFRBRSFHICBWTHEMEMERR 134] (4.7%), KIBE - /NNEK - BEED
THI OBl (3.3%) . FHREE (X5 - NLU—EERS) 94 (3.3%). FFHEREREE 27 #
(9.8%) . FURIREBERES 40 ] (14.5%) ., TEMAHERES 14 (0.4%) ., BEEEE (R
MEEEBRE) 21 6] (7.6%). L2 141 (0.4%) KO infusion reaction3 1 (1.1%)
DRDbNT, £, EEOKRERE (REMEIREFREE. ZBAAK, BREES).
BIBHRERES. | BUERIA., BEX. R - BISUFRARE. EEMEE, MK - BEIRZK,
SE SR, EERMKEE (GEMEM/IMRIBADHEREDR, B n, REFREE, &
YERIERIESS) . MERBREFEHROBZIIRD bidol,

AFIEMFSFICB W CRESEMESR 1661 (53%). KBBK - /NMNEK - EEDOTH 4
B (1.3%) . EEOREEE (REMEREER, SHL. BREES) 141 (03%).
FPSEEREE 15 61 (5.0%) . FRIREEREREE 42 ) (14.0%) ., TRAHHEERESE 1 4] (0.3%) .
BIBHEEREE 14 (03%). BHEES (RMEMEEBRSE) 56 (1.7%). kKK -
A 161 (0.3%), SEIER 161 (03%), BEXK 2 6] (0.7%) KU infusion reactionl
(03%) BFROBNTZ, £, HREE (X7 - AVU—ERES). 1| BERKB. &
% - MR RMVEE, EEMEIE, O, ERERMKEE (Rt MRIBAEREE
. AR f, FRIFERES, EIRRIERES) . MIREREEELR OEZILRD biven
277,

ARIVERBETRNIIEEESR BRAREEREEZED) 280EMBERETT,

10



[A¥ - HE]

AR OBERAEYBRETVEZFA LY I 2b—va 2k v, A& 200 mg %
Q3W. 400mg % 6 BRI (LLTF [Q6W) &5, ) XNit 10 mgkg (KE) % 2 BH
BIFE (LLF TQ2Wl 25, ) THRELZEOAR O MEPRENRF SNz, £ 0k
B AHF 400 mg & Q6W TEE L7zBEOAKOEFIRBICRIT 2 FHMEFIRE (UL
T Cagesl EVVD, ) 1, AFI200mg 2 Q3W TEE LTZBED Cuygss LFALIT 2 & T
Ehiz (FF) . £/, A# 400 mg & Q6W TEE L7ZEOARI D EFIREIZE T 2 5%
BIETEE (UUTF [Chmxsl &V, ) X, AF 200mg 2 Q3W THRE L7ZEED Cuaxss
LHB L TEEEZTRTETFR SN DD, AAABEICRV TERRMRHER ST
5 - BETHHEHA 10 mgkg (EKE) % QW THRE L72EED Cons & Hl L TR
EERTEFRENE (TR) . &b, BNRAERSEZXRITAK 400mg % Q6W
THRE LS BB (KEYNOTE-555 3UBR) LV B 5 ERMEICE S < EKWEhRE
NRIGA=ZZ V22— avRIDFRLEEYEREARTA—F LEEULE (TR,
MMz T, BHEOEECRIT 2BERABRBEICESE, AFOBREE LA ITREME
L DEEZBRETT 2BRBERGCTT VOELE I, A 200 mg & Q3W Xid 400 mg %
Q6W TG LI-EEOREER L AE IR EM L OBEIC DWW TR SR, E
SO - AEOBM AR OEZEMICHEREZR T2V E TFRIS L,

#® 6 FHOEMBMR T A —F

Ak RE | (ga (ugim) (ugim) (ugia) e e
ey (58.55?'519.7) (27%?'298.1) (17.:;,;'11 8.3) (91.97?'984.1) (49:;(,)? 1.0) (30.35(,)?1.4)
Doy ( 125?24) (323?;2.7) ( 10:1(,)';S 0.8) (14521;49) (50.51(,)'571.3) ( 19.?3?50.9)

40?£?§J1QE6)W (1351.2?'10 ;6.4) e (1 4.11 ?i. A NA NA NA
10mekeiO2vn (212,2323) (14;,4 T45) a 1;1 ?21) (421,2233) (27§7§82) ( 19;,9;00)

t:0n=2993, 100 EDY Iz b—va Ntk ) BHINBEHED PRI (2.5%2,97.5%/R)  Cmax : FIEIE
5% 0OREMIETRE. Cug: FIEREZLOEIMFEFIRE, Cun: HIEEREE (A 712 BER) ORKEMLFE
EP%E\ Crnax;ss : ﬁ:’%‘%%@lﬁﬁéﬁf’%m?ﬁqﬁﬁg\ Cavg,ss : Eﬁﬂ(ﬁ?@lﬁﬁ'éxﬁi@lﬁl?ﬁ*?ﬁg\ Crnin,ss * ﬁ#%ﬁ%&:
BT B RARMIE PR ,

1156 FIDRMERE (95%EEXM)

§ : 41 FIOBMEIME (95%EmXH)

NA : &% L

11



4. MEERITHOWT

AR OBREN B 2BEEZZH - BEL, AR OREICLVEERRERZRE L
BICH T A2 L RN ERED ., UTOO~QDT_RTEB T HERICBWTHERT S
REThAB,

@ MERIT-OWT

@1 FED (1) ~ 5) OWVWTNNICESTHIHRTHDZ L,

(1) BEAEFBREIEET 20 ADREELEURRRE (ERERF IR A B RRE LR,
HulE S ARSI EHLRURPE,  HlE DS A RSIERRRE 7R )

(2) FFEMERERPE

(B) FENRAENEET 2NAREREERE (BADREEIRER, BSASEREE
Bk, A BIREEEERR R L)

(4) ASRALEEEEZRE L., SSER L EREZ IR 1| OIS RER L FRIEZ R
2 OfEREEICR D BHEIT> TV A ERR

(5) PLEMEEAIS BEEMEOMEREEIZR S EHEZTT > TV 5 sk

®-2 EBESEESE O(LFEIER OBIEARBBRFOR SIS+ 72 ik & R 2 FF DR X
ITERERM (FROWTNNICEEY T A EMIEFRER) 23, MUz ie o A&k
TAHRBEOEAE L LTEHRBEENLTWASZ &,

=

e  EMMGHFREE 2 F0MMPHERET LizRIiZ 5 £ LEORAIBEROBKRIHE:
IToTWAZ &, 9b, 2FEL T, BAERYEREEZE L LEBKREEZOMEL
ToTWBZ &,

o [ERRFIER 2 FONHMFHELZET L2RIC 4 FLULEOFSEMERRIROERR
THEZIT> TRV, 5B, 2FLU LR, PARWIRE L & CRAEEREREZ2RE O
BRIRFHEZTo TV 5 Z &,

o EMGFFUIEEIEMATFIEEZ OMEFHELZET LcRIC 5 FLl-Lo nkEAE
DEEHMEEIT>TEY, 95, 2ELU LR, BARMEREEZELOEAR OB A
BROBKRIHELZIToTVBH T &,
2R, AANC X ZBREICBWTIEERAS 02N EREZET 2720, BEDIFK
WY 7 B ERHERIZ EORDOWFNNIRTRE 2R T Em (BESESE DO(LFE
EROBIERRBRE ORI+ 0 7253 & RBREZFFOERM) L OREREEDOL &
R THZ L,
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@ BREHNOERMEREEROMEHICONT

ERLEREBICEESTIEEEDNEB I N, HECENSOFERED, A - &
EMERZNFEROEER NERMEICHNT 2 FRRME, AFFRRRE LEREOHE
R, ERECHIITONSEHINES TS L,

® BHER~DRRITOVT
@-1 HEERMAHICEE Y 5 B4

MEMMREBREOEERBIERANRAE LIZRIC, 24 FFEZRER O T, HRZHER X
FOEHEfERRIC ISV T, BB LBWERICE CTAREER U CT FEDRIWEMH OERIIZ 4
BRREORERPY BPIFLN, ELICHSAREREHIE-TWDE I L,

@2 ERREFICLIETESANICET 5 ES

BABREICHED 3 R AR O EEE BT 2 EREEENBERT=2Y v/
EEDEEROR Y ) —= U FRTOERE L IERE I TE 55— AERAG
BENTWBZ b, 2B, BEEHICOWT, BABRE L ZORRC S AmEST
| e

@-3 BUWEROBHrOMIGIZES L T
BIVER (MEMERRBICMZ, KBK - INEK - BEEOTH, BIEFE - FFA4E - fF
PREEREE - P4 - BR(LMEIRE R, BHEREE (RMEREMERE K. REREBLE . A
SRR (TRAEERE, FIRIRMEEREE., BIBHERES) . 1 BERRE, 5 & 5 EE,
Es - RERUGRMRE, Mk, BEEORERE (hEtEREERMARE, KRR REIRE
B, ZBAHE., FBRBEIES) ., infusionreaction, XA - BEIEZA. BEIEMEE, #HEEE
(X7 v« NU—EEHS), OHX, BEERMKESE (G ML/ MR SRR,
Wi, FRIFERE, EEREKES), EEOCFR. MIREREREE, %) Xt
LT, YUk B E RS O BEMM 2 F 3 2 ER & #EEE L (BIERA oMot
WL THRERVEXEEZZITONIEMFICHDZ L), EBITERAEN TE 5 AH
NESTWNWAEIZ L,
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5. RENRLRDBE

(2B % 5]

O (EFREROZVERELERESFT 2HEFHR T LRBEE TN T, AF
B 53 N AF] 5-FU RO 7 F T A O AR EOFEIEDI RSN TN S,

@ AHIIEREFASEMMERE (KEYNOTE-04838) ICB VT, &gz Tt
VE Y=, 5FU RO S FFREIOHRAEE LB LT, KA, 5-FU RDTZ
F R O RR SR OAFBEMESOFHER RSN TS, 2L, PD-L1%
HE (CPS) 1T XLV BN ERBZBEANTREINIERIELLTVDZ L (p7
~8ZHR) 5, CPS* bR LTz L CARIREDOFEDOHW 2T 5 Z EREE LY,
CPS RIFKETH B Z & PR ENTABEITB VT, REILSORFRIRE LS

75,
* . AF|OBWTE L LT, PD-L1IHC 22C3 pharmDx [# =] (fRFE4A) BARBI TV

%,

® TRICEYT 5AE T A ORE R OERFIEICONTIE, AF DAL
Y INTELT, AFOERERZRLLRBIRVY,
o IRERFIBIEE
o OTHIMERTENTWARWLOTEMEER & OfARS
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[ZeticEd 2 5H]

)

)

TRICEYETABEFICOWVWTRARIORENZED L SN TWAEZ b, #EZIT
DR L,
o AHIDERSITR LIBBUE DR D H 5 BE

HBRATOFHBIZ B W T TRICEY T2 BEFIC OV T, AR OREITHRE S 2

B, LDOIBFEBRE DI 2 WG EICRY , BEICAFZFERATLIZLE2EBETE 5,

o MEMMEBOAIIIBEEDCD S BHE

o JEEGHRE CHERE LR D 5 BE K OVEENE O BRI <R it 2%
FEOMICRIERELRH O D BE

BHOAREERBOAH ITBMHERLRE L ITERMEO B CAaEREDERRED
»HBHEBE '

o RERBHE (EnsMRBEEEZSE) Ob5BRE

o WEEORENIIBEEEETAEE

e ECOG Performance Status 3-4 &0 ¢ g

) BCOG M Performance Status (PS)

Score

£

0

2L MBRERNTE S, ERELALBFEEBENHERITZ S,

AERNZH LWEBIIHIRE NS 2, SITARET, BIEECE - TOREIIITI 2L TE 5,
Bl BORE, EBEE

BITARE CTEROHDED O Z LT T _RTAREMEEIZTE R, BHD 50% i~y RAGRTT,

BonBLOEDOEYDZ L LnTE&RY, BHD 50%U L2y FOBRFGRIT,

Slwi

2L{BHFRV, BIOFDOEY OZ LiF2 TERY, B2y FORFTBRIT.
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6. RECERL THEETREEHR

® ® ©® 6

TR S N 2 | RS EE S R T 5 ER I E S X AR OB R OCBIER

RADIDITKHEREREL +SCERLTHOERTH I L,

BB SN b, BE I Z ORRICENER ERIEE +4RA L, REZE

ThoRETHZ L,

CPS bR L7z LT, AFIOBETEZHMTT 5 Z & NEE LA, CPS BIFER T

X RVEAITIE, AFIOEROEE L BB Lz ETRETBZ L,

FEREWERAD~RX Y A MZOWNT

o EEMRRANDLDNAZENRHDDT, AROREICH - Tk, MIHIE
W (BEh, MERESE, W) OREER UM X MREOERS, BEE+
SEATHIZ L, Fhe, BESUTHEE CT. MiF~— v —%F0RELZEMHY
HZ &,

o infusionreaction 23% BN B = L2 5, infusionreaction 3FE®D HALIZIHEIT
. BB EITY & & bic, ERAEET S E TREOREL +HoICEBE
THZL,

o HLRIBHSEEREE. TEAKEEZERVRIBHREBERLODLNLDIERH LD
T, AF O S EAETR O 5 48 I ERRIC o WEERERES (TSH, LRk
T3. B T4, ACTH, M aLFY —VEORIE) ZEmTDI L,

o BIRERTA. FFR4A. FFHgREREE, Tk, BLERBERPHODND T LB H D
DT, AFI O EBLEN R OR 51 P I E SRS EERE (AST, ALT,
y-GTP, Al-P, BV AVEVEORIE) 2ERTDHI &,

o BYHEL (ITPARVIIEERGALZED) SOEERIREENHoDOND
ZERHBEOT, EHMNCIROBREOFELHRT LI L, £, IRORED
I LN EAITE, BN EREEEER T O BELRETLI L,

o AFIOBEIZLY BECGRERGCERT S EE X b kL REBOME
NHLDONDZERD D, RENRD DNBERICE, BRLEFRIIS L
EEPHRY 72 A0k & IR B A RO [ERT L L CEYRERIBE TV IBEDRE
RS k 2 BIERAREDN 2 BA I, AAIOKRETHIE, ROBIREER
NEVRIOBREEYEZETS L, 2B, BIBREFRLVEVOREICLVEIE
HORENRRD LNRVEAITIE, BIBEERNVE VSO REEMEIF OB
LEETDHZ L,

o BEXRTH EE»OLEVARBL TCHLEWERNRRRATLIZERH DD,
AFOBERTHICLBEWERORRICHAICERT 52 L,

o 1BUERE BUE 1 RERFEZSD) Bbbbh, BRAES R TV -V R
KERZ L RNHAOT, BB, B, BHEOERORRLMMBEMED EFIT+
SEETHZL, | BERFERGDNZEATIEEEEZFEL, A2 ) VR
Hoks5Z0@EMRAEBELTTI Z &,

AFNOBERRBRICBN T, BE5HE S BB, BT 1FBETRIL, £0O

% 9B L ICEDEDTEEIT- TV 22 & 2BE T, AR S PIXEHICHEE
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REEREETA R A~
NaTu ) Aw7 (BEFHEBEZ)
(B : %4 R 3 R 100 mg)
~EIERE~

G248 H (449 AET)
BB EE




SR/

A

XTI .
AHIDRF, TR

FR PR FAR

FEERIZ DN T
BREMRLIRDBE
BEIZBELTEETREEHE

P2

P4
P5
P14
P16
P17



1. XU®IC

EELOBFDNE - BEMORROTZDOIZIX, TATEFICESWZBEERFEA®KD L
N5, bz, IMEOREEROESICL Y, FURERMR L OEFNRFHIEARFE
HENERENDIFT, INOOERGZEICVERBEICREET 5 Z L AERORE L 72
S>TEY., BEMBOEE L WEDEATE 2016 CER28F6H 2 A BERE) 12BN ThH,
EHHMERREOHFERAORBIHELZREZ & & ShTWa,

FHEERMFERML, BEMERSCRESE T a7 7 A VRBEOESRS LS MNTRER D
TERBHD, 0D, AHERVOREMECET A ERNTAERT S ETOM,. HREE
MOBEZB T HZ L PPFINAIBBICH L TERTZ L & biT, BHEAREER
Lt%kﬁ%&ﬁﬁ%aé & B ATREAR— m@%@%ﬁt?[ﬁ%%fﬁﬁ#é &M
BETHD,

LizRo T, BHA FTA U Tix, BRBERSSINLE TIZELNL TV IEFEEFNY -
BAPRRMICESE, UTOERLORKERFERZHET 280D VNERER, B2
EOEEEEELTT,

BB, BAHA RTA %, M TEE ANER G ERERROHIE, AREEEAN B ARR
FRIEEZS, —RAEEA BARBRNBES R R EFEFNEENEAN A AREFSOH
DY LVERR LTz,

KB ERBEREN XA M—F SBEHEIO0 mg (—iR4 : a7 v ) X~7 (BT
%))

HBLRDPEUINE : RIGEIRT A2 HEAT - BRO AN

MNBLRDAERVHE : 7AVFA v U ZVVERRV AT ZF 0 OFFRIZBWT, B,
B, a7 nl) X<v7 BeTHBz) LT, 1H
200 mg# 338 EIREIFE S 1 [E1400 me % 608 HIRIRG T30 AT T A
VBT B, 2 AALSERRIES (T BT L7 PD-L1IB M ORRIGEI
REERHEST - BROAMRT EREIC LTI, ARE2 HmE
EF+AZEHTE B, ’

3% R 7 3 3 : MSD BRAet

(%)
INAa T UAOREENIIR, HERVHE
ZhRE SRR « LA T OEMIERIZ T 2 O FLEMEIEER & O FREE

RERVHE :

PREAENE. RIEHE

fhoFEMEER & OFRAREICRBW T, BE. RAKE 7y T LT

181000mg/m? (KFERHEFE) T, 4~SAMER CREART 5, BEZEVIRT
BAITEA R L H3EMU EOMRE HiT TRET 5, AFBEMEZEEOBEITIX

BERBRERFICEL S,
7B, Fl, BEOREBRECIVEERET S,

VAT TFUDRREXIIZIR. HERUHE
ShEEX 1IZh R « BB
FIERVHE B EEICIL. BEZEENAE - HEL L, BEORBIZIVAEEZEIRT 3,

2



AL VAT FF L LT15~20mg/m? (FREME) Z1B81E, 5ARERKRE L.
D EH2BMKRET S, ThEl7—Ab L, BEZERYKRT,

BlE : VAT TF L LT0~T0mgm? ((AREHE) Z1B1E®ZREL, 2R & b3
BREAES S, chEzlz—e L, B5E2/EVIRT,

¥, ER, ERICE VEEHERT 5,

BERRBICB T A EH O - AR 13, BRAKE 0B P5~) 2R



2. AR, EREF

XA M —FEEBE 100 mg RS a7 r Y Xv7 EEFHEBRZ). T K
I &vvH, ) 1E, PD-1 (programmed cell death-1) &EDY H 2 R T&H3S PD-L1 KU PD-
L2 L OREREZEERET S, & Mb 1gG4 £/ 7 u—F A5k TH B,

PD-1 R T FARSEEARAE D kN B - I S AR OSFI 3 5 /e e il
AA »F T, PD-1 iF, BELREBIZEBVWTEER T HiROMEKREICHRE L., HEK
ERG 2 S AMEIIRR 2B EHET 5, 37205, PD-1IXY T FLfE
BTHZ I VRRZERERICLZ VI T NVEERZAICHIET 2% A ETH S, PD-LI
DIEFABCBIT 2RBITOT N TH LI, ZOXRAMKRTIE THROBE ZMA 51
CIBENCREBRLTWD, DAMIRIZEIT 5 PD-L1 OEFEIIL, BHiE, BEE.
FE. URESEE. FE/NHIPRMRE L K D2 R BRA TTFRARARRTFTH Y, BWAETFEL DR
MERBE STV 5,

BEORAVDOBERET# & PD-L1 FEOMBIEN G, PD-1 & PD-L1 OREEITERED
SEEREC B W TEEREEZHS Z ENRBRINTRY ., Fie2BARBEOER & L
THfFSnTW3,

A#FNL, PD-1 & PD-L1 XX PD-L2 Offi Y H¥ ROFREEMEETHZ LIk v, EE
WoNRE R OfEERRAOMIESN T ) o BREE LY, TiEEaE 2 BEEET 3
Z & THIEESRERIET 5,

AR OEREFICES BEDRERINIC L 5BIERAERH bbh, BEEX iﬁEtV
EDLFRERD D, FAORETRORERITIT, BEOBEL 2TV, BEFBD
BNTHEITIE, B U FRITG U EMR 22505 & RER 2 FF o =R & L CEble
BRI ZITV, BEDORERISIC L 5RWEABEDON G EITIL, BIBRER/VE VAl
DEGEDBE) 2B ZAT O BERSH D,



3. ERERBGR

O AALFRIER ITHEE U 72 PD-L1BEME O RIGEIBRARE 2 EIT - BROBERF L
B K QL2 RRIERE O 72 W R IR BIBR R BE 22 AT - R OREE QAR B 21T
ST ERERBRBOBEE T

[B2hE]
OEBIEFRFIHFEFAER (KEYNOTE-18175k)
—RIGHR L L TEHER L RRIERE O & A RIGUIBR A RE2 1T - BROBERF LK
EROEERESRSE 628 il (AAAN 152 flz&Tr) ZxRIT, A% 200 mg 3 HEFERHERE
(LT TQ3W] &5, ) BEOFEEROZEMER, (LFFE (7 )V FXEL, F
EEXEAIIAY )T HV) BRBE LTRSS, 2B, BB CREETN
Zd bIIEAIT, REETEZRIERPRD bNARAVWEDEBRMIZEEL TWAEET
3. REIAEDOEE R CREBETRRD b d E TARFIOR G2 kET 5 Z L B3 FRE L
Eniz, EEHMEEBIZSEFHE BT oSl &), ) Lah, EEfrase LT
®ESNE () PD-L1 B (CPS'=10) £MH. (i) RFELEEERED (i) ITT £H
WZBITB 0S DRERIFER 1 DBV THY, WTNOERIZBWTHERICHE S
HE¥EL /-2 oT, :
*: PD-L1 2RI L-Mlas (EBMR, ~7ur7 7 —VROD Vo 38R) ZREEMRETERL. 100
2= U7-E,



#1 FREFTRESN-BELEMAICBITS 0S DR (KEYNOTE-181 3BR)

: ARV MK g NP — Kb pfE
BEEFH BE5E #fik (%) [95%CI] [95%CI] CHr{an)
(T A)
A 200mg 88 9.3 [6.6, 12.5]
CPS=10 BW (82.2) 0.70 [0.52,0.94] "' 0.00855"

(A 11S 103 6.7 [5.1,8.2]

(89.6)
A 200mg g 166 8.2 [6.7,10.3]
R bR QAW (83.8) 0.77 [0.63,0.96] ™  0.00894"

(bEgEE 203 182 7.1 [6.1, 8.2]

(89.7)
Al 200 mg 271 7.1 [6.2,8.1]
314 . '
LTT Q3W (86.3) 0.89 [0.75,1.05] " 0.08431"

284 7.1 [6.3, 8.0]
(90.4)

{LZEEE 314

Cl: B, *1: #lk (77, £ofh) RUKEEE (RELEE, BB Z2BRIRTE LZERI Cox [EIJF,
¥k (TPT7, Fof) RUKERE (RFELEE, BE) 2BRIRT L LizERl logrank #RE, AEAE (F
A1) 0.00853, *3: Huk (77, ToOM) ZBEHIETFE LZERI Cox EIF, *4: #Hufk (FV7., Tofh) 2/F
BERFE L7BRI logrank #27E, AEAME (FR) 0.00766, *5: #usk (77, o) RUSEHE (RELE
. ) 2BRIEFE L72B5] maximum weighted log-rank #27E, FEAKHE (A1) 0.00772



—J7, PD-L1 B3tk (CPS210) 2o EREDBE 167 B (AARN 77 BlEETe) I
BOTUTORMERRSEONE (R 2 KUK 1) . 2k, HRAATREIFRRE
ENTIEFTHBEE T2 <. REH TR TH 5.,

2 HOMRE (KEYNOTE-181 RBR)
(PD-L1 B (CPS=10) »oRELEEOBE, BRENLRBITHER)

ZAF200 mg ‘ #==2-30
Q3W :
(85 1)) (82 1)
FRfE (A) 10.3 6.7
[95%CI] [7.0, 13.5] [4.8,8.6]
b NP — R 0.64 ~
[95%CI] [0.46,0.90]

Cl: EEERM. *: BB Cox LN — RET/VIC L BILBHE & OBk

110 -
100
%—.

)
i

70 -
ZAF| 200 mg Q3W

Overall Survival (%

) o o mie e s e Py o (v R (e P e e (e R e |

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AFI200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 O

{LSFRRIE 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

X 1 OS ® Kaplan-Meier fiff (KEYNOTE-181 &)
(PD-L1 Bt (CPS210) 2 oRFLRBORBE. BRHZREHER)



QHERIEFFBIFARE (KEYNOTE-59075%)

{LFFRIERE O 22\ RIGEIRR T RE 2 IEST - BRORIEREE 174961 (AARAN14151ZETe)
EXBIT, AAl s-orFduy 7o (BT [5FUl &), ) RV RTSF AR
E2OBIEROREER, 7R, SFURNVRATIFUHFRBRE 2R E LTHR
MNENf, VAT TFUOEBREIIRRK6T—AETE Lz, 2B, BEGRFHME CRBETH
BOONTHAEIT, FRETZ R TERSED bNRWEDORKMICZEL TS EBE
Tix, KREILIEOBEGFL CHREEITHED 6D £ TAHRE LSFURNV AT TF 0
PFRTR G IAK OBz 5 &kt 35 Z & 23 FIEE k‘ Shiz, EEFHHEBIXOSKR UE
WEAFHE (LT [PFS) &5, ) & &, KAl SFURVBY AT ZF O REIERE

(LAF TRFEE) LWV ), ) BT TR, 5SFURVVATTFUHrAEER UT 17
TR &V, ) LHERLT, OSRUPFSEARIIER L7z (K3, KREUVES3) ,

*1: REORFELEERUBEREL CICRETESE (Siewertsy$Htype ) DOIREBENTIR L S
iz,

*2 : AHFI200 mg, AT T F 80 mg/m2k N5-FU 800 mg/m¥day (5B Rk _E&RE) DOIEICQIW
T6a— A5, AF|200 mglk U'5-FU 800 mg/m¥day (5B REIFFGEAFIRES) 2QWTHRESH
prat

*3: TR, VAT TF 80 mgm &k US5-FU 800 mg/m¥day (5 AR AHERE) DOIEIZQ3WTE
a—Z{EH, 7T ERRVS5-FU 800 mg/m¥day (5B IR AFERE) 2QWTHREESNT,

#£3  HiHMHRE (KEYNOTE-590 3B

pglpica 75w AREE
(37341) (37641)
FofE (A) 12.4 9.8
[95%CI] [10.5, 14.0] [8.8,10.8]
0s™! NP — K2 0.73
[95%CI] [0.62, 0.86] —
P fE" <0.0001
FRfE (B) 6.3 5.8
[95%CI] [6.2,6.9] (5.0, 6.0]
PFS™ NP — R 0.65
[95%CI] [0.55,0.76] —
P fE*3 <0.0001

Cl: E8EKRM. *1:2020E782B v h4 7 (PFSIZRECIST 1.1%Z AW -iARA Y ERRIC & 5 52E) .
¥) 1 BRI Cox el — RET/MC LB T T2REEL DB, *3: BRIn 7T V7 RE




100
90
80
~ 70_'
g ]
E“ 60
E 50 —
g 40 -
>
3 i
30
20
10
OTI‘II*1'I'IIII'I‘II'I
0 3 6 9 12 15 18 21 24 27 30 33 36
Time in Months
Number at risk
AFEE 373 348 295 235 187 151 118 68 36 17 7 2 0
7S5 REE 376 338 274 200 147 108 82 51 28 15 4 1 0

2 OS?D Hr [EI#EHT I D Kaplan-Meier Bi## (KEYNOTE-5903R8k,
2020F7TH2B 0 v + A7)

100 +
90
P 80 %
g ]
= 70
z ]
E 60
m e
8
15 50 —
p ]
5 40
v
é ]
g 30 H
-3 4
20 -
107 77 e xE R
5 — et — —+
T 1 1 o T N 1 1 I 1 A T N 1 N 1 1
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
AFRE SRR SO GBS eRR g iR e s e g
75 R 376 278 172 62 36 2 14 6 2 1 0 0

43 RECIST 1.1% i\ /- 168 X4 Il O PR 12 E3 < PRSOBALAENTIRF D Kaplan-Meier i
# (KEYNOTE-590338%, 20204E7H2B % » b2 7)

9



(4]
OEEILFFmERE (KEYNOTE-181785%)

PD-L1 Bt (CPS=10) »ORELFEDBREICBW\T, AEERIIAKIE 81/85 4
(95.3%) . {LFHRIERE 78/82 B (95.1%) TR b, RBRELE ODRREMENETETE
RWEEERIT, ThTh 5585 1 (64.7%) KO 67/82 fl (81.7%) IZRH bitlz, W
TNORDOEETRBEEEN 5% LOBWERIZTENEBY ThoTz,

£ 4VTHhIOHTRABIEN 5% LOBIERA (KEYNOTE-181 BIE) (L2ARFT &)

R T

F|BERIRSIE (SOC: FE (%)
System Organ Class) Py ilhics (b PRIERE
HEAFE (PT: Preferred Term) 85 82
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade Srade 3-4 Grade 5
2EIER 55 (647 19 (224) 1 (12) 67 (8L.7) 32 (39.0)

22 (268) 7 (8.5)
8 9.8) 8 9.8)

1
4 S wosnies re o G s i sn) 0 9 110) 1 - (12 0
T 10 (118) 0 0 16 (19.5) 0 0
BERk 7 (8.2) 0 0 5 6.1) 0 0
FEE 0 0

EERBE T e

FEREELs 00 . 1 12 1 (12

Vot

12)

6n 1 (12 0

0
M= 2 — T — 1 (12 0 0
0 2 (268 1 (12 0

FERE = a T O :
R E O

S AREER S b e

SMEREE L
‘ 1 1.2) 0 0 28 (34.) 0 0
Rz 4 4.7 0 0 6 (7.3) 0 0

PO RB KRB 2 2.4) 0 0 6 (7.3) 0 0

10



BB, KRB CHEEMMER 8 Fl (9.4%) . EEORERESE (EP% ii‘%&ﬁﬂz
BIRIE. FZfEREIERRE RS, SIALEE, EAERES) 14 (12%) . *Ebn‘x =z (X7 -
L—EBERESE) 251 (24%) | RPHEEREE o 41 (106%) . FRIRBRHEREREE 7 4 (82%) ff”ﬁf
7j<‘f_ 1B (1.2%) . gk - RO mARE 161 (1. 2%) Ot infusion reactlonlm (1.2%)

w&br‘o;nto Fio. KB - /MK - EEOTHL, TEAEEREES. BIBHERES. B

EE (RMEREEBRS) | R, EEMENE, MK - fIEER, 5L L, /u’“y’?ﬁ

E%f;m{&ﬁﬁ% (i r&md%ﬁﬁ/)’r@“&ir YA I MR I ﬁ%ﬁ?%\ IETERIERAESS) |
HRERTEGERR OFRZIIRD b ofz, AEWERBETRIUIEESFS: (RRRERE 5‘2%
Baly) EUEERETT,

OHEBREFFEMFARER (KEYNOTE-59075R) .

{LEEPRIERE D 72 W RIREIRR A BE R EST - BROBRBEAERICRBWT, AEFLRIIFA
F£370/37041 (100.0%) . 77 & AREE368/370%1] (99.5%) IZFEH AL, JRERIE & DRRE
BERBETERVWEEERIL., ThEN364/37061 (98.4%) K1U360/370%1 (97.3%) 1T
Do, WTNILDORETHEAEIENS% U LOBERIITRO LB Tholz,

11

(32)

£ ST ORTREHEN 5%U LOBIVER (KEYNOTE-590 BE)  (R2HARAT N $4EM)

#BERIASER (SOC: System Organ Class) D
HAZE (PT: Preferred Term) s (%)

(MedDRA ver.23.0) AFIE 77 e B

370431 370 1
4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5

2EIER 364 (984) 261 (705) 9  (24) 360 (973) 248 (67.0) S5 (1.4)
MR ETRY SRS T LR S S T T
N e 143 (386) 46 (12.4) 0 162 (43.8) 54 (146) 0

A i BRFAE 24525(6'5) 6 (1.6) 0 28 (7.6) AL 1 (3.0) 0

BRI E 96 (259) 53 (14.3) 0 88 (23.8) 60 (16.2) 0

muxmwr 25 (6.8) 5 (1 4) v 0 33 89 10 (27 0
- 0
RS e LU e

R B R T 0 2 (05) 0 0

lﬁw%&ﬁ%ﬁf 238 .10 0 20505 (50) 0 0
CEmBEE Ea Srista it e
E 50  (13.5) 0 63  (17.0) 0 0

T 97 (26:2) - 11 @BI0) -1 (0.3) 85 23:0) T, (1.9) 0

B 233 (630) 26 (7.0 0 220 (59.5) 24 (6.5) 0

AR 9% (259) 21 (57) 0 93  (251) 14 (3.8) 0

ngu_t 110 (297) 23 (62) 0 99  (26.8) 18 (4 9) 0
—ﬂsz é&ﬁ%n‘oltﬁﬂﬁ‘m&w&ﬁ“ e ‘» L :

& F 15 1262-°(32) 0 35k (G5 i T 0

s 23 (6.2) 0 107 (289) 20 (5.4) 0

AN 43 (116) 2 0.5) 0 39 (105) 4 (1.1) 0

KRR D I HE 59 (159) 12 0 65 (176) 13 (3.5) 0



FEERIKS| (SOC: System Organ Class)

HEAFE (PT: Preferred Term) i (%)
(MedDRA ver.23.0) AFIEE 7T B REE
370 41 370 45
£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
T ARG HUBT 0 19 6 2 05 o0
mH 7 V7 F=88m 67 0 70 (189) 1 0.3) 0
Y R 21 0 20 (5.4) 5 (1.4) 0
FPEREREA 135 0 109 (29.5) 62  (16.8) 0
H/NMRERD 61 0 56 (15.1) 17 (4.6) 0
HEBD 0 47  (127) 8 22) 0
A i BREE> 0 69 (186) 18  (4.9) 0
REBIUREEE Sl R
AAKHGR 0 119 (322) 16 43 0
ik 0 16 (43) 8 (2.2) 0
& U 7 A M AE 34 0 41 (11.1) 19 (5.1) 0
B~ 7 3 ASE 21 0 14 (38 3 (08) 0
BT M) U AmE 0 (10.8) 0
BT S ; 4 (92) 0 0 32 (8.6) 0 0
K=z —a RF— 32 (8.6) 32 (8.6) 0 0
B == —rF— 0
.
0 0
39 (105) 0 0
23 (6.2) 1 (0.3) 0 8 (22 0 0
29 (7.8) 0 0 18 (49) 1 (0.3) 0

2B, AFIEEICB W CEEMEMERER 22 i 59%) . KB%K - /MEK - EEOTH 20 fi
(5.4%) . BIERFZ « FFR4 - FAEREREE - AT - BEMERRE K 45 B (122%) . BHRERE
= (RMEREERRASE, RREBRE) 18 6] 49%) . TEEHEREE 3 4] (08%) .
RIBEEREREE 50 1] (13.5%) | BIRHSREREE 4 41 (1.1%) . 1 BUBEIRIR 161 (0.3%) . sk -
WESURMARIE 161 (03%) . BER 261 (0.5%) . #REE (X7 - NL—EREE) 2
1 (8.6%) K Uinfusion reaction 6 #] (1.6%) WO LNz, Tz, SEIER, BEEOKE
BEE (hEMEERREMARE, REHEIREER, S, BEXREY) | EEMHEIE,
D, EERMEEE (Gt MBI SRR, WiEE i, R, EERERE
) | MEREREEHE BRI bR o7, ABEIERARBERIIIEESES (BER
EEEFEEZET) 2UERERETT
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[ - AE]

AR ORBERAEYEBREESAVEZRALEZYI 2 L— 312k v, AF 200 mg &
Q3W, 400 mg % 6 BEIEMR (AT TQ6W] &5, ) i 10 mgkg (FE) % 2EMH
B (UUF TQewl &5, ) TEE LEEORFIOmMEFREIMRS Shiz, T Ok
B AH 400 mg 7 Q6W TG LIZEOAFI OEFIRIEIZE T 2 FHMBEFRE (LIF

[Cavgss] EVVD, ) 1, AH| 200 mg &2 Q3W TG LIZBED Cayges LFLEIT 5 & FRIS
iz (FF) . £/, AF| 400 mg Z Q6W TR E L7EEOARIOEFIREBIZEIT 5 &KE
MFEFRE AT [Chaxss) EVVI, ) 1, AF] 200 mg & QBW THRE LTZERD Craxss &
L CEEERT EFRISNZbO0, BAABEICBWCRARMENHR I T\ H
- FAETHIAE 10 mgkg (BAE) 2 QQW TERELZIED Cuuxss & R L TIREZ
RTETFRESNT (FR) . b2, BHEAEEE ZXIZITAHF 400 mg Z Q6W T
B Ui/ BT (KEYNOTE-555 3Bt L 0 5 bz FAMEICE S < EmEhg 7
A—FiE, YI2b—Ta kD FRILZERYERE T A—Z LELLT: (TR, Mx
T. BEEOBEREIZRBIT SBRRBRBEICESE, AROBREER AT EZEME L DR
EERE 2BRBLUCET VAR S, 4K 200 mg 2 Q3W XU 400 mg ZQ6W TH
5 LIBROBREER L AN IIRLM L OBEIC OV TR SNz ER, ERROME -
HAEOM AR NZEMICARARZR IRV E TRIS .

£ 6 FHRIDOEKYEIB T 2 —F

REAR | (omi) | (g (ugfal) T M W o
PLBEOTY (58.55?'519.7) (27.%?59&1) : (17.:;,;-118.3) '(91.97:,2'984.1) (49;(,)?1.0) (30.35(,)'39 1.4)
i 0 (12;,2?24) (32.%?';2.7) : (10.11(,)'16 0.8) (14é:1 149 (50.51(,)'57 13) (19_%;(,)'230,9)
40(0%%%\” (1351.2,6'10316.4) B (14_1:, '?55_4) NA NA NA
omgke W 000 | qeus | amuon | @y | o | asye0

t:0=2,993, 100 BN I =L —Ya VXV EHSN S EHEOFRME (2.5%/7,97.5%/R) . Cmax : FIEIR
E#OEBMETRE, Cu: YIEREZEOFEHMBEFRE, Cun: FIEIREER (1270 2 RERF) ORKEMLF
FEE . Craxss | EEREBICBIT 2 BREMETIRE, Cops : EFREBICBIT 2 EMBEFIRE. Cuns 1 EFIRIRIZ
B 2 RARMIBEPIRE
1 56 BIDRAFIIME (95%IEHEK M)
§ : 41 BIORTFEIIE (95%IEHEXMH)

NA : %72 L

13




4. RERRIZOWVWT

AR OBEIEE 2 BE W - FEL, FFORSICLY ERRREWFHZER LR
XIS D Z L B3 E R Te D, UTFOO~@DT N TEMATHRICISNTEAT &
ETHD,

@ HERRIZ2OWVT

D1 FED (1) ~ 5) PNWThNTEYTIMETHDZ &,

() BEEFBRENEET 5 BADEEENL RS ERER RS AR REEL R,
Hudgkn A RS ROEHEHLRURRE,  HUIERAS AR R &)

(2) FFEHRERT

() FEMFRMENIEETINAZREEREE (BAZREEETERET. BSARRERS
BIRbE, DS AR REEHEERE R L)

(4) SSRILERIEREZRE L. sSRERbLERES &ﬂlﬂiﬂ%@%m%ﬁ& SR} 2
DR EIEILR D RH 1T > TV B HERR

(5) MEMEERNFEERME OMREEIR D BEEZIT> TV SR

@-2 BIEREO(LFBRIER VRIERFEBR O+ 72mk L BRZFFOERM (TRO
WTNNCEY T B ER) 23, YEBRBORFICET 5RROEEE & LTRESH
T e,

R

o EMATREH2EDHBMIHERZIET LI RIZSEL LR AREDBRKHESL
fToTWAZ &, 5bH, 24EPL LT, BDAEMERELE L LEBREBEZOWEL
IToTWAZ &,

o EMGHFRERECTHIFHELZET LRI, HLIRBORARYRIEEL TS
FELUEOHBARFEDEREZT>TNDE I L,

o [ERRAFEUSE EOYEIHERET LIt RICAFLL LOBREREAE L TWD Z &,
5B, 3FELL X, HLERE O AVEWREZ & CHSERFEORK
EEZT-o-TWNDZ L,

@ BENOERMEREROEHIZOVWT
EERLFERERIUETIEEEMNEE S, BECENDLOFRED, A - B

MSEZNFROETERVEMECTT 2 HHREML,. FEERIRAE LG EORERE,

ERESNIATONDEHINE-TNEZ L,
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@ BIERA~DXRIT2ONT
@-1 fERRAHNC B 5 B
MEMRESEOEERBWERNRAE LRI, 24 RERIREESIO T, Y%iEsE
EEMRRIZBW T, BHLUZEWERIIS U TABREER D CT S0RWERA OB NER
REORERESY B PIZELI, EbIZRHSATREREHINE S TWE Z &,

@2 BEFRUEERIC L 2FEESMSICET2ES

BDABECED  EMNL2AZEOCEELZATIEREEENBERT=2) v
EEDERDRAY ) == T E2ITOERE L IEREILE TE 5F — AEREHHNE
I TnaZ &, 2B, BREESIZONT, BARE LZOFRIZHHTEMINTY
BT,

@-3 BIVEA o2Er-ex it LT

BIWER (FMEMRERIZMZ, KBKE - NEK - EEO TR, BIUER% - FA£ - FF
HEREREE - T - B{LMERERE K. BHREEE (RMEREEBLASE. RRETRE) . N
SWEE (TEAE#EREE, FIRIBEEREE. BIBHERES) . 1 BRRR. 55K,
Bk - RRSUHRIAERIE, BER. BEORERE (TEMERKEFRMATE,. RERIRIREGRERE,
ZIHEE, ARIEIES). infusion reaction, AN - BEEZ, EREFEIIE, MREE (X7
v NU—EREEE) DK, ERMIKIEE (SRfeihil MBS, wEmitEm,
IRIFERES, MEERERES)  BEE OB R, MERERIEMRRE. BES) TR L T, YR
IR E RSB DB MM AL T3 2 EM & EEE L (BIEROZKEr-OxNICE L THRER W
XEEZZITONAEHICHDHZ L) | EHLICHEHURABN TE 5 EHBE-STWNWDEZ
=

15



5. BERGRLRHEE
(A2t B 5 %]
O TRICHST 5BEICHOT, FROFHESRIES LTS, -

o MAALEEIERICHEE L7ZPD-LIBME" (CPS=10) DIRIAVIBRAREREIT - BROR
ERELEREOBRE (KFIBEMES)
* ARl aL R F U BEE L LT, JRF%4 : PD-L1IHC 22C3 pharmDx  [# 2] REARBIN TV A,

o ALRERERORVIRIGUIRTREZEST - BROREBEESRE (FA. SFURNVAT 7T
v OFRES)

@ TRICKYT2HBEH T HAFOREROERAFIEIC ST, FAOFZHMES

XS TRLT, AROREHR L2,

o FRoMEBhERIE

[Z2ticfE4 52 FE]
O TFTRIEYTHEBEZFICOVWTIIAFIOBRENRERLE SN TWAZ b, EEEZTTD

Bz &,
o AARIDRATH LIBEUEDBEERED & 5 BE

@ BREMOFECR VT TRICEE T2 BEICOVNTUL, FAIOREITHRE S 20,

OIRFRBIREE A R VG AICRY . EEICAFIEZERT 2L 2ERTE D,

o HEMREREOSHIBED S D BHE

o MIEREEARE CRIER 2R 5 BE K OTEBE O HUH BRI SO R %
LD RIEREA A OND BE

o ATSAERBOAH ULBMRRE L IXERMED B CAERBOBERED S
LHRBE

o [EBRBHE (EhSMRBHEELZET) ObLEBE

o REEORRIIBEEEATORE

*  ECOG Performance Status 3-4 VDB

D ECOG ?® Performance Status (PS)

Score

EFE

0

2<{HE2ENTZ %, BRiLRALRAFEBESHIRZATA S,

1

AARIICIE LWEBNIHIB S LA 28, SHITAIRE T, BEERE - TOERIITH 2R TE 5,
Bl BOWRE, EHEX

BATRRECESDEDEY) O LT T _RTHARENMEEIITE RV, BHRO 50% i~y FITRIT,

BENEZESOEDOEY DI L LATERY, BHD 50%L EE2Xy FMAFFTRI T,

Al

BTV, BHOFOEY DI LiTEL TERY, BRIy KO EFTIRI Y,

16



6. REZBELTHEETIREEH
O HPICEFTMA, BUERTEEE BMEEET 2 ERHEITE D & A DR R OSEERE F

DD ERFREHDICEBE L TChERTHZ L,

@ BEBIRICHESL D, BEXITEOFREICEDEREREEZ+SHBE L, RERET

PoEETHZ L, i

® FEFRBMEADwRY AL MZDOWT

o MEMMERROLONDZENHEDT, AFIOKREIZHT-- T, ¥IHE
W (B, WREEE, ) OMRBRUIE X MREOCEMS, BEs2 1
FEATHZ b, Fiz, RBIZGUTHEE CT, ME~—b7—S0RELZEHKT
BT,

e infusion reaction 23% H 0I5 Z L33 B, infusion reaction 23588 HILTZIBEIT
X, BB EITO L & biT, ERBEET S % THREDOREES oI BET
BT &,

o HMRIBHEREIEE. TEARBEEERVEIBBEEER S ODbNDZ ENHBD T,
AF O 1 5-BRAATT R O G- H P ESBIC N WS RERE (TSH, T3, i
BfT4, ACTH, M arFV —NVEDRIE) *FEHwT5Z &,

o BUERFR. A2, ITEREE. IR, BIEBRERR S b LB HDD
T, AFOHEBERR OB G HM P I THRERZE (AST, ALT, y-GTP,
AP, BINVE U EDQRIE) 2EBTHZ L,

o BEIER (ICEPRRMILEEHRERTZET) SOEBRBEENLLDND Z
ENRHBDOT, EMRICRORFOFEREZMERTHI L, 7o, RORENRD
LIEBEITIE, BONICEREEZZ2 T2 X5 BEREETLZ L,

o AFOFEEIZLY ., BEORERINEET S & E X2 b L kB OREEA
HobdZeBdHs, EEPRBDONEBAICIE. BERLEFRIILU-EM
B 72 sk & ARBR 2 DR AT & EHE U CHEUIRERIRIT 21TV, BEDRERIGIC
X BRWERB DN BATIE. ARIOREIFIE, ROBIBERERLVE S
DIRGELZEBERTHZ L, 2B, BIBREFNVEYOREIZL Y BIERADLIEN
B HLIVRWEEITIL, BIERERNVE VLS OREMHEFIOBML EET S Z
et

o BEKRTH., FEENLETABB L CHOEWERARKERTAZ RSB0, K
ROBREKTRICHEWERORRUCFITERET B Z L,

o 1 ANERE (BUE 1 BERWRE BT Ndbbbh, ERRES hT7 Y F—v 2
WKELZLRHDHOT, A, B, BHEZEOERORBERCMEEDO_ EFIT+5
BETAHZE, 1| BBERARELNZGEEICIITREZPIEL, £ R HH)
DFELEDOBEYRLBEITH Z &,

@ FAOEKABRIZBWNT, BERHE»S 9 BB CAEMEDOFMMZIT-> T\ iz

LEEEL, ARBREPIIESNICEERE COHROMEREITO Z L,
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EEEHEET A FIA4 v
RATuY Xed (BEFEBZ)
(BR5E4 : A P V—F ﬁ?ﬁﬁ%ﬁ 100 mg)
~¥LE~

SfM3E8 A (Ffn44 9 AET)
BB A




R/

XU BHIT

AHNI DK, ERERF
FEERIZDVNT

BEXG LD BE
BRECELTEETNEFHE

e R I S R

P2
P3
P4
P14
P16

- P17



1. [XLE®HIC

EFEMOAZME - BREMORROT-DOIZIL, TASEEICE W CEIERERIRD b,
SBIT, EEFEORFEBINOERNT LY | FURESRR 2 & OEFH T EFR T ERSI AR
NDHPT, ZNHDOERLFEIIVNERBEIRET 2 2 L AWROFREL 2o TR Y . RFVIE
EE LBEOEASEF 2016 (K 28 4E 6 A 2 BREEBRE) B\ TH, EFNEERZD
ERORBEHEEZR D Z & &S T3,
FHUERBFFERRNL, BEERCREE T 0 7 7 A VBSBEFOERR EALNCRR S Z
EBHD, TDIzD, AIMERURLMECET ARSI HAEET 5 £ TOM, HUHERELD
BEZBZT 5 LB SN A BEITH LTERTS & & bic, BIEARREE LRI
MEIRINE L D2 L RFRER—EOEF 2T ERBECHERTIZLRNEETDH
Eis

L7eBio T, AHA R4 0Tk, BBEELINETIZELNTWAEFESY - §
FRRMICE &, UTOERROREREREZHEET 280 b NERER, BX HRUE
BFEEART,

BB, KIA RTA %, MSATERE NEE T ERSER AT, ARtEEN B ARRRIE
Frs, AN BABRRARES KU MHEVEAN BASEFRSOH/10 b LB LTz,

MRERDERER : ¥4 M —F REFHE 100 mg (—4% : a7 r) A<v7 (&

o7 ¥ Z))
HBERAMEINE : PD-L1 [BMED R VE S RERME DD HER2 RO FHAREX /T
BRALE

FVEVEZREENDD HER2 BHETEER ) 27 OIEIZRIT
DHTH - Ttk Ry EE

HELRDAERVAE : PD-L1 D RVE 2 BEEME DD HER2 BRI DOYIRAREX X
BRILE
L OTLEMESEA & ORIV T, B%. RAIKIE, XAa7n
)V X~=7 (BsFH#z) & LT, 18200 mg % 3 HEERERXX
1 [B] 400 mg % 6 FEIREIFE T 30 0T TREEFET 5,

FIVE URREERMEND HER2 BRETERR Y X7 OIEICRIT
D ITET - ik s '
BE., RACIE, a7 vl X<v7 (BFHEHBRz) LT, 1
[B] 200 mg % 3 BRI 1 [B] 400 mg % 6 @REIFEIFE T 30 2o
JCRERET 2, REEHUL, 3 BRERERSOHE. RIE
WL 8 BIE T, WEEYEEX 9 BT, 6 BEFRRS D
Ba. WAlERIEL 4 BIE T, BREWREL 5 BETeET
Do
B & IR 58 ¥ & MSD &t




2. AFIOHE. ERERF

FA M—F EFEFE 100 mg (—ik4 : RaTn ) X~v7 (EETHE#HRz) . BT
&% 25, ) i, PD-I (programmed cell death-1) & Z®D U H > FTé® 5 PD-L1
BUPD-L2 & DS R EHERET S, b MbIgGs £/ 7 u—FAHETH B,

PD-1 FEB&IZ T FBRSE B REAE D DN 2 T2 IS S AMBR DI FI 3 2 £ 7R fe e il
ZA v F T, PD-1 1%, BELREBIZEBWCEER T MisoMiRmEmIcEE L, BER
BRIGEZEOABEX BRI RERGEFHI#ET 5, $bb, PD-1 XV Vv FLfs
BTHZEICLVHBRZERBICL AV I INMRERZAICHBET 2/ ETH D, PD-
L1 OEEMEBGICBITA2RBITOTNTHH2, £ ORAMIRTIE T MEOBE 2
2 BIFEBRNCHKE LTS, DAMIEIZEITS PD-L1 OEFEHIL, BMiRE, B
. AR, PRELEE. FENIARE2 8 D& RRATTFRAREFTHY ., BV
AR L OMRBERHRE SN TV,

B DN A DEERNTH% L PD-L1 FBHEOMEMI S, PD-1 & PD-L1 ORKITEZ D
BRI B W CEEARREZEY Z LR TRENTRY ., HizBNAREOER L
LTS TV 5,

AF1Z, PD-1 & PD-L1 RU'PD-L2 i U H ¥ FOEARZAET A Lick v, EE
e/ NRE T OIEERSRAOMIAEEN T Vo S8REEE L&Y, FIEERE 2 FEEL
T3 L THEESDREFRET D,

AANOERABFICESBEORERIGIC L 2BWERERH bbb, BEEIET
ICELFREMRD S, AROREFRORERICIL, BEOBREL+HITTV., £AF
MR LNIBEIE, BHRLEFRIOS U BN RH L RRE FFOERM & B
L CGEZRERNBHT 21TV, BEORERINIC X DRIEAzSEDN2HEICIE. BIF
BREFRNVEVROBREZEDBYZNEEIT O BERH D, :



3. ERERRAE
PD-L1 BBHEDHRNLE L ZHREEREN D b ERREER 284 2 (LT THER2) &

WO, ) BEOFIRAREIIFRIER OVRNVE U2 FERRMEDD HER2 B CHERER Y
A7 OIFERVT DHTHT - 76 M RIE DA THE 21T o 7o E 22 BRIRFABR DR 2 7

ER

[F%hiE]

OEBRLFRFMAEREE (KEYNOTE-355 AR/ X— b 2)

B - BRIEBICT 225 ORIBRED 2V R VE VSRR HER2 &
PEDOFMAREIIFRIEBRE 847 6] (BARAN 87 fle&te) ZXIHIT, AAl 200 mg
3 BEER CUF TQ3wl &), ) BEHEFHREY (Fav Ui (UUF
(FavZEr] W), ) RUAARTTF o, A7V EFEANENR7 ) FxE
NV (TATIURBERD) (LLTF Tnab-X27 0 Z%E)L] 2o, ) ) OFFREEOR
PR ONREMN, 7T R HEREE? (FAVIEVROIARTTF o, Y
V& XN Xidnab--X27 ) X5k ) xfReE LTHRE SNz, 2B, BEERFHE TR
BETERED DN BAIC, RRETZRTERIRED N2V EDBRKRHICEE L
TW5EBE T, KEDFEOESRFHE TREBETRRD b b £ THRAIO®R 5 ikt
THILNAREE Sz, TEMER IZEEEAGFHR (LLF TPFS) W), )
RO2EFHHE & Sh, FFHERREOHREEIX T 7 R HEEREO fFRERE
CHER LT, PD-L1 Bt (CPS®=10) ©BHE 32361 (AARAN 28 BlZ&T) 12T
PFSZARICIEE L (X1 RUK1) .

*1 :

*2 .

*3

AF| 200mg QAW & LI b fE (HYEMMABEI LICEN) 26tALE [FA
VHEEY 1,000 mgm2 RANVART T F 2 AUC2 mg * min/mL AR E (1 =—X 21 H
M. &2—2A0 1, 8 BEKES) . "7V F¥XENL 0mgm? (1 =2—X 28 A, &
a—2®D 1, 8, 15 BEIHEE) XiXnab--37 VJ ZX¥+/L 100 mgm? (1 2—X 28 H
M, &£=—2X® 1, 8, 15 AEICEE) ]

TIER QAW L UTO(LEEE FEYEMNBE LGB 2ALE [Fay
Z ¥ 1,000 mg/m2 BRI NIRRT T F 2 AUC 2 mg * min/mL FB¥4E (1 =—R 21 B
B, £a—20 1, 8 AEICEE) . A7) Z%tEA 0mgm? (1 2—%28 AR, £&
a—2@ 1, 8, 15 BEIHE) XiZnab--%27 J Z¥¥%/L 100 mg/m? (1 =—RZ 28 H
M., &#=—2XD 1, 8, IS BRIEE) ],

: PD-L1 ZHE LR (EEME, ~27rr77— YR V15K Z2RESHR

HTERL., 10028 U-E



#1 AZMERRE (KEYNOTE-355 3Bk, PD-L1 BtE (CPS=10) DBHE)

AH| L2 75 R H RS
(220 1) (103 #)
HFofE [A] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3575)
PFS* INIP— R 0.65
(95%CI) (0.49, 0.86) -
P fE" 0.0012

Cl: {fE3EXR. *1: RECIST HA RS54 v 1.1 fRICES SR TSz E, *2 : BB Cox Ehpl
NF—REFNVICRB T TR HERRELDOLE, *3: BRv STV 7RE,. AEAKE (A
{A1) 0.00411

1007
901
80"_

& 707
B 60
%50'_
40
% 30°
201

——— FW00mE QIWHLEREE
——— SRR

P . et T Bt ey

10"_ i e L

0.3 6.9 12151821 424 273033 36
at riska% REEETFE R

FH200mg WHLE#EE 220173122 96 63 52 44 37 25 12 5 0 O
TSR 103180541 30-18 (151278 0 87 43.811 -0

1 PFS @ Kaplan-Meier Bi#f# (KEYNOTE-355 3Bk, PD-L1 ¥ (CPS=10) DBH)



@ EELRFIMAERE (KEYNOTE-522 #ER)
RIVE SRR HER2 B THFEE U X7 OB OIEEE 1,174 41
(BARN 76 HlEte) 2RI, HARYRIE L L TORR LLFERE L AR
. ROMTSRERMRRE & L TOARIEMBEOFIER OZEMEN, ITATEMRE
LCOT TR L LEEE L OFFARE, RUOREDRIEL LTOT 7 RkE2
MRELTHRE SN2, TEFFMERO—DIXEA XV MEFHM (BUF [EFS)
EWVNH, ) LEN, AEBISSERB LB L CEFS 2ARBICERE L (R2KDT
2) -
*1 : AT RIS TRIOR RICR W T, ERZRT XIIRRIRZENC L Y TNM 2738 T Tle
A3 NI~2, Xik T2~4 530 NO~2 KRS T2 EREBEBZ A LRVBEVRAZ L S
Nz, 28, TNM SEIZ-OW\WT, MREBFFEESE 1 K TiL American Joint
Committee on Cancer (ML F. TAJCCl] &5, ) & 7 RS, IBEBREMEEEWRITEH
2 FREAREIX AJCC % 8 RS AV BTz, '
¥ Ak - BRI, WSOV RT T F VRO Y 2 xRN 4 A 7V EDHFRATE
%1200 mg Xix7 7 ERE Q3W T 4 EIFARAZR %, FF YV EY VERIE T
EAE Y VRS 7 a R AT 7 S FAFM (BF. TAC XH ECI &5, ) 4
PA 7 & OB TAK 200 mg XiX7 7 ERE Q3W T 4 EIFFIRNIR S, RU¥HHE
IZAHK] 200 mg X177 AR % Q3W T 9 BIFIRN&EE iz,

#2 A%MERE (KEYNOTE-522 RER)

AFIBE 75 & AREE
(784451) (39045)
342 EFS R (%) 84.5 76.8
(95%CI) (81.7, 86.9) (72.2, 80.7)
EFS™ NP — FH 0.63 .
(95%CI) (0.48, 0.82) e —
PfE" 0.00031

CIl: fEHERKR. *1:2021 43 A 23 BF—# A v b4 7, *2: BRI Cox NP — RET VT X
B7TERELOLE, *3: BRIn ST BRE. AEKE (FA) 0.00516941




100 A _
90 -
9 80 - -~ .
=74
B
- 60
*'_,\j 50 -
'< 40 A
v 30 -
207 FH200mg QW HELREE /AH200mg Q3W
107 oumeems 7suk
0 3 6 9121518212427 3033363942454851
at risk ARV NEFRRB]
AE0mg QAWHLEEE/
3000mg Q3W 784 781 769 751 728 718 702 692 681 671 652 551 433303165 28 0 0

TS HEEREE /7SR 390 386 382 368 358 342 328 319 310 304 297 250 195 140 83 17 0 O

K2 EFS ® Kaplan-Meier BEi## (KEYNOTE-522 3XB)



[Z2 4]
OEELFFIHERER (KEYNOTE-355 5k)

PD-L1 BB (CPS=10) DEFITRIT B LEMAITIERE] 219 FlIZB VT, FEFL
IEAKIGERRE 216/219 B (98.6%) . {LEBEEERE 100/103 £ (97.1%) 5B b, BB
WL ORBEBRNREETERWVWEEERIZ, ThTh 212219 f] (96.8%) KTt 97/103
Bl (94.2%) IZB® b, WTNHOBETRREIEHS U EOBERIRTEOLED
ThHoT,

#£3 WFNOOETREBSN 5% EORIER (KEYNOTE-355 RER)  (REHAET T SEH)

FBEBIKSIE (SOC: System Organ Class) bl o)
HEAFE (PT: Preferred Term) ARG (LEFRERE
(MedDRA ver.22.1) ‘ 219 45 . 103
) £ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
2 EIfER 212 (96.8) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
&m0 107 (489) 36 (164) 0 48 (466) 13 (126 0
A M BRI AE 41  (187) 25  (114) 0 22 (214) 11 (10.7) 0
PR E 87 (39.7) 68 (3L.1) 0 40  (388) 31 (30.1) 0
/R E 41 (187 19 (8.7) 0 22 (214) 16 (155) 0
oSS e e s
@kﬂ&&“ﬁi&?f ) ' 3 178 2 (0.9) 0 2 19 0 ‘o
(EBEE : D GRS R R
ER 3 146 1 (05) 0 15 (146 0 0
TH 48 (219) 2 (0.9) 0 10 97 3 (29 0
HIER R 11 (5.0) 0 6 (5.8) 0 0
B 9  (411) 5 (23) 0 39 (379 1 (L0) 0
am% 17 (78) 0 7 (68) 0 0
g 44 (201) 6 @7 0 10 97 3 (29 0
S AamEs LR REowe AL s Mo o B
EHE 31 (142) 1 0 13 @26 1 (10) 0
it 64 (292) 6 0 22 (14 3 9 0
RER 12 (55) 1 0 7 (6.8) 0 0
HAY TR IE 13 (5.9) 0 4 (3.9) 0 0
R 22 (100) 1 (0.5) 0 0 97 1 (10 0
VEEE&E R SRR e e 5 7' 0 s _'
 FSouTIshSLAT=S—EHEM 47 @ls) 16 (13) 0 17 (165 5 (49 0
FARTHUBET I/ PFVAT=7—FHM 39 (178) 9 (4.1) 0 15 (146) 3 (29) 0
mMHBT7AHY mRT 72 —EHEh 9 4.1 0 7 (6.8) 1 (1.0) 0
T ERERA 52 (237 41 (18.7) 0 20 (194) 15 (146) 0
i/ NRERA 41 (187 19 8.7 0 14 (136) 9 8.7) 0
EERAD 12 (5.5) 1 0.5) 0 3 2.9) 1 (1.0) 0
=Rk e 70 39 (178) 21 9.6) 0 20 (194) 13 (12.6) 0
KR IURERE R c :
AHBE 0 @183 1 (05) 0 0 ©7 0 0




Z=BAIKRSHE (SOC: System Organ Class)

%k (%)

HEARE (PT: Preferred Term) AF|GrREE {CEFRIERE
(MedDRA ver.22.1) 219 4 103 4
: 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
IRERrRIoR R ERNE e R
BIEn 25 (11.4) 4 1.8) 0 9 87 1 (10 0
TP 15 6.8) 0 0 9 8.7) 1 (1.0) 0
e R e
OHEFE ' 21 ©6 0 0 1 @10 0o 0
b 18 (82) 1 0.5) 0 8 (7.8) 0 0
K=z —mNF— 25 (11.4) 2 (0.9) 0 17 (165) 1 (1.0) 0
FHERBRE =2 —a/F— 17 (7.8) 2 0.9) 0 2 1.9) 0 0
Lt e e e e S e e
ol e e 14 (64) 0 1 (10 0
BB 76 (34.7) 2 0.9) 0 (35.9)
T O HEE 16 (7.3) 1 (0.5) 0 8 (7.8)
R 36 (16.4) 2 0.9) 0 11 (10.7)
R B R E 11 (5.0 2 0.9) 0

%) (1.9)

2B, ARIGERAECBWCHEMEMERER 3 #l (1.4%) . KEBE - /NBK - EEOTH 5 Fi
(23%) . RREE (XT v - NU—ERERS) 256] (11.4%) . BUEFFSE - FFARE - IFiee
BEE - IR - BELHERE R 65 B (29.7%) . FRIRSEEREE 43 41 (19.6%) . BIBHAEREE

B (0.9%) . BEHEEE (REEFMEMERER. RREBLXE) 2 f (0.9%) . BEX 1 4
(0.5%) . fhsk - BRAUHRIARE 1 B (0.5%) . AMZ% - BEREZE 1 B (0.5%) . S &% 1 4]
(0.5%) . L% 1461 (0.5%) KON infusion reaction 10 f] (4.6%) 2’/ b, /-, B
EoREEE (THEERKRELRMEE, REHEIBEER, SBOHE, EAREES) | T
FHREREE. | AERR., BEEGHENE, EELRMKESE Gt/ MR SRR, A
PERIM, FRIFFERE, ERNKES) | MRESEEHEROEZEIRD bzd ok, RBIE

RARBERILIBIESES RAREEREEED) 2 BLEHRETT,



©® EFEEFRFEIMERE (KEYNOTE-522 3BR)

BEVERRNTRIEA) 783 BB\ T, BEEFZIIAFIFE 777/783 61 (992%) . 77 &R
7 389/389 B (100%) IZFRD BN, RBREL ORRBEBREETERWVWEEERIX, £
ALERL 7741783 B (98.9%) TN 388/389 il (99.7%) IZRBDH bilz, WTNNDEETH

BEIAEN S%ULOBWERIETTRO LB ThoTz,

F4 VPRI ORTRREFESN 5%IULOBEMER (KEYNOTE-522 RE)  (LAMARNT a4 H)
B (%)
#Z=BBIKS1E (SOC: System Organ Class) AR A
HEAZE (PT: Preferred Term)
(MedDRA ver.24.0) 783 B 389 Bl
£ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIER 774 (989) 604 (77.1) 4 (0.5) 388 (997) 285 (73.3) 1 0.3)
&m0 429 (548 141 (180) 0 215 (553) S8 (149) 0
FEEMELT R ERBAE 144 (184) 139 (17.8) 0 65 (167 62  (15.9) 0
A mERB A AE 87 (11.1) 33  (42) 0 49  (126) 16  (4.1) 0
FHERBAME 367 (46.9) 270 (34.5) 0 185 (47.6) 130 (33.4) 0
/MR E 104 (133) 21 (27 0 65 (16.7) 11 2.8) 0
R IREREAR T E 105 (134) 4 0.5) 19 (4.9 0 0
R 65 (83 2 (03) 0 2 657 1 (03 0
LHEETR 39 (5.0) 0 0 2 (5.7) 2 0.5) 0
&5 188 (24.0) 0 0 85  (21.9) 0 0
T 238 (304) 20 (26) 0 98 (252) 5 (1.3) 0
R ER 49  (63) 0 0 20 (5.0) 0 0
HIERR 71 9.1 1 0.1 0 39 (10.0) 0 0
BREEYRIERE 41 (52) 0 0 24 (62) 0 0
B 495 (632) 27  (3.4) 0 245 (63.0) 6 (1.5) 0
=P 132 (169) 11 (14) 0 55 (141) 1 (0.3) 0
B 200 (255) 19 (24) 0 86 (221) 6 (1.5 0
®hE ' 198 ('275..'3') 28 "(':{fé) 0 . 102 (Azs.'z')” 9 (:5..3)”' Y
R 330 (42.1) 28  (3.6) 0 151 (388) 6 (1.5) 0
FERE D JAE 103 (132) 8 (1.0) 0 45 (116) 3 (0.8) 0
FRAEERIE 35 (4.5) 2 0.3) 0 21 (5.4) 0 0
REh 138 (176) 8 (1.0) 0 41 (10.5) 0 0
BE FEDSIUAEEGHE S ; e SRR
FEAREES KIS 73 (9.3) 8 (1.0) 0 25 (6.4) 2 0.5) 0
FS=LT I FSUAT TR 204 (26.1) 43 (5.5) 0 98 (25.2) 9 7(2.3')" 0
TARTEVET I MFUrAT7=S—EHM 157 (20.1) 20  (26) 0 63 (162) 1 0.3) 0
mMETFAHYFRRT 7 & —E#in 29 (37 2 (03) 0 20 (51 2 (0.5) 0
FRERER A 185 (236) 146 (18.6) 0 112 (288) 90 (23.1) 0
i/ MRERE A 74 (95 21 (27) 0 34 (8.7) 4 (1.0 0

10



B (%)

#RERIKRSEE (SOC: System Organ Class) AR P
EAFE (PT: Preferred Term)
(MedDRA ver.24.0) 783 1 389 4
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
A I BREHA 108 (13.8) 60  (7.7) 0 52 (134) 20 (5.0 0

BEBGR 153 '(A1'9.V5')

0 s own 1 ©0y) 0

BIfHS 121 (155) 4 0 s9 sy o 0

P 112 (143) 0 49 (12.6) 0 0
EEET e SRR T

EEHEDEN 61 (7.8) 0 29 (7‘5)' ' 0 0

BRERE 124 (15.8) 0 0 49 (126 0 0

B 100 (128) 2 (0.3) 0 42 (108) 1 0.3) 0

K= = —m RF— 154 (197 15 (1.9) 0 84 (216) 4 (1.0) 0

SERE . “ 45 (57) 0 0 28 (12 0 0

RAEMEBE = = —a/3F— 148 (189) 11 (14) 0 72 (185) 5 (1.3) 0

TNHRAE ‘ 42  (54) 0 135 (313) 0
g s romRRe L Clain
ﬂzaﬁx i : : 52 (76V.6)7 BE S s (3f3)"“ B
TR R 46 (5.9) 0 23 (5.9) 1 0.3) 0
S s 76 (9.7) 0 0 41 (105) 0 0
Ao rma R e A
B e T L i S, e i 0 220 (566) 0 e
SRR 2% 45 (5.7) 2 0.3) 0 10 (2.6) 0 0
d 17 47 (6.0) 1 (0.1) 0 20 (5.1) 0 0
VA6, 48  (6.1) 0 0 31 (8.0) 0 0
T HEE 116 (148) 2 (0.3) 0 38 (9.8) 0 0
%5 1965 (25.0)s 212, 2=(1:5) 0 66 (1700 1 0.3) 0
B R Z 508(6: )bl 26 2 (155) 0 23 (5.9) 0 0
T e o e h s (7.0) A% ‘((').4) b 5o (41>‘17.6\)H T

BB, AFIBEICRBOWTRIEEMESR 13 41 (1.7%) . KB%& - /NER - EEOTH 31 #l
(4.0%) . BEEQREES (TEERKEFMMAE,. RESEREGRR. SBAK. EREES)
4 5l (0.5%) . FREE (72 - NU—IEFEHE) 154 6] (19.7%) . BUERFZK - A2 - T
BERESE - AT4¢ - BRMLMEARE K 271 B (34.6%) . FRBREREREE 137 41 (17.5%) . TEAEERERE
= 1561 (1.9%) . BIBHAERESE 18 1 (23%) . 1 BUFERR 4 B (0.5%) . BHEES (RAE
BIEMEA, REREBLE) 16 f1 (2.0%) . BER 5 ) (0.6%) . HK - HEKFHRALE 3 5
(0.4%) . BEEMEE 16 (0.1%) . Mk - BEER 3 61 (04%) . SEIER 26 (0.3%) .
DB 5 ) (0.6%) . EEDEHK 26 (0.3%) . infusion reaction 122 #] (15.6%) RUEERM
WREE (M MR MEERER, EilmtEgm, RIFEREE, MERERES) 2 #1 (0.3%) 2358

11



Wb, (o, MRAREERECREEIIRD bR o, FEERRRRRIIEESES
(BRARREEER zED) 2abLEMBRETT.

12



[ - AE]

AR OBFEMAEYBEETAVEZRIALEY I 21— 3 02X 0. AFK200 mgZzQ3W,
400 mgZ BRI (LT QeWI &9, ) XiX10 mgkg (FE) Z2ERMME (LT

[QW &5, ) TRELEBOFRF O MEPRENRT Shic, TOMRR, FA
400 mg% Q6W TG LIzBEROAFI D EFIRRBICB I 2 FHMFEFIRE (CLT [Cagssl
W5, ) ik, AHFI200 mgE QW TR E L7ZBR D Cages LR T 2 L FRIS KT (F
#) . F. AKI400 mgE Q6W TS LIz R DOAA O EFE IRREIZ I T 5 f s g iR E

(AT TComaxes) £V9. ) . AHI200 mg& Q3W TG L 72 BED Connss & HolE L T E
ERTETFRHEShEbO0, AAABECRBOTEEERERSN TV A - ART
5 BAF0 mgkeg (KE) QW THE L7zBED Cous & B L TIEMEZ R & RIS
hiz (TH) . &bz, EMRAEBEEZXIRICAF400 mgk Q6W THRE LiziEs 4 1
FERER (KEYNOTE-555BR) L VB LN RRANEICES S BB AT A—F 1%, v
T2 b=y a VIR ) PRIL KBS A—F LB L. (FR) . MxT, B
DRAFRICET B BERRBREREICESE, FAOBRBEL AT LEM L OBEEZ
BRETT ARBERIGET VBRI, AFI200 mga Q3W X (%400 mgx QoW TiRE L7z
BEORER L A IRENE L OBEICOW TR ENBR, LRORAE - AED
B CHMER OVZ2HEICARRER IRV E FRIS I

#& 5 FHROEYBRNT A —F

R AR | (o (p(g:/a;fL) D in () )
20020809 (58-55?'519.7) (27.27?;)8.1) (17.:3?'118.3) (91.%?54.1) (49.58(,)? 1.0) (30.3;,).391.4)
Al maQow (12;,2?24) (32.?)??2.7) (10.}1(,).160.8) ( 14521;49) (50.51(,)';/ 1.3) _ (19.%;(,);0.9)

40€£§J$E6)W (1351.36?'10316.4) NA a 4.1:, ?55 [ A NA NA
SRR (21§,2223) (14;?T45) (1 1;1 ?21) (421,2‘?33) (272,7;82) (19;,9200)

+:n=2993, 100EDYI 2 —va iV EHISNERAEHEOFRIE (2.5%/K, 97.5%R) . Cmx : FIEERE
BOBREMETIRE, Cug : PEREHOTHMFFRE, Cun: FIEREHE (A 70 2 RE/) OREMFFR
}g\ Crnax;ss : ﬁﬁ%ﬁ%lliﬁﬁéﬁﬁ%m?ﬁqﬂ%ﬁ‘ Cavg,ss : iﬁﬁﬁllﬁ‘jéﬁﬁﬂm?ﬁq:'ﬁ)ﬁ\ Crin,ss : iﬁ%ﬁé&:%bj
B BeAS i PIREE :

I 156 BIOBTEIME (95%EHEXH)

§ : 41 FlOBTEHE (95%FREH)

NA : %722 L

13



4. RRIZHOWT _

ERRY) X7 EEHE RMP) ICESE, REOEEMZLUEEREH:~OHIHE
BN BHER THo T, AFDBRENE2EBE LW - BEL., AFKOREICL Y BE
REWERZRBR LIEBICHIET 5 Z L BASERTED, UTOO~@D TN T &z R
ICBWTHERT5XEThH5S,

@ HERIZOWT

@1 FRED (1) ~ 5) OWVWTINIEYT IR THD I &,

(1) BAEFZBRENTEET 2 RALEEELSRISE GRERFRS A BERESILSRT,
ﬂﬂi&ﬁv\/ SFOEEERLSIARE, Hilshs A RSIRRbE 2 &)

(2) FEHRERPT

() FEMFEAENEETINARREERIE (BADREERTERE. BSARRERS
Bk, AR )

(4) ISR ERE L., JSERUFRESRE | XUMSRIER LRSS RE 2 O
MeEk ELME|Z LR B R H 24T - TV B filagk

(5) TEMEREEAIL S EEME ORISR DR E1T > TV D HERR

@2 FEOLEERER ORWERARBRIFOG R0 7255 & BRE FFoEM (FROW
THNTHEY T HER) 23, SE2RBOAANCETHIERORES L LTRESN TN
zi,

®

. ERRIFBURE 2 EOTIFHERET LIcRIT 5 2 0 8 ATRROBHRTHE 217 -
TWBZE, 3b, 2L, BARMEEYEL L EREREOTHER 1T - T
WA Z &,

o [ERNREFEUEE 2 EOFEIHERIET LI2RIC 5 E 0L E OO AL 5103
BRIEEZDOBRKRMHMEEZIToTWA Z &,

@ BREHNDOERMBEREEDOEMIZOVNT

EELERERINEETTHIEEANER SN, MECENOOFHRED. AU - ot
SEFNFROFERCEMEICT 2 FHRM. FEFRBRE LB EOREEE. &
DN TON D ERIBE-TNDEZ L,

14



® BUERA~DORIGIZONT

@-1 MBI BT % =
BEMMRASEOEBZBIEANREAE LKIC, 24 FERZRAEHOT, YZiEkX
ILEEEIERRIC RV T, RBLLIZBWERICE U TAIREER O CT S 0RIER D\ LB

BREORKRENY BRIELN, EbICRIE TR AR SE->THB 2L,

®-2 EREEFICLIFEFFRASCETIES

BABRICED 2 BN RM#H L OCRELZ AT 5 EREFEPRERE=2) 7
EEDIERDORAY ) —=r T 2TVERE L ERE A TE 57 — 2 EREHIDE
fHshTnaZ e, 2k, BRERICOVWT, BABE L ZOFRHFTAMShTND
=

®-3 BIEAOZERNIZE LT

BWER (REMMEBICMZ., KIBK - /NEK - EEO TR, BUEFE - FFre - IF
BEREREE - T4 - (LR R, BHREREE (REEHREMEBTR. REREBTXSE) .|
WoWEE (TEAEEREE. FREEERES. BIBHERESE) | 13BRRF. 55
fES . Fhdk - MENUBRMRIE, R, EEOREEE (TEURKREFLRMME, KB
FERRERRE, SALEE, EREIES) | infusionreaction, AM7Z% - BEFRZE. EIEREIIIE,
MREE (72 - N—EFEHS) | LHK. EEROKREE (G@tm/ Mgl
PESRBER, AR f, JRIFERES. MEBRIERESR) . EEOBR, MERERIEMREE.
) R LT, SREROULEMEREEOFMME R T o EMmEEE L (BIER D
ZHreRSICE L THERVXEEZZ T oNAIEFICH D Z L) EHITETRAED
TEXDFHINESTND T L,
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5. REMRLRDAE
[B2EICBE ¥ 2 5H]

O &8 BRILBIITTI2E5HORIGEED 2V PD-L1 Bt (CPS=10) OF/VE

VERRRAME DD HER2 RO EMTREE I ERABERE TR T, KAl LR
B (FAVEEURUOINRTTF o, X7 ) ZX AR nab-37 U X&)
L DHFRRETESMENTRIH TS,

728, CPS [ZRATAAFI D a v =4 2L LT, fkiE4 : PD-L1 IHC 22C3
pharmDx [ =] REARIN T3,

@ FNVEUZFERMEDD HER2 BETHERER ) A7 OLBREICRW T, iHEY
BIEE LTARI L (b3EE O3 ) X AVRUOAINAVRTTFro%5H8#, AC Xk
EC #5) L OfREE. ROMSRDRE L L TARIBEMRIEOFIMR RSN T
Wa,

® DERVQTAKDAEMEINREN TV ARWLOTEMEEEA & OfFAKREIZ O
Tk, ABIOESERHSL SN TR LT, AAOTRERIZR L 2B,

[Z2tiziEd 2 FE] :

O TRICEYTIAFCOVWTHEHAFOBRENERE INTWVDLZ b, BEE
Thhnz &,
o AR ORSC R LIRBUE DBEERED & 5 BE

@ ERAOFEICI VT FTRICKYT 5 BEICONTIE, AFOREIHESIAR
WA, L OTRFEEIUR A 2 VIEAICIRY . BEICASRER TSI L2 EETE
D
- FENRRBROSU IR D B BE
. WEEESE CRIER 2R 5 BE R OTE B OB RIEIE R Y  4 % 0
SRR % b B B

. HESAEEBROATE XTBHARE L ITEREO A CAEEBROEEREDH
DEE

- EEBREE (ELSMEBEELED) ObsBRE

- BEOBLIBEEET RS

«  ECOG Performance Status 3-4 #0 0D E#E

(1))

ECOG ® Performance Status (PS)

Score

E#

0

S HBERENTE S, BHALALRREAESHRRITXS,

RERNIZE LWEBNIRIR SN 2235, SITARET, BEEPEs TOEERTI 2R TE D,
Bl VRS, FEER

NS

SITAETEROHDOEY OZ LT TAREAERERTE 2N, BP0 S0%UAEETI~Ny FATEIT,

w

BONEELZOFOEY DI & LATERY, AFD 0% EERy FARFTBIT,

-~

2L{BFRV, BLOFOEYD O Liz2 TERV, T2y FPHTFTRI Y.
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&

BECERLTER I REFHE

I XESICMZ, RERFTFER PRI T 2 BRSICE DS AR K| O Rt R ONEIE
RO BERERE HICERL TALEATS 2L, :

YRIRBRIRIZ b, BE XTI ORRICEDMER Vet Z +o3iA L., RE%
BTrbEETEZ L,

FERBEMHERDO~R T A MZ2WT

MEWREER D bDONDZERNH DD T, KEIOHEEITH > TiE, FIHER
(B8, MEREEE, ZRsE) OREUKE X REOCERES, BEr o127
5T L, Fie, BREICHUTHE CT, MF~— I —FORELERTHZ &,
infusion reaction 233 H N5 = L 23% 5, infusion reaction 2358 B ILIZHB AT, &
YR BEATH & & BT, ERPEET 5 ETREORELZ TSICBETHZ L,
FARIRSEERES . TEASEREERVRIBHREREENSbbNEZ LBH DD T,
AF DR 5 BRLARI R O 5 EAR FIX E AN C NI REMR A (TSH, 15HBE T3, WFEE
T4, ACTH, A=V FY —VEDREIE) #EwTHZ L,

BUERTZE, FFAR2, FFHEEE. Fk. BLEREARSHODbNEZ EBH B DT,
AH| D% 5 BART R O 5 HE P ERIRCFFRERERRZE (AST. ALT. y-GTP, Al-P,
U LVEVEORIE) 2EETDHZ L,

SEIER (ICEREMIIEEREXEZET) SOEERREERObDNDZ L
NHdDT, EFRICIROEREORELHBET LI L, £z, ROBREXRD LN
TEBEITIE, BONCERMEZ 22 T2 L0 BEERETL L,
AFOBEIZIY, BEOCRERISICERT S LE X b AL REBORENRD
bbhaZ tibd, BENRBDONHEICIE, BHRLAEZBRIIN CBEMR
k& BRERERFOER & EEE L CEUIZENRZWZITV., BEORBERISIZ L 5 E]
TERREDLNBFEITIE, AFNOKREIFIE, RURIBREFNVEVFIORES
REETHZL, 2B, BIBRESVE L OREICLVEEAOKRENRD b
WBAIZIE, BIBREFRNVE VEANORENEIFIOBMbEET 22 L,
BEKRTHR, S0ER» OB VARBLTHLEEANRETIZ RSB0, &
FoOBEKRTRICHRERORRITHDICERTHZ &,

1 BUpERA (BUE 1 BUERFZET) Bdobil, HRFRMES F TV F—VRIZED
IERHBOT, A, BhL, BHEEOEROEFESCMMEED LRIC+S5ERT S
i, 1 EERBAREDNIZHBAITITREZHIEL, £ VR Y VRIAI DR 5% DEY)
RABEITY T &,

AFNDOEEFRRBRIZI T, KEYNOTE-355 RER T3k 501605 24 B Tik 8 B
Tr. U BUO 1 FEMIZIBERI LI, £0%IX 12 8B L ICAEMEOFME
ToTWVWEZ LESEBIL, AFEEFIEHNICEBRE CHROEREITH Z &,
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® HIVEUZRERMEDD HER2 BIETERR Y 27 OFEEE BT HHHE - ik
W & U CERT AKIZIE. KEYNOTE-522 RBRIZRBW T, ARF|DOZ I ERNTA
FECRHER RV EZHER L, LEIS U TEBREEZTo - L TRED AR 2 ¥
BILTWeZ  28E ), AFOFREMCHEOTEEMRITT I L, B, K
Flo®REEEIZ, QAW REDHA, HTATRYERIEIL 8 [EE T, EEWEEIL I ME
E T, Q6W REDBRE., WRIERMIEEIL 4 BT, HEEYREIX S BETeT
B
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HEEREET A KT A v

RATRY X7 (BRETFHEHRZ)

(AR5E4 : 4 PA—&F BiE#E 100 mg)
~FBIE~

Sf3E12 A (Ff44E9 AET)
BB A

2% 10




AR

LI P2

1.
2. AEIDOFHER, 1EREF P3
3. ERIRARAR P4
4. BERRIZOUWNT P10
5. BExXtG LD BE P12
6. REICELTHEETREEH P13



1. XC®IC

EIESLORIME - ZEMOHROT-DITIL, IMISEFICESWREIERFERIRD b,

BIT, ITEORKFRIROERT LY . TURESE 2 & OB RS AR
BT, INOOERNCEILERBEITRIET 5 2 LAVROFREL 2o TRY | FREMEL
EE L YEEOEASTEF 2016 (FRL 28 4F 6 A 2 BEIERIRE) IZBWTH, EFMEERED
FERORBLHEEZRZZ L & IhTn5,

FREREFERRIL, BRERSZEMT v 7 7 A VI BFEOERML LALNIERSLZ
DD, ZDD, FIMERULEMCET 2 ERIT2ERT 5 ETOM, YZERHKD
BRZEIZT AP SNABE IR LTERT & &b, BWERABNRER LEIC

MERIINE & DT ERFIRR—EOCEHFEZHI-TERBECERATIZ LNEETH
Dis

Liz3o T, AHA 74 Tk, AREBLINETIHBONL TV IEFESN - §
FRRMIZESE, UTOERRORERFEREHET 28R bNEREHR, BEXHROE
BEFEETT,

B, BITA RTA %, MATEIEANERSERERR RS, ASHEEAN B ARERRE
Brs, —HENEN RARBRARARIES R OAEHEIEN BAGARIEE 22010 L AERK
72

WMBRERDERER XA M—F RREEFFE 100 mg (—%4 : Xa7u) A<v7 (&
fErHAHEZ) )
HBERDPREIINGE « DAALFRIER ITBE L BB RE2ET - BROTERE
HELRAREROEE . Lo ANF =T AV VER E OEBICBWT, B, BAICE
Ra7ul) Av7 (BxFE#Ez) & LT, 18 200mg% 3B
MFRXIE 1 Bl 400 mg% 6 BRI T 30 22T CTRBFFET
Bia
& & IR & ¥ & MSDEEX&HE
(%)
Ve 7N dmg, RA7E/LV10mg (—&4 : VU ARNF=TAVNVERE) ©
ZEEXIIZIFR. RERVHAE
EESNIZN R « BAALERIERITHE LI UIRAEREIT - BROTERE
AERVCHRE : RXa7r ) X~v7 (BEFHEEZ) EOFRIZBWT, BE. KA
IV ANF=7 L LTI R 1E20 mg 2BOBETE, 2B, A
FEORBIZLIVEBEBET 5,




2. AHFORE. 1EREF
¥4 M —FEEHE 100 mg (—f&4 : a7 vl X~v7 (BaFE#kz) . AT

[A#]) &5, ) iE. PD-1 (programmed cell death-1) & %DV H > KT&H S PD-LI
ROPD-L2 & OFSEEEHEMET S, & MbIgGs £/ 7 u—FAHETH D,

PD-1 #R BT T MRS EEARAE 2> Bk B 72 D 12 3 AR SFI A 3 2 37 sz il
A4 v F T, PD-1 1%, EEEZRREBIZEBWTEEE T MlRoMRREDIER L, BOCR
BRI E S ABE BRI RERGEZHET 2, T72bb, PD-1 XV T FEfE
AETAZLICEVREZEBRICL VS FPMVMEERZRICHIET /A TH S, PD-
L1 OEEBEBICB T IRERTIOTNTH IR, < OBAMBTIE T MO 24
ZBIECBRICEERL TV D, BAMIICET S PD-L1 ORFERI, R, AN
. FTHERSRE. SRBUE. FENRRMEE R & Okc RRATTFREARRFTHY., EW
ATEER L OMRBESRE S TWVW3,

DN A DEBEKNT% & PD-L1 BHROFMEIMED S, PD-1 & PD-L1 ORERITEZED
ABEEREC W TEERFREZHES Z LWRRRENTRY., F2BSABRROERNE
LTEIES TV

. A#EiX, PD-1 & PD-L1 RU'PD-L2 DY 7o FOFEEEMAET I Z LIk, EE
WNRER OIEESFREOMIREENE T U o BkEEEbSE, #Hi%ﬁeﬁ%ﬁﬁmt
T5Z L THEENRE L RET 5.,

AFOEABFICE S BEDRERIGC L 2BIERENH bbb, BEREIET
%:Eé? 1‘&75)29;5 AHOBREFR OB ERITIE, BEOBELTTITITV. &F

SR b BAITIE, BB LZERITS Ul B2 Mk & RRE f o EA L H
LT@@J?‘;%EU SWTEITV, BEOREFIGC X 5BIERAREDN S HEICIX. BIF
BEFRNE R OBREGEEDBENZNBZIT O BERD D,



3. EREERREE

B ARSI HE L - YR R R AT - BRO T BB OARRSICGEHER1To %
R RRBR DR AR

[FZhtk]

ERREFREIFERER (KEYNOTE-775,/E7080-309 R5%)

7T FFBE e EULERIERE O & 5 OB RE R EST -

BREOTEMRERSE 827 #i

(AARN104 B2 ET) ZXBIT, A& 200mg3 BREIERE LT TQ3w) &5, )
BELLUARF=T 20mg 1 B 1 BREOHAEE LT [FF/voRF=7] &
Wi, ) OEMERVREMEN, LFEEE (RX AU XIRs ) &x8nN) %
MBE L THF SN, TEMERITEEFEHM (UTF fos) £vwd, ) RUE
WEAFHE (LT [PFS) W), ) L &h, FFI/von"F=T1%, {bFEEE

L TOS RUPFS #FBIIER L (R1, K1 EUK2) .

#1 AiERE (KEYNOTE-775,/E7080-309 3REX)

AE/ Vo NF = TR (LR IERE"
(411 f1) (416 #51)
FgefE [A] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s® AP — R 0.62
(95% CI) (0.51,0.75) -
P fE*s <0.0001
RofE [A] 7.2 3.8
(95% CI) ' (5.7,7.6) (3.6,4.2)
PFS™ NP R 0.56
(95% CI) (0.47, 0.66) -
P fH*s <0.0001

CI: 28X, *1 : A% 200 mg & Q3W, L A_AF=720mg (EA) # 18 1ETRELX,
¥ FEYNLET Y 60mg/m? % Q3W, Xt/ VX &/ 80mgm?> %% 2—A (1=2—228H
) o1, 8RS BBEICEE LTz, *3:20208F 10 H26 BT — %> A7, *4: J8H] Cox Lt
BINY— RFEFAIC L BIEFREE (REYALESUXIRZ ) ZxE)L) OB, *5: BRx
JT VI RRE, *6 : RECIST A FT7 4 > 1.1 fRICES < ERTMI K E



100

90 - R
80 1 \"\H
70 - L™

& 60 1
§ 50 \‘\k
{40 | TR

30 | ety g,
20 i . T — —
10 i FH200mg Q3W RULVINF=F
B [ — h 3
o J Ml .S WU S ST SR
0 3 6 9 12. .15, 18.. 21 24 27
at risk#§ » SR
A#200mg Q3W KU :
LYNF=T 411 .383..337 282 ..198 136 ' 81 40 7 0
{L2EE 416:- 373: ..300..:228° 138 80 .40 11 3 0

1 OS @ Kaplan-Meier #i## (KEYNOTE-775,E7080-309 3 %)

1100 1
90 1

80
£ 70 - \
§§|-60*- ~,
Esol
B 40 - “‘\\

& 30 - N

20 \u,,‘

10 : ) B

0 3 6 9 i Z2ckaalih st 8w 2 P45 - F

REREFHRE(A]

— FH200mg QAW RULYNFZT
——— (LR

at risk#§

F#I200mg Q3W RV

LYNF=T 411316 20277144 867 56 43" 17 6

{LEEE 416 21495 42" 18" 10 4 1 1 0
X2 PFS @ Kaplan-Meier Biff (KEYNOTE-775,E7080-309 3 ER)



[Z2 4]
EpsEFE S MFEER (KEYNOTE-775,/E7080-309 3XER)

BEEZIIARA/ Vo "F =7 405/406 B (99.8%) . {bLZFFRIERE 386/388 1 (99.5%)
WRDLN, BRELOREBRBPBEETERWVWAETERIL. ZHLE 1L 395406 #
(97.3%) K U*364/388 ] (93.8%) 258 bitlz, WTNnDE TREFIE M 5% LD
BIERIITERDLERBY THoTz,

22 WThhOBRTREHEN 5%U EDORIER (KEYNOTE-775,/E7080-309 3B (L2t &)

#EHNKRSE (soc

System Organ Class) g (%)
Fﬁ;f) & ( PT: Preferred LA =T B J
(MedDRA ver.23.1) 406 B 388 %
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIHER 395 (97.3) 314 - (773) 6 (1.5) 364 (93.8) 230 (593) 9  (23)
' uﬁm 57 (14.0) 8 (2.0) 150 (38.7) 45 0
FEEME AT PR E 1 0.2) 1 0.2) 21 (5.4) 21 0
A i BRSO E 20 4.9) 0 48 (12.4) 97 0
Y v ERBAE 15 (3.7 2 (0.5) 26 6.7) 11 0
PRI E 24 (5.9) 4 (1.0) 129 (332) 9 0
0

(8.4) 4 1.0 0 13 (3.4) 0 0
(7.1) 0 0 12 3.1 0 0
(8.9) 0 0 53 (13.7) 0 0
(42.1) 26 (64) 0 42 (10.8) 3 (0.8) 0
(8.4) 0 0 10 (2.6) 0 0
(389) 12 (3.0) 0 157 (40.5) 4 10 0
172) 8§ (0) 0 46 (11.9) 2 (0.5) 0
@41 10 (@5) 0 0

60 (15.5) 7 (1.8)

FEREDIIE

FEE 26 0.2) 4 0
TI7=VTI)FTVUR

o = 5P 66 (16.3) 12 (3.0) 0 14 (0.5) 0
7 I Z7—E#m 22 (5.4) 6 (1.5) 0 1 0.3) 0 0
TANRTEUVBT I/ b )

S URT =PRI 62 (15.3) 12 (3.0 0 12 (3.1) 2 (0.5) 0
mPTVAVERT 7 &

Zenm 27 6.7) 4 (1.0 0 5 (1.3) 2 0.5) 0
ig;?ﬁﬁﬁﬂﬁﬂ”/%y 42 (10.3) 0 0 1 0.3) 0 0



FEMKRKSE (soOC
System Organ Class)

Pl (%)

2 A 5% (PT. Preferred |

Term) EHl/ Vo RF=T R (L HRIERE
(MedDRA ver.23.1) 406 #1 388 i
b 4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5

U R—EHgm 36 (8.9) 20 4.9) 0 2 0.5) 1 (0.3) 0

D U SEREE 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6)

fFHR R 17 4.2) 7 1.7) 0 93 (24.0) 82 211
/MRERD 44 (10.8) 7 1.7) 0 20 (5.2) 3 0.8)

FERED 91 (22.4) 25 6.2) 0 7 1.8) 0

A i Bk 15 (3.7 4 (1.0 0 60 (15.5) 41 (10.6)

emrokems 000

BAREGR
#LY 2V e KiE
SH R R,

B

R

el S A

meivRmEE 00

BER 105 (259
R o
.A..“%.ﬂﬁ% e —

o i 26 (6.4)
s SvrRARE
MR e (i.z)
g{;g REEFRMERL S 20.7)

T S EE 29 (7.1)

®E 50 (12.3)
R

59 1M £

249

(613)

149

- 07)

(0.5)

= 4 ’ “"t‘l*o)

65 (169)
1 0.3)

je)

2 ,(‘;;‘)

':2* 0.5)
ey 0D

T @)

3 (0.8)

(1.8)

S CH)E

(34 0
@3)i 0 : 0
(7.0) o

(3.6) 0

0 NG
0 0
b Ty 0
0 0
0 0
0 0
2 0.5) Do

BB, BRIV OAF=TRICB O TREMRER S F] (12%) . KK - /MEK - &
EED TR 50 B (123%) . HEEOKREEE (TEMERKREFLMMLE. FERREIRERR.
LA, BRBEES) 4 6] (1.0%) . BREE (X7 - SV—EEHES) 9

(22%) . BUERFE - FFRE - FFHeEREE - iF4 - B LHERE R 109 ] (26.8%) . H
WhRHgReREE 237 # (58.4%) . TEAMEREE 2 # (0.5%) . BIBHKERES 4 4

(1.0%) . 1 BURERRSS 3 B (0.7%) . BHREEE (RMEMEMEER. REREBRE)
136 3.2%) . BER 461 (1.0%) . ik - BRAUHRIARE 2 B (0.5%) . EEMHENE 1
Bl (02%) . fige - BEMEZS 11 (02%) . RESHEL 361 (0.7%) . D% 161 (0.2%)
O\ infusion reaction 5 B (1.2%) W bz, T, BEERMIKEE (FfEtEi/MR



BAMEERER, BmERm, REFRE, EBEARES) | DRERERE R ORZITE
HOENRMoTe, AEWERAFETRRIEESESR (RAREERF2ET) Z2a0RE
%%ﬁ:\‘j_o



(A - AE]

AFOBEREDEBREET NV EFIA LY I 2 b — 3 42k b . AH) 200 mg %
Q3W. 400 mg % 6 BHEMME (LLF QW] &5, ) XX 10 mgkg (FKE) % 2 @M
fifE (LLF fQew) &5, ) TERELEBORA O MEFRESRE SN, ZOFK
B, KA 400 mg & Q6W TEE LBORFI O EHIREEICK T 5 PHMBEFRE LLT

[Cavgss) £V, ) IE. AFI 200 mg % Q3W THRE LT2FED Cages EEEEIT D & FHIE
-z (FFR) ., E£7z. AH 400 mg 2 QW TS L7-BEOAF O EFIREBICBIT 5 &E
MIFEFERE (LT [Chaxssl VN9, ) 1X. AHKI200mg & Q3W THE L7ZFED Craxss &
WBRLCREZRTETFRAISNTZD0D, BARABREFICBW TAFENERINL TS
i - AETHDAH 10 mgkg (KE) 2 QW TEE L7ZEED Cuaxss & B L TIKIE
R eTRlsh (TR) » Sbic, BHEEAERE ZXRICAH 400 mg & Q6W T
5 U8 1 /BB (KEYNOTE-555 RER) X v &S/ ERIEICE-S < Epahke
NRIA—=FEZ, ¥YIa2b—va X FRILEEYERERFA—FZLEHULE (F
K) . M T, EROBEICK T 2EARBREEICESE, FRHOBREE L AL
Featt L O EA R 2IRE - RIGETAPEE S, &K 200mg Z Q3W Xix 400
mg % Q6W THE L7 BEDBRE R & M XTI RSN L D& >V TR SR,
EFROME - FEOM AR VLI RZR TRV EFRIE N,

£3 FHOEYBMR N F A —F

R (o) ml) | g ey (o) | gD
20088 QWY . anibe gyl ity e (TR e O A L G S
HRE oW (12;,?24) (32.?)?';2.7) (10.2(,)';S 0.8) (14351;49) (50.51?;/1.3) (19.?;(,)'230,9)
40((;?;1?1;)\” (1351.2,6.10;6.4) Na (14.1:, '(]);4) NA NA NA
Dol 2w <21§,2223) (14;?‘;45) (11;,1 ?21) (421,2233) (2727282) (19;,9 ;00)

t:n=2,993, 100 DY I 2 — 3 MCXYEBINERATEHEOFRME (2.5%42, 97.5%R) « Comax : FIEERE
BORBMIFPIRE, Cup : FIEREZOFHMFPRE. Cun: FIERES (A 7V 2 BE5R/) OREMmIFHR
E\ Cmax,ss : ﬁ:”‘%”%ﬁ&lj’o‘ﬁ’é%%lﬁl?ﬁqﬁﬁ}ﬁ\ Cavg,ss : Eﬁ?%ﬁé“:%‘jéqzygmﬁtpﬁg\ Cmin,ss b Eﬁ%ﬁ%&lﬁb‘j’

% B i 37 R BE

I 56 BIDBMIEIIME (95% 8 X H)
§ : 41 BT EIHE (9_5%{§¢ﬁlZFaﬁ)

NA : Y%7 L




4. FERIZOWT

AR ORENEY 2 BHEEZDW - FEL, AROREICL Y EEREWEAZHEA LR
RSS2 2 L BNBERZD, UTOO~QDTRTEMZITHRICBWTERT &
TH D,

@ MERITO>VWT

@1 FRD (1) ~ (5) DWTNLIEYT IR THDZ &,

(1) BEAFBRESEET 2 BSADREEIL RS (ERER IR ASREEILRE,
HUES A RSB HLRRRE,  HUSOS ARSIRRRRE 2 &)

(2) BEHERERRT

() HGERFRMERIEET IR ABREERN (BSADRESERER. ASABRESE
WIIARE. S ASRREEEHEERRT 2 &)

(4) SRICERREEZRE L. SRBEHLPRREREL | SUMSRIBR LFRIEDREL 2 ©
MERX BV LR D B 21T - TV D ERR

(5) PUBMEREEAINS BEINE OREREEICIR D BH 21T > T B sk

@2 FEMKEOCEFRERVRIERARRRF ORI 72m#% & R FFOEM (TR
DVTNPICEET B ER) 2, YRR OARICET SIeRORESE & L TERE
INTWBZ &,

=

o ENIGEFEEE 2 EONEITHER BT LIz RIS AELL ORI OBRRIFHE 217 -
TWBZE, 55, 24N ki, SABMIRES XL LBRBSEOHE 21T T
Wz,

o [ERMREFEISE 2 EOVERHERET L7-RIC4FULDBERERZA L TND T L,
5B, 3 FLULEE, BAREEONAEDEEZ 0B ABROBRIHEZTT> TN D
.

Q@ BRADERMBFEHRERDOGHIZONT

EELBREBNEETIHEENEB S, BEEAENLOFRED, Aok - 2t
SEPOFROBFEROERMEIC T 2 EHRM AEERPRELIGEORERS. %
PERLDIATON D EHIBE->TND L,

10




@ BIfEA~DRIZOVT

@-1  fERREHICEET 5B
FEMMEBREOEERBEWERNREAE LIZRIC, 24 BRZREHOT., YR X

TREHEERRIZ IOV T, REL LIZRWERICIS U CABREER O CT Z0RWER DERICHE

REOCHERNY APICELN, BB ATREREHNE-> TS Z &,

B2 EREFECLIFEESRNGICETIER

PRAERICED DM RARROBREE A T EEEEENBERT=2 ) 7
EEOEERDAY ) == Z2ATVERE LIEREIH TE 5 F— AEREH 23 E
S TVWAEZ L, 2B, BHAEFICOWT, BABE L ZOFRCHSBMEN TN D
a2

®-3 BHEAORERCHIRIZELT

BWER (MEMRERBICINZ, KIBE - /NMBK - EEO TR, BEERFZ% - AL - AT
BEREREE - iTR - BLMEREE R, BHEES (RMEMEEBL, REREBLE) |
NowkEE (FEAKERS. PREEERSE. BIBHERES | 1BERK. 585
TER., fhsk - B RARAE, BER, EEOKREREE (PEMEERELRMAE. Kk
JERRIEERE. ZTMLEE, FEREIES) | infusionreaction, AMA - BEREZS. EEJEAFEIIE.
HWRREE (F7 0 - NU—EERS) | LHR, EELNKEES (SEt i/ Mrigd
PELEBER, AR, FRIFEREE, MEBAIERES) . EEOELA. NEREREGRRE.
FEEZEE) IR LT, SRERSULABERMEOEMM L2 AT EME EE L EHWERAD
ZH OIS L THRERVXEEZZTONIEHFICHH I L) | EHLICEDRARE
BTXBEHIBESTNEZ L,

11



5. REMNRLRDBE
[(B2iEIc B9 % FE]
O 7I7FTHAEET D ACERERICHEE LI ORI RET - BROTERESR
FIZBNT, AH & VoNF =T AVVBIE L ORRETEIER TSN TV D,

©® TRICEYTHBEITHT IAFORE R OMERAFIEIZOWTIE, AEIOFZEN
FELEINTE LT, AROFEXNRLRL2,
o ALFEEIEIC L AIREBEORVEE
o O THAAIDAEZMENRREN TV RWMOTTEMEEA| & OftAKRE

[Z2ticE+ 5%EE]
DO TRIEZYTHBRBEFIZOWVWTIEHAFIORENZER LI TWEZ b, 5%
Thinz b,
AHND RS x UIBBUE DEEERE D & 5 A&

@ BREIOFEMIZBV T FRICEY T IBREFICOVWTIE., AR OFRETHE IR
WA, fLDIEEEBIREA R WBAICRY, BECARZ2ERATIZLE2BETE
D, v

o FEMRERBOSHIIEEEDH D EE

« HEEGRE CREE 2D 5 BE R OVEEIME OGRS & E D
R RAEVEZEAL DS B L 5 B

- HOERBFKRBOAH., XUTEBHAZRE L IEHERED B DREREDBERDSH
LEBE

- EBRBEE GEnBMRBEREEZ ST OHLHBE

o REOREIIBAEEAETABE

«  ECOG Performance Status 3-4 #V DB

=D ECOG @ Performance Status (PS)
Score | B )

0 | &<MEREBHTES. BRILALREAEIHIRR2ITZS,

PHERIZ B LUNEBNIIEIR S5 A, HATAIRE T, BRIEESE > TOEERITI 2N TE S,
Bl BVERE, EREE

BITAIRE T HYDHF DR Y O Z & 133N THRELMEEIITE R, AFD 50%U Ly RATRIT,

BONTASOEDOEY DI & LNATERY, BFD 50%U ELEZ Xy FviEFTRIT,

AW

ELENFRY, BADHOEY 02 LiT2L TERY, B2y FMHETFTRIT,

12




a

BB LU THEETREEE
RHTESICNE, BLEARFELEE S IRAT 5 ERN ST 25 % A DKt R OB IE
ERO DI HERERE MR L ThBERT S L,

TERBIIZET . BEX L L ORIEICESRER OERES+ABE L, B

BThroRETDHIL,

EREWERDO~R T AL MZ2NT
MEMERREBRRIDSbND I ENHEDT, AFDKREICH > Tk, WHPER
(B8, MPREEE, ZE) OREOITE X RREOERS, BEE2+21C
T52 L, Fle. BEWISCTHE CT, MiF~—bI—EORELERTDZ &,
infusion reaction 3 %} bbb Z LB D, infusion reaction 23FRD HILTZBEAITIX,
BWEIRABEEZITO &L bic, ERPEET I E THREOREEZ+SICBETSZ
s

FRIRMSREIE S . TEABEESRVRIBHERERLODNE Z ENHE DT,
AHK| O BRRLART R O 5 # M R I ERIRIC N IRe R E (TSH, 8k T3, iF
BE T4, ACTH, M anF Y —NVEDQRIE) ZEETDHZ &,

BIERTZ., AL, F#EEE, FARUBE{LIERERRS bbb Z L B3H D0
T, AF O ERERTR O 5 I EHNCIFSEERZE (AST. ALT. y-GTP,
AP, BV NLEVEQRE) EERT L,

SEIER (WMERRNIEEREREZED) SOEERBEEROLDNAZ &
BHDHDT, EHMICIROERFEOFELHERTIZ &, /2. BOEEXRD L
NEHEEITIE, BONCER#EZZ2 T L BEERETHIZ L,
ARIOBREIZLY . BEOEZERIGICERT 2 &E X 5N 5% REBOREND
bbNdZENDHD, BEEPROONERAICIEK, BELZERICR C-EMN
TREN & ARER A FE O AT LM L CEERERIRZE 21TV, BEORERIGIZX
HEIWERBERONDHEITIE, AFOREIFIE, ROBIBREFRLVEVHO
BRESZERETDHII L, BB, BIBRERNVEOBREIZL Y BIEROKENR
D BNRWVBEITIE, BIBRRERLVE VU OREMFIFIOBNLEETSZ &,
BEKTH, ZBE»SEIABRBLTHLEERNRERTAZ RS20, K
RAOREKTRICHEWERORBRIC+SICERTHZ L,

1 BUNEIRYR (BIE 1 BERBZE1e) bbb, BERFEES b7V F— R 2E
HIERBHBZNOT, BB, Bd, BHEOREROBHALMBEEDS EFIZ+HEE
THZ L, | BERFENEDNICBSITIIREEZFIEL, £ R ) VBHIDR 5%
DEEN2UBEEITH Z &,

@ AHNOEEKFRBRIZBW T, KEYNOTE-775,/E7080-309 B2 CIZEELETIT D 8
RBZE BERMICKRERSSII I VER) KAEMEOFMEZIToTWZ 225

Bz, AEREPIIEHOCERRE CHROMREEITI Z L,

13



2% 11

REFERAEET A RS54 v
RA7n Y X<w7 (BEFERL)
(RFE4 : F4 M—F JH#EE 100 mg)
~EWEERETFERE (TMB-High) 247 3 ERE~

SR4E2A (SF144F 9 A K
BAS



B

SN th o LN

XU ®IT

AEIOB, 1EREF

B PR AR

HERIZ DWW T

W5 LB BE
BECE L THEETEEHE

P2
P3
P4
P8
P10
P12



1. IXC¥IT

ERMOBINE - BEMEOHER DD, T XESICESW=EERFERNRD
bILd, ST, EFREORZEHEMOESRICL Y, FUEEER 2 & 0EEH0 72 5 ME
FEERPEBINDIHT, INOOERGZEICHERBEITRET S 2 & NBED
RE Lo TR BREMBOEE & EDOEATEF 2016 (FRL 2846 H 2 REZERE)
RN TH, EFHNERMEOFERAORBIIEEZRA - L Eh T3,

FHRERBFERMNL BBEASKEM T n 7 7 A VRBEEOERS L L MR
REZELDBHD, ZORD, APIERVREMEICET AERA+5ERET S TOM.
LREERMOBEZBIZITDZENHFENIBFICH LHERAT L L L bic, BIE
RADRRBBR LU IZBRICONERIGE &5 2 &N TRER—EOEM 537 T EfE o A
THEZEREETHAD,

LIehioT, AHTA FIA4 T, BARBERELINE TIZB LN TV ELEKSY .
BEMRMICESE UTOERRROERBERFERAZHET 2B A» D NEREME, £2
FROEBEEEEZRT,

B ATA FTA 0%, BSATBUENE R D ERSSRAEE, ASTMEARA
BARIER TS, —REEEA A ARBERARES R O —REFEA B ARISEES 0%
DH &AERL LT,

B LIRDERM : T4 M —F BHEHE 100mg (—B% : A7 0l A~v7 (&
FHEHEZ))

HEEBOMENRBR « BPAMCFRER I BE LBV IEEEETFEEE (TMB-High)
2HTET - BROBERE (EENRIBRPSEERBEITRS)

HELRAMERVAE : BE, RAKKIZ, a7 n) Xv7 (BEFEHRL) L LT, 1
[8] 200 mg % 3 AFEFFREIE 1 [El 400 mg % 6 &8RRI T 30 4>F
DT CREFET 5,

B & Bk 5t ¥ #F . MSD K&t

»




2. BH O, 1ERBF ,

XA P A—F EIEHIE 100mg (—R4 a7 el X7 (BEFERL), BT IR
%l L5 ,) 1. PD-1 (programmed cell death-1) & Z @V #¥ K TéH % PD-L1 KT PD-
12 L ORAFEERET S, & MbigGs €/ 7 a—FTAHETH S,

PD-1 R 813 T HER S B RS 1> & W 2 7 DI DS AR AR 3 5 72 So e il )
ZA T, PD-1 13, BEZIREBICBWTEER T MilaoMRREIcHKA L, BLA
BERIS A S AMETRE A RERSEHET 5, T2bb, PD-1 YV FEkE
L6937 LIt VRBESREIC LDV ST VEERAICHIET 2% 84 TH 5, PD-L1
DEEMEBICEIT ARBTO TN TH BN, £ OBRAMBRTIE T MRCEHE ZM
51E CBREICRI LTS, BAMIRIZIT 5 PD-L1 OFEFEEIL. BHAE. FlE.
FFARADNE . DRELE . B/ NEBATEE/: & DA RBATFEARARRFTHY, EVAEFE
L OFBERRE STV,

EE DN ADFEEN T4 & PD-L1 S$EOAMMES 5, PD-1 & PD-L1 OREKIIESRS
DB BV CEERRE RIS 2 L AR I N TE Y | Fie 28 ATBR ORI &
LTSN TV 5D,

AFK|iL. PD-1 & PD-L1 KO'PD-L2 OF Y &> FORBEEMETHZ LIk, EE
O NBE R OB ROMIAEEE T U 23R EE LS. FUEREREZ BEEL
T5Z L THEEDREREET D,

AHOVEFRREFICE S BEDRERIGIC L 2RIEASNR S bbb, ERUIETIC
EARREMN D B, AFOBRETRORERZICIT, BEOBEL 2TV, BEIR
B BT EAITIE. R L BRI U EMA R M & BB RO ER LEE L TE
EAERIZIT 24T\, BEORERMIC X BBEERABEDN 2 HETIL, BIBRKERV
F LR OB ELEDEIRNBEIT O LERH D,



3. ERERAREE

PALFERIERICHEB LEBVEEEEFEEE (UUT TMB-Highl £\5,) 24
TOHET - BROEME (EERNRBESEEREAICRS) ORBBFICEMEIT- 7=
FREBRABR DB ZRT,

[B2hiE]
EFRERZ D8R (KEYNOTE-158 3#58)

EZFIERE Db 2T - BEROBEBBEEE BAREIT LIEST 7 A~L 0& 71—
TITRNTHI 200~1,595 B) & xBIT. &K 200 mg 3 BREIEIE CLTF FQ3w) &
5.) REOHEHER NEZEENRIT S iz, AFIDOFEMEIL. FoundationOne CDx 1=
Y TMB X =7 7% 10 mutations/megabase (mut/Mb) LA | & B H & 7= 3412 TMB-High
CHIETHZ L L L, FTRENCRE- T, S — 7 A~T KRGS NI-BRBEREICH
WM D T iz,

TMB-High 2892 102 ] (HAA 6 flZ&Tr) KU TMB-High 274 L72\> 689 4

(BAANTL Bl2ET) ICRBIT5, TEMEEB TH 5 RECIST HA RS54 > 1.1 BRIz
ESSHRABIC L 2FZBOBR Q019F 6 H27TBF—F Iy b47) iR 1DL
BY ThHoTe,

o —RIGRE L TRENICER SN TWAILEERET I B E2ETAVAL TS F
W R O RRIRE 28 VR IR M IR O BE ASEA AN b,

2 :BITN—TIZRBNT, TRENUTOBREREZ AN LN,

AT (RY¥ELEE). B: ILEE RERUVEEORE, 7717 7 —% —RHEE

ZER<). C: B, R, /NG, R, EIBR OISk ORI IIEE (b it h

SCBARRRN S UAER) . D TENEE (RENIREREEYKR). E: FESE (5

YRR, F:SMeE (RPELEE) . G: /NBRE,. H: PEE, 1 PREE. 7. |mE

fE (RIESOIMEREEZRL). K: BEE~A 7035540 PRZEME (T TMSL

High| &\W95,) 2B T 5ETHERE EB - EREZERL). L (TEOZ) : MSI-High %

B+ 5ETHEERE

5% U EOT VAVBEETREINERBERERUVEREEEN D, ARMBRATIOLER
RO ITHENBERERH D L BEX DN BREZRVWEBTEED Y OERDHK

(mut/Mb)
#1 AHERE (KEYNOTE-158 3B
TMB-High Non TMB-High
10245 68941
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
Bl SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 43 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
e ES;EZCIS‘) (%) 294 (20.8,39.3) 62 (46,8.3)

CR: 5E£FZ). PR: #85r%%h, SD : RE, PD : KAEEST. NE : SHEREE. CI: EHEKE
¥ HRHEE TREFRER TIXBIERER L & Sh, BRI 5412 Non-CR/Non-PD & S & i

=B,




TMB-High Z &4 5 102l (RAN 6 flz&is)) KU TMB-High ZH L72\ 689 il

(AN 71 FlaEte) W81 5, RECIST A T4 ¥ 1.1 RRICES S FRAEICE D
BATERDOESIRORERE 019F6 21 BF—F Uy hA7) ER20DLBY TH-
Yl

%2 BRAMIIOALERE (KEYNOTE-158 B

TMB-High Non TMB-High
2 AFE B (%) #£%) (CR+PR) B3 (%) #7%) (CR+PR)
102 4 (FEHE (%) 689 4 (FEHE (%)
/INKB R Bt 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
FESEE 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
FE I 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
G 14 (13.7) 1 (7.1 75 (10.9) 8 (10.7)
PN =y 12 (11.8) 2 (16.7) 60 (8.7) 2-(33)
FRR N WARE T 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
W7 iR 3:.(2:9) 1 (33.3) 79 (11.5) 3 (3.9)
RO BRI 2 (2.0) 2 (100) 78 (1133) 3 (3.8)
HREzfE 1 (1.0) 0 84 (12.2) 9 (10.7)
RESETE 0 — 63 (9.1) 2::(312)
— 1 JEEART]



[Z4tE]
EFRILFEE D4R (KEYNOTE-158 #A5k)
BEFL1L103/105 B (98.1%) 12, BIFERIZ 67/105 4 (63.8%) 123 Hivi, R
TR 5% EOBWERITTRDERBY Tholz, '

£3 REEN 5% EOBIERA (KEYNOTE-158 3B (2@ fer)

B BIKRZHE (SOC: System Organ Class) BEx (%)
EAFE (PT: Preferred Term) 105%1 ;.
(MedDRA ver.23.0) % Grade Grade 3-4 -~ Grade 5

2EIER 67 (63.8) 15 (14.3) 1 1.0)
7 6.7 0 0
13 (12.4) 0 0

7.6)
57

8
6

. (12.4) |

13

| 17 62 | 0
' ?I 11 - 1-(1015) o
1= an | 0
« 2 AL | i
S 9 © (8.6) 0 0

B, MEMEMER 461 (3.8%), KIEK - /MNEK - EEOTHI 3] (2.9%) . BEIERF
75 PR IFHERERE E - T 25 - BRALAE AR 2% 5 01 (4.8%) . FRIR AR AR 15 4] (14.3%) .
BIHERERESE 1 61 (1.0%). 1 BUBEERIS 1 61 (1.0%). FEHEREREE (RANE IR %,
REREERE) 14 (1.0%) KO infusionreaction1 5] (1.0%) N/ Shiz, £7-. &
EoREESE (TEERLEEMAE, KEHEREGER, S, EREES).
MEIEE (X7 - NU—EREHS) | TRABERES, Bk, Hix - BUORmE.
REFFEEIE., Mk - BEIER ., S &5 R, D%k, BEERMKEE (Gt MR
PEERBER, WMMER M, FRIFERE, MEAEES). MERAREERRE ORBEIIRAD S
Neholz, REWERARBRRIVIEESES BRREEEEZ2ED) 28 0EHERY
Y,



- [R - AE]

AFOBEMEYHREETNVENALEZY I 2 L—Ya /il iy, A 200 mg %
Q3W. 400 mg % 6 MMM AT TQeW) &3, ) Xt 10 mgkg (FE) % 2 EMH
R (LT TQ2wl &5, ) THRE LEBEOARA O MEFRESBR S, €O
B AFK] 400 mg & Q6W TRE LIBE0AK O EFIRRBIZI T 2 FHmEFRE (Bl
T [Cagss) EVV5, ) 1E, AHI200mg & Q3W THRE LICBRD Capes LEBLT 2 & TR
Xnte (FH) . £z, A 400mg & Q6W TG LI-BROAHKI O EFIREBIZEIT D5
BIETRE (UUTF [Consl £V 9, ) i, &K 200mg Z QBW THE L7ZERD Coaxss
LHBILTBMEERTETFRShZE00, AAABFICBW TARENHERB ST
LR - AR CTHHAA 10 mgkg (FE) % QW TRE LIERD Craxss & B L TR
BEaRTETRENE (TR ., Sbic, BHEREAERE L HRICAH 400mg & Q6W
TR 5 U 1ESMETHEERER (KEYNOTE-555 3BR) X V185 nic ERIEICES < Rk
NG A=F VL2 b= ¥ a VL) TRILRMBIR T A — 5 LIRELL 7 (TR).
MZ T, BHONAMEICR T 2ERRAREMCESE AFORER L AMMERTZS
ML OBE R RET B RELUS T T VSR I, AH 200 mg & QBW XL 400 mg & -
Q6W THE LEBOBREE L AN IIREME L OB W TR SRR, £
SO - RO TAMEROREHICHERER TRV ETRISNT,

£ 6 FHOKMEIB T A —F

it R | (g (g (gl Ggad) e )
2 Gnn o | o e
400 R (12;,2?24) (52-%?;2.7) (10.;(,);3 0.8) (14:{1;49) (50.51(,);/ 1.3) (19.22;?50.9)
40(0%%%6)“/ (1351.36,6.103:6.4) ol 1 4.1: ?2 5 NA: F50 NA NA
Wnere 2l (212,2(2)23) (14;?‘1145) (1 1}/1 T (42:25133) (272,7332) (19;,9200)

t:0=2,993, 100 EDYI = L— 3 VT X W EH SN2 BMEHEDO PRI (2.5%R,97.5%R) | Cnax : FIEHE
E#OBEMETRE, Cug: EBREHEOTMEFRE, Con: HIEREH (A 712 REF OREMIE
EP&E%\ Cmax,ss * Eﬁ%ﬁ?%lﬁliéﬁ%‘ﬁﬂ?%@%lﬁ\ Cavgss - ﬁ’%‘lﬂ(ﬁ_‘?ilﬁﬁé$ﬁﬂnfﬁ¢ﬁg‘ Conin,ss Aﬂ;’ﬁ){f{ﬁ;(l
BT B RARMIE P RE

1156 GIDOBMEIME (95%fERKMH)

§ : 41 BT THE (95%IERKRH)

NA : %3472 L




4. FERRIZOWT

AREZED., BEERY X7 EEHE RMP) 125 < AK 0 ERRZEIEEIRES)
~DOBAERR B DR TH > T, AFOBRENEN R BEL DN - BEL, AFOR
5*&@@%&@#%%%ﬁbt%_ﬁﬁfé EBBERID UTOO~Q@DF~
TEMEZTHRBICBWTHERATARETH A,

@ MERITHOVT

@1 TRED (1) ~ (B) OVTIICEYT IR THBZ L,

() BEEFBRERNEET 3B ALREERLARIES ERERFIRNS A D EEEN RS,
HiERAS A RS EOEHEHL SRR, HUIEAS AU R R 72 &)

(2) FrEHSRERDR

() FHENFRMENIEET XA DREERE (B8 ASREEE TR, NADEOENE
B IIIRBE, DS AR EOEEHEE R &)

(4) SRALFREELRE L, SREB L ERED IR | U EE L E 2 ek
2 DIEFREYEILR BB Z21T > TV A sk

(5) PUEHREBAIL S S EINE DR EEICR L EHET-> TV AR

@2 HARL2DHBAETORERER CBIEARBERE OIS ICO72MmE% s BRE
FFOBERM (FROVWTNMNICHKE T LEM) 23, UEDRFOARICET 218E0E
EEL LTRBEILTNEZ &,

e

o ERRFFEE% 2 EOVEFHMERZET LizRIZ 5 EL_EORABEROEERFHES
ToTWBZ L, 5B, 2FEULT, DAEYEEY XL LBEEESLOFES
IToTWBARZ &,

o ERGFEREE 2 EOVBTHMERET LRIZ 4 £ FOBERBREZE LTV
&, OB, 3FLU LR, RMBERIVBABER CORAEYEER ST AR
DERERMHEEIToTWNWBZ &,

@ BRENOERBFEREROKHIZONT

EEMEFREBIHETIEAEDPEB SN, MEACENLOBRED. A0 - &
EMEFRFNFROTER OCEMEICAT 2 EHRMt AEEERRE LERAORE
EE., ERFESPIITONSEFHINE-TWEZ L,

® BUWEA~DORIRIZONT

®-1 HERRERICEE Y 5 B4
%Eﬁ%ﬁ*%@iﬁ&@ﬁ%ﬁ%&btﬁf\24%@ SRR DT, Y HR Y
FREEEMRRIC VT, BERLZEERISG U TABREER O CT £ 0RIWER D& %

BERRBEORERPEBPICELN, EbICHRTREREEH R E-TNEZ L,




®-2 BEREEZECLIFEEFESINCET 5B ,

AR D S EMM R MR O AT A EREFEVRIERE=2 ) v 7
B eDEEREOR Y ) —=r 7 ETOERE LR E 6 TE 5F — 2EREHNE
BENTWSBZ L, 2B, BHEEEIZOWT, BABRE L EORKRICHFICEMINT
W3k,

®-3 BIERAOZERCHRMCELT

BlVEf (RIUEMRRBICM L, KB% - NB%K - EEO TR, BUEATR - FFFR2 - iF
MOBERSEE - BT4c - B LMERRE J5. BHEAEEE (RASHENEL. AREBRE). W
SRR (TRAMIEREE . PR SARES, BIBMAEREE) | | BUERA, &8 0 IRE,
s - BB RIRAE., Wide., BEOREEE (PHEMERPUERMAPE, BEHIEIRIE S
B SIATHE. FERMEL) . infusionreaction, fMZS - BN, EEMEIE. MiEEE
(5 « NU—EERS) | L. BEERMREE (GREME /MR EREER .
YRR, AR, EIEAIRES), EEOER. MIRERIEREE. BE) X
L. YR DTS EREEOSMEEA S 5 ERM & EE L BIEROBET-ORIR
L TEEROREZZITONIEMHICH B L) EHITHERAEDN TE D HHl
NESTWNWABZ &,



5. B#ExHmLsBE
[(FahiEicB+ 5 F=I1E]
O TROBEFCBOWTABDEDENRINATNS,
o BAALFEIERICHEE L TMB-High 2 83 51T - BROERE (B
BB EEE R B AR D)

723%., TMB-High 2B T3 ARF D2 RoF U BUERE L LT, RE4 -
FoundationOne CDx 3A/%7 J A7 0 7 7 A VAR I T3,

BREIZHTc> T, BEREOHTA FIA LV EORFTOBERESE D, £ITOWN
FRIEFIZ LD TMB REBE~OFER CHBEIZHV 2 RIEORRESRIC SN T
ERTHZ L,

@ TRRICHKYT 2 BEICKTTEAFNORE R OMERFEIC W T, AF OB IR
ML SN TRELT, FADBRERER L2522,
o FiFomBEE
o MOREBMEERI AL TRESNLARE

10



[Z&etEic B3 5 5H]
O TREEYTIBRFIOVTIEIAAORENERLE SHTWEI LD, REET
oL N
o AFIORSITH LIRBUEDBERED H B BE

© WRAIOIHEICIN T FRICEYST 5 BHIC OV T, AROR SRS L2y

A, OTEFRIRAE R 2VEAICRY , HECAKEZERT LI LEERTE D,

o BIEMEMEBROAHIIBEAED D 2 BFE

o MEEERE CHEE YR 5 RE R OTEBIE O BRSO RRA R
& DRI RIEME LR A B 5 BE

o HORERBROAH. XUTBMHERNRE L IERED B CAeEREDBERED
HDHEE

o EREBEE (EnHEREEELST) ObDBE

o EEORBREIIBEEEETHEE

«  ECOG Performance Status 3-4 &V D B3

(D ECOG @ Performance Status (PS)

Score | B

0 | 2<REREDHTES, BFALFALBEEEIHRZ2<ITX 2,

1 RAERICE LWEBIRIR SN 528, SITARET, BIEESE> TOERIATI LR TE D,
fl: BOWERE, EBEX

B CESOEDED O L IXTXTHRENMEERTERY, AFD 50%ULE~y FATRIT,

BoNzASOEOEY DI L LHATERY, BFO 50%UEEXy KT TBIT,

AW

2WMIRV, BHOEOEY DI LiZE TERY, TRy FAHFTBIT,
’ 11




6. BREICRLTEEITNEEH

O WXEZFCMZ, BHEREEE P REET 2 BRI E S S AR ORI R UNEER
RAODICLBERERE TSR L THOERTSZ &,

@ REBAMRIZES L, BENIIZOFRICEMER M aRIEEZ+oBHA L. RELZRF
TrbRETHZ L,

® EREMWEAO<RTI AL MIONT

BEMREER D bONDZERH 2D T, AFOREZHIZ-> Tk, FIEE
R (B8, FERREE, wsE) OmREOIE X BRECERS, B8+
SATHZ &, iz, HECRUTHEE CT, E~—bv—50mEL EHES
5k, '

infusion reaction 233 H N5 Z &M H B, infusionreaction RO HINTHEIT
X, EEIRABEITO & &b, EBRBEET S E TRAEOREEZ +SITBE
THILE, )

FORIREEREREE, TREAMEBEERVCRIBHBEEERHODONDZLB3H DD
T, AR OHF5EERT RO SR I EHIC N IERERE (TSH, B8k
T3, 5B T4, ACTH, M=z /VF Y —VEDREIE) 2EETHZ &,
BIERTSS, FFRE, SRS, e, BHEREARSbbbNE I L 2RHD
DT, FEIOFERMAATR OG5 HIE P iSO F#RERZE (AST. ALT,
y-GTP, Al-P, U LVEVEDRIE) ZEMTH I &,

SR (MEAR MY EHEERREZED) SOEERREERD bbiILD
TEMBHBDT, EHMICIROBREORELZHERTHZ L, £z, IROEFEM
BHLNEHAIE, B EREELZD T2 Lo BERRET L2 L,
AR OHBEIZ LY BEORERICICERT 5 & &2 b bHkx RRBORE
BDHLLNDZLENDH D, BENEDONEBAICHE, BRLEFZHIIS L
HFRR2 S RR A EFOEM & L CERENRZE 21TV, BEDRE
FOZ L BRI R RDON2BEITIE, AFIOREXIF I, RUBIBRER
NEVRIOBRESEEZERTAI L, 2B, BIBREFRNVELVOREICXVENE
R OBENBD bRRWEEITIE, BIBEREFRNVE VLS OREMHIF OEM
HbEETHZ L,

BREXRTE, ZEB»CEAFRR L THLEIERBRRT LI ENHDHTD,
AR OBEKRTHRICHOEWEAORBRIC+DICERTH 2L,

1 BUpERA (BUE 1 BUERAZ2 &) Abbbh, HRFEES TV F—v 2
KEARZERHAHOT, AE, Bl BHEOERORERLMAFFED EF I+
SEBTDHZ &, 1 BERRABEDNZEEICITREEZFLEL, AR ) V8
Ko\ ESOBEIRMEEITO Z &,

@ AF|OEEFRABRICIHB T, KEYNOTE-158 SRR CITRERAE1 S 1 ERIZ BRI T

&

o1 EEIT 12 BEZ S ICEDEOFMEEZITo TWeZ L 25EIL, AFRE

FIIEHRICERRE CHROEREZITO 2 &,

12
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