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EARBHEER - AEHERERSFETHARE
(& H % B )

Roa7r) X7 (BETHBAEL) BROREEHHEET A F5 12 (RE
B OERRORBEEREEY A NF 4 2 (GBI, v B,
HHARS XY B O—REEIEDNT

RREMEGER & SR OEAN S 2016 (EF28FE6 A 2 HESHRE) B
W EHFHERMOERORBILEEZND Z LB VATNEZ 22
T EHFNERLZEICKERBEICRUET A0 CREEREET 1 F
FAEERTBIELELTHWES,

S, RAaT7 el A<y (BTl ME (REL 14 bA—4 &
THHIE 20mg X UFE 100mg) I22WT, R ERBICH L THBATIEROY
EFBEZGEO LB REEREET A FSAVELTERYELEDELE
DT, FOFERICHZ-TIE, FAHA FFA 20 THEEBEESRD LY. B
FHNOEFRBBROCERICHTZ2EAMEZRBEVLET,

Fio, XAV o) Xw7 (BiEFEABR L) BHEIERBEMERCESRE
BECH L TERTBOEEEEIZI - WL, =287 (BEFHER
Z) BER RN LT v Y Xv7 GRECHET) NAOREHREEY 1 P
?4V(#¢Mﬁ%E&W%%%éE)KOwTj@wMQ$2H14HH
TEARFE 24 B1EREETHAER - AEFHLRERWETTHEE
BA) HHAORCF Y BECG L TERTAEOEEEEIZ SOV T,
[(RA7 e ) Xv7 (BisTHRL) BEOREFEBHET A P51 (&
R TF ) &) OERECRBEHEREEY A P71 2 GE/NBRM
W, BERAE) O—HWE ST (FR29 4 11 A 30 B i A IKE
F 1130 F1EFEAFHEER - AEHEREEREEFEREEM) X
N, TNEFRRLTCERLEZ AT,




Hfp. RAT0Y XY RETERL) MHOER EOEENRET Sh
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1. 1ZCaic

E SR D H S - RAEMORERO 72 121, T TESICESWIEIERERRRSD
bha, Hi, ITEORESFOERIC LY, HIAREERR EORHOLHRERE
FEEDPEBINITC, 2N HOEERFEICHERBECRMET 2 LARED
L 2o TR REMBGEE & S oEATT# 2016 (ERK 28 £ 6 A 2 B B&ERE)
BT H, EFMERNSOHEMORBIIEEZHNS 2L & ShTnb,

FHAERBF ERRI, SRR R T 0 7 7 A ABBEEOELRER Wb R
RBTERBB, TORD, FHMERCEEMC T B ERA S EMT 5 CoM,
MFEEROBRE LR ZT 52 LM S NABFITH L THEAT S L & bz, BIfE
PRI LB MBS g & D D L A AER A — T OB & W 5 e B
TEHZELREETHS, '

LIiedioCo ATA FTA 203, BREES DVE TIRE LTS [EFERPH -
B R S & | BT OERSOREREHEHET 2880 b NELREE, B2
HRUOMEFEE AT, |

P2I3. AT A BT A 23, MSEATEIEA E RS ERMES AR O, ARHAEARE
BRI S-S | — kIR A B ARRARAHE AR AR HE A B A RSH RSO
1o EER L,

B EIRBIERS A PA—F HREE 20 mg, ¥4 F— X RFFE 100mg (—
x4 . RAT7 oY Xw7 (BiaFakz))

R L RDMEIDE S AALTIRIER IS U BA IR R AR 70 IR L e

R LR MEROME BE, AT, RAT ey Avy (@EFMHEL) LLT, 1
[7] 200mg % 3 W@RTRINA C 30 S T CRIBEHET 5.

B3 K 7B ¥  MSD R att




2. BRI, TR

FA R— A RTEHE 20 mg R OV100 mg (4 - A7 e ) Xv7 (B
%), BT T#R#) &v5,) ik, PD-1 (programmed cell death-1) '&EDY H > FTH
% PD-L1 LIRPD-12 & DA FRIEMET 5. & MEI1go4 T/ 7 2 —FT A TH D,

PD-1 BB 1L T MM A s AR s 530N 2 72 012 2 AR SR 4 5 70 s 4
AA yFT, PD-1 bk, HERERRIBIC BV TR T MIBOMIBREICRERL, Ak
RS A ST BE LBR A e ROR 2 HET 2, b, PD-1 YT FEHE
CATAILICEVRESRARC LDV S P EER AT ARERECH S, PD-L
OERABICIT A RRT DT I TH D, £ < OB AHK T T MisD@ = 2z 2
I S EBICRB LTV 5, BAMIIZICEIT B PD-L1 OBRIIL, EHETRH. PEE,
FFHIaRE, SREE. FE/IIRRE2 & o2 RRATTFERRREFLFTHY | EEFR
L ORBENERHEShTVWS,

W OB AOBENTH% L PD-L1 BHROFBEMED S, PD-1 & PD-L1 OFEEIIIERD
PIEERHC B W TEEREE A S 2 LASRRENTEY . Fil R AREOERNE L
THIRFENTWS, : :

AFliZ. PD-1 & PD-L1 & OPD-L2 DFj Y H 2 FORKEEIHET 2 LIk v, B
M NBEE T O BB RAIIREEME T U o SRR TE ML S, PR RE & miEt
D& CHIRBS R RET 5,

AR OERFIC S REOEERISIC L SEWERZENH bbb, BEIETI
ELAHEMERS DS, FHOREPRCREERICE, BEOBELHMTTV., BEFR
O HIEBATH, BR L AEBARIE U F a0k mik & R A R B & 88 L
B2 BERIRE 21TV, RE ORERIGIE X ZEHER BN 25510, RIBRE SV
TUHOBREEOBERNBE LT O LERD D,




3. BRERER
BAALEFERICIBE U BRI AR R LR o ARRHIC M 21T - =2
HRRRBR OB Y 7T,

[F%hE]
EIES L RE MR (KEYNOTE-045 3Ek)
7T F A BT B 5 RETY RS O R LR AR
Csa2fl (RARN S2HlEET) EXIC, AH 200 mg 3 ERMMRR G OBAER RS
PEAS, LSRR (37 U 5 %k, FEZ FEAXE vinflunine) ? &% & LCHE S
N, BB, HEFME-CRBETHED DA, KRBT RTERIRED LN
RVEDBRERENCEE LT DR T, IO BT CREBETRRL bh b
FETAFORG Pikmd 2 2 EBNWREE S, TEFMEER XS4 FENE (08) &
UM TEAFHIM (PFS) & &h, AANLRERE L LT, 0S 28 RICERELE
(F1ERUOHI , -
] I FFRRE SRR (R RICRBETERDRY. RUST MRS
TLSEHERRIT & HHTRT « IREABBM LR 12 0 A B TE% L BERRA AR SR,
*2 AT vinflupine HERBRTHLD, A7 VX AL FESZEAOWTRAERIRL
Yl




# 1 KEYNOTE-045 3B 01 Zhi4:pliis _
Al 200 mg [ de-30S
Q3W
(270 1) (272 )
os' il [A] 10.3 74
' (95%IZHR ) (8.0, 11.8) (6.1,8.3)
ANP— R 0.73
(95%{FHE X D) (0.59, 0.91) -
: p {@t 0.002
PEsH e [A] 21 33
(95% 5D (2.0,2.2) (23,3.5)
NF— R 0.98
(95% 4B HIX ) (0.81, 1.19) —
‘ p f* 0.416
U AT O & 20164E 9 H T R Ay hA Y
BRI Cox Hefl o~ — FEF A X BALEERE & Ok
Vi ERIn ST s R |

i

: RECIST A FF A v 1.1 BRiCE-3 < sy geg
Q3w : 3 HEIRRERE

100 “f5g
g0 -
80
70 ]
£ 60
r 50
40 ‘ :
307 % %ﬁ“@ h TV
207 o O QPN T
10 . eeer
O e e B 10 12 14 16 18 20 22 24
at risk# R A
£EWomg QIW 270226 194 169 147 131 87 54 27 13 4 0 ©
(L 8% 272232171138109 89 55 27 14 3 0 0 ©

1 OS @ Kaplan-Meier Bif (KEYNOTE-045 RER)




[Zeet]
Ep AL RE IEER (KEYNOTE-045 3R5%)
A EEGIIARKIBE 248/266 B (93.2%) K OMLZFRERE 2500255 F1] (98.0%) ICHE® 5
. BUERIZZH 2 162/266 41 (60.9%) R UMEFHRIERE 230/255 1 (90.2%) 1CFH
Bz, ARRECHEER sUL LORERIRTREOLEBY Thotr,

2 BHRERS%ULOBER (Rt SER)

BEMXSHE (80C: System Organ Class) {ﬂi %'J(;/%)
HAFE (PT: Preferred Term)

2664
MedDRA ver.19.0
(Me ver.19.0) 4 Grade Grades 324

éﬁﬂﬁ-ﬁﬁﬁ 162 (60.9) 40 (15.0)
B Wﬁﬂ%ﬁ*&ﬁ?ﬁ |
CEBEE e
TH 24 3
Bl 29
LR AREEBIURESMORIE e
I )52 15
H 37
FEEL 17
R
R I
CHBBIUETREBEE
%9 BRIE 52
JEE 22

Rk, AREEC, BWER & UCREEMERL 1040 3.8%) . K% - EEOCTH
7 Bl (2.6%) . MHEEEE (X NL—IEERE) 131 41 (04%) | BTESRERESE
i 14 41 (53%) . RORIRBREEREE L 23 B (8.6%) . BIRHEREREE (X 1 4] (0.4%) .
AR E (RAETIEMBA) i1 1 61 (0.4%) R Infusion reaction 13 1 4 (0.4%)
kwbbfo/‘hto o, BEEOREESE (BB, 2L, iﬁf?ﬁ%gjﬁ) .
TEESRRREE,  BERE, K. R - ENUTRYRIE, EREFEE, L%,
9« HENELC, 589 RS, oM MR A SR fﬁﬁ&ﬁﬁlﬁl&f}?ﬁﬁiﬂf%ﬁ%&)
LILiehoie,




4. WBRIZHOWT

ARREM L UTHERABIBRE (@A) SRELH TV ZEMh, YENELE
WK CE AR THANERD D, FO LT, FEOFRENHEE 2BE L2 - 45
EL, AFOREGICE D EBLRBERN &R LBRIC RT3 2 b 858k, BT
DO~Q@DFT < THEMETHRICENTHEATERETHS,

O HERICONT

D-1 FTieo (1) ~ (5) OWVWFhPEES TR THE D L,

(1) EABBREMEET DM A SEOIEILARES TR DS A ISR AR
WA A RS HEESEIITIRRE, S A RBHRRE 2 &) (AL 29 R4 7 1 RkGa 2 434
WEFR)

(2) FEtleEiabe (CERE294E 6 A 1 BERE - 85 #izR)

(3) TEFREENRIEET 2B ADIOEIERR (A BIEEIEERR. BSADREE
BAERE, M A RRGEEREERIR A L)

@ SRACFRRIER 2 BB L, SSREIREINE | IS b im e 2 Ofigh ikt
WCARD B E T TV AR (CERC284F7 A 1 BRER @ 2540 MEF%)

(5) PUEMEMERAIL B HNE OBERERICR I RE 2T > TV D sk (AL 28 4 7
A 1 BEEA ;1290 M%)

D2 BRI Em O SRE R OB SR O 5 20 73 ik & IR % R [E A
(FROWTRICENS T2 EM) B, YRR OARICET 2 BROFEE L L
THEIXhTHWAZ L,

*

. Eﬁﬁﬁ.ﬁ?ﬁ@f& 2EEDYIHE R T LRI ST LR ABROBRVHE 21T
S2TWAHIE, 95, 240 EiX, BARWHREESE L LEBRIREEFSOWEETT
Ao TCNA I &,

o [EEiGIFREE 2 EOWMIHE R KT LARIZ 4 B EOMRESER S oBERES
fToTEY, 9b, 2FU R, REEREONARMFEEL SN ATBIEO K
MHERAT > TWHZ &

@ BAOEEMEREHOEFIZOWT

S IE A ST A RS AEE Sh, BIESENLO/BBRER., HOM - &
EMERPHEROEER CEMEICHT 5 FREE, ASFSR0BE LEBSOHE
EH. SRECHIAThh A EHBE->TWE I E, '




@ BUER~ORISIZ2WT
@-1 HERR AT 5 B

PRV R DR BRI 2 564 L BSic, 24 WSRIRMEAEIOT . Sy
FROEEERER TRV T, BB L BMERNICIE U T AR B U CT % O BIE R ORI %
EIOMEORERYBRIIE LN, EbHICISTRERZEHEE-THE T &,

@2 ERHHEHICLDAFESNRCHTIES

PABERCED MBI RARE O BT 2 EREFE PRI T =71 2
L EBEOICEROA Y V= PETOERIE LR 6 T 55— AERH
RENTWEZ &, i, Bz W, BABF EZOoFRICF CRmEShT
WsZk,

@-3 RWEH oot LT

BIEH (RPEMERRBICI A, KBS - BEO TR, FHEMEEE, BHemE (R
FREERAE) . NWOWEE (FRAESERES, FRBSERE, AISREESE) . 1
TRERIA. 585 MK, ik - WMEURRADE, W, SEEOREEE (BB
. 2B, HRAIEY), Infusion reaction, FNZS - §AEEYSS . EAEAIIE R, MR
F(XFT 2 SN EERS) . Dk, RN/ MR SRR, BnESm, 7
FERBEE) 1T L, MG SUSITBRE RSB O B AT 5 RN & B L (BIE
- HORHRMISCE L TRER B EZT b s &ch s 2 L) | Eh i
BB TE NS THE T L, |




5. BREMNBRLRDHBE

[Z2ttic 2 #I1E]

O TREEETIBFIL OOV THAHORENERE SRTWLZ &b, HEEAT
birnz &,
o AFIOESH LBBREOKEREO S 5 BH

@ WENIOTRIC BV T TN 5 BN T, AHIORGIHEE Sz

B, hOBRFRRRE R RVERICIRY | HEIAREERT L EBETE D,

o HEERRBROSIHIIMEOH L BH

» R ERRE CHIERE 2300 D BH K UNEIME O U BRI g i 5
SO IEMELRS b D BH |

s HOREIRBOSHE, UMBMENAS L EEEO H EREREROBERD
bholE

o BABHE CEhEMRBEELSL) ObHIBE

s ECOG Performance Status 3-4 FVo#HE

[(HEnkic B+ 55H]

. D FIZFFEHESTCERER LA T 5 RETETEIEBR M O R E LB O B

FIBWTARIOFIENRRIES LTV D,

@ TR T D MEICHT LABOBE R OHERLHEC OV TR, ARORDER
FESLENTELT, AHOREHNRE RV,
o TIFTEEESLCERIRC XS EREO R VB,
o FifromB LR,
o {OTUBEMEREEM & O,

@D BCOG @ Performance Status (PS)

Score EE

1

2 AR EHTED, BHMEALABEESAGHIRLR T2,

PIRHI W LB S 5 25, SITATRE T, BIRRE» TOMRRIITO LB TE B,
AN SN

AT TASDEOE Y 0 LTS CHEEEMERRTE RN, AP 50%EL By FAGRTY,

Boh/ZESOEOEYOZ LA TERY, BEO 0% EEAy FIRTFRIT,

R E S

£ Ty, BAOFORIY O PR CEhy, B2y FhRFTRIT.




6. BEBLCHE T ~SHE

O WAFSCEEICMZ , BHER RS SR 5 WEME T 35 X AR OB B OSETE
HOT DI BERIERE T B LTl b T3 - &,

TR AL b, I L F ORI MR OERIE S - SHB L, MEEE
ThbRETHZ L,

ERBWERO~ R D A2 MToWT

@

@

BEMERRBERD LN B 2 L0550 T, FROBEITH - TiL, PIEE
W (B8, R REE, MRS ORBRUIEE X MREoEES, Bigr+
SHTATH T &, Fle, HBEISTTHE CT, M~ —b—%L0RELHET
5T &, '

Infusion reaction 233 B 3405 Z & & 5, Infusion reaction D38 Hiv=HEAlT
W EEIRAEETT D & bz, ERAERET A TREOREBE oS
THZ L, '
FRRRSERER S bbb Z LB H A0 T, R O 5 5EE & U 55
PIEESIRIC RS AR (TSH, ol T3, B8k T4 LoRE) 2EM+ 2
ZéE. '

FAREREE R H bbb 2 & b5 0T, AFIOE 5B L RSP
TEBRCBTHEREMAE (AST, ALT., y-GTP, AP, KUY AL EORIE) &5
THIL,

S HER PR CIEEREREED) SOEERRBER L LIS
ZLBRBHLOT, EHNCROREOFELHRTLI L, £, ROREN
BOLNABEITI, EeMCERERY 2T BE2EETZ L .
FROBREIZLY | BEOFIERICEERT 5 &5 X2 Lo k2 AR
BhobhbdZndhs, BERROLNEEATE, BRLEFERIIG UKL
BRI L R A RO LR U CERENBE R T, B ORRE
I L 2RWERRRLIZEA I, FKAOWREXIT P, RURIBRER
NEVRIORESEEBRTHZE, 2B, BIRRE VT ORECLYEIE
MOWEBPRBD HRBRWEEIT, BIBEEFRNAE U ORERHIE OB
HEETHI L,

BEMRTE, FTEM»LEI ARBL THLEERARET S 2 L8 b 51D,
AR OBEETHRICLRHEA ORI EET L2 L,

BRI (B R R AT b b bh, SRS Ry Ry

KEAZLRHDLOT, DB, Bl WESORKORBESMEED R+
SERTHI b, | BERENEDN ARSI RS2 RIE L, £ R B
OB EL OB RNE LTI 2 &,

AFOBERRBRICRBWT, WEREHS 9 BE%., FRUBIZERSEENE 1 E/-ik
6 BN, Fe 5-BAA 6 1 FFLAIT 12 WIS CH OO AT T n o &
EREIC, ARRGPIECESERE CHROMRET Y = L,

10




BEEREETA Y74 v
Rha7alY X<7 (BEFHEEZ)
(RFEA : %A P A—F R 20 mg, %A FA— & REHE 100 mg)
~FE /N e i ~

$ﬁ29¢25($&29$12ﬁﬁﬂ)
| A
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1. ELC®IiC

EES O - EEMEOTEROTZ DI, T XESCESOWIEERERH KD
Bib, 6, WEORNZFIFOESIC XY, BURERRLR S OB RRERE
FEEMPAREINLZPT, 2N HOERSFEICMHELRBFITIRMLT 5 2 L NRED
FEEL o TRV REMBOER & W0 FEAT$ 2016 CERL 28 £ 6 A 2 HEIFERE)
WBWTH, BEFRWERREOEHOEBEEZRZ Z L EEhTVA,
EIRIEMRIER ST, BHERLEE 7 7 A VRBEGEOERREL LA SR
méhaﬁ%éa_wtb\ﬁﬁ&&w;é&u%#%h%m+ﬁ%ﬁ?éif®ﬁ\
WHERDOBELZRZIT S ERBF SN BT UCERT S L L biT, gt
ﬁm%ﬁbt@kz%&ﬁm%&é & BTRE A — B O B R R 7 T E RSB T
TAHILENREETH S,

Lo T, BHA F74 T, BIsERRC hiTL%BMTPéE%%%%
Bl Riic RS & BUTOERGOE@EMAER & HET 2880 b HEREE, BX
HEUCEBEFHETT,

I, AHA BT A i, MSLITEIEAER R ERERG S, AEHERARA
WRREEE S, — AR A HABRERNEHIES, FEIFEREEEA A AR R T
—HRHENEA B AR GFE OB O b LB LT,

L ARBERR ¥4 M—F EEEHE 20 mg, FA MA—F SRHE 100 mg (—
4 . a7 el X+ (BiETHIEL))

WL RAMEUINE  PD-L1 IO VIBRABRRELT - BIE OISt

HRLAHELCHE  ME. RAKE, RAT Y X+v7 (BEFER2) LTI
5] 200mg % 3 ARG T 30 2 RI0 ) TEBET 5,

B IR AR ¥ & MSD BRStE




2. AFIOKFE. TERABRAE

FA P S HREE 20 mg ROV 100 mg (—4 - XA a ) X7 (BETFHM
Z). BT TARHF] Ev9H,) i, PD-1 (programmed cell death-1) & Z®DVU H ¥ FCH
% PD-L1 RURPD-L2 & OFBA R EHERETS. & Mblges £/ 7 n—F bk th 5,

PD-1 ARHE T ISR B AR ) & 38 5 7= D 1 S AU SRR - B e e
A4 »FT, PD-1 Ik, BERREBCEO TSR T MROMEHEEICHERL, HEA
B2 B AU EX LR AERIN R T 5, Tihbb, PD1 Y F REH
BTAZ LIV HRERRC L5V 7 I iaEer Al BT 2256 Th 5, PDLI
DIEFHBIZBT 2RBIT LTI TH LB, EL ORAFMRTIE THEOBX 2 Mm%
EEMRBIIBE LTV, BAMIRICEIT % PD-LI ORI, BHNRE, B,
JTHRMBES . BRELE. FE/NIENRIE 72 ¥ O 4 RBACTFRABR T THY . R AEER
& OMHEERSRE ST 5,

BEOPADHRY) FH & PD-L1 FROMBIMED &, PD-1 & PD-L1 ORMIZEREO
SeRERHI W TERERRFZHS Z L WRRSh TR Y, Bz B UIEROEN & L
THFIhTHD, ‘

AANZ. PD-1 & PD-L1 RUEPD-I2 OV v FORBALHET S Z L2ic k0., lEE
WONBED OB RAIREEN T U o BRETEE L S8, FURB &S 2 FiE b3
5 & THRIEFSR T 5,

AR PRI 355 R ORI & 5 RHEA%D & b b, BRI
B WEMN DD, ARORGHROBESBITE, BEOBEE+MATO, BRI
b & B RYICIL, FH LT 4TI U IO A A0 & 8 R ORRAT & 4 L il
W@ 2TV BE DR X 2EHERR LA BE T, BIBRE RNV
TUFORGEOWNBELT ) WER DB,




3. ERPERE
PD-L1 Bt O BRABE 2 1T - R OJE/NERR I O AR EMA % 1T - T AR ERAR
RO R T, ‘

[Hzhik]

OEBE LR SRR (KEYNOTE-024 )
(LSRR O 70 EGER s TR AR, ALK @S #{E 7R U PD-L1 BB (PD-L1
PRE U EEMRES 5D 28E (BLF [TPSI £ 5,) 250%) "OUIERARE A2 EAT -
EPRO RIS (305 I, HAA 40 BlEAT) ZREUC, AH 200 mg 3 R
MR 5 OB ER CEEMN, 77 FH A% & TR smE (CUF Isoc) &
WH,) EREBE L TR SR, 2B, BEFHE CREBETIRD bZHEAIL, K
BT 2RI RD bR WEOBRINCEE LTS BE T, B OHE
S CEBEATIRW bILS E TARMOR 2T 5 2 L NERE S Shi, B
TE B AR (BUF TPES] 25 ,), BIKEHMEE B i 47 81 (BT Tos)
LW HL) EER, AR T T F AR ST L B LT, PRS, RUROS (f
i) 2HABCERLE, , _

* oo B L L CEEREAGE S A TS PD-LE THC 2203 pharmDx T4 =] & VTR

#FEXhi,
#1 AHPMAEE (KEYNOTE-024 #ER)
AF 200 mg Q3W 77 :f—);%é%?%ah
(154 ) fLriik
(151 $i)
i [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NF— R 0.50
{95%CI) (0.37, 0.68) —
P fE" <0.001
hfE [H] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ APF— R 0.60
(95%CT) (0.41, 0.89) —
P fE" 0.005 :

CL: [EMARE. NE : MR, *1 : RECIST HA FIA > 11 BRICEES < M7 e, *2
JBRI Cox WBIATF— FEFMC L 57T FHBIEE ST Ok, *3 : Bala 7
SyURE, M PEIENEOT—% (20165590 Ay FAT :




a0 - y — FFNomg QIW
30 - A wev FRFFHTE BN
g 70 -
60 -
4 50 -
5 .
% 40
§ 30
20 . e
10 - !“‘“"41m4m“_,m_4
0 3 6 a 12 15 18
) ; 45E
at rsicy WEERLEEHEIA]
AH200mg Q3W 154 104 89 44 3 1
TIFFEEERCIERE 151 99 70 18 1 0
HRHEIT & SPFSOBMARSTR O Kaplan-Melerfift (PD-LIBYE: (250%) 0 BHHH)
100 = -
90 R
80 | M |
70 t ‘\u,{”% 31‘ i
g60- e,
oA 50 - TR sttt R
30 |
20 7| —— am0omg aaw
10 o ssrrmmezsieess
o S " S —_— S —
0 3 & 9 12 15 18 21
at risk# “EiF M L]
AFN200mg Q3IW 154 136 121 82 39 1 2 0
TEFHEARSLEYEE 151 123 106 64 34 7 1 0

OSOD P HAENTR D Kaplan-Meierth#t (PD-L1B#: (250%) OBE4H)




@EBEEFES T /IR (KEYNOTE-010 75
7T F B A ST EIER 28T 5 PD-L1 B (TPSZ1%) * D8I /a7 -
BROFHNEEMEEE (1,033 4, HARAN FEET) 2%, AH 2 mgkeg 3 A
MRS B 10 me/kg 3 BRBBIRIR S OFIER EZSER, K&t kg
(BLF Thoc) &va,) #xBE L TR ERE, 2B, BEFb CRAETTIRED
LI BAIC RBET R R PERAR® S NAVEOEKRIICEE LT\ BE TR,
KEILARE O BN CRBETARD bh s £ TAHORSH#ELY i Shi, 8
SEMEE B 12 0S U PFS & &, AANEDOC LH# LT, OS #FRICHEE Lk,

_*1: EGFR BEFERIBM I ALK RS #E FBROBRE ¢, 777 MA S0Pk L b
TRIEIBIINE . FhPh EGFR MEMREANE ALK MERAZ2E T2 HEMEERIC X 5 5
2B THBENERAN DRI,

#2 1 PD-L1 [HC 22C3 pharmbx & =) 0%y 2BV TRES -,

#2 AMEEE (KEYNOTE-010 #ER)

A 2 mgikg AF) 10 mglkg &%
Q3W Q3W

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

0S | i (B3 104 12.7 8.5
(95%C1) (9.4, 11.9) (10.0,17.3) (7.5,9.8)

N — R 0.71 0.61
(95%C1) (0.58, 0.88) (0.49, 0.75) —
P fE" <0.001 <0.001

CCL: KM, %1 B Cox NP — FEFMCLD ey ok, 2 il

=R/ v

1 gg L%‘ . e 8 2 mgfkg QAW
80 - s AROMBAKE QAW
70 iy —— KegFel
& 601 W
E 50 ” %?;%%h”“"‘r;y
40 e
30
20 1 i
10
0 LALLM L LML UL AL AU LALLM LALLM LR LSS KL ALLALALLALALN
0 5 10 15 20 25
at risk# v )
& 2mg/kg QAW 344 259 115 49 12 0
XRl10mg/kg Q3W 346 255 124 56 6 0
rEIfFeI 343 212 79 33 1 0

08 DEMATI D Kaplan-Meier B# (PD-L1 % (21%) OBEHE)
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(% 2x4t]

O E B RIS ITHI AR (KEYNOTE-024 $52)

BEFRILAFIEE 148/154 B (96.1%) K U% SOC BE 145/150 ] (96.7%) =R b,
BRRIEL ORBEBEEABTE TS RAVWEERSL, Zh2h 113/154 #i (73.4%) K
135/150 ] (90.0%) WKEB®DH Bz, WP OBECREEN suU FORBWERIT TE®

&:FS‘Q ‘—Gﬁj—?)Of‘k_o

#£3 WIhOhOBRTREARN S%IUEOBER (RetMiTREanm)

wE /”J‘.'j(ﬁﬁ (SOC: System fFldc (%)
Organ Class) A SOC
HAZE (PT: Preferred Term) 15445 15047
(MedDRA ver.19.0) % Grade Grade 321 & 4 Grade Grade 324 =
SRIER 113 (73.4) 41 (26.6) £35 (90.0) 0 (53.3)
Mg LU Y " RpEE
i 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
H i BRE A 1 (0.6) 0 8 (5.3) 2 (1.3)
Bk S 1 0.6) 0 34 2.7 20 (13.3)
i AN E 0 0 17 (11.3) 8 (5.3)
MaIREE
SN IR 11 (7.1 0 0
R RSB T E 12 {7.8) 0 1 0.7) 0
HEREE
EiEE 6 (3.9) 0 17 (11.3) 0
THI 22 (14.3) 6 (3.9) 20 (13.3) 2 (1.3)
Fix 15 9.7 0 65 (43.3) 3 (2.0)
AP 4 (2.6) _ 0 18 (12.0) 2 (1.3)
g (2.6) 1 {0.6) 30 (20.0) 1 0.7y
—f - SHEREEB L U’%‘.&”‘Mﬁ@ﬁﬁg
I EE . (3.2) 1 ©{0.6) 11 (7.3) 2 (1.3)
BE 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
HEE I (0.6) 0 9 (6.0) 0.
ZEEN 16 (10.4) 0 8 (5.3) 0
FRERME '
TI=YTI) TR 10 (6.5) 0 7 4.7) 0
7 = T —¥in
FANRGEXUBT I/ b 8 (5.2 2 .3 5 3.3) 0
G AT7 T EHEm
M V7= 1 3 (1.9) 0 13 (10.0) 1 (0.7
RS 0 0 20 (13.3) 6 4.0y
i e A 0 0 18 (12.0) 9 (6.0
B M BR¥E 1 0.6) 0 16 (10.7) 3 2.0
flhs XU mEE
X 14 9.1 0 39 (26.0) 4 (2.7
e SVS /NN | ki 1 (0.6) 0 9 (6.0) 0
C EHRRE LN ST ,
BaEhE 13 (8.4) 0 4 2.7 0
MR A S
TRERE 1 (0.6) 0 15 (10.0) 0
Rtz = — 2 (1.3) 0 9 (6.0 1 (0.7
RS, MIBhis X UM E
il e H] (5.2) 4 (2.6) 1 (0.7) 1 (0.7
BB R XU FiheE
JIR B 0 0 12 (8.0) 0
R 8 (5.2) 0 1 0.7 0
9 EE 12 (7.8) 0 3 (2.0) 0
i3 11 (7.1) 1 (0.6) 3 {2.0) 4




k. AKBECHEMMERIL o F (5.8%) . KIEL - BEEOTHIX 8 # (52%) .
WRREE (FT 0« AL—ERES) 246 (13%) | IFgseEET 22 61 (14.3%) .
LR AR E 1 21 ] (13.6%) . FEERAHEREREIX 1 4 (0.6%) . 1 BUREIRIRIZ 1 41
(0.6%) . EHAEREE (RAMSTMEETRSE) 14 (0.6%) . BRI 1A (0.6%) |
4% « REeHn B 13 1 ) (0.6%) R OF infusion reaction 13 5 #] (3.2%) TidH b,
i, BEOKEIEE (RRERERRERE., SR, HARES) | BIBMERE.
TEAGEE S, e - BEREAS, B RS, ORRR. flEthin R EIREEN, TS
A R ORFERBHIR D b o,

@EEERSE I/ (KEYNOTE-010 FARR)

A AT 2 mg/kg Q3W BE 331/339 1 (97.6%) | 10 mg/kg Q3W ¥ 330/343 B (96.2%)
R ODOC # 297/309 il (96.1%) IR b, BRE L ORRBARNTECERVESE
#EEL, FhAh 215339 6 (63.4%) . 226/343 ] (65.9%) KX 251/309 1 (81.2%)
CRB BT, W ORECRIEN % EORERIRTRD LB Thot,




#4 WTEhPOBETREERS S%ULOBER (Z&ERESSaER)

#ERKSIE (S0C: System : FlEk ()
Organ Class) 2 mg/kg Q3W B 10 mp/kg Q3W BE DOC B

3485 (PT: Preferred Term) 33945 343431 30947
{MedDRA ver.18.0) % Grade Grade3Pll 42 Grade Grade3Bll £ Grade Grade3dlik
2RHER 215 (63.4) 43 (127 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
MmigEE LY RS

Hif 10 29 3 (09 14 @ 1 (03) 40 (129 5 (1.6
HFHERIR A E 1 (03) 0 1 0.3 0 44 (142) 3% (12.3)
P IsREE

FUR IS ARIE T e 25 (7.4) 0 23 (6.7 0 I (©3) o
B '

TH 4 (1) 2 (06 22 (64 0 56 (181) 7 (2.3)
i 37 (109) 1 {03) 31 (9.0) 2 (0.6 45 (146 1 (0.3)

R b 13 (3.8) 0 7 @20 1 (0.3 43 (139 3 (LD
g 12 (3.5 0 13 @38 1 (03 24 (78) 2 (0.6)
—f - EEEERL L UERSENORE

HEIE 20 (590 1 (0.3 19 (55 2 (08 35 (113} 6 (1.9)
g 46 (13.6) 4 (12) 49 (143) 6 (IL.7) 76 (246 11 (3.6)
RS 5 (LS 0 4 (1.2) 0 21 (68) 0
FERA 10 29 1 (03 14 @) 0 17 (55 1 (03)
R : : -
AT ER BN 0 o 2 (0.6) 0 24 (7.8 19 (6.1)

B M ERER A 0 0 3 (0.9 0 16 32y 10 (3.2
3t X USEEE

HAUER 46 (136, 3 (09 33 (96 1 (03 49 (159 3 (1.0)
BEHRARR I USRS ;
RARATE 13 (3.8) 0 19 (55 2. (0.6 18 (58 0
freaE 9 27 0 0 29 0 29 (9.4) 0
MR R _
HRER 4 (L2 0 7 (20 0 16 (5.2) 0
FARME = 2 — 2 (0.6 0 3009 0 28 (9.1) 1 (0.3)
: ShE 3 (0.9 0 309 0 17 (5.5) 0

BB LU THEES

B SE 3 (0.9 0 2 (0.6) 0 101 (327) 2 (0.6)
D EEE 25 (7.4) 0 32 (9.3) 0 5 (18 1 (03)
i 29 (86) 1 (03) 44 (128 1 (0.3 14 (4.5 0

72k, 2 mgke Q3W FER TN 10 mg/kg Q3W BETEN e, MIEMIMERBIT 15 6] (4.4%)
BO 14 (4.1%) . KBE - BEO FRIXS B (1.5%) RU26 (0.6%) . BEEOR
RS (FUEREIRARAE R, STURIEE, JAFES) 11 141 (03%) BT H (0.3%) .
MRS (X7 N—IEGERS) 132 B (0.6%) B3 F (0.9%) . FFHssERES
vk 23 4 (6.8%) KUY 22 4l (6.4%) |, FURERRREE T 32 4] (9.4%) B T* 35 1) (10.2%) |
THREEBEREIZF (03%) BT 1A (03%) . BIEEEEEEL 24 (0.6%) R
B (0.3%) . 1 BUFERIAIE 1] (03%) RO261 (0.6%) | BHRERSE (REEEEM
RAEE) X400 (1.2%) BORO 6, BESRIT L (0.3%) BOt0 6, fhd - AR R
FETE 14 (0.3%) RON0 ). infusion reaction i3 2 1 (0.6%) BUR6fl (1.7%) T
Livie, Eiz, EIEMMEAE, Mg - fEAE, BE OB, L%k, it Mg
PESEBERS, BRI OSRIFRRIB IR Do T,




4, ma&h.owc

TR & LT I REIRE (é&ﬂaﬁﬁ) BEELNTHWAZ b, Yikild & mEu
L%ﬁﬁ:'ﬁ% HHERCHLMERG D, F0 BT, AROEBGRE L BE Z BN - &
L, &FlokElc X DE%&@I TEH ZRE LB T 5 2 L B niion, LUt d
O~@DT A CAEW - THFICBW AT A ETH S,

@ H#HzoOWT

D1 TFio (1) ~ (5) OWThMIELTIRRTHHZ L,

() EAFBHREREET 28 ADFEENRRS GREFRSAR %ﬁ%Mﬁrh\
A AL BB BE L AR, MU S AR R &) (CERL294FE 4 A 1 BIRER 1 434
MEFR

(2) FrEtgaemhs CERL 294 6 A 1 BREA @ 85 Hisd)

(3) HEFRMFSEETLNAR ﬁ@%ﬁh(#h%ﬁﬁﬁﬁﬁﬁh\mm%%@%
Wohwibe. BRABREERERB L Y)

(4) A ALSREE R TRE L, AR EREEMEA 1 OISR PR 2 ol T
WARB RN EIT> T A IR (ERK284F 7 A 1 BRER : 2540 HasR)

(5) FiEBEERAGSENEORREEIR L BHETT - OO A0 CERL 28 4 7
B 1 BRER 1290 HigR

D-2 Miwo{LERER CEERRBG ORI+ \fxﬂﬁ&ﬁﬁ%ﬁomﬂi (T%@
WY T S ERM) B, YR EROAFICET AIREOETE L LTREE SN
TnWsZ L,

z

o EMRIIERES 2 FE0NMTHEZ KT LRI SERL EORAIBROEEKHE 217
2 TWBI L, HHh 24FEE ik, BARWIREEY L LERRBEEOHERAT
oAl L,

o EMRFFEUSE 2 FOIBHE R K T LIS 4FL LOBKREREZAL TS T
Lo 9B 3FELLEEL, RO AEMEREE S UHRRSRFOBENMERIT> T
WHT k,

@ BRACERBEREHEOKFIZOVT
EISERE RIS T 5 SEENEB SN, BEOEH L OEREN, T - %S
ML PR ROETEROEME ST 2 Wit FEFREABE LILERE ORGSR
B, SRESHIATOROGHPE-> TS L,
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® BIEH~DOHIRIZ VT

- @1 MERRERHCEET A EH

MRS OEERBIERNRAE UK, 24 FRBREEROT, Yt
HEERIZRBW T, BHELERERCE U CAREER U CT S 0BIEH OEN Iz 4B
RPEORERS ARIZB bR, EHICHS TR BT E = L,

@-2 EFREERIC L 3FEESNSCET3ER

BABEC D D BN R ST T o EEMEENRMERE=2 ) 7%
BOREROAZ J—= VP RITOVIRE R ELH T 5 F — ABEFRKR BS540
ERTND I L&, s, BHEEKICOWT, BABRE L FOFBECHSCEmE TN
HZE,

@-3 BHER o2t LT

BITER (REMSEMERBICINZ, KB - BEO TR, SRS, BEEEE Ry
BIEMERRE), NowEE (TREMERS, FIRREERE, RIBSREESR , 18
BERIW, 585 B, fhd8 - MU RIARIE . B2, B O RBRCE (BRI,
STATEE, HAMEES) . infusion reaction, JHZ - Billge, BRI E, WiEEE (¥
7V N IERRESE) . DR, SRR SRR, PR, PREFEREE
H) TR LT, MR OO ERSBE OFEMM A AT EN B L (RIERO2
W i IC B L TR B R X E RS a2 &ticdh a2 L) | Ebicitlang@nc
ELHRHIBESTHNBEZ L,
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5. REWRLERDHAE

[Z&tic B+ 55H]

© TRICHELTIEBFICOVWTHFAOREDERL SN THLH I Ehb, W51
DRI &,
«  AFOARS IR LIRBUEOREFREO H S BE

@ BEAMOFMBICRWCTRICEY T 5 BH T VT, AROoREIHRE S LRy

B, MOBPFBRERRVESICRY , HRECAREFERAT 2 2EETE D,

. FEHREBOSHEXIBAOLHSBE

o JOEEG T TRIE R A R 5 BE R OTEEME O BRI S m e i 4
LD fIEREEERL DB B

o HEABEEBOAP, UTBHERNRE L  FEBEO B ORERRRBORERO
HoEE

o RSB GRS MEBEEL S D) ObL AT

+  ECOG Performance Status 3-4 EPORE

[FEhikic B 5 HE]
O TROBZFCEWTAROEMESRIES L TND,

o (LFFEBOAR, EGFR BiETFERERME, ALK R8s TRAER T PDLLI
ik (TPS=50%) DR AEREST - FROIEN B BE

o FIFFRAR SRR E A TS PD-LI Bk (TPSZ1%) OUIRTHE
AT - FROE/RAERY (. EGFR BETFERBME T ALK BlE
BETBEOBRE TIX. FRhEh EGFR T 1 & —¥HER XX ALK F
1P EA OBRRE S H T A RE)

fx:}b TPSiFT~A 7 r ) A~v7 (BnTFHM%) oo =F gl (R5E4

PD-L1IHC 22C3 pharmDx  [& =] ) ZHWTHESTH I L.

@ TRIFEAT 2RFIHT I FRAOREG ROEMFHEIC 2O TL, FAIOT DR
WLENTEGT, AROBREFRL2LR,
+ IRERAB LT,
o LOREIEREEA & DO,

D BeOG @ Performance Status  (PS)

Score EE

0 é<F'iEEf£<?E‘E’J'C%6 R L R U B EAERFIRE TS,

PHERIZ I L WISEINESIR S 1B 25, SITHRET, BIEESE> TOERRITI Z e TE 5,
il EVFE, SRR

—

BT TASOHOEY 0= & T~ THEESAERT TRy, HRO S0%EL Ry FATiRTT,

BoNEZEAOHEORNOZ L LinTER, BFO S0%U LR~y FAEF TR,

LNV S

2L BT, BOOROED O LTS TERY, B2y FaFF BRI,

12




@ BRI A FI7 A v (AARREESE) BT, ECOG Performance Status 0~1
BD =75 B, Xid ECOG Performance Status 2 @0 OB#FH ¢, 53 #{SHE
Al (FeE#F A% OHRBRE/MHIRIRTEY, 77 FFHAIO6HERER
BN SR r—ARb 5, (L PREBETAT2RFERTIEE, 7

7T T RANOANGEDS R < & BE 3 WATEMBEA CoOBREREEE T 5 BEICH Y
T, AAOBREEZBERTE D,
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6. HEIELTHEETR&EEH

O HfCESCmL, REEREEE RIS 2 @RS -0 & ARH O R R OB
RO bl EHRERE BB L ChLERTL I &,

@ (BRI, BE T FORER AL CERELHARA L, AEZH
ThoRETszE,

@ FERBMERO<R YAV MI2WT

PEMEMEBRL LA LRHAOT, ARIOREIH1- - TiX, FHIE
R (B, R, ) ORERE O X SRRE o ShE, Bt

SHATH Dk, Eh, BENTS UTHE CT, e — b —SoREd BT

5Tk,

infusion reaction M3 BB = L33 5, infusion reaction 23R LIV HAIC
i, FERAE LT L biT, ERSEET S CRHEORES ol B
THZE,

HUR SRR E R bbb 5 2 L33 H 2 D¢, KF oSG R O G 1
R EEIR I IR IR sE R A (TSH, 8k T3, W¥BE T4 FORE) 2R+ 5
&,

JHSRERERDH S bh b Z LR H 50T, AE OB SHIEHTE ORGSR P
I AR (AST. ALT, y-GTP, Al-P, B UNAE L EORE) % E
TBHIE,

HEY oSk PARCIERREREED) FORERREBEESH DD
TERBHAEDOT, EHNCRORFOAREHRTLZE, £, BORER
O LN BETIE, BN EREBEE 22T 2L 5BELEET L,
AHOBRET LY REOCRERISIZERT D LB X bR oHfRkx RRACHR
BhoEbhaZ Rbs, REFREDLREBEIE, BE LEBLION LT
B AR AR & BB & E O ERT &l EE U CEW AR ERIRBEA TV, IMEORE
RS X BRIER DI BB L. FEIORIE TP, K OB RER
NELVRIOBREEZERTL L, B, BIRRESAE ORI LY EIE
FOWERTRD HARWBAITIE, BIREERNVT A0S MER OB
HEETDHZ L, _

BEKRTE, 30AM» OB ABB L CHEBERAARETLZLBH DD,
AR OEEH/R THEICHREHERORRI 4 IcERET L L,

1 BUBEERIR (B | BIBERIR 2 &) Mbbbh, BRFEY T F—v 2
WELZENHDLOT, 0B, B, WMHEOEROBIRCMEED EF I+
SEBETLHZ L, | BEREAEDRBATEREEFILL, f 2 8
Ao 5%EOWMRNEETH Z L,

@ FHEOBEARRICBWC, 50616 9@H., TR, RERKIL 1 EH
133 BREET L ARG ET o TWE D & RBEIC, ARG DIIES
WICEBRE COHROERLITO Z &,
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REERHERETA N AV
RAhTr U Xws (ﬁfﬁ?*ﬂiﬁz_)
(Hﬁ% FA M—F REBE 20 mg, ¥4 b —F SBEHE 100 mg)

~EERAE~

T2 942 A (PR 2 94 1 2 AsiT)
BAS B




Bk

A e

B

AEIORS, TERAMERF

i PR AR

MERR IO T
BEdRLE2LBE
BEIZELTEETREFHR

P2
P3
P4
P11
P13
Pi4




1. IZUBIC
& IR DF N - BAMEOREMRO 7= DI, Bt CES S0V M IE A kb
HiLd, S50, IEOREREM OSSR L0 FHRERS R & OBF 55 A
FEELDERSNA DT, 2h b OERS Y EIC LN EREE RT3 = L 2IREO
BREEL 2> TR REMBOEE & S oRA #2016 CERL 28 4F 6 A 2 AMSTRE)
ERWTY, EHNERLSEOHEHOREHEERL - L L ShTna,

PR IER S, R EARRSN T e 7 7 A ARBFEOERER X O MR
RBZEBBH D, 20D, EPHHRCELMICET 2 HRN+AOEET 5L Co/,
MBERFOBELHR T3 2 L AR SNABZH L THERTS & L Lo, fifE
FADRSEE L B N E s e & B 2 & DR RR — i OBk % i E RS i
TAELENEETHS,

LMo, BAA FF AT, BREESIAETICEON TS ELEZN -
BRI LSS UToERRORE2HREHET ABLEN L REREN, E2
HFEUEERELTRT, ‘

IR, AHA BT A %, MALATEIE A B G E GRS, ASHREA A
BRI —fRHFE A B AR SR R E S B OVASHMIEA B AR BRSSO % )
DY EER L,

SR L RBERS  FA P REEE 20 mg, XA MA—F AREFE 100 mg (—
Bed o RATn) Xed GHE{ETHEZ)) '

HEERLPETIE « BIGEIR- R A2 B R )l

FHRELLRERCHE  @E. AR, ~a7e) X<7 (BF@E#iz) LT, 1
Bl 2mg/kg (fFHE) % 3 WM T 30 00 CRIFERHET 3,

5l Bk Fe ¥ A MSD #ERAeH:




2. AHORH, (EREF _

XA bA—F HREE 20 mg ROV 100 mg (—H4 - RaTvn Y X<7 (BiEFAR
Z). BLF T&#AD &vv5,) 1, PD-1 (programmed cell death-1) & #ZDV H o FTH
% PD-L1 R O'PD-L2 & OB ZBHRE TS, & MElgGd T/ 7 n—T A5 TH 5,

PD-1 BRBRIE T AAR S E B TR - & b 5 e DI AN A - 5 e e il
A O, PDA1 O, EEREBIZ RO RS T MilRoMEETICRE L, Qo
FE G % B e A M E BRI B & R 5, Thbb, PD-1 YT FER
BTHZ LI LV RRRARC LDV ST RER AT A S8 Ch5H, PD-LI
DIEFMHBRICBIT A2RBEIbTFNTHAN. 2 OPAMBTIXTAROBE ZMA S
EEBRIZRELTWS, BAMIBIZET A PD-L1 OEREEL., BHE. BEEE.
FFHmARE, IREE, /MRS OB L RBRATTFERRRTCH Y, B EFRL
OFHEMENRE TV,

BRONR A ORI TH & PD-L1 FEROMENMEN S PD-1 & PD-L1 OREEILIERE D
FERBC BV TEERREEZH Y ZEBRBSR TR Y . BB AREOERE L
TS Tna,

A#1Z, PD-1 & PD-L1 RO PD-L2 DF Y H o FORFEEMETHZ LIk Y, IBE
HAREDOEESEVRREEE T VU A2 EE b 38, flEERE F BI%ELT
5T L CHEBRIRE BT 5, '

- ARAIDIERBITIC S BE O RIERGIC L 5 REMER S bbh, BEEXIEC
ELHTEMEND D, FHOREPRURERITE, BEOBELTHTITHO, BEAE
B HIEREA I, B L FRIS U B MBIk b RER & o EAD & 3 L COE
MBI ATV, BEORERUGIC X SBITER R SEPR 2 B, BIBRERA
T U ROR OB LB T ) RERD B,




3. ERIRREE ,
ARG TR RE R B R G D AGRRAH Rl 24T - e ERIRRRB O MR E R T,

[H%htH] ' _
OEMNE IbHEHE (KEYNOTE-041 #ER)
CFRERO NI YY) AT (BETHBRZ) LT VAT &v15,)
EEERV 2 VIUACVETOMERERLH T ARGV TRDELRAERY 42 7
(H 2N 4 37 ) B RP2RIT. A% 2 mg/ke 3 WHMR (BT Q3wl &n5y)
5 OFEIME EEESRT S, 238, BT TRAEITAED b BEIc,
BRET 2R TRER SRS S WEOBEMICET LT 5 B Tk, wIB LA
B M CRBETERD LN L TARORE 2T 5 2 L XARE L Xhiz, B
I H CH B TEHE[RECIST H A FF A 2 L1 E-S < PRfEr &k 55425 (CR)
HAESES (PR 1. 24% (OS%IEFEKHE @ 12~41) Thol, 2, FRNIRT
L BEi 10%CTh oz,

@/ D FHRRR (KEYNOTE-002 35R)

AV Ae 7L DMREBEE AT DIRIAUISR R EE R CERE 244, AH 2
mgrkg Q3W 5 K TF 10 mgrkg QAW W EDOF IR OELMMN, (L (XY
V.FEYRI N, AARTITF L, N2 ) BREANRIART T F L4527 ) F %
T, BT TICC B & 9,) R E LURE S, b, BHRFE TR RET
BFED BN HEIC, ERE T2 R HRRARD L2 WEDBRKMICREEL TV A
HTi, WIBILAREO BRI CERET AR b B £ CARORE kRT3 = &8
A& SNz, EEAMEE B IIAEFIN (08) RUEMEAFIN (PFS) & &h,
AN & el LT, PFS 2 FBILEE L,

#F1 B (KEYNOTE-002 FAER)

AH) 2 mg/kyg AHK) 10 mg/kg { E%ﬁff
Q3w Q3W
(180 1) (181 41)) (179 #1)
0S | ddfg [H] 13.4 ‘ 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
AP REP 0.86 0.74
(95%C1D) (0.67,1.10) (0.57, 0.96) -
P {E" 0.1173 0.0106
PES™ | thakfi [H] 29 29 27
(95%CI) {2.8,3.8) (2.8,4.7) (2.5,2.8)
A 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
p " <0.0001 <0.0001

CLAEREE M. *1: RECIST H+ FF 4 o L1 RRiCES < BB ERVIRESMEIC X 5 5.
*2 1 BH Cox I — FEFMIZ L ALFERE L O, ¥ BRI 75 7 BE

4




at riski

2 mg/kg Q3W

100 =

S0
80 -
70 -
& 60
ﬁso—:
# 40 7
30
20
10

—— &9 2mg/kg QW
e 2 10k QW

0+
0

180

AHI0mg/kg QAW 181

{E5X

at risk#y

&%) 2mg/kg QAW
ZA10mg/kg Q3W

{EemuE

179

3 6 9 12 15 18 21
R R)

131 95 70
138 99 79
115 80 60

0OS @ Kaplan-Meier phii

24 27 30 33 36

61 T 0
67 12 0
48 9 0 -

— 3 2mg/kg QIW
——— &A10markg QIW

180
181
179

SRR ()

183 74 53 26
158 82 55 39
128 43 22 15

PFS @ Kaplan-Meier #i8#




@A E TR (KEYNOTE-006 3A5%)
AV AT EBHEBORNGIA LY AT REERN 1 VYA ETOSE
AR A4 DARIGUIRTE AR R AIREH 26 RIC, A4 10 mgkg QAW RER T
10 mg/kg 2 B GLT TQ2w & 5,) BEORBRRUEEMEN, AV A
TaRARE UTRH S, ek, EEEHATEBETER D bALIBAIT, FRET
#ARTIERDFED B WEOHEMICEE LT3 BE T, RE DO E 4 4E ¢
REEITRRD b D ETARB DR EG Rk 2 2 LR L Shiz, TEFMER T
2EFHM CIF o8] &vv5,) ROEEEAGFHR (UUT (PFS] £2vv5,) & &h,
FFNIA Y AT LHIERL T, 0S KO'PFS 2 HBICER Lz,

#2 ARMERAE (KEYNOTE-006 FAER)

AF) 10 mg/kg A 10 mg/kg A Y bvwT
Q3W Q2w
(277 18)) (279 1) (278 451)
OS™ | thifi [A] NE NE NE
(95%CT) (NE, NE) {NE, NE) (13, NE)
PAS/AES o - 0.69 0.63 '
(95%CI) (0.52, 0.90} (0.47,0.83) —
PE" 0.00358 0.00052
PFS™ | dhskj (7] 41 55 28
. (95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
NP — R ERY 0.58 0.58
(95%CT) (0.47,0.72) (0.46, 0.72) —
P fE" < 0.00001 <{.00001

Cl: B, NE: #ETRT, *1: RESEIFOT % (2015F 383 B2y 37, 2. B
Al Cox WP — FEFMTL DA VY A L DI, 3 BPIE 277 2 7 BE, *4: RECIST
HA RZA > 11 RRCES S U B R E R CUEERME L L 2580, *5 : PR
F—& (004F9A3HA» bFT)




90
80—_
70

860“_.

#t+ 50 -
{40
30

201 .

=== AA10mp/kg GIW
s A\ Omp kg G

107 e qPULTT

0

at risk¥

£=RMA]

nnnnn AR A A N LA R R AL L LA LR LAELARLA L

8

#H10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
F#10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULTT 278 242 212 188 169 157 117 51 17 O

0S @ Kaplan-Meier B

100 _iﬁw
g0 _- HE s o e mwmgfkg QW
80 _' ¥ e 270 TOMBIKE CIIW
g 70 _- — e UL T
B 60 E:- .
E 50 - RN T
B 40- e T
. LIRS
10 7] =1
0 Ty "‘I"‘“'"'I""'""I'"""“l"'"“"I""""'I“'1"""'
0 2 4 6 8 10 12 14
at risk4 EIEEEFMR) | -
F#10mg/kg QW 279 231 147 98 49 7 2 0
#%N0mg/kg QAW 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 18 2 0 0

PFS @ Kaplan-Meier B




[ 4]
OEPE Ib A3 (KEYNOTE-041 338k)

AHERGIL, 442 61 (97.6%) RO Liv, BREL ORRBESBECERVWAE
FRIT, 344261 (81.0%) KB bk, REER sUULORWERITFROLBY T
&7,

#£3 BARY S%LLEORER (REUMHITHSER)

W% (%)
BEHKSE (S0C: Systern Organ Class) -
HAGE (PT: Preferred Term) ' 2 mgﬂ;g {%BW#
(MedDRA ver.18.0)
Grades Grades 3 LA E

ARIER 34
 RURBRUSHBE TE

8 (19.0)

00

. '(0.6').;
0 (0.0)
0 0.0)

BLk RS
FHE kAN

ede, BEMMRER 18 (24%) . KIBK - BEOTHI 26 (4.8%) , IFgeREE 3
B (7.1%) . FERAHERE 2 ] (4.8%) . FRIRIMEREREE 6 41 (14.3%) | infusion reaction
14 (2.4%) ROEEIBER 16 (24%) CTROOIE, £, MREE (¥70 -8
V—IEGRS) | BMEEREE (RWEREEBAS) | RIBES. | HERR. BEO
BUERES (BERIRMVE R, SR, HRAES) | BR. R - B saeE,
BOERRIRTAE, FESE - BRIRSS, DM At, ARt MR SRR . iR K OVR
FERBIIED N7, | -

@UESE LAHRER (KEYNOTE-002 385%)

AEFEIT 2 mg/kg Q3W BE 172/178 #11 (96.6%) . 10 mgrkg Q3IW BY 178/179 151 (99.4%)
KOVICC 8 167/171 ] (97.7%) @B b, RBRIE L ORRERRTECERVWEE
B|EIX, Fheh 121178 #1 (68.0%) | 133/179 B (74.3%) KR 138/171 45 (80.7%)

CRH LN, WO CHRIEERN SUULOBHERIITROEBY Thot-,




#24 WA ORTREBERR SYWH EORBER (&M RAE)

BB RIK 53 (SOC: System Organ Class) FIEE (%)
HAFE (PT: Preferred Term) 2 mg/kg Q3WHE 10 mykg Q3WEE ICCHE
. (McdDRA ver.18.0)° 17851 1794 1714
ver-1e. “2(Grades Grades 351 & £ Grades Grades 3L1 E 4Grades Grades 38k E

31 O @0 %1 1% {3 3 (49 T @07 & o)

! ﬁm}.' 5 ._(0:.6.). : . . :

7 (@9 6 (00 35 (205) 9
B i BRI 0.0) ¢ ©0 0 0.0 14 (82 6 (3.5)
FPRREPIE 0.0) 1 0 0.0} 14 @2 6 (3.5)
AR NN t oH 4 @Y
_ EF#: ﬁ*’ﬂi&ﬂi
¥'-’ﬁﬂ%ﬁ%

aaEL R 00 14 62 00

0 : 0 0
THI i5 B4 0 . (0O 19 (106 2z (L) 14 (82 3 (1.8)
Bl 8 45 0 1 4 (2.3)
B U S ) B t L C)
TR SARERSORERMEONE . - s

= 1 . '.(0.5)

©0 1 06 (205) ©6)

5 (28 ¢ 0 (00) 35 1

9 G0 (0.0) 9 (B0 0 0o 2 12y 0 (0.0

37 @08 0 (00 42 (235 0 00y 6 (35 0 (00

20 (118 6 (0O) 18 (o 0 (0.0) 8 @n 0 (0D
b‘&:{i‘&;ﬁﬂ*ﬂz% 5 28 1 06 10 (56 1 (0.6) 0 @O0 o0 (0.0
SHEAR 10 (56) O (0.0 9  (50) 0 (0.0 2 (2 0 {0.0)

7233, 2 mg/kg Q3W B TUN10 mg/kg QAW BHIZ B WTE N, B EMEMZEB 14(0.6%)
U446 22%) . KIBKR - BEOFH1H (0.6%) RU646] (34%) | #EREEE (¥
F oo L JEARREEE) 2 B (1.1%) B U 0 1), FFABRERE T 13 41 (7.3%) R 15 41 (8.4%) |
BRI (RAEREEMEBRS) 16 (06%) EU1H (0.6%) . FEAEBRAERE 1
] (0.6%) KO3 B (1.7%) . HRBUEAEREE 14 B (7.9%) R UR 15 4] (8.4%) . infusion
reaction 2l (1.1%) RUR3Fl (1L7%) . BEEORERE (MIEHBIREER, SWI
BE, HFREES) 14 (0.6%) RU1H (0.6%) . BEE 16 (0.6%) BRUO0F., HEM
8 15E O BIRON 1 61 (0.6%) . e - B 0 BIR TN 1 (0.6%) . WNTH Y 5
FZoPERC2H (1.1%) TR LN, o, RIBES. | BBERE. 548 - S
fRE, Do, sofEtin NRIBADPESEER . iR i R ORI bz
e




CUEA B AR (KEYNOTE-006 #5)

FEFRIL. 10 mg/kg Q3W B 2647277 1 (95.3%) | 10 mg/kg Q2W F¥ 275/278 5 (98.9%)
BORIPT 7 239/256 41 (93.4%) W@ b, 1EBER L O RREERBETETXRVAEE
BiX, FhEN 202277 ] (72.9%) | 2217278 41 (79.5%) R UR187/256 Al (73.0%) iz
ORIz, WTROO CRBEEY S%U LORMERTEO LB Thotr,

£S5 WThhrol CRERNE S% LOBIER (ReiiRam)

i (%)

10 mg/kg Q3WHE 10 mg/kg Q2 WHE IPT¥

27761 27341 25647
£Grades Grades 32/ E 2 Grades Grades3gl b 4Grades Grades 321 E
é@lf’ﬁﬁl 202 (72.9) 28 (10.) 221 (79.5) 37 (13.3) 187 (730) 51 (199)
$m%ﬁ%mﬁﬁ
4 m&mmﬁﬁFr _ _
B e =
[k 5 (1.8 0
KB 8 29 3
TH 40 (144) 3
0
i
0

SREMXRSHIE (SOC: System Organ Class)
EAFE (PT: Preferred Term)
{MedDRA ver.18.0)

(=E L8 ] 11 {40
Bl 31 (L)
T 5 (1.8)
R ﬁ%ﬁ%x;w&&%awﬂm ST
a5
wH
5__'ff@ﬁkﬁ§ i : Bnhihn
TXA7#/@7 /F7/z7m7wfﬁm'

: é-ﬁ:;#:o & U%%ﬁﬁ% oy
ERRRICEOEREE
POEhT

B XU TR ..
o 3 (41 o0 ©0) 40 (144 0 (00 65 (254 1 0.4)
Bis 37 (34 0 @0 4 (147 0  (©0) 37 (145 2 {0.8)
SR 31 (L) O 0o 25 (9.0 {0.0) 4 (16 0 0.0)

72345, 10 mg/kg Q3W BER TR 10 mg/kg QW Rz W T EN L, M EER B 45 (1.4%)
ROV F (04%) . KIBK « BEOTH 104 (3.6%) RO 13 6 (4.7%) , iRk
(FFo « NL—EBRES) 2460 (07%) RU0H. FHsEEE 146 (5. 1%) R 23
Bl (8.3%) . BHERERE (RMEMEMLERE) 24 (0.7%) KO 1H (04%) . T&E
AHEREIET 1 6] (0.4%) ROV 14 (04%) . AURIHEBEREE 28 4] (10.1%) R (X33 4
(11.9%) . RIRFEESE 161 (0.4%) FKO2 81 (0.7%) . infusion reaction 741 (2.5%) &
OS] (1.8%) | 1 EUREIRIS 1 0 (0.4%) ROROM, BEOREREE (BEIEIRER
B, ZIALEL, SEFRAES) 0GRV ] (04%) | e 14 (0.4%) BT 1 (0.4%) |
2% - IRBURRIAEEE 1 B0 (0.4%) RO 0 #l. MMg% - BEBESS 0 PIRON L ) (04%) | I
CWEE S 3 6 (1.1%) AT 1§ (04%) TRO O, £, BEEHEIE.,
DS, SRR/ MRS EER . it E I B OSRIFERE IR b o Tr,

L
1. 09

L=

10




4. HRRICONT

RERGHE L UCHAIRERE (20E) PR bR CnaZ th b, BHELEY
WEECX AR THELERDD, £ LT, AHORENEYREBE LN - BE
L. ZFOBREIZL ) BELREHEHZRRA LT Z ERKERED, LLTFD
O~@DOFT AT R THRICB W AT & Th 5,

O HERIcoOWT

@1 Fieo (1) ~ () OWThPICESET R THD 2 L,

() JEA: BB AEET 5 15 A D REHE I AR (BRERF RS A2 FEHHE L ST
MO AS A RS R ML R e, MRS AR EOREE e &) CERE 29974 A 1 BERA
434 WEE%)

() HrEtBiEmly (ERR 294 6 A 1 HERS © 85 fERd)

(3) EEFRAENEE TS RAREREERER (A DRERERERE. RABREE
WAAkE. DS AR EEEEHEERE R &)

(4) SR SREEERE L, SRRREME 1 s b s ng 2 ok ks
KSR ETo T akEs (ER 2847 A 1 AR @ 2540 JERR)

(5) BUBHEERIAL B BINA O MR IEHEICAR DB Z 1T T D Mgk (Fik 28 4E 7

. B 1 HRERAC 1290 HERY)

®-2 ﬁiﬁﬂidﬂt%ﬁ{ﬁﬂtﬁﬁi ¥R R BLRE DR 5 fi%ﬂ%kﬁ%ﬁ%%’)ﬁﬁm
(T%C’)‘t‘@_ﬁ’bf) NCREET BIEM) B, HERERROARNCET SMRORES L LT
FREIhTWLIE,

*

o ERRIFIRGS% 2 SEOMIAFHME LR IE T Lz thic 5 £ LOB ATBROBIKTHE %
ToTWwAZE, 5b, 2 FERL LT, BAEYRES L ULBRIEEFOWHE
B{TRoTwaZ k, '

o ERMSEFFEARE 2 FOPMBHMEE KT Liciic 5 FH Lo BEEEEEZROR
KEREFL WD L,

@ BEAOERLEREROMEHIZONT

ERLERERCAFTH>HEEHENEE S, REME S OFRED, A - 22
VRS A O S BR OERNSE 1T 4T 5 ISR, A EHR35%4 LT_%AUJ%&%
B EHRED u_ﬁb:}’b%.’){ziiﬁw#%o TS Z &,

11




@ BUER~ORITWT

@-1 BWERSBBRE O SBT3 B

MR E B OEE RBIEMSRAE LIZIRIC, 24 BEZERERHO T, YiZilizd s .
PR ICB VT, BH LUEEHERICR U CAREEL (R CT £ BI{EA OB M8
RREOHRENYBPIIELR, EbICHEARRRERPE WD I L,

@2 ERREEEICL3FEERMGICHET B

BB EDSEMN 2R ECEREEZ AT IEREEERAER =7 ) 7%
BOEERORY V—= 2 FEITVWERE L% 15 T & 5 F— LA EEER R BH
IhTnaZ L, 28, BEENICOWT, DARE L Z0FBECHFIIRAaEhTY
Bk,

@-3 BHER OBIeRRICBE LT
BITERD (RVEMARRBIC 2, KB4 - BEO TH., JFskmE %%%%%(R%E
%E&%%%)\Wﬁwﬁ%(Fﬁwﬁﬁﬁ%\@ﬁ%ﬁ%hm‘%%ﬁ$hm
TIPS, R Y5 M, Mk - BRACRRRIREE, BEde. HEE O RSk m(&Eﬁﬁmﬁﬁ
B, ZIGITHE, MFRIES) | infusion reaction, S - BEMEZS . EIERFEESINE. fhips
H (XY NV RS | DR, Rt NI HERER, Wi A ., A
%W%%}’ﬁbf MR ST B RS D B & A 2 PRAT & U (BE
OBWRRISICE L CTHREL TR ST bR aRMich s 2 &) | EbiziEt
%@T%%Wﬁ#%oTwé_&o

12




5. BENRLLRDOBE
[zt B4 25 9]
@ TRICEST L BH IOV TIEAHA @&Lﬂnmu}: éﬂ’b“ﬁ\é b, EET

bz
o ARFORICH UIRBIEORERO L D BE

@ TRFEHOFMICB VT FRIZEY T 2 AF IOV T, FRIOREEFHR SR

B, OBFERIRBS R WIRAICRY | HECARZEHT L2 L 2BE TS 5,

. MEMREBOACHEEEOD S BE

o B EBRRE CRER D 5 BE R OB O BRSO g i ¢
FOMCIIERELRA LN D BE

+  ACARERBOAIE XTBERRE L BB B ORREE OBHERD
b5 RAE

oSSR GRS L &) OhoERE

»  ECOG Performance Status 3-4 &V D

[E2hikic B 5 5E]

O (LFEREEORVWBFRILEREROCSH 5 Fﬁﬁhiﬁ\fﬂiﬁl DAEZHEF RS

TN, .
7215, BRAF B FZERFPH+AHREZICTEW T, BRAFIRERIC L 2HBELER
5L,

@ TRICEZS T IARORE R ORI VT, AR OF R ShTE

5P, AROBERELE 2B,
o B ERBHL IR,
o fhofHEMNIEER] - OB,

G BCOG ¢ Performance Status  (PS)

Score

i

0

2B EBTES, BRMEALABESENHRREITAS,

1

PHESIIZE LOTEBNIRIIR S 508, SATaHEC, BIFRDE - TOMERIATI Z &8T5,
Bl - BB, BRHER

2

HBITMETHSOFOE D OZ & T2l S EEE T & v, BHRO 50%LLEE~ » M
il

3

RoLE-B2OFOEY O L UM TERY,. AP0 0% EER -y FGFCRIT,

4

2LEiTAv. BHoFoRY oz 2iiel tEhRY,. BRIy FrEF I,

13




6. BEIZEBEL THETN&3E

O HRCEFOML, REREER BRI 2 BRI R-SE AR 0 Rk R CuEERS
MOT=D LBERERE 7B L ThbERTA L,

@ HRBMBICESS, BREXITZEOFRCHMERCERIEEZ OB L, REE25
ThbETHI &,

@ ERBHERO-RP A Y MZoWT

PEMIEES S 5N 2 L Bh 20T, FHOREC b Tk, T
R (BETH, MRIEEE, W) OMGRE UM X Bikd o R %, BEr -
FRATHZ &, FEi=, BEDGNCTHEE CT, M ig=—h —FORE & T
HZ &,

infusion reaction 23 65 = L A3d 5, infusion reaction 23R - B A
X, EERAEEIT &L b, ERABEET 2L THEOREL SIS
THZ L, .

HFRIRERERER H b d Z 2 B H 50T, KH| 035 B AR R U5 115
FILESENC R EERR T (TSH, UE8E T3, #5 T4 S 0RE) 2242
&,

FFERERER H b a Z 2 B 50T, AF 0K EHIEETE U5 M ik
EEIRICITHSEERE (AST, ALT, y-GTP, ALP. B UL EDAIE) % EH
THZE,

S EIER WEPAR B EREREEST) SORERRBEERH LD
ZLBBLLOT, ENNICROREOFELFERTS 2L, £, IBORENR
D LNIEBEIE, EPHCEREEE SR T L BEEEETS L,
AAOBEEC LY REORERISCBRY 5 & B2 b o fkx R R
BHBELNAZEEHD, BEFSBDOOLNEZBATL. BELEFRISCR
HPRH AR A L BB A RO & EE U ORI ARERRE 2TV, BE Rl
BT & HREIER BB 5120, ARIORE IR, R URISRER
NECRIOREEZERT D L., ek, BIBEERLVET L ORED LY EHE
ROUEERED HRRWERICIE, B RERAT LA 0SB
bEETHI L,

BEETH, JOABMOE Y ARB LU THHBEHEARRERT A2 L 83h A5,
AFDRGHTHRICHREERORTICHSICEETH L,

1 FUBERR (BUE | BRI A 30) b bh, BERENS b7y F—v R
KELZLBHL2OT, BB, B, IEHEOERORECMEHED R+
SEBTHZ &, 1 BERFELREbN SIS SR L, AR
AOREEOBURMELITO L,

@ AHOHBERBRIZIBWNT, BERRENE 3 » AN, UK, S50 »5 1
FEBL 6 B S 2 ITESEOEM 1T CVWe Z & 258D ARSI E
HROWMAETO T L,

14




BEEREETA 74
RATnY w7 (BREFHEBEZ)

(GRFA 1 %A D3 SR 20 mg, ¥ M—5 KR 100 mg)
~HHER D% Y VN E~

YR2 94118 (B2 941 2 B¥ED)
I




B

A i e

Frwic
AERNOFH, TEREBF

B PR A

MEERIZ 2N T

BB ERDBE
WEICE L CHET X HIE

P2
P3
P4
P6
P8
P9




1. Ui

EHGOFEDM - BEMOFEFEO DI, B ESICESWIERERFRIRD
LIvd, &5, ITFEORRERO®SIC LY | BURERN i & oRE RS
FERLPEARBENDITC, 2N b0EKMFEICLERBEICERTH Z L XRED
BB o ThY BEMEGEE L A #2016 (FEk 28 4 6 H 2 BMEBIE)
RWTh, FHMNERKNSEOEROEHEMHEELZRD Z L L ELTND,

FRERBFERRL RMERPTZEN T n 7 r A VBRTFOEEHEBL IR
BRBZERHB, 0D, AHERTZEHIZETAERN+0EBET L5 E TOM,
WRERSOBRBEL R ZIT A2 ERMFSR3BREH L TERT L & & b, BlE
APRERUIZBICHERRIGE & 5 2 LB ER - BOEEZ R T ERIEHE CER
TAHIENEETHD,

LIzl T, RHA FIA4 T, BEBBERSZE CELN T SEZRIZER -
PP R ES X uTmE%mmﬁﬁtﬁ%%#@#6@%#%&%&%@ Ez
FRCEEFEL R,

Reds, AN A KT A ik, MUITEGEAERSERESROHE, A8RFREARR
HREIEE A, — Bt EAEA B RBEREARES RO —REEEA R ALRES OB O
b EERR Lz,

KL RBERS XA P F GTEE 20 mg, X PA— X AGEFHE 100 mg (—
R4 AT el X< (BEFHEBL))

HEERHPEIHE - BRI OHMRAR IR ) o AE

LR s HERCHE © BE. RAICH, SAT 0 e BEAHEBZ) LT 1
[E] 200 mg % 3 ERIRBR T 30 2 CRlsET 5,

Bk IR A ¥ MSD HEEH




2. AH|OWM, ERMF

FA M— & JKIEFE 20 mg KOV 100 mg (—fR4 : A7) X7 (BT
Ay, BT TAAEly &vv9.) 1. PD-1 (programmed cell death-1) & Z® V7 F b
%5 PD-L1 X U'PD-L2 & OFEEEHEHEMET S, v MblgG4E / 7 0 —F A TH B,

PD-1 RREEE T M S B tRAAE > B YN 5 72 DI S AR ASFI R 4 5 S/ s il
ZA v F T, PD-1 i, EEARREBIZBWTEER T MIROMIERRICRKERL, ALK
FEPUS BB RGBS R RIS 5, Thbb, PD-1 D FER
BT R L VBRZERIC LDV VI EER AT 2286 Th 5, PD-LI
DIEFAERZ BT 2BBT LTI THLIR, Z OB TR THROBE 2ML 5
IEEMFEICREE LTV D, RAMIBICET % PD-L1 OFEETIL, BHIRE, MRS,
Arimbass. JRECm, SRR & O BT TRRABEEFCH Y, EVAFER
& OB HE ST 5,

BR OB A OBRIKT#% & PD-L1 REOMEME» 5 PD-1 & PD-L1 OREIIIEED
FRE R B W CEB BB LMY Z L RBREN TR D, Hil R ARROERE L
THREh TV, _

AL, PD-1 & PD-LL ROVPD-L2 ORI Y W FOREEEZRET 52 Lic kY. B
WM OIREE RAIREEM T U LSR5 EMH L S8 RIS GE & sk
5L THIEEDRERET S,

AAOF AR 8-S RO G L DBIERSR S & b, EEIIETI
EOFEMEN S D, FHOREPR KGRI, BEOBRSE 4TV, RESR
DO EITEL I L SRICE UM kel & B8R A& Fe-o M & i L O
E2ERRBEETV, BEORAERINC X 2BERARREDLI 2 BE . BIERESRL
T HIOEREGFEOBYRE LT O LERD S,




3. ERPERUE
B2 Ve o W AR O ) B ORERIC D &2 1T - T R RKRBR O
% =t o

(A 8hE]

ERs R I35 (KEYNOTE-087 35R)

BROTEAEO KRR DX Y R E (210 I, RAAN 10 flaEie) O

T 300 3R— b ERRIE, A 200 mg 3 BIIRRER SO AR R O 2D R

iz, ' |
- B EE MR, Ty YR RREFUACLHEEE ST B
# (ar—11D |

- BERELBHERBREELTHY, HOT LR T RRFUAC L SIRRE
2 7ME (25— b2)

- BEELSMIEMETEIC, Tl YEied ANFUCLBBRE (—RIBR
UIMBILFREO—RBE LTOT LY F vy AFF AL AHAERITE %
RN BEZTTVARVERE (aF—R3) :

T2, ERFH CREEITRRD b BEIC, FRETERTRERERD by
SEOWRENICERE L T 5 B3 T, KB PO EE Tl TRBET RO bLSET
KAOBE LGS 5 ENTERE SR, TEFMER Th 2 EHFE (W WG
criteria (2007) 1233 < MREIEIC L A% (CR) UXHAHED (PR) OFIA)
RERI1OEBY Thotz, o, FCREINBEREDIRT, wThoas—th
20% CTh o7,

21 HiERE (KEYNOTE-087 BB

ag—pl 2= h2 af— k3
(6941 (8141) (6041
sEeFE%s (CR) 15 (21.7) 18 (22.2) 13 (21.7)
#4250 (PR) 35 (50.7) 35 {43.2) 27 (45.0)
% —
(%) #E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
1T (PD) 3 (4.3) 17 (21.0) 7 (11.7)
FHm R 3 (4.3) 2 {2.5) 0
=% (CR+PR) (%) 72.5 65.4 66.7
(95%fSHR X #) (60.4, 82.5) (54.0,75.7) (53.3, 78.3)




[Zeaett]
FEIBES 4 [R]85 T AR (KEYNOTE 087 Pk)
A EFEITRFR T 202/210 B (96.2%) (238 Biv, FIFEMRIL 144/210 41 (68.6%)
Db, BREBN UL LORMERIZE 2L By Chok,

22 FEREP SR LOBUER (RLLMITNRMR)

EBKSEE (SOC: System Organ Class) gﬁ;ggg
FHAGE (PT: Preferred Term)

2104
(MedDRA/T ver.19.0)
et £ Grade Grades 354 -

28R ‘ 144 {68.6) 23 (11.0)
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