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1. XU®»IT

EEL OB - ZLMEDOHERDT-DITIE, RASTESICESWIZEIERFERISRD
bivd, bz, SEEORFERMTOEBRICL Y, UEEER R EOEFHH2FHFIEAR
FEEMNREARINIF T, INOOEEGFZEICVNERBEICRET 2 2 LAIRED
MEEL 2o TRV BRFMBOEE & EDOEAF #2016 (Frk 28 456 A 2 A MR E)
BWTH, EEFMERSSEOHERORBEEEZRLZ L LEn TV,

FREABFERRIT, KBIEARCREEMT 0 7 7 A VBBFEOERS EHALNICE
RBZENDD, Z0D, APERVOEZLEEICHT 2HFERB+HERT 5 TOM.
WHERLOBELRSZTT I LAYFSNIBFITHLTERTS & L bz, BIfE
FANRER LB SUERINE & D2 & BNARR—EDEM - EREE CHEH
THZEBEETH S,

LW o T, BHA RT4 2 TiE, FREERLINE TIIBLNTWEEFRFFR -
BRI ESE UTOEEGRORERMERZHET 280D LERENH, 2
FROEEEEELRT,

RB, KA BT A4 03, MIITBHEANER L EFESERAHME, AStFEARR
FRRIERE SRS, — BN A ABRARES R U—RAEEEAN B ARLRFES OB N0
b EERR LTz,

KB ERDERES : T4 PNV—F RAEFFE 20 mg, ¥4 M —& RiRFHE 100 mg (—
W Ra7nY X< (EETHEEL))

L RBPEIPE « BRUIEBEO TN R O F Y Vo3&

HBLRAPERORE - B%. RAE, a7 v X~v7 (BEFHEMEZ) LT 1
[ 200 mg % 3 BEEIFE T 30 DT TRFEFET B,

B 3E R 7 ¥ F : MSD lkatt




2. AR, FREF

XA M—F BFEEE 20 mg RN 100 mg (—f%4 : Na7n ) Xv7 (BinFiEk
z). LT TAK &vd,) 1%, PD-1 (programmed cell death-1) &ZDYH > FTH
% PD-L1 R (PD-L2 & DS EHEMETS. b MigGs €/ 7 n—FLHETH D,

PD-1 #RE&I T MG S B IR AE > D B 7o I 28 A KRR DSFIFR 3 % 72 fa il
ZA v F T, PD-1 11, RERREICBVCESR T MRoMiEkEmcREA L., BER
BRSSO ARLEX BRI AERIGZ T 5, T7hbb, PD-1 XY H Y FEfE
A+ BZ LI L VHESAFIC LB S IVEERAICHIET 2R BTH D, PDLI
DEERBICRIT ARBIDTNTH IR, EL OBAMBTIE THRIBOME ZM2 5
1ZOERICHEBLLTWVWS, BAMASIZIST 5 PD-LI OFEFEIIL, BHRE, BRE.
FTHERaE . SREE. FE/NBRANIER ¥ Ok 2 RBATFRARRRFTHY , EVERFR
& DEEENRREI N TV D,

DN A DRI T4 & PD-L1 FEROMEMEA 5, PD-1 & PD-L1 ORIIERFD
AEERHCB VW TEEABREIZHE S Z EARRINTE Y, FBABRKROER L L
THFEINL TS,

AX|iZ. PD-1 & PD-L1 RU'PD-L2 DM U H > ROEAEMRETHZ LICL Y, [EF
WUNBER OIEEKFRAOMIAEENE T U R EH( S8 UER AR L BEME Y
B TCHIERDRERET D,

ARFIOVEFMFF IS BEORERINT L 2BHERSR H bbh, EEXIETIC
EARENH D, AFOHREFROEERICIL, BEOBELTIITTV. REFR
b BB EAITIE, FE L RIS U BRI & RR R OER LB L TE
G BRI 21T\, BEORERIGIC L BRERAREDN D HAITIE, BIBRESRV
T VHIDOBREEOBERVEEIT O BEVDH D,



3. BRPRRRSE
R TS O R R R DX Y B OAGERICREM &2 1T o 72 E 2 FRIRFEBRD
B Z T,

[FzhtE]

ERILFE D8R8 (KEYNOTE-087 FUER)

BRI IEAEO TR F ) o ERE (210 61, BARAN 10 flE2ET) DL
FTo3onak— AR, &%) 200 mg 3 BEMRRES OANER VL EMDIIRET
hiz,

- BREmMBEABHEETRIC, Ty ded XRFUICLBEEEXIT
& (aFr—11)
- B RS MEHABHEIEEGThHY . o7 L YF v RNFUILLBIBKE
Zit-BE (35— h2)
- B RS MEMABEITRIC, TR veT REFUIRLAER (—RIER
RIIRARLBEEDO—BE LTOT LY FU~vT RRF UL ARHARIZEE
2VY) BT TVRWVWERE (ak— k3)

2. EGEE CERBETHNERED b Ball, REETERTERSRD b2
L DERRMICRE LT\ 5BE Tik, ﬁ@u&w@@&ﬁrﬁ%@my,mab bNAET
AFIOBE kT 52 LBNTREE Shi-, TEFMERE THEIEYE (KT IWG
criteria (2007) WCES< PRYEIC L 558LFES (CR) XiTHHZER (PR) OFIE)
IR 1DEBY Thotr, BB, FRNIRE SNIZBEZFHNRII. WTFhoar—Hb
20%Tdh o7z,

1 HiERE (KEYNOTE-087 3k)

aj— b1 arR— b2 ak— k3

(69%1) (8141) (6061)

5E2%F3 (CR) 15 (21.7) 18 (22.2) 13 (21.7)

- EoFE (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) #&E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
i#17 (PD) 3 (43) 17 (21.0) 7 (11.7)

FHmABE 3 (4.3) 2 (2.5) 0

3% (CR+PR) (%) 72.5 65.4 66.7

(95%IEHEIXH) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Zz 2]
EREAEFEE AERER (KEYNOTE-087 FX5R)
BFEESIIRRLAT 202210 ] (962%) (258 b, BIVEAIX 144/210 61 (68.6%)
R b, FREN SRULDBIERIIR2DLBY THoT,

#2 BEEN S%ULORIER (SRR SIRE)

SBERIXHIE (SOC: System Organ Class) ﬁiﬂ%&gﬁi
EAFE (PT: Preferred Term) ' 210/
(MedDRA/J ver.19.0) 4 Grade Grades 321 E
144 (68.6) 23 (l

p—— =S — =S

- (0.5)

w0
(0.0)

(0.5)
(0.5)

0.0)

©35)

(0.0)

2B, BEMEREERIL 6 # (2.9%). KBE - EEOTANL 3 # (1.4%). #HEEE

(X5 - RU—EEHZ) 131 41 (0.5%), AFHEREEEIX 8 fl (3.8%). FMRIRHERE
RE2=13 29 5 (13.8%) . £ 4% - AU RIARAE 13 2 51 (1.0%) , Infusion reaction X 17 51 (8.1%) .
BESERIT 2 Fl (1.0%) BRODEHRIZ 16 (05%) TRObhiz, £, EEDOK
EREE (REEIEREREE, S, EREES) . TEAMEEE, BIRRERES.
1 BRI, BneEE (RMEMEMBRS) ., K, EEHENE, MWK - BRR.
£t M/ MRS ESRBER . MR R ORI II3B® b 2o T,



4. HERRITDOWT
7¥<; kL LT ARGEAAE (2FFAE) BRELNTWD Z Ehb, H x;ﬂﬁ’i’)@
U EHECE AHER THAMNEND D, FDOLET, KENOEL I EG) 2 EE LW - Fr
ZE“L AFOHEIZ LY EEZBEALRA LRI T 52 k73>z~%7‘£7‘_&‘> LJ'F
DO~@DTRTEMATHRICBWTERT & TH D,

O HERIZHOVWT

D1 FTEo 1) ~ 5) ODVTINIEYTIMERTHDHZ &,

(1) BEEBBRENEET DB ADFRESILEFRE EERMT RS ADREELRR.
HISAS A S EEHENL AT . USRS ARSHRFBE A2 &) (CERL294 4 A 1 AR 1 434
Mk

() BEREERE (EK204F6 A 1 BRER @ 85 fEaR)

() EEFRAENIEET S BARKESERR (BABRESREERR. BSARRES
BAhFRE, 2 AREEEHERT R L)

(4) SSRALEFIEELRE L, AR(CEFEME | UIHRACFRIENR 2 Ofiax &1
IR B RHEIT> TV AR (R 2847 A 1 B @ 2540 fak

(5) FEMIEESNSEEMEOMBZERIRDIBEEHEIT> TV DHER (Fk 28 4 7
A1 AR ;1290 fERR)

O-2 HBAHFTFU ‘//\”ﬂiﬂ)ﬁlﬁ#%?f&(ﬁ%'l{’ﬁ)ﬂ%ﬁﬂ#aﬁﬂ"LC+/\7‘£55D%’§E&ﬁ‘&":
By EOEM (FROWThMIZY T HEM) 23, HZDEBOXRFICET 21680
EEELLTHRESN TSI L,

=

. EEGHFRIGHE 2 EOVIIFHMEE KT LRI S ELL LR ATRROBRIHE 21T
STWBZE, 5b, 24 ER, BARMRES L LI BRIRIERFOHEZ1T
o TWNB I L,

o ENiRFIREL2EOYIMTHELRT LIEBIC4FELUEOBRRRREFE LTS
L9, 3EL BT, B EMERER O N AKMFRE RS UK LIREOVHE %
ToTWAZE,

@ BRAOERMBEREEROMEHIZOVWT

EXRDEREEICHFTLAEENRB S, BELCENLOFRED, AP - K
P EEAEROSE R OVEMSICXT 5 ERIEM, AEFRNBELZHEORE
. SRERHIITONLERHINESTHHIE,




@ BHERA~DOXRIRIZOVT
@-1 HasecHliz B 5

MR EEDEERBIERNRAE LB, 24 BRZREHIOT, YEHRX
TOEEMESRIC BV T, BER LZBERIZIS CTARER RO CT F0RIVER ORI &4
EAREOKENYARIB LN, EbLICRGAREREHRINETWDH I L,

®-2 ERNEEHIC X8 FESNIGCET A EGE

NADRICED 2B E L BT OEREEEVREERE=F ) 7
EEDEERDORY ) —= v I EITVERE & ERE LG TE B35 — AERKHHPE
EEnTWBZ &, B, BEFEHIZOWVWT, PABE L EZOREKRICHAICAMSNT
WwWaZe,

®@-3 BIfER ORI LT

BIERA (REMMEAICMZ, KIBX - EEOTH, TMeEE. BReEE (R
CRIEMEBLAE), ROWEE (TERAKERE, FRIFSEREE. BIBBEES). 1
BISERG, 5 Y 9 EA. B HEUPRE, Mk, EEORBEE (REMRIRER
B STUHEE, HAEIEZ)., infusion reaction, M - BEMRZ, EEMFMENE, HHRE
= (¥F - NU—ERES) . WK, REMEL/IRAERBYR., BELERD, R
FERBL) oxt LT, YR UDEBERBBEOEMELE T oEMEEE L (BIF
AOBERRAMCE L THRER KB E2ZIT N EHFIIH D Z &) | ELITEERL
BENTEEEHINESTWVWEZ L,



5. REXMRLRDBE

[Z2MizBT 2FH]

@ TRIEZYUTIRFIZOWVWTRERAFIORENERE I TWEZ b, KEZ1T

F YSRGS
o AFIDOESITH LIBBIEDEROH 5 BE
o HERXITEIR LU TWARREMEDH 5 BE

@ BEFIOFEMZBVTTRICEY T 2BFIC O VT, RFOFREITHE S L2

M, MOBFRIREN2VERICRY , BEICAREZERTLIZLE2EBETE D,

o BEMMERBOAHXIEFOHLEE

o JAEPEBRRE CHRIEE LR 5 BHE R OIEENME O G BRITR R R G R
DRI RESRERALNDBE

o HOHFEARAOASH. NTBMHMALE L RERED B AR KRB DEED
HBHBE

o EBBHEE (EnESMRBEREZST) ObDHEE

« ECOG Performance Status 3-4 FVDEFE

(BB 2 FH]

QO HFEMSBEICEIME UIRATHE OBFRE IR O ERA R VF U v

NEBREIZBWTEABIOFEDENREINTWND,

@ TRICHKST 5 BEICKHT BARIORERERFEIC OV TIE, REOEHHER

MM EINTEDLT, FEORERNRLARLRV,
o (LERERIGROBE,
o {LOBTUEMEREEH & OOFA.

@D ECOG @ Performance Status (PS)

Score

EH

0

SRS TE 3, R s R LB BAEESHIRR TR S,

AEEIZIM LVEBISIR I N A28, HBIFRRET, BRIEECE > TOMERIIITI 2N TE S,
M : eV, B IER

HTECHYOFOEY O LI T ATHREESERIITE 2, AP O S0%L EF~y NI TEIY,

RONTBEDOHOEY D & LMTEARY, BHO 50%LEEy KT TRIT,

Hlwin| —

2RV, BROHEOEY O & TERY, BRIy FhmF TR,




6. BEZELTEETNEHH

0)

@

®

WA SCEEIT N 2, BUERFTEE DR T 2 EHEICE S E RFI O R R OB ERRE

OOz HEREREZHDICEMBE L ThbERTHI &,

IGEBAAICESL D, BE NI FOFRICAE DR OEREZ+ARA L, AELXE

ThbkETHZ L,

ERBRHER ORI A MI2WT

o BEMMERNRHLDLNEZLENHDOT, AFOREIZHT-> Tk, FIHE
wo(EBi, R, k) ORERRE U X MREOEGSE, HEr+
MITATH T &, Eio, LEIISUTHEE CT. MiF~— 7 —SORELEET
BT L,

o infusion reaction 23% H o B Z L HdH B, infusion reaction H3FEWD HALTZIHAIT
i, OB RITO L L bz, ERAEET S TAREORESL HHICEE
T,

o FURIREKEEREEMNH bbb Z ERH B DT, ABIOEK 5 RERTR O 541
T ELEC FIRIREERERRE (TSH, 028 T3, fEHE T4 EORIE) 2 2
SR

o TSEEREENH LDONA T EMWH DD T, AFIOKERRAET & O S R
EREICIFRERE (AST. ALT. y-GTP, AlI-P, B UV EVEORIE) %X
TBHZE,

o BEIER (IEARVIHEREREZED) SOEBERREESHLOND
TERHBEDT, EHNICIROBREOHFEXHERTHZ &, £, ROEER
W LNTPAITIE, B EREEEAZR T IBEERET S L,

o AEIOBEIZLY ., BEORBERIGIERT 2 L& 2 b dike RRECHE
BHhobNBAZENHD, BEPEHOLNEGEITIE, ERLEERIIS U
BERIR 72 & RRZ B ER &EHE U CEEIZERNIBW 21TV, BEDORE
RISIZ X 2BIERRRELN 2B, ABRIOKREIFLE, RUBIBRE R
WVECRIDORELSZERTHZE, 2B, BIRREFRNVE L OREIZLDEIE
R OWENED BNRWVIHAITIE, BIERER/VE LSOk #0018 n
LEETHI L,

o BERTH. BRBLOEIARB LTI SEWERNRREATAZ ENH BT,
ARIOBERTHICHBRMERORBICHSICER T &,

o I HUEERYE (BE 1 ERFEED) B obiv, BRFEES NT VRV A
WELZERHZOT, OB, B, EHEZEOEROEHRCLIEED LRI+
NEBTAZE, | ERFESEDLDNIEAITITRSEZPIEL, AR Y V]
Bl 5% 0@ RABE1TH Z &,

AR OEERRRICIBVN T, BE5BEEAD 12 B L ICESEOFEEZ{T> Tzl

L EBEIC, AEIFREPIZEICEBRRE THROMREITO Z L,



BEEREETA FFA v
_Ravuy w7 GBFRE#Z)
(R#4L : A4 M—F BEHE 20mg, ¥4 M—F KIFHE 100 mg)
~F/HIREE~

TR29E2A (BR2 941 1A
AN
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1. IXT»IT

EREL OB - BLMOREDHITIT, BAXESICESWLBERERRRD
LD, X5z, HECRZEMOERIC LY, FEERLR EOEFNZEFRIERAB
FERLNEBINIPT, TNHLOEEMZEICLERBEFIRMET 2 Z L BRED
BREE L 72 o TR Y REMBOEE & WEDEARF 2016 (Fk 28 6 A 2 ARMHERE)
WWBWTH, EFMNEERRLOERORBEHELRDL Z L Ean TV,

FHEERARFERLIT. RERRREM T o 7 7 A VDBEFOEREM EHALNITE
RBZERHB, TOEDH, FYOHRVLEKICETAHERB+HERT 5 L TOR,
WryEmE DEEPM ST AT ENMBINIBEIH L TERT L L & HIT, BUF
ANRE LB LELRR R & B2 L NI —EOEH & iz 3 ERRE THER
THZLENEETHD,

LiedioT, KHA RTA T, BREERLINE TIZBE LN TV HEFREMN -
AR ESE UTOEEROREREREHET BN OLNEREMNR, X
FROBEFEEERT,

BB, ZHA RTA4 00, MSATERIEANERSERBSRRSEE, ARHEFEARR
BERIEESS . —EAEAN B ABERNBES, BEHREFIEEEN B AMEZESR D
— Rt FE A B AR SR ZE DM A Db LB LTz,

B LRBERR : ¥4 M —F SEEE 20mg, ¥4 ML—F REFHE 100 mg (—
Bk . RAaTn ) X<v7 (EEFHEEZ))

HELRAPREUIDE : PD-L1 BB OBIRARREL2EST - B O/ MRIekE

AR ERHIPERVAER - @, BRAITIE, j\"_L\7“\:f Y X<=7 (BFH#z) LT, 1
[E] 200mg % 3 @RI T 30 DM TRIEFET 5.

B BR E ¥ F : MSD A&tk




2. AFIORKE. /ERBF

¥ A M—F SFEEE 20 mg ROV 100 mg (—f&4 : Rav vl Xv7 (BEFHEBR
z). BT TA&HF &vH,) ix. PD-1 (programmed cell death-1) &ZD U T FTH
A PD-L1 RUPD-L2 & OB EHERET S, b MEigGs £/ 7 u—FAHUETH D,

PD-1 BRI T M S BB AREEE 5> D3k B 72 DIT A AMBRE DI FI 3~ 2 72 s e il ]
ZA v FT. PD-1 1T, BEZREBIZEWTESER T RoMBEREmICRE L, HOR
BRI ESOANELER SRS EHIET 5, T72bb, PD-1 XU NEfE
AT B LTI VRBESAREICL D VTV GERZAICHET AZEETH S, PD-L]
DIEEBRBICBIT 2RI THTHEIB. EL OBAMBTIE T HIROBEZMZD
1 SEREICRBE LT\ A, BNAKRRIZHIT S PD-L1 OFEFKBRIL, BHE. FEHISE.
AFARRaRE. BREAE . 3E/NERAMER & D4 RRATTFRAREFTHY . EVARFE
& OEEERRE STV 5,

B DN ADOEBEERA T4 & PD-L1 I OFRMED G PD-1 & PD-L1 ORFITIEED
GERBHC BV TEEREE 2D Z ENTRRENTE Y FT-2BRARROER L L
THFEINLTWA,

A#H|iZ, PD-1 & PD-L1 RUPD-L2 DV H > FOFKAEZBETHZ LICX Y, [EE
WUNBEDOEBEENMIREEMNT V) o BREFEE L S8 TUER R & BT
5 & CHIEBEDRERET S,

EEIDOERBFICES OGREDEERISIZ X 2RIERSRH b, EENIIFETIC
ELAEEMN S D, BROBREFRUEEHRICIE, BEOBEL /T, BENR
B HATEAITIE, B L BRI U A 2 50l & RER & R D [EAT & s UGl
GBI 24TV, BE OSBRI L ARERABRDLNAHEICE, BIBRE SV
EVHRIOBRELEDBEY 2B EZITOLERH D,



3. ERBRERAR
PD-L1 BB D EIRR AL 22 AT » BF 58 D FE/IN A R itisE 00 FGRIRFI RTAMG % 4T - 7o 72 BRARAA
BROKREE T,

[B%hi%]
OEBLR P MHAFRER (KEYNOTE-024 FU5R)
{rEEgRERE D 72\ EGFR BT E RN, ALK BlE &G FRMER Y PD-L1 B (PD-L1
P IE UESEEA ED AEE (LT [TPS) &V 9,) 250%) "OYIRARERET -
B OIE/NOEIESRE (30561, AAN4 FlzEty) ZX5IZ, &l 200 mg 3 BfH
R 5O R LM, 75 F K2 & EELERE (LT soC) &
W5,) RRRE LTRITENE, 72, EGRTMETRBETHIHRD bhBRIT, K
BT 2 R IER AW BN WK DEERANCEE LT\ 5 BE T, IREILAEOER
A TREBEITHRD DN D E TARDKR S ZHET 5 2 ENFREL ST, TEFHE
T B I3 EA IR (LT TPFS) &V 5,), BIREHEE B X474 (LT fos)
L3, b ER. AR S F A Z SRR L R LT, PFS. RUTOS (F
R EEBICERLE,

¥ oL RS A LB S L CRISARFE AR STV S PD-L1 THC 22C3 pharmDx 422 ZRAVWTHR

Hahi,
#1 APHERAE (KEYNOTE-024 FUR)
AH] 200 mg Q3W 77FTRA R
(154 #1) 1Lk
(151 4)
PRfE [(A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS" NP— R 0.50
(95%CI) (0.37, 0.68) —
pPE" <0.001
g [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ NPF— K™ 0.60
(95%CI) (0.41, 0.89) —
pE" 0.005

Cl: {Z4EXE. NE : #ERA], *1 : RECIST HA FFA > 1.1 BUICES ML HHE, *2 ¢
BRI Cox L NF— REFNC L 27T FF B2 ST LHRIEL OB, *3: ERln S

T UIRIE,

%4 . PR OT —F (2016 E5S A 9By AT




100
a0 — #W00mEg Q3W

80 v v PP UMD CILAG
g 70
'[’ﬂ' &0
i 40
?.f; 30

20 l | S—"

10 ]

— e

o 3 & 8 12 15 18
at riskag BRI AT

A#1200mg Q3W 154 104 89 44 22 3 1
FSFIUREBGILERE 157 99 70 18 2 1 0

sl Iz L 2 PFS DBk ARHTRE O Kaplan-Meierfi#t (PD-L1igME (250%) ©RAEHAM)

100 = =
901 % "y
80 1““'\-_“‘ ;
70 - ., -
g &0 - .
,&“_ 50 - A — e —
& 40
30 |
20 | —— amumomg 3w
10 o wsErEmERUER:
0 3 "6 9 12 15 18 21
- S le)
AH1200mg QEW 154 136 121 82 39 11 2 0
TSFFEAESOEEE 151 123 106 64 34 7 1 0

OSD P EHENTRE D Kaplan-Meier fi# (PD-LIRBME (=50%) ©RBFHER)



Q@ERIFS O /MBRR (KEYNOTE-010 #ER)
75 FF UK BT L FFRERE 25T 5 PD-L1 Bt (TPS=1%) 2 OIRTRAE A2 HEST -
BRI NMIRERESE (1,033 4, BAANI flEEte) 2RI, AA|2 mgke 38
RIRIRR&R S KO 10 mykg 3 BREREZRSOAEMEROREMEN, FEZ X ELKY
(LT Thoc) £vvd,) #RBBE LTSN, 2R, EGFHE TREETIRD
ST EAIT ERETE R TERNRD bR WEDHRKRMIZEE LTV 5 8%E T,
RIEICARE O B SEAT CIREBMEIT AR D b5 F TAFI DK EMEEZFIREE Sz, &
SEARIE H I OS R UNPES & &4, AFIE DOC &g LT, OS #FEICER LTz,

*]: EGFR @EFERBE Xt ALK BIAGGEFHBUENBE T, 77 F A2 ST PREBIC LD
WBIEREICINZ . Fh4h EGFR FEMER XX ALK [REEM 2 AT 5 EEEEANC X 216FE
RETHBRENELAR LN,

*2 : PD-L1 IHC 22C3 pharmDx [ # 3] o#fEx v MEAVWTIRESh T,

#2 AVERE KEYNOTE-010 RER)

A% 2 mg/kg AH) 10 mg/kg KE & X+
Q3W Q3W
(344 f51) (346 1) (343 f51)
oS HFRE [A) 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
NP — R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P E" <0.001 <0.001

Cl: [EHEXRE. *1 : BRI Cox Ll NF— REFMCL B FEZ ZEN & DR, *2 : B3

0y 7 v IBE

100
90 - ——— M 2 mg/kg QIW
80 " == Fiimg/kg QW
70; \ — KEy$el
£ 60 W‘*
B0+ Hilﬂ.mhm
E 407 hmu\""";.wmlll oY
30-
20 RN
10
0 AR LR Rl aEad AR R LN F IR RERLE AR LA RARLAERALEIT LARIALELARAERERLLIALLA) RARLLUALEALALALGLEALLLLY RALLLMLL LA LA LLA R A
0 5 10 15 20
at risk¥ M A
&7 2mg/kg Q3W 344 259 115 49 12 0
F#10mg/kg Q3W 346 255 124 56 6 0
kteg+tiL 343 212 79 33 1

0S8 DRAAENTRED Kaplan-Meier fh# (PD-L1 BBiE (21%) OBELH)
6




[Z2]

OE B £ [F) 2 MAE 30k (KEYNOTE-024 #Ui#)

AEEHIIAEIRE 148/154 B (96.1%) TR SOC B 145/150 il (96.7%) Z3B® i,
BHRE L ORRBEERTECERVWEEELIX, Theh 113154 F] (73.4%) BV
135/150 5] (90.0%) IZ3B® T, WTFNL OB THRREEN 5% EOBHERIITRD

EBYVThHoT,
#3 WO CRESN 5% EORWER (22t @4a)
FEHSAE (SOC: System Fl¥ (%)
Organ Class) AFIRE SOC #
E AE (PT: Preferred Term) 15441 15041
(MedDRA ver.19.0) £ Grade Grade 34 E £ Grade Grade 324 L
ERIEH 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
it LU oA R
i 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
A i ER A EE [ (0.6) 0 8 (5.3) 2 1.3)
R ERE E I (0.6) 0 34 2.7 20 (13.3)
LSRR SiE _ 0 17 (11.3) 8 (5.3)
14945 MAREL 8 SRR
RN e ;L.:@f“ 11 a.n 0 0 0
B RS T 12 (7.8) 0 1 (0.7) 0
]
{Ef 6 (3.9) 0 17 (11.3) 0
TH 22 (14.3) 6 (3.9) 20 (13.3) 2 (1.3)
B 15 9.7 0 65 (43.3) 3 2.0)
m] P2 4 (2.6) 0 18 (12.0) 2 (1.3)
Mg 4 (2.6) 1 (0.6) 30 (20.0) 1 (0.7
— i - 2HEER LURS .’:’mma’kﬁﬁ
A A7 9 (3.2) 1 (0.6) 11 (1.3) 2 (1.3)
%58 16 (10.4) 2 1.3) 43 (28.7) 5 (3.3)
B 1 (0.6) 0 9 (6.0) 0
FET 16 (10.4) 0 8 (5.3) 0
Bl B A AT
FS=UTI) TR 10 (6.5) 0 7 @.7 0
7 =T —EHEmn
FARSGXUET I/ b 8 (5.2) 2 1.3) 5 (3.3) 0
SV AT =M
me s L7 5= 8hn 3 1.9) 0 15 (10.0) 1 0.7)
HFAREREOR 0 0 20 (13.3) 6 (4.0)
/MR 0 0 18 (12.0) 9 (6.0)
BMERERS 1 (0.6) 0 16 (10.7) 3 (2.0)
{Rids K U Fe R
REELER 14 .1) 0 39 (26.0) 4 2.7
By AMIE 1 (0.6) 0 9 (6.0) 0
B s & U A MMk
AE 13 (8.4) 0 4 (2.7 0
T E
HRRERE 1 (0.6) 0 15 (10.0) 0
 REE= - RF— 2 (1.3) 0 9 (6.0) I {0.7)
BimRig 22 - BERES & OGRS ¥k 4
. Tmfigg N , 8 (5.2) 4 (2.6) 1 0.7) I (0.7)
LH N3 & OB TR RS
BBAE 0 0 12 (8.0) 0
4l 13 8 (5.2) 0 1 0.7) 0
% D EE 12 (7.8) 0 3 (2.0) 0
®B 11 (7.1) I (0.6) 3 (2.0) 0




2. AFIBECRIEMEFESRIZ 9 Fl (5.8%) . KiBX - EEOTHIL 8 # (5.2%) .
HIREE (XT 2 - ALU—EGERS) 12246 (1.3%) . ARSI 22 41 (143%) |
FURBRMEAEREE 1T 21 4] (13.6%) . TEAHAEEEIT 1 4] (0.6%) . 1 BUHERAFIT 161
(0.6%) . EHAEIEE RMEREMEBRE) 1214 (0.6%) . BERIE 16 (0.6%) .
s - REESUAMESELE 1 /50 (0.6%) X 1N infusion reaction IX 5 7l (3.2%) TRD biviz,
-, BEEORBEE (REKERERE, S0, BEXEES) | BIRHRERS.
BEREMEAE, MK - BEEA, SR, DR, REtEm/MRERAERERER, il
M I e ONRFERE ISRED bz o T,

@ERILFR S I/MAARE (KEYNOTE-010 #ER)

HEERT 2 mgkg Q3W B 331/339 il (97.6%) . 10 mg/kg Q3W F¥ 330/343 B (96.2%)
E U DOC B 297/309 5l (96.1%) (2B b, IRRE L ORRBENEETE VAT
=L, FhEN 215339 5l (63.4%) . 226/343 il (65.9%) KT*251/309 f5il (81.2%)
WZERH BTz, WTNDODOREETREBEEN SULUEOBIERIITERO L BY THhoT:,



#4 VWThrOBCRBEEN S%ULORER (REMEMITHREH)

BERIKSME (SOC: System Bid (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W Bf DOC %

HAFE (PT: Preferred Term) 339451 34345 309451
(MedDRA ver.18.0) % Grade Grade 30LE 2 Grade Grade3bAE 2 Grade Grade 35ALE
2RIER 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
M kY v 3RiE

i 10 29 3 (09 14 @I 1 (03) 40 (129 5 (1.6)
1F P ERIR E 1 (0.3) 0 1 (0.3) 0 44 (142) 38 (12.3)
P45 WA

R IR IS IR T E 25  (14) 0 23 (6.7) 0 1 (0.3) 0
BIGHE

T 24 (7.1) 2 (0.6) 22 (64) 0 56 (18.1) 7 (2.3)
CIoNN 37 (109) 1 (03) 31 (9.0) 2 (0.6) 45 (146) 1 (0.3)
am % 13 (3.8) 0 7 @0 1 (03) 43 (139 3 (1.0
W@t 12 (3.5) 0 13 (3.8) 1 (03) 24 (7.8) 2 (0.6)
—f% - R L OB EMALOIRE

4IE 7 iE 20 (5.9 1 (0.3) 19 (55 2 (0.6) 35 (113) 6 (1.9
JES 46 (13.6) 4 (1.2) 49 (143) 6 (1.7) 76 (246) 11 (3.6)
RIS E 5 (1.5) 0 4 (12) 0 21 (6.8) 0
FEFN 10 (29 1 (03) 14 (4.1) 0 17 (5.5 1 (03)
R CR AR A

B R BRI 0 0 2 (0.6) 0 24 (7.8) 19 (6.1)
A I Bk EiRi 0 0 3 (0.9) 0 16 (5.2) 10 (3.2)
(RS k USRRREE

RARBHE 46 (13.6) 3 (09) 33 (9.6) 1 (03) 49 (1590 3 (1.0)
HEHER X A AREE

RAHR 13 (3.8) 0 19 (550 2 (06) 18 (5.8 0
P 9 27 0 10 (2.9) 0 29 (9.4) 0
IR REE

BRERE 4 (1.2 0 7 (2.0) 0 16 (5.2) 0
KAy = 2 — 1 /F— 2 (0.6) 0 3 (0.9) 0 28 (9.1) 1 (03)
SERE 3 (0.9) 0 3 (0.9) 0 17 (5.5) 0
Rl s & UYR T HLEERE 3 :

[ EAE 3 (0.9 0 2 (0.6) 0 101 327) 2 (0.6)
% 5 FEIE 25 (7.4) 0 32 (9.3) 0 5 (1.6 1 (03)
35 29 (8.6) 1 (0.3 44 (128) 1 (03) 14 (4.5 0

7238, 2 mg/kg Q3W BER ON 10 mg/kg Q3W BETEN LA, MEMEREIL 15 61 (4.4%)
RO14 6 (41%) . KIEL - BEO TR S B (1.5%) RO2 6 (0.6%) . EEDK
Rl E (RS FEIEARE R, STEABE, ERBES) 12161 (03%) XU 4] (03%) .
MIRREE (X T - NL—EREREZ) X2 ) (0.6%) BRO3 B (0.9%) . FFHEREREE
123 151 (6.8%) KN 22 5 (6.4%) . FRIRARMEAEREE 1X 32 1 (9.4%) KU 35 # (10.2%) |
FEEAEAEREE T 1 B (0.3%) ROV 61 (0.3%) . BIBHAERES X2 6] (0.6%) KU1
B (03%) . 1 EERBIE T E (0.3%) RU2 61 (0.6%) . BHREREE (RMAEREME
mRUCA) 13 4 I (1.2%) ROR0 il BERIT 1B (03%) KRUNO B, Mgk - RERCERLE
FEIE 1 (0.3%) K& TUO0 . infusion reaction i 2 Bl (0.6%) KUr6 I (1.7%) Cid®
Hit-, E7-. EREMGEAE. MK - BEEL, SEIER, LR, REED/ MR
PEYSTENR . TAIMER M R ORIFERBR IR bz T,



4. HERIZHOWT

AIMEM L LTHEARERE (SFFE) MBELNTWE I &b, YKRELEY]
WCERTX AR THALEND D, FO LT, AR OERENETZEELDW - FE
L. KEIOBEIC LY BELEVERAZ R LEBICHIET 2 2 EBNMNERTD, LATO
D~QDFT AR THEB-THRICBWTHERTAIRETH D,

@ RRITHOWT

D1 Tz (1) ~ (5) ODVTINIERYTHREERTHDZ &,

(1) EAEFBRENSEET 5P ADFOEEIL RS @B RS A REEEILRAR.
HIAS A S FEHEIL ARE . RS AR 22 &) (R 2944 A 1 BRI - 434
MEE%)

(2) FEEHsRERbE (ERR 294 6 A 1 BERFR : 85 JERR)

() ELERFRMEISIEET DB ABEEERR (BABRESIRERR, 5 ARRER
B hFkE. 2 ABREEHEERRE 2 L)

(4) SR EFIEELERE L, AR FRIEMNE 1 UISSRILEFRIENE 2 Ofs ZHE
RS R EIT> TV AR (A28 4 7 A | BERAR @ 2540 HEsR)

(5) MEMNEEFILT EEMEOMFREREIGEDEHEIT> TR (FK 28 F 7
A1 BEEA ¢ 1290 fEEk

@2 FEOLERERCRWERRBRFEOR IS0 725058 & RR &2 FOER (TRO
WENMNTE YT B ER) A, YRR OAFICET ARROELE L LTRESN
TWBHI &,

=

o ERRIFIE% 2 EOWMFHER KT LIt RIZ S FLU O ABRROBRIHMEZT
S TWAZ L, b, 2EMUER, BPAKRMEIEY XL LEBRIEREFOTHE 21T
RoTWAI k,

o [EMRIFREE%2EDYHTELRT LERBIZIEL EOBRKRRZAELTNDZ
Y. 9b. 3EL BT, FEONAEMERES SRR FEOBRRIHELZ{T- T
WAaZ &,

@ BRNOEFEMFREROMEHTONT

EXRAERETERICHEETAETERRB SN, NELENSOEREQ. AP - &2
M IR2AER OB RR CEMSIC T 5 FRIBMt, FEFENRELHEORER
. ERELHITONAEREINE-TND I &,

10




® EBIWER~DOHIRIZOWT

@-1 HERREHICEE 5 E M

REMMEREOBEELREWERNREAE LBRIC, 24 FEERZEERIOT, YZERXiT
MR IC W T, BELUEZBWERICE U TARER KRV CT ¥0EHER DEINTHE
RREOKRENY BFIZE LN, EBICXIGFTRERERIBE > TNWEZ &,

®-2 ERAEHIC L A EFRNICET 2 BH
NABRICEDLZEMMRMB R OEREATIEREEEVNEERAE=4Y 7%
SWIERDORY ) —= 0 FEITVWERE LIEREILE T 2 F— LAEREH DSEHE
XNTWAZ &, 2B, BEEGHIZOWT, BABRE L ZOREKICHAICAMIh T
5T,

®-3 BIfER ORI LT

BIVER (FBIEMRREBICMZ., KK - EEOTH, IFHEREE. BHEREE (REE
RIEMRA%), NOWES (TEABEREES, FIRIREERE, BIBEREERESD ., 11
PERRIA. S O MEL., 4 - BRBUSRMRAE, %k, BEEORREE (REMHEIRERE.
ZHTBE, F|RBIES) . infusion reaction, %% - BEELK ., EIEMEIE, HEES (F
Sy NU—EERS) . LHR. REMD/MRIBA SRR, W, REFERE
&) ot LT, YR U EBE RS OFMEE G T A EMEEE L RIERAOZ
BRI L THRERVOXEZZITONAKHGICH D L) | ELICEIRLENT
A EHRIBE-TWDZ &,

=

11



5. BEMRLRDBE

(54t B+ 2 ]
O FRICHEYTHBEIOVTHARORESERE ShTVNBI LML, REET
bRV b,

AR ORI R URBUEDOBFREDOH 5 BE
R SUTTIR L CWA AREM D 5 5 BE

@ BEMOFMIIIBNTTRICEY T REITOVTL, RFOTREITHRS Ly

7,

M OIBFERIE N RNERIZRY , BEIZARZEATLIZLEERETE D,
R MRREDOASHISEEDOH 5 BE

MO ERRE CRIE R 2 ) 5 BH R OVEEMME O B SRR A Ok G i 2%
ORI KIERELB A DN D BE

B O aEREBEDAME. LB LE L IXERMED B DRRREDBEERED
HHBE

IS BHERE (i M EMEIEBEEL S L) DHLBE

ECOG Performance Status 3-4 VR FE

[EotEicBE+ A EIE]
O TROBEIZBWTIABIOEDESRRIESNTVS,

(LR ERE D72V, EGFR BiaFERERME, ALK BERETFRIERD PD-L
Btk (TPS=50%) DUIBRAEERMEIT - R OIE/NHBRafHE EE

75 FFER R E T LERIERE 2 AT 5 PD-L1 Bt (TPS21%) DOEIFRAEER
T - BEROE/NMElaESRE (728, EGFR BT EEBHEXIL ALK e
WEFBEOBRE T, £ FN EGFR F1 ¥ 3 —EHEEAIL ALK F
o3 F—PRERDREREZ AT H8E)

2B, TPSIINAT oY X<=7 (BETFHRIRZ) O =4 B (Rkics :
PD-L1IHC 22C3 pharmDx [# =] ) ZFAWVWTRIET 52 &,

@ TFTRICHYT HBHFITNT HAFORERMMERFTIEZOWTE, FAEIOFHED
ML INTRLT ., KEDREMRERGRV,

MBI R,
L DHUBMERERHR & OHFA.

D ECOG @ Performance Status  (PS)

Score TE 7%
0 S MEARLEMTE S, HEiE AL AREBSHRRITAD,
I ARSI U WETIEIR X AL 523, HITATHE T, BRIEEXRE > TOERIIITI 2 ENTE D,
Bl RVERE, SRE(ER
2 BRI CHADOFOEY O Z T TATAREEAERIITEAV, BHRO 50%UEE~Xy FATRIT,
3 RONT-BESOEDOEY O L LMTEXRY, AR 50%E, EE~Ny Pk GE 2T,
4 2T, BAOFOEY O LiFEL TERY, TRICy ik T 2,

12




® MEBWAA FI4 v (BAMEFESM) T8V T, ECOG Performance Status 0~1
@D =758 Ll E. XX ECOG Performance Status 2 ®V 0@BE TiX, 53 tREE
#H (FEZXELE) OBFBESHERINTEY, 77 FTREOERHREET
BEWEDER SN2V —2ARH 5, (CEREEEZAT2BREERTHE. 7
S5 FFHEIORNIEEI2L & b8 3 HRPIEREAICOWRELE T 28F TRV
Tik. AFDOJ/ELEZEERTE D,
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6. WEITEL TEETREHE

O ERATES IO, SOERFEER BN IRAT 5 BEHE I E D & AF| O RePE R ONEERE
AN BBERIERE THICEBMBE L THLERTZ Z &,

@ EEREAIC N L, BEXIIFORBEICADEREREEZHOHA L, AEZE
ThbkETarZ L,

@ ERBHEAD<RY AV MZ2WT

REMEERN D bbNE 2 EBHEDT, KFIOFTEEIZH > Tik, FIHE
W (B8, MR RS, mks) OfERRE IR X SIREOEME, BiEr+
HIATH T L, Fo. BEICGUTHE CT, mMF~v— b —S0RELET
5Tk,

infusion reaction 3% H N5 Z & M 3, infusion reaction 23588 L7z

X, EERMERITO L L b ERNEET 5 E TREOREL +“;ﬁ%
TBHZE,

FRIRESREEEN H bbb Z L0 H 5 DT, KO 5/ 1AAT & U5 H1H
UL ESIAOIC R IRESAEIR A (TSH, 028 T3, WEHE T4 TORIE) 2EhT 2
&,

FRSREREENR H b D Z L3 H 5 DT, AF OB ERMBATIR OS5 HRPIT

EREICATHERERE (AST. ALT. y-GTP, Al-P, BV L EVEDRIE) % EH
THIE,

AP ER (IIEARIIEEFREREZED) EOEERIBEE O ODOND
TERBHBEDT, EHNOCIROBRFOREELMATAZ L, £, IROEEN
2O HLIBAICIT, FEOPICEREEA IR T AL OBEERE T L,
AFIDHBEIZ LY . BEDOHRBERIGITER T 5 &5 2 bh 34 2REDHE
Rhbbhd I ERds, BENEDLNFHAICE, BRLUEERIG UL
PR 72 kit & IRR A2 FOERT & EEE U CGEE) @RI E ATV, BEDRE
R & B RITERA LN D HEITIE. RBEIOKREIF L, ROBIBRER
NEVEIORESEEBTHI L, 2B, BIBERESLVECOREIZEYEIE
AOWENRD bNRWVEAICIE, BIBRE R /E LS 0 s il o mn
LEETHZ L,

BE&ETH., B0RR» OB ARAL THhLEERNERRTIZ 8D DD
AKIOBRERTHICHRERORBRIADIERT L &,

1 BRI (BIE | BUERFR 2 E0) Bhobbh, BREES N7V F—v R
WELZENRHHOT, OB, B, m&”wrvm%ﬁ%mﬁmmtﬁ’+
SEBETBHZE, | BIERFENEDLDNI-BAIIIREEFIEL, 4R VB
K oOBELDOBEY2NEBEZITH Z &,

@ FBOEERARICBWT, ZEFEPO 9BER., ZRUET, RGNS 1 £/
X3 ERERT S ICHEBEOFHEE{T> T\ iz Z L2 5F I, KRG PITEH
Elj LE{%*&ET)‘)J%O)EEWL %’fﬁ: 5 Z & o
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REFEREETA FF4 v
RATr Y XAwT7 (ETFHEBEZ)
(R7%4 : ¥4 M —F B 20mg, ¥4 bv—F EF#HE 100 mg)
~EE R A~

FrR2 942 A (FRR2 941 1 AHET)
JBAE F A



B

1. IXC®IZ P2
2. AF|ORH. 1EREF P3
3. ERIRAE P4
4. HEFRIZDOWT P11
5. BEXHRERHEE P13
6. BEIIBELTERETREHE P14



1. IXL¥IT

ERELOBNE - BLMDOTEROT-DITIX, TWAXESICESWEERERMNRD
bhd, Sbiz, SEEORZEMOERIZL Y, FUEERRZR & OEFRFTHRIERE
FEEMMBERINEFT, ThHbDERRZBEICHERBEICERMET S Z LHRED
BEHL 2o TRV RFMBOEE L hEDEARFE 2016 (Frk 28 4 6 A 2 B MHEIRE)
BWTH, EFMERLEDHERORKEHHEZRZ Z & 3hTW3,

BREREER R, KBRS L S T 0 7 7 A LBBEEOERR LA LNICE
RBZELRbD, 20D, AMERVEZLEICET2ERI+2ERT 5 E TOM.
UHEERBOBELR ZITHZ EBPMFINIBFICHLTERT S L & bic, BlfE
ARRBRLEBICKERIGE E B ERTHEA—EDOEG 2T EREEATHER
TAHZEREETHD,

Lo T, KAA RT4 T, BEREESINE TIELN TV SEFIEZ -
BEHRMICESE, UTOERGORKERERAZHET 28RN OLEREMHF, 2
FROCBEEREZTT,

BB, BAHTA RIA i, BIATBIEAERSERERRESEE, AREFEARR
FERRIEE S, —REFEA A ABRERARES R OCASHEEEAN B ARERZER OB
Db EER LTz,

RNELRAERER  FA M —F AHEFHE20mg, XA bL—F RTEFE 100mg (—
74 RATu ) AT (HETHERZ))

HERERDPEIIDE : RIGUIBRTREREERANE

HBLRAPERVEE : BH. BRAICIE., A7) Xv7 (GBEETHEEZ) LT, 1
[ 2mg/kg (AE) % 3 BRERMRT 30 SFH» T TREFHFET 5,

& & BR 7 ¥ & : MSD KA &t




2. AEIORE, ERBF

F A M—F EFEEE 20 mg RV 100 mg (—ikA - RaT R ) X< (EinFik
%), AT &S Evv9H,) 1. PD-1 (programmed cell death-1) &ZD Y H 2 FTH
% PD-L1 RUPD-L2 & OfEA 2 EHEREET 5. b MbigGs €/ 7 a—F AHETH 5,

PD-1 iR I3 T MERasa R ESIRHE D> D KN 2 7 I A AMBRRASFI 9 2 72 s e il 48l
AA v F T, PD-1 1%, @EFR2REIZBOCTESRE T MisoMiEREmIcEER L, BCR
ERGE S DAMNEXILERIZGERIGEHIET 2, T72bb, PD-1 XUV N
ABTAZ LI L VREZRBICL BV TNV EERAICHIET 2% B EKTH S, PD-LI
OIEFEMBIZBIT HRETDL TN THIN. L OBRAMIBTII THRCHE Z2MA D
ZCIBRICREBE L TWA, BAMAICEITS PD-L1 OFEHEHIT. BHGE. HIE,
FFfmpasE . JREGE. B/ INBIERTES DY ZBRATTFRARAREFTHY . BNEHFRL
DHEBERRE SN TV D,

BE DI A OEERE T4 & PD-L1 3B OFEEMEL & PD-1 & PD-L1 ORITERD
GEEREIC W TEERERAZE ) Z ERREINTRY  Fiiz 28 ABROIRR & L
THFINL TV,

AKX, PD-1 & PD-L1 XU'PD-L2 Dflj U H> FORFBEEMRETHZ LITL Y, [EF
1 NRE TR OISR RAHIAEEM T U 7R EEM L S8 FUERRE 2 BiEtE T
5L THRIERDRERET D,

ARIOVERFICE S BEOGRERIGIZ L 2RIERERH b b, ERXIIETIC
EAFREENH D, AFIOEEFRNESHICT, BEOBEL 21TV, EEHFR
B BENTHAITIE. R U-FRITE U BEMAS 505 & R E O ERN & EH#E L TE
YRR 21TV, BEORERGIC X Z2BIERBSELN 2 HAICIT, RIBRE RV
EUHIOBEES LB RNEEIT I LENDH D,



3. BRERBE
RIS AR BN B ANEOAGRIF I M 21T - - ERBERRBROEE =7,

(FBzhiE]
OERNE 1 b MG (KEYNOTE-041 )
{L2EERORNWIIA B Y AT (EaFHEMZ) CUT 18V Aa~wT) £n),)
BEERN2 LIUAVETOFRIERL A T A5 RIBURARERBEEEIERSE 42 4
(EEMERRYT RIS 37 B1) ZxIBIT, AF 2 mygke 3BMMER CLF TQ3W) &V ),)
B EOFEROEZSENRE S, 2R, BEFHh CREETHRD b ZB A,
REETE R TERSRD bNR2WEDBKRMIZEZE LTV 5 BF T, REILAEOHE
GBEETERET D SN D E THRENDR S 2kkd 2 Z LA TIRE & Shiz, TR
HIE B T 2 EHER[RECIST HA FI4 > L1RRICES PRETEIC L 57E2FEZ(CR)
XITESES) (PR)] 13, 24% (9S%IEERXM : 12~41) Tholz, 228, FANIRE
L7-BEIX 10%Th o7z,

@S E T FERER (KEYNOTE-002 3R)

A ) AT X BIREREAT HRIGUBRTELEHBAERE ZXIRIT, K 2
mg/kg Q3W %5 & 1 10 mg/kg Q3W &5 DHEMER OZEMEN, (LFRE (F Y
V. TFEYRI R, AINVRTITFU, RIVEIXEAREBAINVKT TF o +37 ) 7%
), LT 1CC B 2V 9,) xR e L TR ShZ, 28, BRI ORBET
WD NI HA REET 2R TRERSRD b2 VWEOBKRNICEE L TV B
Z i, IREIIE OB M TREETRRED b 5 F TAEDKRE 2ty 5 Z &8
REE L ANz, FEFHMER IXSAFHE (0S) RUMEEEAFLM (PFS) & &h,
AFNTbFFEE & IR LT, PFS 2FBICIER LT,

F1 AR (KEYNOTE-002 R5R)

AF 2 mg/kg AH 10 mg/kg [ #==5-375
Q3W Q3W
(180 1) (181 1)) (179 f3i)
oS | i [H] 13.4 14.7 11.0
(95%CI) (11.0,16.4) (11.3,19.5) (8.9, 13.8)
N — R 0.86 0.74
(95%C1) (0.67, 1.10) (0.57, 0.96) —
p fi" 0.1173 0.0106
PFS™ | chfE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
N — FHT 0.57 0.50
(95%CI) (0.45, 0.73) (0.39, 0.64) =
p " <0.0001 <0.0001

Cl:EMEXR.*1: RECIST #A FJ 4 > 1.1 RICES < B ER VEREMEIC L 2570,
¥ 1 @R Cox FLfFl Y — FEF M L BILEFHEE O, *3: Bl /7 v 7 BRE

4




90 -
80 -
. 70 5
R 60
501
# 40
30 —
20 L
10-
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk® £ R
F8 2mg/kg Q3W 180 131 95 70 61 11 (]
##10mg/kg Q3w 181 138 99 79 67 12 0
{keses 179 115 80 60 48 9 0
0S ? Kaplan-Meier B
at risk®

R 2mg/kg Q3W 180 153 74 53 26 9
#AF10mg/kg Q3W 181 158 82 55 39 15
{ESEmoE 179 128 43 22 15 4

N U1 B
—

PFS @ Kaplan-Meier Bt



@M EIHERER (KEYNOTE-006 #ER)
AVY AT L ABBERBRORVNUIA Y AT 2EERN 1 LU A VETOLSE
BEREA AT ARBUBRTRELREHEAERE ZXRIZ, A 10 mgkg QAW REE W
10 mg/kg 2 BRI (AT TQ2W) &W2,) BEDAMMEROREMERS, A Y bhv
TEMBE LTRNENE, 2R, BRI CRBETHRD b BEI, REET
PRTERNED bR RWEDBEKIZEE L T 5 BE T, IREILIE O BEEFHE T
REBETHRD b B THEORE 2GRS 2 Z L NFREL sz, TEFMER X
LAFHRE AT F0S)] &) ,) RUEEEAHM (LLF [PFS) & ),) & &h,
AENIA LY AwT LB LT, OS RU'PFS # A RICER LT,

%2 AR (KEYNOTE-006 FER)

AH 10 mg/kg ZAHl 10 mg/kg ra=rss
Q3w Q2w
(277 B) (279 B) (278 #)
os™ | FxRfE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
NF— RHZ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) =
P " 0.00358 0.00052
PFS™” | sfE [A] 4.1 5.5 2.8
.3 (95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
A~PF— FE? 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) =
p fE" <0.00001 <0.00001

Cl: {8 X[, NE : #EART, *1 : FREMEITFOT—F :2015F3 A3 By h2A7, 2 &
Al Cox WLFINY — REFMITEBA Y A7 & OLER, *¥3: BRn 77 7 KR7E, *4: RECIST
HA KT 42 11 RRICE-S S L AEHREHE R CIEBEMEC X 2870, *5 : FRMTE O
F—% (0149838 y FF7)



100
90
80
70

¥ 60
# 50
§F 40-
30
20 -
10

——— AA10mg/kg QIW
——— FM10mz/kg COW
— A(EULRT

0 2 4 6
at risk$

8 10
MRl

FF10mg/kg Q2W 279 266 248 233 219 212

##10mg/kg QW 277 266 251
AEULTT

238 215 202
278 242 212 188 169 157

0S @ Kaplan-Meier Hi#g

LA AR A e e AR R Al SRR N LR al)

177
158
117 51

12 16

67
71

19
18
17

18

oo

(=)

— e e A 10k QIW
——— #M10mgrkg QGIW
—_— APVLR S

at risk¥

##10mg/kg Q2wW 279
#710mg/kg QAW 277
AEULIYT 278

231
235
186

147
133
as

SAE TR (A)

98
95
42

49
53
18

PFS @ Kaplan-Meier Hif#

N NN
—

14

—



[Z2H]
OEMNE 1b 8RR (KEYNOTE-041 FER)
HEERIT, 41/42 6] (97.6%) TBD b, BRE L OERBRIEETERVWESF
HHIT, 34426 (81.0%) IZBY DN, FERN SNULOBHWERRTROLBY T
HoT,

23 BEEH S%LLEORIER (F2MERRHTXR4AH)

e (%)
FERIK SOC: System Organ Class

%gi%‘:‘ﬁ(ﬁ‘ ;referreg Term) “ ) 2 mg/l;%{%Wﬁ

(MedDRA ver.18.0)

Grades Grades 3 UL E

2BIER 34 (81.0) 8 (19.0)
P |

R I A S T 5 4 9.5) 0 (0.0)
LTI '

TH 3 (1.1) 0 (0.0)
i R O G it

B 5 (119 0 (0.0)
BRI '

FARGXUEET I) NT VAT =T — LM 3 (7.1) 0 (0.0)

FEREsEm 3 an 0 0.0

EmSEURTEeME

R . 6 (14.3) 0 (0.0)

BER B IREB 6 (14.3) 0 0.0)

BEMEEN 3 7.1 0 (0.0)

28, BIEMMEE 16 24%) . KEK - EEOTH 24 (4.8%) . AFH#EEREE 3
Bl (7.1%) . TEAEHEERES 2 F (4.8%) . FIRIRHEREREE 6 1 (14.3%) | infusion reaction
161 24%) BB SR 1] 24%) TROONE, £, HREST (¥F72 - A
L—ERRS) | BEREE (RETMEEBRS) | BIBESE. | ERRA, EEO
RS (RHEIREFER, W, JRAEES) | R, HX - REGRARE,
BEEMFAENRE, M6¢ - BEIEA. DR, St/ MRIBAESRBDR, Bl R D& O
FEERB IR DR 0T,

@SB 1A (KEYNOTE-002 ER)

HEELIT. 2 mgkg Q3W B 172/178 11 (96.6%) . 10 mg/kg Q3W #¥ 178/179 4 (99.4%)
KUOVICC B 167/171 ] (97.7%) [ZiBH b, BRE L ORRBEENETETERVAEE
ERIT, FTNEN 121/178 6 (68.0%) | 133/179 ] (74.3%) KU 138/171 i (80.7%)
IR BTz, WO OB TRERY SHUEDBWERIITRO L BY ThoT,



£4 VTP ORCREER 5%ULORER (ZLEMITREH)

- B% (%)
BERIRSE (SOC: System Organ Class) _ -
HAZE (PT: Preferred Term) 2 mw}% %swa% 10 mg{ga_?% {%S;Wﬁ llqncg
(MedDRA ver.18.0) Z=Grades  Grades 311 1= £Grades  Grades 3V E “=Grades  Grades 301 =

T 121 (Ce: L i

a8 e e e les, LSl PRt
il ; : 0.6) (39) (0.0) 35 (205)
A i BRBAE (0.0) (0.0) (0.0) 00) 14 (82)
SFPEREE ; (0.0) 00 14 (82
i S . 1. )6 6) 16 (9.4)

T
=

14 0 (0.0)
4 (82 3 (13)
6 (27) 4 @3
% (152) 4 (23)
(45) ) 10 (58 1 (06)
(29.1) 06) 6 (363) 8 (47

©0) 8 @7 1 (06

[ T i (0.0) ©0) 3

5
BUWEAR 1) (0.0) (5.0) 0.0) 2
% 5 EERE 37 : (0.0) (23.5) (0.0) 6
®E 21 . (0.0) (10.1) (0.0) 8
R BB BB 5 . 0.6) (5.6) 06 0
FEEAK 10 (5.6) (0.0} (5.0) (0.0) 2

7243.2 mg/kg QQW B K 110 mg/kg QSW BT R\ T E N B MR A 1 61 (0.6%)
B4l Q2%) . KBk - EEOTH 14 (0.6%) K06 H1 (3.4%) . #RESE (¥
T o N L —ERRES) 2 51 (1.1%) R U0 B, FFHREREE 13 41 (7.3%) R UM 15 61 (8.4%)
BHEEEE (RAEHEMEERE) 14 (06%) BRO14H (0.6%) . FEFHEERE I
Bl (0.6%) B3 61 (1.7%) . FARIRAEREE 14 1 (7.9%) KT* 15 5 (8.4%) . infusion
reaction 2 il (1.1%) B3 6l (1.7%) . BEEOKRMEESE (BHIRIRIEGREE, S
B, EREED) 16 (0.6%) RO16] (0.6%) . HESk 161 (0.6%) R0 H, EEM
AR 0 GBI 1 B (0.6%) . Bde - BENEAK 0 BIRUN T # (0.6%) . YNCHEE SR
£ OFIRV2HE (1.1%) TEHLN-, o, BIBEE, | BUERKE. HR - R R
fRRE. DR, Se MM/ MRS MERBER. TRMER M & OTRIEERBIAD b izdo
7ol



O EMAERER (KEYNOTE-006 FER)

BEER|T. 10 mgkg Q3W BE264/277 51(95.3%) . 10 mg/kg Q2W &¥ 275/278 51 (98.9%)
R ONIPLEE 239/256 Bl (93.4%) IZRD b, BWRE L DRRBEANEETERVWAES
13, FREN 202277 B (72.9%) | 2217278 Bl (79.5%) K U*187/256 Bl (73.0%) i<
EH b, VTN OB TERER SWUALORIERIITROLBY Thol,

#5 WFhOORECRIEEN 5% EORER (Z2EARATSIRH)

Pl (%)
SBERIKSEE (SOC: System Organ Class)

HAEE (PT: Preferred Term) 10 ng/I;%§3W§¥ e mg2/l;§ {%2“’# ZHS’?;'J
(ModDRA ver. 18.0) Gmdes  Grades 3 E  &Grades  Grades3lE  ZGrades  Grades 35LE
202 (729) 28 (10.1) 221 (7193) 37 (133) 187 (73.0) 51 (199

3 ._._, 1'1.2.‘”."._ i FREp = - y
@5 0 (00 17 ) 0 (@ 6 (@23 1 (04
(76) 0 (O 25 (@0 1 (04 2 (08) (0.0
R SR, s

(1.8 0 (@M 10 (36 0 (0.0) (5.9) (0.0)
Felikss 8 (29 5 (8 4 (4 4 (1H 19 (74 16 (63)
T 40 (144) 3 (1) 47 (169 7 (25 58 (@27 8 @D
[nl)8 1 @o o0 00) 20 (712) 0  (0.0) 1 (04 0 (0.0)
WL 31 (112) 1 (@4 28 (10.) 0 (00) 22 (86 1 (04)
5 0 (36) 1 (04) G35) 0 (00)

(111)

(©. 0)

(0.4)

32
58

26

_71_]'5‘ r
(20 9)

(6.3)

L

(0.8)
(12)

004
4 iy L =L G ALY davdr i
Z IIERE 39 (14.0) (0.0) 65 (254) i
)43 37 (134) 0 (o 0) 41 (147) 0 (00 37 (145 2  (08)
[EE BN 31 (112) 0 (00 25 (9.00 0 (0.0) 4 (16 O (0.0

7235.10 mg/kg Q3W BER T 10 mg/kg Q2W BEIZ B W T E N E . B MERTER & 4 1] (1.4%)
EO1 61 (04%) . KBk - EEDTH 10 1 (3.6%) &0*13% (47%) | HREE
(X5 - NU—EBERE) 2461 (0.7%) R0 Hl, FFEAEREE 14 61 (5.1%) RTR23
Bl (83%) . BHrEREE (RMEHMEMEEXRE) 24 (0.7%) &mm (04%) . T
EHSAEREE 1 51 (0.4%) RUN1 M1 (0.4%) . FORERHEEERED 28 I (10.1%) R T*33
(11.9%) . BIBEEE 14 (04%) K124 (0.7%) . infusion reaction 7 il (2.5%) K
V5B (1.8%) . 1 BBERE 1 6l (0.4%) RU0Gl, EEORNEEE (B BEIRIER
BE . BIGHLEE. SEREEL) 0 FIRUN B (0.4%) . BER 161 (0.4%) KU1 B (0.4%) .
W54 - RESCASRMERE 1 51 (0.4%) RUN 0 Bl M - BEAEZ 0 BIRON1 6 (0.4%) | I
IR E % 3 61 (1.1%) Bt 1 6] (04%) TR b, £, EEMHENE.
2. Sl HEm/ RIS A MESEBER . IR MR I &k OFRFERBE IR D b2 o7,

10



4. HEERITDOWT

AR L U CHEARERE (2FRE) PEEohTWnaZ eh b, YKt LEY)
ICEMETEX BB CTHALNENRH B, £O LT, RE OGS HEY) 2 EEZLH - BE
L. AFIOREIC L W EERBIER 2R LIZIICRIET 2 Z BB ERD, LUTO
O~QDT T EMATHRICBWTERT 2 & TH D,

@ HERIZOWT
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