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4R # 1 EihMERAE (KEYNOTE-024 3RER) 48— (1 oEM)
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AHI 200 mg _—ﬁfﬂ%At’
Q3w P
(154 1) (*155%1 ’Eﬁf
MED? ] 10.3 6.0
(95%CD) (6.7, NE) (4.2, 6.2)
PFS* | ~Y— 0. 50
R (0. 37, _
(95%CI) 0. 68) —
P <0.001
BRIE NE NE
H —_— —_—
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) <0.001 | <0.001
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TR, FrHREESE ., BREES (RMEREH
BRE), NoIESE (TERKIEES, FRIR
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10%—6%07{:0
42— F 1 FEhERki& (KEYNOTE-002 3ER) 4= (& 1 DEM)
A2 | AKI10 | {LEHE
mg/kg | me/kg =
QW | QW |
(180 | (181 41) | (179 %)
1)
08 | HRi{E 13.4 14.7 11.0
[H] (11.0, | (11.3, (8.9,
(95%CI) | 16.4) 19.5) 13.8)
NPE—F| 0.86 0.74
He* (0.67, | (0.57, -
(95%CT) | 1.10) 0. 96)
P{E® | 0.1173 | 0.0106
PES™ | HE 2.9 2.9 2.7




[A]1 | (2.8, (2.8, (2.5,
(95%CT) | 3.8) 4.7) 2. 8)
AP—F | 0.57 0.50

He (0.45, | (0.39, -
(95%CT) | 0.73) | 0.64)
P {E" < <
0.0001 | 0.0001
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(95%CI) | 0.90) | 0.83)
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BSOS R EME 2 DR EEIC
RBEBHET>TWAHEER (FR274ET A
1 BHEA ;2538 H5R)
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BIfER (MEMMRRICMA, RB%k - EED
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1. 3UdI

EIEN OFHE: - REMOBFEOT-DIZE, BfTXESICESW-EIERHERIRD
biha, EbIT, IHEOREHEFTOESI LV, FUEERERD EOEF R EHRIERS
FEHELPERENATC, T bOEEMZRICNERBEICRET 22 LXERED
BME L o THEY REFMBEE & WA #2016 (% 28 426 A 2 HBERERE)
BWTh, EHNERNEDFERAOREHEERZRS Z & SN TS,

FHEERRFERRIL, BEERRE2E v 7 7 A VRBEGEOERER LA LR
RBTENDD, TOH, ARG T A ERS -SSR T IR TOM,
LW EHLOBELZMZT D 2 EBHFILABEIIH LTHEAT S L & I BIE
AARR LB SERYGE LB 2 LN —EOEG 2 T EFMEE CTHER
THZERNEETHD,

LMo T, KA FIA4 0 TiE, BBEEPINE TIRBELA TV S ELERSN -
PR R E-SE& | LT OEELORBE2EH2HEET DB D BRERESE, BX
FEUCBEFEHETT,

RB. BTA FI4 ik, WSIITEIEAERER ERESRE S, AREMEANER
BRIEE YA, —RAEMEA A RBRNBESRU—REEEA BALBES OBAO
HEMER LT,

W&l BRAEES ¥4 M—FAFEHE 20mg. ¥4 M—F 2TEHE 100 mg (—
4 RAT Y X7 (BEFHEBL)) '

L RAPRENRSE  BERIIEHAEO TR X ) A

AL 3AERUAR  EE. BAKE, 2a7v ) X<7 GEEFEKRZ) L LT 1
@] 200 mg % 3 WRIEIFE T 30 2 R0 TABR#ET 5,

# 3& K 5% ¥ % MSD M4t '




2. FHIORE. 1ERBRF

A R HHRFE20mg B 100 mg (—h%4 : RATn Y X< (BETHE
Z). BUF &AL v 3,.) ik, PD-1 (programmed cell death-1) &FD YV H ¥ FTh
% PD-L1 RU'PD-L2 & DA FEHEMETS. & MEIgG4 €/ 7 u—F A5 TH D,

PD-1 53 T Ml s S B AR 0 B3R B 1o DI B AR BRI 2 T/ R hls
AA wFC, PD-11E, BEEDREIZBNTEER T HiEoMERGIRER L, BOK
BEREEEUAVNELRRRAERISZHET 3, bbb, PD-1 RV T F&HE
BTAHZ LI VHESHFERKIC LDV /I VEERAICHET 2ZE K TH D, PD-LI
OEFHFCRBIT2RBBILTIN THAR ZL OBRAMB T THROBE 2L S
SRR L T D, PAMIRBICRITS PDL1 OEREIL, SRS, HEE.
FrAmfass, BNEE, JB/NMERRITE R & Ofs RRATTRARRTTH Y, EEFR
&@ﬁ%ﬁmﬁiénfwé

B DR ADERTF# & PD-L1 SEROFMBIEH S PD-1 & PD-L1 ORBIIERD
SERREHC W THERRBZE S Z EARRENTRY , Fil B AEROENL L
THREIh T3,

AFNE, PD-1 & PD-L1 RUPD-L2 O Y H Y FOFEAEZMETIZLITL Y., BE
BUNBE D OIEESRAIEESMET U 2SR EEE L &8 FUERAE > FEE T
5T L THIEBSE T RET S,

AF DRI ES BEORERINT X 5BHERSER H b, EEXITETIC
EDWREEREDH D, AFORETRUTRERITIE, BEOHREZLTSIITH, BENE
H b ICBEICIE, 88 LIcF&RITI U EMA ek L B & 0[BT L s L T
PRERIRHT 21TV HEORERIN L SRERBSEDR S BE T, RIBRERL
ELHIORESEOHEGZVEZTT I BLREEH D,



3. BREERGR : '
FREXIHMBEO TR DX Y R EORBRFICIME % 1T - = ERERRARD
' RAEE TR,

(%]
FEERILFE D 1EAB (KEYNOTE-087 #AER) _
BRI IR U U L oYERE (210 . BAAN 10 flEET) 0L
T3 20zm— b #FREIC, A7 200 mg 3 BRFRES OTHER TR
ahiz,
- HEE M BMRBHEEITERI, T YyRivd RRFUIBEREZITEE
#F (=&—hD
- HEEMEMREEIEEISETHY, o7 LryRivs RFFUITLBREE
e BE (aR—h2)
- BEEMBMABERITRIC, T ryxred RRFF AL AEE (—RibE
ERBFREO—RE LTOT L YFU~vT REF UL ARIREIIE E
2N BT TWARNEAE (aFR—F3)

2, EHEFHE CHREETIRD b mimaic, BRET LR TERSED by
HLOBERMIZEE LT 5 BE i, REILEOE BRI CREBETIRBDONLET
AR OB E LT EHZ EBRTREL S, TEEMER THI2EHE (HFT IWG
criteria (2007) (ZES < FRBIBIZX B5EL£ER (CR) XIEHaER (PR) 0FEIE)
BE1DOEBY Thote, 2ok, FRNCRESNABESZEDRIL. Wihoak—hb
20%ThHoTz,

#F1 HPHRME (KEYNOTE-087 3)

ag— b1 adk— k2 agk— b3

(6941) (814) (60%1)

SE2FEE (CR) 15 21.7 18 (22.2) 13 21.7)

- #5325 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) #2E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)
FHAASEE 3 (4.3) 2 (2.5) 0

#Z4h= (CR+PR) (%) 72.5 65.4 66.7
(95%{S T (60.4, 82.5) (54.0,75.7) (53.3, 78.3)




[Z2]
ERRIEFEE U ERER (KEYNOTE-087 #5%)
AETSITEBR KT 202/210 i (96.2%) (2588 HL, BIERIL 1447210 £ (68.6%)
R LN, BEHER UL LOREREIR20LEY ThHois,

&2 RERN S%IEORIER (Gt KRH)

BERIADE (SOC: System Organ Class) ﬁ;#ﬁg/g:

HAFE (PT: Preferred Term) 2108
{MedDRA/Y ver.19.0) % Cirade Grades 30LE
£EHER 144 (68.6) 23 (11.0)
TSRO S

S5 16 (1.6) 0 (0.0)

k. HEMMRBIE 6 61 (29%), KBk - EEOTHIZ 3 6] (1.4%), fiHERE

(XF 2« NU—EERE) X1 81 (0.5%). FHSERED 8 4l (3.8%), Bk
R 29 41 (13.8%) . fih 4% « BEECASRARAE b 2 451 (1.0%) . Infusion reaction F 17 {1 (8.1%) .
SEIERE 2 6] (1.0%) BRONMBRIE 1 ] (0.5%) TRHLhE, £, BEORK
JEMEE (FEHERERE., SN, EREES) . TEARERES, RITHRIERE,
| BB, BiEREE (RAETMEEERS) ., k. mEMRENE. Mk - BL,
Gl /IR HESRBER . IR MR U9RSEERBIIR D bhia o 1o,



4, HERIZHONT

BREMLE L THARERE (&FFE) PHBELRLTWAZ b, HikHELE
ECEETE AR THINER DD, TOLET, FHORENBERRE LN - 4
EL, FHOERGICI VERSREWERZRE LIRS T 2 Z L BUNERD, BT
DO~Q@DTATEMETHEBRICBWTERTIETH D,

O HaRiZoWT

@-1 "FED (1) ~ 5 OWVWThNCHRYTAHRTHIZ &,

(1) EAEFBRENIEEST HHNADRESILARRS EREFRS AR REEILSHERL.
MG A% A RS IR L SOREE, MUl AS A RSB 2 &) (ERL 2944 B 1 AIEA 1434
BEEs)

(2) ¥eEREERRE (ERR 2946 H 1 AR : 85 HERR)

(3) HEFREEREET P ADTEERR (BARFESIEERT. BARRER
BAmbt, DA RGEES R )

(4) HE(FIRIERBRE L, SRS 1 /e bR 2 oiEsk A%
WRBREHETo TV AR (ERE 2847 A 1 BRR : 2540 FERR)

(5) PiEMEERAS FEMEORREEI R 2 BHET > O 5HEaR (FRR 28 4 7
A 1 BREA : 1290 HERR

@2 HHRAOFOF Y EOERERURHERARRE ORI+ s &
BR & ErOEM (TEOWTINCEY T3 EM) 28, YR oFAIicE+ 3K
BEEFHL LTREBEShTWBZ &,

*

o [EENEFFRGE 2FEOGHIHEL KT Lz %BIZ 5 ELL EO R ABROBRTHEZTT
STWAZ e, 5h, 24P iR, BAEYFREEL X & LIZBRBERZOWEEZT
oTNHZ E,

o EASEFREE 2 FOPMIHEL KT LRI 4E LOBRBEREZE LTNDH T
. 9b. 3EL R, EHAAEMEREONRARMREL STRRLEEOTHE:
fToTWnazZ e, :

@ FENOEERFHEROGHIZONT

ERASHTHECEET 3 EIENEE S, MEAEMLOHBED, AP &
MR DB TR NEMISIT T B RS, A FESNRRE LI SA0oRE
B BERHONIITON AN ESTNB I L,




® FIEB~OHIZOWT
@-1 KRR 5 E Y

MEMREREOEERRWERBSRA LBz, 24 RREBEEHIO T, Yz
IGHERERRIC R VT, B LEEWERIZIE L TAREER T CT EORIER OEHII &
ELRREOCERBYAFIZELN, EhICHISTRERERIBE-TWA T &,

@2 EFNEHIC L 3 EEEIEIC BT B EM

BALBRCEDIFHNLERRCEEEZF T 2ERETEVSBIERE=F D7
EFEOREEROAT ) —=r TRITWERE LIFRE2 LT TE 2T — L ERERHE
HEhTWa L, 2B, BHHERIZSVWT, BABRE L ZOKRZHHICAMENT
WAz &,

@-3 BIfER OB RN LT

BER (MEHEMERICML, KB4k - EEOTH, ITHRERES, THERE (R
BREETRS .. AnUES (TEMEERES. TIRSEES. BIFHEES). 1
BRI, S DL, fhd - IRECPRIRE, R, ENOREEE (BERRRER
B, SR, ERRAEYS), infusion reaction, ¥ - BilKA, SIEMMIME, FhEEH
H (X7« A—EFEHS . DR, SRR SRR, EntEgh, R
FEEE) ot LT, BHERLEMEFRBEORMELF o EMEEE L (RBIfF
RAoEoxtGiclE L TRERUTZREEZZITONA&M4ICH A2 L) | EhiZiEglia
BRTE BEHAB-THBZ L,



5. BREN&ZLLHEE

(224t B 2 SH]

D FRCHST RBREICOVTIHARORERERL ShTVB D L0, BERT
bWk,
. FAOBSIR UBBREOREEOSH 5 B
o HRITERELTWAWEMOH A BE

@ WHBEIOFMICBNTTRICEY T2 BHIC 20T, FHORSIFHER QRN

B, MOBRFERERRNEFICRY ., EERFFZERT I L2EETE S,

o  MEHMMREBOSHIIBTEDCH 2 BHE

o MMEGRE CHEE R D 5 BH R UTEEE OB R itligd PrRgu iz
FOMCRERERSL DN D BE

«  ACREREBROAH. TBEMARE L IZHERED B CASRBORFERED
bHolBE

o [EBBHEE SLRHEBHEEEZED) 0b5HRE

*  ECOG Performance Status 3-4 ®EVDEH

[AzhE R 2]
O HFEEMBHRBEICIERE IR HEOBR IR EO T RHF DX Y &
NESF IO TAROESDER TSR TWS,

@ TRICEEY T IBE T EAD0EERUERFTECOWT, $ﬂ®ﬁﬁﬁﬁ
HLENTRLT, FRORENFLRLR,
»  ALFRERIGROBA,
o {OBUELEEEH] & OO,

D ECOG o Performance Status (PS)

Score ) EH

0 | 2<ME2<EHTES, FRAWEELRFEESHRRITZD,

PIRRIZ B LWISENIEHRIR S v B 38, STHRET, BIEREPHE- TOERIITI 22 H T 2.
ol BVEE, WS{ER

IRTETHEROEOEY O LT RTAEENERETELRY, RO 0% LI~y FATRIT,

|

ROENEHSDOHOEY DI L LATERY, BHO S0%E L2y FARTF BT,

w

<L Ty, BA0EDED 0D Pixel TERY, BREESy FOEFTRIT.

-




6. MEIZBLTHEETAAEHIE

O FHAESCnz, fERGEEE DL 2 BRSIC E S E AR OF R UHEIEE
BoOible WEREREF TSI EBRLTHBERTAZ &, _

@ GBERRMSICET DL, BEXIZOFBRICESERVERELHARAL,. REL2E
ThbiET5ZE,

@ ERAEAOCITAY MZOWT

« RHEHMWRERHobNS I LPHHOT, FROESFCHI»>Tid, TIHHE
W (BYlh, FEREEE, wE) OFEREUHE X MRECERS, B8+ 1+
ST H T L, Fhe, REEUTHE CT. LF<v—0—S0RELERT
5T &,

»  infusion reaction B3 LB = &A% B, infusion reaction 23528 L FAIC
X, WEIRAEERIT S & b, ERREET A TCREFORES -HITEE
TAHZL,

o FRBBEREERSLDNAZENHDIOT, Zliﬁllwﬁir‘rﬁﬁﬁ’ﬁﬁﬁ&tﬂﬁﬁﬁﬁ 5]
FIXERRIC IR IREEREIREE (TSH, UEHE T3, #EEE T4 LoRE) 2FEHET D
&,

o JFHEEREERH LDLRA T LB H DO T, AFOBREHENECESEHERIT
EHIRI FREERAE (AST. ALT, y-GTP. Al-P, EUAEVEDRIE) %%
TAZE,

o REIER MRPREWNIEEREREZSD) SOEERREERHLDNS
ZEBBHHOT, EHNCIROREOEER2HERTHI L, £, IRORER
RODNEGEAICIE, B EREEE2S2 73X 8F=HEETHZ L,

o FAOEEIZLY, BEOCRERIKIZERET 3 L& 2 b ok REBOMRFE
BrobhdIdbd, EEFNEDONEREICE, BRLEBRIOGUR
BP9 sk & R 2 -0 [E M & L CEEIRESIZE 21TV, BE0fE
ik L HRHWERBRELN 2B, AR OKEEHIE, RUORIBERE R
NEVRIOBREER2EZERTEZ L, BB, BIBEERLVEYOREIZL VAIE
RAOBERRD b WGaIik, BIBEERNVE U OEEIRF BN
LEETHZ L.

o BERTE, ZoARMOOEIAZBB L THLEERARREESAZ LBHEED,
FAOERE#RTRICLEHEAORRIZHAIRERTS 2 &,

« 1 EMRRE (B 1 BERRESD) BXHbbh, ERHEES TV F—T R
WKEDZLBEHDOT, A, Bl. BHEOERORBRLMEHRO LRI+
SEETHZ L, 1 BEREREDPI - HESICRBEEZTIEL, AR Y 3
Flo5EDENLAEEZFITO Z &,

@ FHOHERBRIZBWT, B5MEID 12 BIZ L IZHMEORMEZ{ToTWED

L EBEBIC, AFEREPIIEHICESRE CHREOEREITIZ &,



REERHEETA FFA
RATu ) X+ (BrTHEZ)
(R5E4 : ¥4 MA—F ABEHE 20 mg, ¥4 M —F EFHE 100 mg)

~ /NN L ~

SER29FE2H (B2 91 1 AKED
B4 EE



B

B

AF| ORI, 1ERBF

B PR AR

)ik (e AN
BEXMGRELRIEE
BREICELTEE T REFHH

Sk W=

P2
P3
P4
P10
P12
P14



1. B

EEROFLM: - ZLMEOMHROT- DT, BASCESICESWIEBIERERSKD
bhd, &b, IMFEOREEFOEINC L D | FUREIRS 2 & OSSEa B 1R
FEELBEKBENDITTC, TR HOEERZEIHELBEICEMLT I 2 L BIHED
Y o TRV RFHMBEE L SEOEARTTE 2016 (L 28 426 H 2 A MRIEE)
WWBWTH, EENERLEDHEHORBIHEELRBZ & L ERTV3,

THREREFEERL, BRERRELE v 7 7 A VPBRGFEOEELEALNICR
RAHBZEDBHD, IO, FOERCEESMIZEAT HERS-AEHT 5 E oM.
WHEHAOBREZM ST A2 L AHFEhABEICH LTHEATS L &b, BIiE
FIDRE Ui BRIc RERMIG S & 2 2 E BATER—EOEM 2 M T EFREEE CHER
THZLHREETHD, ’

LIedSaT, AHA B4 T, RBERERLINE TGO TV AEFEFHY -
PR R RS & UTOERSORERERZHET A D RERENR, B2
FRUBEEEETRT,

B, KHA T A 4L, MM TEIEAER L ERBSERAEME. ARTHAEANEER
FRIEE S, — A AARRERNRIES, FFEFETFEEEA R AR LT
—iR A A AR ESOB DS LB L,

WBLRDERELS  FA MA—FEFHEHE 20 mg, ¥4 M—F JHFHE 100 mg (—
B4 NAT ) Xw7 (BiEFEgz))

HELRAPENIHE : PD-L1 B0 BIBRATRREST - BROIE/ NI

HBLRAMEROAR BE. AL, RAa7 ) X< (HEETHEEL) LT 1
[B] 200mg % 3 R T 30 ST TREHET S,

Bl ¥ R ¥ % MSD #aiatt




2. BHIOFE. ERBF

A FA—FERHEE20mg RO 100 mg (—f4 - RATn Y <7 (EiETH#H#
Z). BT T&Hl & 5,) i, PD-1 (programmed cell death-1) &ZD V) H> FTh
% PD-L1 RTFPD-L2 & OB EERETZ. & MeigGs £/ 7 v —FAHiEThHD,

PD-1 81 T AR s i BE R 2 Dk 2 7o D2 Hs ARIIARFIF ¢ 5 /e fafeflE
24 v FTC, PD-1 i, BEDREIZRBOCEEE T flaoMaFEmicwE L, BoA
ERISE2 SUANEILBRR ARG EHET 5, $4bh, PD-1 Y F FER
BT BT LILLVAREZREICL 5 VI EERAICHET 22 A Th D, PDLI
OEFHEZ BT HEBITLTHTHIB. ZL OPAHMB T THROBE M2 3
FEEBREICERLTWS, BARMICEIT S PD-L1 OEFEEIL, BHllaE, R,
FrAafass, SHBE. JE/ M2 EOx BB ATTRRABRRTFTHY , BEFR
& OMBMERRE IR TS, '

BEOBADEERNTH# & PD-L1 BEHOMEMEN S . PD-1 & PD-L1 ORKITERED
GEEREIC BV TEERBREZE S Z L RRBENTEY  HFeRBABEROEN L L
THFERTWD,

AFX, PD-1 & PD-L1 RU'PD-L2 O ) Hy FOFEEEEETAZ LicL Y, BE
PR OEESF ROMIREEM T U o SSREE L S FUEERE L LT
DT L THERESRERET S,

FHDERBFICE S BEOCRESIC X HRERENSH b bi, EEIETIC
ZLWREMERH D, FRDOREGTRTERSRICIE, BEOESEE 2TV, BERR
B HITAERITIE, BER UL FSRITS UM b R o= & B LT
DIRENBE 21TV BEORENSC X SRIERARDI D BEITIE. BIERERNV
T RORGEOHERMBEZIT 5 LERDH D,



3. BRIRAR
PD-L1 [BAE D EIREARE AR ELT - B-R O FE/ NI OFGRRAZ T 2 1T o To 72 BEERR
BORBEETRT,

[H%hiE]

OEELFFEMIERER (KEYNOTE-024 A5R)
(LSRR O 72V EGFR B FERBEM, ALK B4 B{EFE4R O PD-LI B (PD-L1
HRE LBEMIAN D BEE (BT ITPS) W1 5,.) 250%) "OEIERFEERETT -
BEROHNFIIEMESA (30561, BAN40AEZET) xR, A 200 mg 3 BH
HIREE S OB/ SR RSN, 77 FFEHAE S ERLERE (BT soc) &
WH,) EFREE LTRE SR, 28, B CREETIRD bhZBE, &
BT 2R HERAFED bRV EOBRMIZEZE L TV 5 BE T, KEILIFEOE#
T THRBETHRD b2 TAROEE 2 HHIT 5 = & BRE L Shic, FEIHE
W H A IR (LT TPRS) &\ 3,), BIRFHEE B 132478 (BT Tos)
vy, LER, FANETT F AR ST R L B LT, PFS, RU0S (H
BT 2 AEBICER L.

* ooy A=A UBE L U CEERFRR STV A PD-L1 IHC 22C3 pharmDx [#3] #AV Tk

EEhl-.
Fz1 ARG (KEYNOTE-024 35k
A 200 mg Q3W 77 fjféﬁj Al
(154 ) e
(151 #1)
@ (A 10.3 6.0
(95%CI) (6.7, NE) {4.2,6.2)
PFS™ NP K2 0.50
(95%C) (0.37, 0.68) —
p{E" <0.001
Hsefii [A] NE -NE
(95%CI) (NE, NE) (9.4, NE)
os™ ANH— FH 0.60
(95%CI) (0.41, 0.89) -
P {#" 0.005

CI: {E4EXRE. NE: #EEART., *1 : RECIST ¥ FF 4 > 1.1 iz IS Wi g iE, *2 :
BRIl Cox Y — FEFNVIZ LB S F IR 2 &bk L OEk, *3: ey
Sy IWIE, * PRBIRFOT—F (2006 5H9AD v A7




100 P
90
80 1

€70+

B 60

& 50

B 40 -

§3°t
20 -
10 -

0 3 6 9 12 15 18
at skt RATLSERIA]

FRN200mg Q3IW 154 104 89 44 22 3 1
TISFIRAESUERE 151 Q9 70 18 9 Y I

FREIT & B PFS OB R OKaplan-Meierfli#E (PD-L1EEME: (=50%) o #EER)

100 7T
90
30 |
70 ]

£ 60 7
# 50
15 40+
30 |
20 7 — sm200mg QAW
107 weme TSFImmMESCILYSE

0 S r 7 T

0 3 6 e 12 15 18 21
at risk¥ &R L]

ER200mg QAW 154 136 121 82 39 1 2
JIFIRRESOEE 151 123 106 64 34 7 1
OS O THRHIBF OKaplan-Meierfiit (PD-L1EE{E (=50%) OBEEEM)

oo



QEMLFSE I /IIFHRE (KEYNOTE-010 #5R)
75 FF R S e LR 2475 PD-L1 BE (TPS=1%) 2 DY RE R HEAT -
BROIINIEFERE (1,033 41, BN flxETe) ZxEIT, &4 2 mgke 318
RS E T 10 mgke 3 WRMREREOGMERVCESER, Fed A Kki®
(LT TDoc) &vv5,) XM E LTHRFIahE, b, ERFM TREETHRD
LN HEI, KBET 2R TERSERD D RWVEOBRIZEE LTV 5 BE T,
REIA RO ERFHE CREETIRD b D X TARIORSMEZ lfe & Sk, TF
SEAMRTE B 43 OS RUIPFS & &h, AAIIDOC LH# LT, 08 28 BICER L,

*1 : EGFR @ T ERBEX T ALK EBETHEOBRE T, 777 A2 bFRIEIC LD
IAEEEEIC L., R Eh EGFR FASEER XiT ALK MEEA 26+ A fIENEERIC L 2 RhEE
FETHRENEBANDRI,

*2 : PD-L1IHC 22C3 pharmDx [ 22| OFESR v FEBWTHRE SN,

Fz2 HHEEE (KEYNOTE-010 RAgk)

AH 2 mg/kg AF] 10 mg/kg K Z Xl
Q3W Q3W

(344 #1) (346 1) (343 1)

0S | &gfl [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)

A — T 0.71 0.61
(95%CH) (0.58, 0.88) (0.49, 0.75) —
P i <0.001 <0.001

Cl: EHEEM. *1 : B3 Cox leffil¥— REFAMIZ LD FEX AL OE, *2: @R
arS U IRE

100
90 - e A 2 pfRE QBW
80 _: " wawee s A 10mp/kg QIW
70 ] —_— el
£ 60- |
50 - : Hisig,
Emi sl LA
e PIE IR K
30
20 U]
10 1
0 e . ; .
0 B 10 156 20 25
at riska% £FEmMIB]
## 2mg/kg QG3W 344 259 115 49 12 0
F#10mg/kg Q3W 346 255 124 56 6 o
FEF+EIL 343 212 79 33 1 a

0S OBAFRITHED Kaplan-Meier it (PD-L1 [BiE (21%) oﬁ%ﬁﬁﬂ)
6



[Zz4tk]
OEFELL R F AT (KEYNOTE-024 3ER)
FEEHZIIARKIRE 148/154 B (96.1%) KU SOC & 145/150 f5il (96.7%) 1Z@BD b,
BB L ORRBEERTETERAVWEEFERIT., ThTh 13154 Fl (73.4%) RO
135/150 i (90.0%) @B bz, W OB TRERR s%L,u:co@H’Em RTF&RD

RV Thotk,
#£3 WThHORTRERN %L LORWER (iR Em)
FERIRAHE (SOC: System HlE (%)
Organ Class) ZAF B SOC#
HAFE (PT: Preferred Term) 15481 1501
(MedDRA ver.19.0) £ Grade Grade 350 E £ Grade Grade 351 E
2BIEM 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
BB LY RS i
#in 8 (5.2) 3 1.9) 29 (19.3)
" AMEREAE I (0.6) 0 2 (1.3)
Rk IE 1 (0.6) 20 (13.3)
JillfMﬁﬁJ?ﬁ
DGR
Rk I e T 11 (7.1 0 0 0
RS TE 12 (7.8) 0 1 0.7) 0
ﬁﬁ%ﬁ% il S e

B
TH
B
APk

7T —-E%)Jﬂ

FTRARGELBT I b 8 (5.2) 2 (13 5 (3.3) 0

5w AT x5 —¥HN

M V7 s =8 3 {1.9) 0 15 (10.0 1 0.7

R -0 0 20 (13.3) 6 4.0)

toANREEA 0 0 18 (12.0) 9 (6.0)
0 16 (10.7) 3 2.0)

__BEREA 1 0.5)

CEEB IUE TS o
B E5E 0 0 12 (8.0)

0
HIEER [} 5.2) 0 1 0.7 0
F IHEE 12 (7.8) 0 3 (2.0) 0
e 11 (7.1) 1 (0.6) 3 (2.0) 0




7285, ARBECRIEMEIREIL O #l (5.8%) . KiBK - EEOTHNIX 8 ] (5.2%) .
WREE (T NU—EREE) 1224 (1.3%) . FF#EEERT 2246 (143%) .
R B RERE I3 21 ] (13.6%) . TIRACHEREREEIT 1 41 (0.6%) . 1 BUBEIREIL 1 4
(0.6%) . BHEEEE (RATHEEBRSE) 1216 (0.6%) . FERIT 161 (0.6%) |
2% « REEUERIARE X 1 1 (0.6%) K (X infusion reaction iX 5 il (3.2%) TR bhi,
7, BEOHBEE (RSHEREGRER, SWAH, SERAEES . BITHEREE.
AR MEAE, 2% - BfEZE, B E DER, DMFR. AN/ MRIFAEREIN, Bl
B M & OFREFHRBIIRD bheh ol

@EEILF S T/MFHRER (KEYNOTE-010 #3%R)

HEFEIT 2 mgke Q3W B 331/339 4l (97.6%) . 10 mg/kg Q3W B 330/343 £l (96.2%)
EU'DOC BE297/309 #l (96.1%) 3R b, RREL 0RRBPEIETETE2WEE
&I, FhEh 215339 ] (63.4%) . 226/343 il (65.9%) ETF 251/309 4 (81.2%)
KD bhic, WP OB TREREN SBULORERIZTEDEBY Thol,



£4 WThDOF CRERY 5% EORIER (GZStEMRITHRIEM)

FERXSME (SOC: System Fid (%)
Organ Class) 2 mg/kg Q3W I 10 mgfkg Q3W T DOC#
EHKZE (PT: Preferred Term) 3394 3434 30945
(MedDRA ver.18.0) £ Grade Grade 3ELE % Grade Grade 38LE 4 Grade Grade 384 L
2RHER 215 (63.4) 43 (127) 226 (65 9) 35 _(t6. 0) 251 (81 2) 109 (353)
LRI LU 2 SRR E o =

&1 10 (29 "'('('1;95)"""1"4 @n 1“ ©3) 4 (29 5 (16).‘
ﬂqﬂﬁmviﬁ _ 1 @3 0 1_(03) 0 44 (142) 33 (123)_:

45 (14:6)

43 (13.9)
35 (11.3)
76 (24.6)
21 (6.8)
IR B . , 24 (18
. B EREE
B LU REE

AR 46 (13.6) 3 (09) 33 (96) 1 (03) 49 (159) 3 (1.0)
ERERIUESHESE o E -
BEE

AW

CRERE .
FE = 2 — T — 2 (0.6) 0 3 X
SBRRE 3 (0.9) 0 3 (.

1

(0.3)

09 . .
& D EE 25 (74) 32 (93) 0 3 (16 1 (03)
R 20 (8.6) 1 (0.3} 44 (128) 1 (03) 14 (4.5 0

7233, 2 mg/kg Q3W BER TR 10 mg/kg Q3W HETEILEN, FIEEMREL 15 # (4.4%)
B4 41%) . KR - EEOTHIZSF (1.5%) BRO26] (06%) . HEDOK
RS (BEHEIRERE, SRS, FREES) 13 14 (03%) kU1 # (03%) .
FHREEEE (FT72 « NL—EERSE) 132 61 (06%) RT3 6 (09%) . FssERES
1323 Bl (6.8%) U 22 1 (6.4%) . HURARHSEEEREE 1T 32 ] (9.4%) K Ur 35 #1 (10.2%) .
THREBEREIE 1 03%) RU1H (03%) . BIFSERET 26 0.6%) RUI
F (0.3%) . 1 BUFERIAEIEL 1 41 (0.3%) BO24 (0.6%) . BHEEE (RMEMEHE
BWRE) X450 (12%) RUOF, BERIE 1A (0.3%) KO0 Fl. fFdk - Sz
SEIX 1 (0.3%) ETRO0 ., infusion reaction }X 2 il (0.6%) RUOr6 il (1.7%) T3EH
vk, i, EREMGENE, Bk - MER, S8 OBEE, Ok, mEEi/MRED
PESRBIA, IRMAEE I & UFRIERRBHIAD bz o Tz,



4. HERITONT

RN L UTHERARERE (S0FE) SBRELATHIZ 20 b, YHELHEY
CEBETEX ARRTHBMERD S, TOLT, FROBRSNED2RBEEZDE - FE
L., AL & 0 BEELEWER BB LBRISHRT 2 Z L NSERICD, UTFO
O~@DT R CEMIETHRRICBNTHERATIETH D,

O HSE|RIzHOWNT

@1 FRE® (1) ~ 5) DWTNIHRIETHIHR THDEZ &,

() EAEBEHKEIEET 2 BABHELIAFHRS (FEI IR AR IRNEREILR L.
HUAS A RSP L SR, MU AR L) (B 204F4 5 1 AERR 1434
Mag%)

(2) ¥rEeEmb: (K294 6 A 1 AEFA : 85 Higk)

(3) FHEMFRMENEET I NARHREESREE (BARFEER &R, BSABRIE
WBERE, A BEEEEHERER L)

(4 bR TRE L. SSb3EEINE 1 Ak b2 RENHA 2 Ok i
AR R ETo T SiEak CERK 2847 H 1 BRFAL © 2540 figk

) FEMEERAS EFEMEORKREEICGR D BHEIT> TV AHisR (ERL 28 4 7
A 1 BHFEA : 1290 #agk

@2 MEOLFRERVEWERRRIFOR IS 37258 & BRE R OEM (TRO
W T AEM) A, YESEROFFICE T IRROEEE L LTRESH
TWaI k.

=

o ENiGRHEEE EOTRIFHER KT LRI 5 EU LR ATEROBERIHEZT
STWABLE, Ib, 28 EiE, RAEWREL L LEERIEESOTEEZTT
7:‘:'911/‘5 Z ko

o  EffGREE 2EOHMIHERRT Lz RIZ4 FU ELOBKREREZFLTWAHZ
ko 9 b, 3EL R, MEORAEYEEE SRR FEOBRKIHEZIT> T
WAz,

@ BENOEXRMEREBEOEFHIZOWT ,
EESFERFHICEETIEEEDNRESh, MEMENDOFRER., A - T4
MR E R OB E R DCEMS T 2 5 RIRE, AEFRBRELLEAOREHE
%, ERFERLThRAHHBIE-TVD I L,

10




@ BHER~OHRIZDWT

@-1 HERRfH 1z BT 3 B4

MEMREBREOER RIS TEAE UEEIT, 24 FERIRIRERO T, Ykt it
BHEMERRIC BV T, BB UABERIZE U TARETER ) CT £ORIEA OERIC HEE
RREOERAY AFIELN, ELICHISTERFHBESTWEZ L,

@-2 EREEEITLA3FEFSNICETEMSG

WAL ZHEMMRNEECEREEZE T IEEREENEHERAT =4 ) 7%
EDIEROAY ) = T RITWERE L FR 2 I0F T 37— A ERER P ER
EhTWaZ k, 2B, BiEEEIzOWT, PABRF L ZOFRICHHICARERLTY
5T &,

®@-3 BHER OB TCHRIZE LT

BIEA (MEEMRARCmA, KIBK - EE{@T%] ﬂﬂ% . BT (Rrﬁﬂm
MEMERERS) . NoREE (TERABRERS. FHRRERE E . RIE#EESR.
FERIR. 5 D%, K - AEURRARE., ﬁiﬁ\ EEDOKME IF‘%: (ﬁlﬁ*ﬁﬂﬁﬁﬁﬁfﬁﬂ%\
EIALEE, BURHEHS), infusion reaction, Jhi%k - #iEAK, EIEMEIE, REEE (¥
TV N L—fEERES) . DR, SEMEN/MRBAEREE, BhiEEgn, REFEE
£) R UT, YR TR E R OS2 AT D EMEEE L EIEROZ
Brest i B L TSR UEE2ZT A4S 2 L) | HHITETRAENT

E DIERIPESTNB T L,

11



5 W5l nBE
[Z2tEicEd 5EH]
O TREEYTHIBRFIOVTHEERFORERER L SN TNH 2D BEET
bianz &,
o FROES R LEBIEDOBEREOH 5 BE
o ERMIHTELTWATREMOH 5 BE

@ BFATOFTMICB T TRICHES T BF I 20T, FRloRS IR I vy

A, MOBFEBRESRWEGAICRY . BEKARZERTLIZLZERTE 5,

s MEMEWRBOAHIEIGEOHDEE

o S EGRE CRER 2RO 5 EE R EEE O BRGSO R T 2
LOMCRIEHERERHABNDHBE

o HOHERBOAGE TEMALFE L ITFERED H CRERBOBEERO
HHBE -

o [EESRSEEGEM BB HEES L) 0bhDEE

s ECOG Performance Status 3-4 &V D&

[(Hfkic B4 53]
O TROBZFRZBVWTAROFPENRES LTV,
o {LEHGEEORV, EGFR BETEREME, ALK @A&RETFIRERT PDL]
Wik (TPS=50%) DYIERREE/MEIT - RO/l EE
o  FSFFRREZETEFEREREYHE TS PD-L1 Bt (TPS21%) OHIERFRER
AT - BROFNEKEERE (7ok, EGFR B{ETERBMENIT ALK @&
BEFEEOBRE T, £AFN EGFR Fr ¥ % —¥HEA T ALK F
Ca v —YRERORKEE AT LEBHF)
235, TPSIIATrY X< (BEFH#R) Oar =42 ((RE4
PD-L1THC 22C3 pharmDx [ =] ) ZAWTHIET S Z &,

@ TRICHYT2EFICHT 25 ORERCERFEIZOWTIE, FFOFHHESR
L R SNTBLT., FHlOEEARE 2BV,

o TR EERE,

o fLoOPURMEEEH & OB,

@D ECOG @ Performance Status (PS)

Score EH

0 | 2<{BEREHTES, BRIEALIEERVPRIRL<ITR S,

PERICH LVEBIIRIR S h 385, BMTARET, BERCE - TOERITI LN TE S,
#l - |OFES, TR

FATECASOFOE Y O - LT THELHMEERTERY. BFO S0%EL R~y FATRITT,

BohEo0H0RVOI L LvCEn, BRo50% EE2<y FAJFTTRIT.

(b

£LBiFRYy, BAOHFORY O e TEL, B2y FAHTTRIT,

12




@ MERETA FF 4 (AFEEFSE B8V T, ECOG Performance Status 0~1
@D 75 850 k., X% ECOG Performance Status 2 %0 DB Tid, %3 S
# (FE&FENM%E) OBARSSMERINTEY, 77 F Ao FAHEEEX
EWZDER SRV —AB 55, LPREBEZATI2REFRERTHE.
5 F BB ORMIERI R & b E 3 AHHEA COBRKREL T2 8E 0BV
Tk, AROEE2EFTE S,

13



6. HEZBELTBETREHF

O BACEZICML, BERFEEE ST 2 EREICESE FH ORI R OB IERE
RAObicLERERETDICEBEL THLERTZ L,

@ IRERMEAICET D, BEMNIXFOFEBRICEDERERIEEZ TOBRTAL, MELXE
ThbiEdari &,

@ FREWERAOD<=FRT A Mo T

WEMERER L ODNE I EBHED0T, FFHOHFEIZHI-> ThL, PIHE
R (auh, FEERSE, S OMREUIES X fRECERS. BEgt1
SIS L, it\M%KEUT%%(H,m%?wﬁﬁ%mﬁﬁ%iﬁT
BT &,

infusion reaction 8% b A = LA H 5, infusion reaction 2352 b -HGE
m\ﬁﬂt@%%ﬁoaa%h\r&mﬁﬁféirﬁﬁokﬁE+ﬁkﬁ%
FTBHT &,

R EREREE D 5 d Z L BH 50T, A O# SRR U &SR
PR ESIC FERIRERERE (TSH. Wl T3, ¥ T4 FORE) &RET S
halp

FREEERH LA Z L BHA0T, AFORERATIRCREMEFIX
EHIRICIFEERE (AST. ALT, y-GTP, AlP, VU ALV EORE) 2 Ek
THILE,

RY5F%k (IIPARUMIEEFHEELEZ ) SOHEERIREEND DD
TERBHLIOT, EHMHICIROREOFESHRTIZ L, £, ROREHR
BDHOLNLESITIE, HOHERBEEZSR I L OBFERETI L,
FRIOBEIZ LY BEOKERNCERT 3 &2 b bike 2RABCHE
Bhobbhadaitdibhs, BEIRDONERESIZE., BRELULEERIIGLL
HFE 7 A L BB E O EN L U CEE R ERNRZE 1T, ME O

. FSC X ARMER SRR A HEI0E. AR OWEE I L, R URIBRE SR

NEVRIORSEPERTHIE, 2B, RBRERVEOREIZLVEIE
AOYERRD HRAWESITE. BIBRERNE S ORENRF OB
LEETLHZ L,

BEHTH, BoREALH ARA L ThHRERABRET I Z L NH D0,
FROBRERTRICHEERORRITHICERTBEZ L,

1 BUBEERS (I | BIERBR A2 ST Bbbbh, ERFES TV F— R
KEBZERHBOT, 0E, B, IEHEOEROFERSLMEHED LAIZ+
SEETITE, | BERFAEDNEEEIIIREEZPEL, AR Y 8
HoOBMSEOHEIRAEEITI Z L,

@ FHOHKERABRICIEW T, RSN D 9BH, LR, H55HMAPE 1 FH
V3 EE SRR T 2L ICHEIMEOFME 21T o TV e 2 & BB, FHlREGITEH
B IR A TR OERZITO Z &,
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BREEREETA R4 v
Rha7u Y =T GBIEFHEBZ)
(R4 : %4 M—F SEHE 20 mg, ¥4 b A — SFEE 100 mg)
~ B A~

TRR2 928 (ER2 941 1 AKED
B A A



B&

LB

AR OF. ERBF
ERER AR

it e AN
BERRL2DEE

AN S i A e

BECBELTEE I ~NEFEH

P2
P3
P4
P11
P13
P14



1. Ui

EIMOF NN « B2 ORFROT- DI, BRASTESICESWEEERFERIKD
bbb, bz, EEORFEHFOESIZ LY, IAREERL R & OEFHNZIHRIERR
FEEMVPRRBENAIHC, ZhboDEEMTEICVLERBFICEEST 22 L BNHRED
AL Ao TEY BRFMEGEE L R 0EARSET 2016 (k28 426 A 2 HERIE)
RBWTY, EHMERMEOEROREEEZHZZ L EENTWS,

YRR ERRL, BEERRE2E 0 7 s A VERECERG LA LM
RABZLEBEHB, T0iH, FEMRUCREEIZCET IHRAH0ERT 5 E TOR.
UHEKROREL R BT B L NYHSNABRFIR LTHATS & L bz, BlHE
FAMNREB U B LERIRE & B2 B —EOEFEWN i TERBRE TR
TAZLEPEETHD,

LR oT, A FT4 0T, BREESINE TGN TW ARSI -
MRS, LTOERROFRBRFEREFHET IBEANDLEREN, X
FROCEBFEEETRT,

BB, AHA BT A ik, FNLITEE AN ERES RS GRS, ASMEARAR
MEERIEE S, —ixtEHEA B ABEEARES R UARAFEAN B RRFRESOW A
Db EEH L,

WBRLRAERER ¥4 M—FERHE20mg, ¥4 M—F AHFHE 100 mg (—
g - RA7 e v (BIEFHEEL))
B RATRIEAS  RISUIBRARE R B RARE
HpLRAPERCRE 8. BARR, a7 n ) Xv7 EETHEL) LT 1
© [El2mgkg (KE) % 3 ERRBRET 30 20 TREHET 5,
B 3& IR & ¥ F  MSD#RaTt




2. FH|OKE. fERERF

¥A PA—FRREHE20 mg R 100 mg (—i4 - NAT7n ) =7 (@i
Z). LT THEAI Lv5,) k. PD-1 (programmed cell death-1) & FDV H > FTh
% PD-L1 KUFPD-L2 & OFEGEEEENET 5.t MEIgG4 £/ 7 u—FAHETH S,

PD-1 SR T MRS AR s Bk B 1o DIZ S ARSI A B /e s s il
AA o F T, PD-1 i, EEREARIEISVYTIESER T MlsoMisRkmicE L, HER
EREEEOANEHRR 2 AERISEHET 2, bbb, PD-1 BRY VT FERE
ETBZ LIV RFESAERICL D S INVEELRICHET 2254k TH S, PDLI

EFEIZBIT 2RBBUTDTHTHEIB. EL OBAMBTIA T MiaOHE 2M2 5
BEEERIEBERL TS, BAMRIEBITS PD-L] OFERBL, BHlas, s,
JFHAas. BREUR. JENVERGRS OKA RBATTRARBRRFTHY . BV EFERY
OHEERREERL TV S,

BEORADEKRIT# & PD-L1 EHROMEEN S PD-1 & PD-L1 ORKITEED
R BV THEERREIZHE D Z LRI T Fie 2B ARBEOERME L
THfFEh T3,

L, PD-1 & PD-L1 R UXPDL2 OF U > }~ DFEEERETIZ LiCX Y, B
P/NBREE R OIS BRI SN T U R EE ML &% MIEE RS 2 BEEt by
5 & THIBRESR R T D,

AHDERBFICE S BEOHRERIGIC X 2BWERER H b, EEIFETIC
ELRMLRH D, AFOREPRECRERIZIE, BEOBEL 4TV, REPR
B ORI EITE, R UCERIIS U FHahmik & BRE R DEM & EE LT
DRENRZE 2TV, BEORERIGC L ZEHEAREDN D HEIIL, BIRRERL
EURIOBREEORE)RILEETT O LBEH D,



3. BERPkpRAE
BRI BRTA R B REAEOEKRBFFCFHN 21T o L ERBRRBR OB LT,

[FhE]
OEFE I b A (KEYNOTE-041 k)
{EFHHERORVWXIZA V) AT (BETHERL) CT AV AwT7] 2103,)
FEERV2 LUAVETOFRERYH T ARBTRTELEMEAIEEE 42§
(MR 37 4) 23z, AH 2 mgke 3 BREER GIT TQwl £WvW3,)
BEDOEPER CEEERRN SN, 2B, BN CRRBETRED b G EI.
KRBT 2 R TIER AR D bR W EDEKRMICEE LTV 5 AE T, REILIEOE
BN TREETIBRDOND E THEORGE{HET 5 Z L BEEL Shik, EEF
EE Tdh HEHRIRECIST HA K7 A ¥ L1 RICES < PRBIER L 55823550 (CR)
XiEaFES (PR)] I, 24% (95%EHHER : 12~41) Thoto, B, FHICRE
L7-BHE 10%Tho T,

@ E T RS (KEYNOTE-002 )

ALY AT X BERELE T HREDBRTFELESRECERE T HRIT, 4 2
mg/kg Q3W B 5K T 10 mg/kg QAW 5 DFMER RN, (LFHRE (F AT
V. TESRIR, ANRTIF, RV EXFEAEINRSSF o+ 7 ) 5%
T, BT MICC Bl &vH,) #BE LTRE SN, 2B, EHEE M CREET
BERD LN HAR, REBET 2R TIERVBHED bW EOBRENIZEZEEL TN A A
H TR, REBEOEGIE CREETARD DN ECAROBREZHETAZ &M
wEEE Shiz, FEFMEHIILETFHR (0S) RUMENEATELRM (PFS) & &h.
AENIFFE L B LT, PFS 2/ BICERE L,

#1 AN (KEYNOTE-002 AER)

#H 2 mg/kg AF 10 mg/kg T
Q3W Q3W
(180 i) (181 #1) (179 1)
0s | #fiE [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
Y= R 0.86 0.74
(95%C1) (0.67, 1.10) (0.57, 0.96) —
p g™ 0.1173 0.0106
PFS™ | drsefii [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NP — R 0.57 0.50
(95%CI) {0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

CI:EHHERM. #1: RECIST HA FJ A > 1.1 RS < B iapl ER CRIEEME I & 5550,
*2: BRI Cox Il — FEFMC L DEFEREL OB, 3 @hln /5 7HRE

4




100 -
90 -
80-_

50 \\
4 40 ““\..\h

e M 2mgikg Q3W
— g kg QIW

707 \\ — et
£ 60 .

30 ] =

20 S8

10

1 P ——
0 3 6 9 12 15 18 21 24 27 30 33 36
at riski% &179m (A]
FH 2mg/kg Q3W 180 131 S5 70 61 n o
sMiomg/kg @3W 181 138 99 79 67 12 0
{L¥EREE 179 115 80 60 48 9 o
0S ® Kaplan-Meier i

Ppe——

0 ] 1 [} [ 1 1 1
0 2 4 6 8 10 12 14
at risk® mmn (A1
FM2mg/kg QW 180 153 74 52 26 9 4 2
FM0mg/kg Q3W 181 158 82 55 39 15 5 1
e 5 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier i



QA FEMAERE (KEYNOTE-006 #Ek)
A Y A TIC L BERBORCIA BV AT EEERV 1| VYA ETORE
PR 2 AT 5 RIEEEA B B AR &Iz, A4 10 mgke Q3W 5 E TR
10 mg/kg 2 BRIRME (CAT QW 2 35,) BEOHEPERUELMER, A ¥Y A<
TERELE LTHRN Eh, 28, EEHMICRBETIRD bhBEic, KEET
PRTIHERBFED bRAWEORKIICEE L T\ 5 BE T, KECIGE OB T
RBHITHRED DN D ETARNORE LT 2 Z LBAWRE L Shvie, FEFHMEERA I
2A4EHE AT To81 &v5,) RUMEREAFLM (LT IPFS] &15,) & &h.
ARNTA LY A7 LHEIL T, OS RU'PFS ZFRICER Lz,

#2 AERER (KREYNOTE-006 FR5R)

AF 10 mg/kg 2 10 mg/kg Ay AeT
Q3W QW
(277 1) (279 #1) (278 #1)
0s™ | thii [A] NE NE NE
. (95%CD) (NE, NE) (NE, NE) (13, NE)
P — R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) -
p " 0.00358 0.00052
PFS™ | dkE [B] 4.1 5.5 2.8
-3 (95%CI) (2.9,6.9) (3.4, 6.9) (2.8,2.9)
ANF—FE" 0.58 0.58
(95%CI) 0.47,0.72) (0.46, 0.72) -
P {E" <0.00001 <0.00001

Cl: {E#HEXM. NE: #EEAF, *1: PHMITHEOT —F :2015F3 A3 By A7, 2. 8
7l Cox LAY — FEFMIE DA B Y A7 L O, #3: ERu /5 > 7 HE, *4:RECIST
M BT A L RICEES IR L B SRHE R OB MR I L SRR, *5 : RO
F—% (Q4FE9A3RAY bAFT)



o 2 4 6 8 10 12 14 16 18
at risk¥¥ EFEMLR]
ZM10mg/kg QAW 279 266 248 233 219 212 177 67 19 O
FM10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULTT 278 242 212 188 169 157 117 51 17 O
0S8 @ Kaplan-Meier Ehif
100
90_- . - 4 10mg/kg QW
*’\
801 '\ e e A 10T g QT
£70._ . = AHULTT
# 60
ﬁso—
B 40-
% 20 i
20 LT—E
10 -
0 trerrrrrr IRALELELLL RRRALR L [T [T T |---' -----
0 2 4 6 8 10 12 14
at risks PR R]
AM10mg/kg QW 279 231 147 98 49 7 2 0
FM10mg/kgBW 277 235 133 95 53 7 1 1
ALULRT 278 186 88 42 18 2 0 0

PFS @ Xaplan-Meier fh#s



[Z4tE]
OEMNE 1 b H7R% (KEYNOTE-041 HER)
BEESIX, 417424 (97.6%) IKRD LN, BERE L ORRBREEEETELRVWAE
BRI, 344240 (81.0%) RD O, BEEN SULL LORHERIITEO LB T
ol

#3 BEEN 5% EORER (KRR

R (%) .
BERIRSE (SOC: System Organ Class)
EAEF (PT: Preferred Term) 2 mgﬂ;%{%SWﬁ f
{MedDRA ver.18.0}
4Grades Grades 3 Bl E
2H{EA 34 (BL0) 3 19

Ll S

TANRTELEET I ) TR 7 = F—FHIN 3 (N 0 {0.0)
FFRERRNGE -3 (70 0 (0.0)
& DL [3 (14.3) 0 (0.0)
B EBIRE 6 (14.3) 0 (0.0)
L $oqud=lad 3 (7.1 0 (0.0)

s, FVEMMER 16 24%) . KiBK - EEOTH 24 (4.8%) | AFHeEREE 3
1 (7.1%) . TERAABAEREE 2 F (4.8%) . FIREHEEREE 6 4 (14.3%) . infusion reaction
16 (2.4%) ROBRE SR 1F (24%) TROLNE, £, fREE (522
LERREYE) | BT (RETMEETRS) | pIBEE, | BERE, EE0
BREEE (HESEIREREE. SMIE, BXEES) | Mk, HiR - SEUhmigiE.
BEEMEIE, Mk - BlEg, Ok, Mkl /MR EERR,. BEilLEE & U9R
FERAILED o,

@S E N3R5 (KEYNOTE-002 3ER)

AEISIT. 2 me/keg Q3W B 172/178 11 (96.6%) . 10 mg/kg Q3W Ef 178/179 £l (99.4%)
EWICC B 167171 ffl (97.7%) ICRH B, RBREL OREBEERTECERVWEE
HET, FRER 1211178 1 (68.0%) . 133/179 Hil (74.3%) KU 138/171 ) (80.7%)
EEHLNE, TR TRERN 5% EORIERIETROLBY Thot,



#£4 WTh OB TREES 5% EORER (EekAird#EH)

= i (90

BEIMRSE(S0C: S Organ Class)
EAFE (PT: meemsést;;nm)rgan = 2 mg/kg QIWEE 10 mgfkg Q3WIE ICCEE
(MedDRA ver.18.0) 17867 1794 1715

£ Grades Grades 301 E %Gradm Grades 321 £Grades Grades 3LL
121 (68.0) 20 133 (74.3)

£RHER

A
b1 i R
ﬂqﬁﬁﬁﬁ'ﬁﬁ

ERIRRE (I I

Rl 2 — o F—
SN

Jid] 1% G 0 0 (5.0) {0.0)
 IEE 37 (208 0 0.0} (23.5) ©.0)
RS 21 (1.8 0 (00) 10.1) 0.0
Bk SR IS 5 @28 1 (0.6) (5.6) (0.6}
BEERE 10 (56) 0 (0.0 9 (50) {0.0)

7233, 2 mg/kg Q3W L& UF 10 mgrkg Q3W BEIZ R W T EN-F i, HIEHEE B 1 41 (0.6%)
BU4 61 (22%) . KR - BEOTH 1 41 (0.6%) RU 641 (3.4%) | Mk (¥
T e RN L —EEEREAEE) 2 1) (1.1%) B OY O 4, IFHRAEREE 13 41 (7.3%) B T8 15 61 (8.4%)
BREEEE (RATRIEEERS) 14 (0.6%) RU151 (06%) . FERERKERES]
Bl 0.6%) B3 # (1.7%) . HARIREAERESE 14 ] (7.9%) KR 15 #] (8.4%) . infusion
reaction 2 8 (1.1%) B3 8l (1.7%) . EEOKEREE (HEHERERE., 2L
B, BRAEEES) 160 (0.6%) 14 (06%) . R 16 (0.6%) R0, HIER
N 0 HIRT 1 (0.6%) . gk - GBS 0 IR TN 1 41 (0.6%) . ERTEE B
KopIRR24] (1.1%) TRDLhi, £, BIBREE, 1 BERE. Mk - SRR
FRIE, DR, SefEth /MR SRR . I R ORFERE ISR bhizd-o
7o



@A FENARE (KEYNOTE-006 #5%)
HEHEIT, 10 mgke Q3W B 264277 #1(95.3%) . 10 mg/kg Q2W F¥ 275/278 f5 (98.9%)
B OV TP B 239/256 1] (93.4%) iz b, 1EREE L OERBEENTETCERAVWRESE
#I3. FIER 202277 B (72.9%) . 2217278 #] (79.5%) R U 187/256 5l (73.0%) i
b, WTNIOBFTRIARN 5% LOBIERIZTROLBY Chot-,
%5 WENPORCRAENR 5% EOBIER (RIS ER)

Bl (%)
SBEMNHKSIE (SOC: System Organ Class)
. 10 mg/kg QIWEE 10 mg/kg Q2WEE PIFE
AR (PT: Prcf)'crred Term) 277 27861 25601
(MedDRA ver.13.0 £Grades Grades 354 1= “£Grades  Grades3Bl b £Grades Grades 384 E
2@ElfER 202 (729) 28 221 37 187 {73.0) 51

e 32 (116 1 (4 26 (4 0 (0O 13 () 2 (©8)

it 6 22 0 OO 19 @& 1 04 5 o 1 .4
F IEE 9 (14D 0 ©0) 40 (144 0 (00 65 (254 1 (0.4)
B ] 37 (134 0 (00) 4 (47 0 (00 37 (145 2 (08)
SEHERR 31 12y 0 ©0) 25 (90) 0 (00) 4 (6 .0 {(00)

7235, 10 mg/kg Q3W B R U010 mg/kg QW BEIC B W CEN T, MEEIR A4 6 (1.4%)
B (04%) . KIBJE - EEOTH 1041 (3.6%) RU13 4 (4.7%) . fRESE
(T« NU—EERE) 241 (0.7%) RU04H, FFEREE 1446 5.1%) RU23
#l (8.3%) . BEiEEE (ROTHEEELSE) 26 (0.7%) RU1# (04%) . T
{EREREE 1 6] (04%) BO 14 (04%) . FIRIEERERES 28 41 (10.1%) KR U*33 f
(11.9%) . BIEmEE 14 (0.4%) X244 (0.7%) . infusion reaction 7 # (2.5%) &
U5 (1.8%) 1 BUEERRSR 1 1 (0.4%) RO G, BEORERE (KFHERRER
FE. SIHLEE, BUREES) 0 IR 1 (04%) | B 1 41 (0.4%) ROV 14 (0.4%) .
4% « EUHRMEIE 1 §) (04%) RU0 B, Bk - BEBZE 0 IR T 1 B (04%) . I
Ie s &S %L 3 ] (1.1%) KU 16 (04%) TERHbBNWE, Fi. EEMHEE,
DHFZe, Sl MR MEREEA, IR 0 R ORSFEREIISED b o T,

10



4, HERRIZONT

AN LTHEHRERE (2FF7%) PEELhTWAZ &b, SiEHE%EEE
WEETEARBRTHILERDD, £OLT, AFOBREFEORBE LD - B8
L. A0 L Y EEARRER 283 LBICH T3 2 & B0 ERD, UTFO
Q~@DTRTEMETHRICB D TERT A& Th S,

O HRiz-SWT

@1 TRO 1) ~ 5) OWVWTFhIIHEYTARERTHHI &,

() BAEFBRENEET P ABEERSILLURNRS EHERN RS A SINESILARRL.
MOS8 A S HOEE L AURDE, HURS ARRRER Y) (Ek 2044 A 1 AR :
434 HEg%)

(2) frEHstemlbs (FRR294 6 A 1 ABRA © 85 Hugk)

(3) FENRAFRIBEST 2HBABIERER (BARFEEEERPE. BSA DTN
WAk, A BFOEREHEERE R L)

4) SSRILEREREERE L, SR IREME 1 USRI REINE 2 OMgR L
ARDIBIEIT> TSR (L2847 A 1 HIRAR © 2540 Higk

(5) PiEMEERLF EENEOHPREEIBRIBHEToTWAHER CER 28 4 7
A1 BRER : 1290 HEgk

D2 BEHBEEOLFEER UBERRBROR ST 72408 & R A O EM .
(FEOWTRNICENS T BE) 2, BB HEOARNCET 3BEROB/EL L LT
EEShTWAI L,

®

»  ERRFRGHE 2 FEOFHMTHEERRT Li-%i2 5 ELL LR ALBROBRE S
fToTWBZ E, 9, 2 FU i, RAEYKELE L LEBKRERESZOWE
2 iroTnBI L,

o [EMGFFERESE 2 EOTEIHE R T LRI 5 L Lo R EEMEE S E O
WRBREFELTWAZ L,

@ BRROERMEREFHEROERIZONT

EXLEFRETBICLET AR PEESHh, HERAEN L OERED, ok - £2
HERZNFROTAR CEME IS4 2 EHIRE, AFFRPRE LES0REE
B, ERECHNITOR A& BB TWAZ &,

11



® BIER~OXIGITOWT

@-1 BIfEFISER OSB3 B

R MR M D B R BIER MNTEAE LIBRIT, 24 BRIZEEHIOT., YL UT
EEIERIT BT, B UEEERICS LT ABREHER U CT £ORNERDEF TS E
BRBREOEENRY HPELN, EHICHEERERINRESTWE I L,

@2 EREHEFICL2AFESHSICET 22

RABRICED MM 2MRE U2 E T 2 EREFEPRIERT=F ) /%
BNTEREDRA Y Y —m VT RITVERLE L 85 5 T 5 — AERMKE NEH
EhTWa Ik, 2B, BiERCOVT, BARHK L ZOFRRICHITEmERTY
BT L, ‘

@-3 BIEAORETCHIICE LT

FIYER (RBHmEEICmEZ, KiE%k - EEOTH, FEEE, BHeRE RuE
FIBHESALS) . WARES (TREKERS. FRIMEERES. BIEREERES) | 1
BIGELRIG, S 5Lk, fhk - BMEUBRIARIE, MR, BEEORERESE (BREBIRERE
. ZRAEE, FERMIEE) | infusion reaction, HM#E - ML, BAEAFEEIIAE, MR
= (¥ N—ERERRE) | Dk, REEn/ MRS RN, BLEAn, R
R T LT, YR IDIBERSBEOREMMEFTSEMEEE L @I
FAoOzZEeHNcE L TRERUCHESZZITONASEM DD 2 ) | EhITERL
BN TEDHEERES-TND T L,

12



5. RERBRLRLBE
(a4 5%85]

)

TRICKYTIREIL DV THAFORERER L ENTNBEZ 00, BE5Z1T
blwnwzk,

o AEORSICH VIRBIEOBEED H 285

o HRITHEHRLTWA RO H BB

BRETOFHIZBW T TRICEE T 2 8HIT oW T, AfloZSidHES Ry

A, OIBFBIRESR RWESICRY . BECARZEATH I LEEBETE S,

o MEEMEROGHIIIBEEOH L EH

«  HEGRE CEER 2RO 2 BE R UTEEHE O BURH BRI Bt i
LD RIEMETLRH N HBE

» HEGKFERERBOEOR NIEMERNLE L IEERNED B R RROFERED
HERE

o REBHRE GEOESMRBHEEES L) OHhDBEE

*  ECOG Performance Status 3-4 ®V B3

(B B3 5%H]

@

LR ERO R WBERGCIEFREROH A BFICBWTHEIOBAMERTIh
T3,

725, BRAF BiEFLEREZETAHREFIZBVTIL, BRAFAEAIC L AR VER
TR,

TRIZEN T 3AH OS5 B UMER B SO T, ARIOESHERRTI I TE
b3, ARDTEXR G LR bR,

o FEREBMEERRE,

o fLOTUBNERESA & OO,

GED  BCOG @ Performance Status (PS)

Score

P

S MERCENTE S, BFEMEELEEERIFIRR TS,

PIHERICH LD BENIHIR S 588, ST TET, BEESE> CORRIITI Z LR TE S,
7 VEA, WEER

BITEETCESOROEY OZ X 3T~ THEEHIERIZ &RV, BHO 50%8 Ly K4
iR,

ROENIEHOHOEMY DT L LATERY, BRO 50%EE~y FOARFCERIT,

Z<EFRW, BOFOED QI Likel CERW, B2y FEFTRITT,

13



6. BEZBLTHEETR&EHIY

@ BWAcESNL, BEREEE N EET 2 EREICE S E AR O R OEIEMR
DD HERERETARER L THhoERTIZ L,

BRRABIZESL D, BEXRZOFRICADERCAERIEEZTAFHAL. REZE
Thb&EeETHZE,

EREHERO=F Y A L MZOWT

@

&)

RIEMERRERH bbiLd Z L BH DT, AFOEGITH Tz Tk, YIHIE
W (B, FEREEE, RS OMREROHTE X MREOEESE, B+
SZATS T &, R, BEIELTHER CT. IiF~— I —SORELEEY
LT &,

infusion reaction 234 Hih 5 = & AdH B, infusion reaction 23R b= HE

Wi, EEIRLEEIT O & L BT, Fﬂt?)siﬁlﬁﬂ‘éi‘tﬁﬁwﬂcﬁ@%ﬁ*é&k@ﬁ
TBHZE,

RS ER D bbb Z L idH 50 T, AR O -S5HRAHT R UHR-GHIMH
i AT RIS (TSH. 88 T3, B T4 S0BIE) 2ERT D
halp N

S REREENRD I I L3 H D 0T, A OREHHATR U5 HRPIX
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