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1. BUdic

EIRFOFEDME - REMDOHRO-DIZE, BICESITESWEHERERABRD
bhd, Sbiz, WEOHZEEIROESRIZ LD, FUEEREMZ & OEHRFRIERRE
FEELPBABENZFC, ZThoOEEREFREICNERBEITRETS Z 2 PEED
BELR2-oTEY REMEEE L B0 AT 2016 (ERL 28 45 6 A 2 B REBHRE)
BWThH, EFMERREOEROREEELXHA L EER TS,

HHREBMFERRIL, BRERSREM a7 s AVBHECEER AL MR
RBIERHD, T, HPERUEZEMICETAERR+SEET 2 E TOM.
UHEELOBEZEZITAIZLAEF I BRI L TERTL L BT, BIE
FARBR UK ERS IR & D B2 —EOEL i TEREE CER
THILBEETHB,

Lo T, AHA B4 Tk, BREBELSIAE TIA LTV ESIKSE -
BRI RS S, LTOERLORRRERZHET IBANLNERES, B2
FRUERFEELTT,

R, AH A T4 00, MTBIEAERREFSRRSHE, ARTEEARR
FRARIEE S S, —EEEAN A ABREARES R OB A R R ER 2SO
Db LER L=,

ML RBERES X4 PA—F RFEEHE 20 mg. FA M—FARHE 100 mg (—
LA RATe ) X7 (GBETERZ))
HELRADEIIDE  BIGUBRAELLBERANE
HELRARERCRE  BE. AR, a7 nY X+7 (BEFHEHBL) LT, 1
E 2mg/kg ((AHE) % 3 BRIMET 30 2F T CRIBEFFET S,
% R T ¥ FH  MSD RS

O



2. RH 0%, ERBF

A PA—FERHE 20 mg R0 mg (—iR4 : <A7 ) XvT (BiETHER
Z)}. BT TARA &vd,) 1, PD-1 (programmed cell death-1) £ Z DYV H > K THh
% PD-L1 RU'PD-L2 & OFEEEBEAET 2.t MElgG4 £/ 7 n—F A HiETH B,

PD-1 I3 T FIA A ERAHE D DN B - OIS AR FI A 5 TR fH
AA v FC, PD-1 1%, BELZREZBOTEER THEOCMEREICERAL, ACs
BERLE B U ARLELBRIRAER S 2HI#ET 5, Tbh, PD-1 XY e
BTAHI LIV HRZAMII LD VI N EELZACHET S8 ETH 5, PD-LI
DIEFHBCB T IRBBITDLTITHIN . ZL OBAMETR THROBH X 2HLD
FERERICREALTVWS, BAMIBICEITS PD-L1 OFERERIL, BEHARE, PR,
FFmpass. JREE, B/ MIRABEDOE. RRATTETRREFTH Y., BV EFER)
OFEEAERHREII TS,

BEORADBRKRATH% & PD-L1 BEOFHEEMEN G, PD-1 & PD-L1 ORKITEED
REEBEICBWTEERREHZES ZEBRRITBY ., FiBARREOENE L
THIRFRShTW3,

AFNX, PD-1 & PD-L1 RO PD-L2 O U H o FORAZBAET - iz kv, B
WUNRER OIEFEAFRAOMREEM T UV 3k Emitk 3w fEERE L HEMt
& THIEEDRERET 5,

AR OERABFICESGBEORERSIC X 2BEASE S b b, BEEXIIETIE
EDREMNH D, FFROEEFRGRERICIE, BEOBELT2ITTV. REHNE
B LNTCBEITIL, FHRLCERITIS U FFR 2 mik & BB A RO EA L B LCH
PRERIRRET 21TV, BEOCRERINICX SBIERASEDN SBE I, BIBRESN
TURIOREEDOENMABEITTOLERH B,



3. BRIRE#R
RIS B EAEORRRIC M 2T o R EERBROBEZ R,

[FzhiE]
OEMNE 1 b BRE (KEYNOTE-041 RER)
EFEFREBORVXIZA ) e (BETHEEL) GUT VAT E10),)
FEERN2 VIACETOERIERL A T HIRIGEIBRF R EEEAERE 42 61
(BTSSR 37 B ZXBIZ, FA 2 mgke 3 BFME (CLT TQWI &1 5,)
BEOEER CESMSRT S ik, 7235, BRI CRBETSED bhBaic,
BT 2R TERAERD b AVWEDRRIRIICZE LT\ 5 BE L, KRN RO
BT CRARITARY b5 X TAROBR S MFT 5 2 L AR L Shis, BT
{E B T AEE[RECIST A FF 4 > LIRICE S HRHEIE X 255255 (CR)
SUIESYESD (PR)] 1L 24% (OS%ISHIRA : 12~41) Thotz, )

QA B IiERE (KEYNOTE-002 5RER)

A VY Ae T L BRREEHT 5 BAIRTESEEEAEEE AR, FF 2
mgkg Q3W #5 R TR 10 mg/kg Q3W R E OFRER MM, (LERIE (FARY
Y. FEVRIN, IARTSFL, N7V FFEARBANKESTF o +52 ) 4%
e, DT TICC B EW5,) ZABELTRISNE, 2B, EETE CREET
B HRIEAIT, ERET2RTERNED b AVSOBENICRE LTV A
T IKES OB CREETHRED b b E CREOBREEMET 5 = &)
AH L &, FEFEER XA (08) RUMEMEATEYRM (PFS) & &h,
AFNCERE & i LT, PFS 2 A BICIER L, '

100
90 ] —— &M 2mglkg QAW
80 ] ——— XM t0mp/kg QAW
70 )
g 60
E 50
4 40 7
30 T e
20 [
10 4
O e ————— —————————————
' 0 3 6 9 12 156 18 21 24 27 30 33 36
at risk® S A
FM 2mg/kg Q3W 180 i3 g5 70 61 11 0
##10mg/kg @BW 181 138 99 79 67 12 0
{L%8eE 179 115 80 60 48 9 (4]

0OS @ Kaplan-Meier Bt
4



)

— M 2mg/kg QIW
e FMT0mg/kg Q3W
e cen {LRAGE

e M
%“m%wwwln

xRN
Pt §

at risk# '

¥ 2mg/kg QAW 180
A 10mg/kg QAW 181
{LWGE 179

153
158
128

1 I 1 1 ) 1

4 6 8 10 12 14
RINEETEM (A

74 53 26 9 4 2
82 55 39 15 5
43 22 15 4 2 1

—

PFS @ Kaplan-Meier Bi##

WS EMAERER (KEYNOTE-006 RRR)

AV LTI EABRBOLOVIIIA YY) AT E2EERW 1 LY ALETORE
FRIEE2H T 5RGUIRT R EERAERE LRI, A8 10 mghkg Q3W HERV
10 mg/kg 2 BREMME (SLT (Q2W] & 5,) BEOHEHERUVEEMEN, 1) A=
TEXMRBE LURN SN, 2B, BRI CREBETRED bhBaic, KBET
ERTERBFED DR WEOBRKRRICERE L TWA BE T, RIE LA O EHEREN T
REETHIED N ETEAOBRE LT 5 Z L AW E Shvic, TEFMER IX
SAEFHM BITF 1081 & 3,) ROMEREAFHM (BLF [PFS] &W1W5,) &h,
AHNIA Y LwT LHEE LT, OS RI'PFS 2 ARICER LE



100

# 50

30 - ——— FMl0mg/kg QIW
20 ] wovm AMiOmg/kg QAW
109 — sovawr

at risk#%

F#10mg/kg Q2W 279 266 248 233 219 212
FH10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

0S @ Kaplan-Meier Bt

177 67 19
158 71 18
117 51 17

o e 9 10ME/RE Q2W
— —— 3 10mg kg Q3W
—— AYULRS

0 2 4 6

8

SRINT TN (R)

at risk3%

F¥10mg/kg Q2w 275 231 147 98
AHF10mg/kg Q3W 277 235 133 95
AEULITT 278 186 88 42

PFS @ Kaplan-Meier Bh#t

49
53
18

@

O



[Z2i]
OEMNE 1b 88 (KEYNOTE-041 38)
FEFRIL, 41/42 8] (97.6%) ZBH LI, RRELORRBRVEFETCERVWAEE
TR, 3442 ] (81.0%) KD b, FBREN SULLEOBHERIRTRO LBY T

ot
# REEN %L LORWER (REM&RITISME)
. HEE (%)
SOC]::T 2mghkg Q3WEE
{MedDRA ver.18.0) 4247 )
4 Grades Grades 3 EL L
&Rt 34 (81.0) 8 {19.0)

(14.3)
BEREB RS 6 (14.3) 0
LYt =k 3 .0 0

e, FMEEMERR 16 (24%) . KIBK - EEOTH 2460 (4.8%) . FFSERE 3
B (7.1%) . TEAEHEES 2 4 (4.8%) . PRIBBIERE 6 5 (14.3%) . infusion reaction
15 (2.4%) BROEESRE 16 24%) TRHOLNEL, £k, HREE (X5 -1
L—ERFE) | BHEEE (RETHEMRASE) | BIBES. | ¥ERRF,. EEO
BIE (OBRBINERT, SWAH. SOURRS) | Bk, B% - RERRE,
J EEFFEE, MY - BIEAR COFARITRD bhid i, |

@A E LERER (KEYNOTE-002 AER)

BHEHFLIT. 2 mgkg Q3W B 172/178 £1(96.6%) | 10 mg/kg Q3W F¥ 178/179 41 (99.4%)
BOICC & 167171 B (97.7%) 5E®bh, BBRELOREBREAEETERVWEE
EHIE, FN2h 121178 B (68.0%) . 133/179 1 (74.3%) R Tr 1387171 1 (80.7%)
WEH b, WD TRRER S LOBHERRTROLBY Thotr,



#_WThIAORTRIEAEN 5% LOBHER (REMERT T RA)

soc Fidk (%)
PT 2 mg/kg QIWEE 10 mg/kg QIWEE ICCH
(MedDRA ver.18.0) 17861 17941 1714
£ Grades Grades 32L E 2Grades Grades 384 E £ Grades Grades 38 £
2RI{ER 121  (68.0) 20 2) 133 (743) 25 (140) 138 \ (26.3) -
CMBBECDSRERE 0 o L e P )
#H i 5028 1 7 @398 0 (008y 35 (205 09 (5.3)
B i BRI 0 (00 0 (0.0) 0 (00 o (©0) 14 @82 6 (3.5)
HF P ER A B 1 06 © (©.0) 1 06 0 0.0) 14 (82) 6 (3.5)
MRS 2 0 (0.0) 1 @6 1 06 16 (@4 4 (23

R

(6. (0.6) (5.3)

L T 7..89 0 @O | B8 .

RS s — e G N T 1) S O (Y R T (0 YR V7 S

L HEE _ 1 (06 0 00 2 (D 0 (00 11 (64 0 ‘

WS R USRI AR G LR e i HL SRR S L R
WEE ) ) 0 (00 35 @055 1 (08
bi-d; 1% 9 (1) 0 9 (500 0 (0.0 2 12 0 {00
5 HEE 37 (208 0 42 @35 0 (O) 6 (35 0 (0.0
5 21 (118) 0 18 (10 o0 (0 8 @7 0 (00
BER ISR R E 5 @8 1 10 (56 1 (06 06 ©0 0 (00
B S BT 10 (56 0 9 (50 0 (00 2 (2 0 {00

72,2 mg/kg Q3W #E R TR 10 mg/kg QAW BT BV TE N, FIEMEMER 141(0.6%) KD

B4l 22%) . KB - EEOTR L H1 (0.6%) BRU 66 (34%) . #EEEF (¥
T2 N ERRES) 2 61 (1.1%) B U 0 Y, FFHRRREE 13 41(7.3%) R UM 15 51 (8.4%) |
BHEREE (RATHEESFRS) 14 (0.6%) EROC1H (0.6%) . TEEEERE
B (0.6%) B34 (1.7%) . FUIRIRESERERSE 14 61 (7.9%) K UF 15 4 (8.4%) . infusion
reaction 2l (1.1%) RU3H (1.7%) . EEOKEREE (KEHEEREERE, 20T
B, HEBES) 14 (0.6%) BRO1H] (0.6%) . B 1H (0.6%) RHU0F, EEG
EFE O IR 1 B (0.6%) . B4R - BEIRK O IR L ) (0.6%) , RITHRE S E
OBV 26 (1.1%) TRDOIZ, iz, BIBESE, | 2ERRF, R - HERHE
fRIE R DN RIERD bhahoTe,



@S ETMAERER (KEYNOTE-006 3ER)

FEELIL. 10 mgkg Q3W B 264/277 #1(95.3%) . 10 mg/kg Q2W B¥ 275/278 1 (98.9%)
B TR IPI B 239/256 ) (93.4%) KRB B, RRELORRERBFTETCELVWEER
81X, FRER 202277 61 (72.9%) | 2217278 B (79.5%) BTN 187/256 1 (73.0%) iz
Bobhi, WINPORTREARE S EORBIERIZTROLBY Thot,

£ VWTPhHORTRERNE 5% EOBIER (REMAT )

I (%)
soC. 10 mg/kg Q3WEE 10 me/kg QI WEE TPTRE
(MedDRA ver.18.0) 27741 2788 256
£Grades Grades 3EL & “Grades Grades32{ b £Grades Grades 3¢ _E
£RIER 202 (729) 28 10,1y 221 (79.5) 37 (133 51 (19.9)
S — ——

Rk R
FRBBEETE

) 0 0
KBz 8§ (29 5 (18 4 (14 4 (14 19 74 16 (63)
TH 40 (144) 3 (L) 47 (169 T (25 58 (227 8 ()
AR 11 @) 0 (00O 20 @2 0 (00 1 04 0 (00
i 31 (112) 1 (04 28 (100) 0 (00 22 (86 1 {(04)
[ 0 10 1 @4 14 (55 0 (00

HRERS USRS

BIEnE
et ]

FER & O TAURIRTE
EHEEE (14 0 40 (144 (0.0) 254
423 37 (134) 0 41 (147 00 37 (145 2 (0.8)
JFEE AN i1 (11.2) o 25 0 0 (0.0 4 (1.8 o 0.0

723,10 mgkg Q3W HER U0 mg/kg QQWHEIZ BWTZNE I, A MR B 4 51 (1.4%)
B (04%) . KB4 - BEOTH 10 # 3.6%) B 134 (4.7%) . mHRkEE
(T NU—EEHE) 248 (0.7%) RU0H61, FFEEEEE 1461 (5.1%) EU23
Bl (8.3%) . BHEEREST (RAFHEMEERS 246 (07%) EC14 (04%) . T=
IHREREE 1 B (0.4%) ROV LA (0.4%) . FREREHEREE 28 B (10.1%) RUt33 41
(11.9%) | BIREFHEE 141 (0.4%) RUt2#] (0.7%) . infusion reaction 7§ (2.5%) %K
s (1.8%) . 1 BERA 1 Bl (04%) RO0H], BEEOKRERE (FBEERER
B, S, JREES) 0 FIRU 1 FI (0.4%) | BEZe 1 4] (0.4%) BTt 1 41 (0.4%) .
AAY% - BERUTRAARIE 1 41 (0.4%) BTN OB, BZk - BEEES 0 BIR T 1 4 (0.4%) |
THCE 5% 36 (1.1%) B 14 (04%) TRHONE, T/, BEEHENER
CLFHRIETFRD bhvieho T,



4, HERIZOWT

AREME LTHARERE (&FRE) ARELATVWAZ e, UELREL BT
KEETX AR THAILERDS, FOLT, FHOHEFE 2 BE LD - ¢
L., AR OHFEIZL Y EEREEN2RZA LEBISHNT A Z EBMERED, LUTO
O~@OTRTE/THERIIBOWTHERTI~ETH S,

@ MRiTOVWT

D1 FrD (1) ~ (5 OVWThNMIEETIHRTHDZ &,

(1) EABEHRXENSET 2 BADRELILSARS GEHERERS A BERESNSFERT.
A3 A RS BB I AR, USRS AR e E)  (FRE284E 10 A 1 AR ¢
427 HEF%) '

(2) el (ERK284E9 B 1 BREE - 84 MR

(3) FEFRMEABET 5 HBARRELERRE (BARFESRERR., BSABRERE
B, BABFOESHEEREER &)

(4) HEICFERERERE U, AREREME | ISR EFENE 2 OfiREE
RDEHETo TV AR (FRK 2747 H 1 AREA @ 2538 §EER)

(5) MEMEEANGERMEOHERERIRIBHEIT > TR (R 27 4 7
A1 BB ;1284 HagR)

D2 EHBEAEOLFEERCEIERRBRMEORIS 508 L BB R SEM
(FROWTRIICEST 5 EM) 3, UEDRAOAFCET 3 RROTEE L LT
BB TNED L,

*

o« EGFRER 2 EOTMTHEE KT LcBiz 5 U LR ARROBEKTHEE
ToTWBZE, 95, 2 FULEIR. BAEYEELE L LBERIEBZOHE
BTloTnaIZ &,

o  EERFIGE 2 EOVHMELKT LIz 5 FEUL Lo R EEMEELZROR
FRBREHFLTNB T L,

@ BRHACERMLFRETEROEKMHIC>WT
EXLEFRERICEFTIETEIRESh, BEAENOOERED, FE - B2
HEEFOFROFTHER VEMEICH T2 iR, FEERBBELBEOREX
¥, SEREReHIThh A EHPETWAZ L,

10



@ BIMER~OXRRIZOWT

@-1 BIER TR O3S BT 2 B
BIEMMREEREOERRBERANRRAE LK, 24 RRZRESIOTF, MR X
EEERIEBWT, BRLUEEAWER IS L CAREEE VU CT E0RIEROENICSLE
RREOERSPYAPIZESL, EbIRISTREREHPETNEZ L,

@-2 ERUEEEFICL2EEESNICET 5Bt
BABRICEDLABEMPLRARECERE2E T 5 EREFEENRERT=Z) 7%
EWEEROAY V—=r ZEITOERE L FRE LG CE B F— AGEFHKH I BH
EhTWs Z &, 2B, BiEERiz o WT, PABRE L EOFRIZFTHICAEMEIh T
5Tk,

®@-3 BEfER OB iIicBAL T

BI/EA (MEERERICMA, KBk - EEOCTH, FEERE, BREEE RE%
MEMEERSE) . ASBEE (TEEEREE., PRESEES, RISEEES | 1
RUERAS, S & D IR%. Wik - B RIARIE, Bk, EEOKEREE (FRIEHEIRERE
B, ZIEHIE, RBEIES) | infusion reaction. fM7% - BEIEAS., BEEMPESE, WiRRE
B (XFV - N—EFRHS) | ODBEE) T LT, BEERIGEBEREBEOR
FAtEZ A9 2 [EAT &8 L BHEROBE-CHINCE L THRERVZEEZZ T34
Hizhdz l) . EBIGREIRABNR TE 2EKEBRE-TWEZ &,

11



5. B ENSRERIBE

{Zat]

O TREZEUTIAFIZODVWTHAFORENERLEENTWEZ b, BEEZTT
blnr &,

AR ORI URBEOCREREROH 5 BAE
HEIRXIMEREL T30 H 5 BE

@ BEAOFMIBWTTRICEYTIBERZ YW T, RRloREITHEI AW

B3,
[ ]

HDIEFBIREE N2 WIBAIRY . HERAFEERT I LEEETE S,
BEEMERBOSH RO H 5 8%

FIERE SR E CRIER 2389 2 BE R UNEEME O U B At IR A 2R i il 42
ZOMICRIERELSRZ N D BE

B CAEEBAOAG, XTBEMZRE L IIERED B 2ABEAOKEERD
HoHBE

ECOG Performance Status 3-4 & @ BH

[BhE]

) ﬂﬁ%‘%&‘ﬁ@f;b\@%&tﬁ{biﬁiﬁﬁw%éE&%‘i:%b\fﬂiﬁ@?ﬁﬁ'&ybﬁ:én’
TW5, '
723, BRAF BGFERLHTIREIZB WV TIL, BRAFEZIIZEAERLER
THZ &,

@ TRIZEYTIHREORGECERAFECOVWTL, ARORENEILENTE
5, FRIOREFRLRLR,

R TRE,
ML OFIREMEBA & DB,

&) ECOG @ Performance Status (PS)

Score

EE

L<HE2{ENTE S, BFEAEFELAEEERRRZ2ITAD.

PHERIZE LWEEEHIR S 58, ST, BIEEPE> TOERBTI LB TE S,
7 : BVWEF, EHER

BITRHECHAOEORY O LT TAREREETTERY, BRo 50%E LISy Fib

TEIT

BoABAOFORY O L L TERY, BFRO 0%AEE <y FHTTRIT,

2<LHiFRy, BFOFORY O LIEEL TERY, BRIy FAHFTBRIT,

12



@

6. BREITRLTHEETREITE

O RAXEZCNA, RERTEENERTIEMEICE IS AR OFER UHEERS
RODIZLERERE+FICBREL ThERTRI L,

@ RRBISICE D, BEXISTOREICEDERCEREZ+oHBAL. REL2E
ThbRETHIE,

@ FRBEHERO<=RYA L Mo T

MEMMERRS LN LRH DO T, FEDOREIZH- - Tid, HIHIE
K (BEoh, FEREEE, wE) OEREEVIES X BRE0EKS, B84+
FITH 2 &, e, MBS CTHE CT, ME~—F—S0REZEET
5T &,

infusion reaction 3% b A Z & 3 H B, infusion reaction 23R H LI T-IESIC
i, EERAEEITO LI, EERPEETAE TREOREL OICHR
TEZLE,
FRBEEEERH NS Z LB H 50T, FFOREBRYIE 5
PIIEHIANC R NRRERZE (TSH, Mt T3, HBE T4 E0RE) 2EHT 3
&, .
FFSREERHLDLIAZ EBH A0 T, FFORERERN LU S/ DT
FEHRNCATH#ERIRE (AST, ALT, y-GTP, AP, VU AV ZEDRIE) & EHK
THZE,

SEESREK IRBREVIIEEREREZED) SO0EBRBEER DN
TENHDLOT, EUNMICROREOFERRERTAII L, i, RBOEFEA
ADHONBEITI, BONCEREELZ2 T 5BE2RETH L,
FRIOVEITL Y, BEOCRBERIGICTERT 3 LE X b 384 REBPHIE
BHbONHETEAHD, BEERRDLALEBAIE., ZRLEBRIZEL LT
BRI BB A FF-OERD &8 L CEEARERNZ ATV, BEORE
IR X BRWER B RN ZIBEICH. FROKREZPIE, RUBBEES
NEVRIOBRSESZEZETEIE, 2B, BIBEERLVEOREIZL VENE
BOYRESRD bRRVEEITIE, BIBEERVE Y U ORI BN
bEETHZ L,

BREKTE,. AR OEVAZBRB L THLEERBRIRT A ENBA D,
FEIORSHETRIZLRERORRICTZITEET A &

1 BEERT (BE | R ABRZ a1 Bdbbbh, ERHES b7 =%
KEDZLEBHHOT, AR, Bb, BHEOCEROHERECMEEED ERIT
REBTHZ L, | MERBAEDNZEGIIREEFLEL, A2 ) 8
ROBEEOENROEZITH Z &,

@ AFNOBEFHERIZBNT, REFRGENS 3 » AUA, FhUKE, BE58E»5 1
ERL 6 BRI Z L ICASMEDFM 2T o TV Z & 2 5EIC, AFIEREDITENRN
KHROERETH > Z L.
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