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NE RS

BEAEGBAER - AEHERERGFETHERE
( & B 4 #B )

~NAh7m ) A7 (EEFHEZ) JMFAOREEREES A F
SA(EHEE-A 70 YT FAEEMHEMS I-High)
PETHERE) OERROEEERMEEY A K542 (FH/D
Rk, EMREAHE) o—FWMEILSWNT

BEMEEY L WEOEATE 2016 (CFk 28446 8 2 HEEBRE) 2B
WO EHFHNERLOEROREIHEZ R EPEVRAENZ I 2%
O EFNERRZEICLERBEICRET I DT REHEAEET 1 F
TA L EERLTHET,

L. RAT Y AT (BETFEEREL) JF RESL A b —F R
T 20mg RORLERTHE 100mg) W&o>WT, =447 0¥ 75 FNARE
# MS I-High) 2833EBEICLTHEATIBOEEEELY]
ROEBYEEEREETA FSA L LTRVELDELEOT, ZOMHE
FIC Yo Tt A KFALVIZHOWTHEEEINRS LS, BEANDERE
BEUCERICAHTAIENEZBEVWLET,

T, RAavnY X GEETFEBE L) BH (BWEL ¥4 Pr—F &
WIER N 20ng R OVFELRTE#HTE 100mg) Z23E/MMMRMER CESEEAQEII L
THEATAIABOEEFEHIZISWTIR, Ra7e ) Xv7 (BETFHEER)
K OREERARET A FTA4 2 (R LEE) OERROSEERHEET
A RS54y GEbMaliigE, BHEARE, HHMEITX Y NE) o—B
B DT (ERK 29 412 A 25 BT EEAZKIESR 1225 £ 0 BEA TS
HBEE - £EFEREELEETHEREEBM WLV FRLTWVET,

A RAaTul) XvT GEEFHELZ) BHNITOVWT, JE/INH R i &
VEM4EAEICRBTAENEISDR AERUVCAEC —HMERN AR ST
AP BN C AN 57 %ﬁﬁﬁé%M%h%ﬁwkkbﬁEthibtmf

A
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BENOERBERVCERICHTIBAOEBEOLET, Bk, WEEDE
BEREETA FF7 403, BIRBEDO LBV TT,



RIS

REEHRAEETA o714
Ravul) Xv7 (BETFHEEZ)
(54 : 4 bA—F AFHE 20 mg, ¥4 b —F JEHE 100 mg)
~BHE~A 7 utT 54 PREEM

(MSI-High) # &9 A2ERE~

YRk 3 041 2 A
JBAEFEE
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1. XL

EIEHOFY: - REMORR O DIZIE, BAEFICE IO OEEREHRRD
bivd, &bz, IEEORFEITOESRIC LY, FUKERR R L OS2 BIERE
FEEPERSNDIPT, ThoOEELZRICHEREEICRMET 5 2 L BAREO
MEE 2o TR REMBIEE L WEOEATE 2016 (Eak 28 4F 6 A 2 HEERTE)
RWThH, BEHNERSSEOHEAORBEIHEEZRLZLEERTNS,

FREHBFEER L, EREASELE T n 7 7 A VBRBFOEEL LHALNCR
RBZENDD, TORD, FHERVCEZEMIZET HEHRS+0ERT 5T TOH,
UVHEEGORELBRRI I LPHFENLIBECH L TERT L L HIC, BIE
AMFEH LB BB E & 5 2 L SRR —EOEMFE N T EREE THEM
THILEREETH D,

L7edoT, BAHA FT4 Tk, FAREBERLIAETIERLNTWHEFEEHN -
R A3 UTOERROKERMEM2MEET BN D UERESF, £
HRUVEEEHEETY,

I, KAA BT A i3, MISTEIEAERG ERBSGREHE, AREFEARR
BB S, —iRFEEEA A ARRRARIES RUO—BFHEA B ABBRFEROWH
Db EER LI,

WE L R BERS ¥4 M—F EEIHE 20mg, ¥4 bA—F RFEFHE 100mg (—
$4 R aT e ) Xwr (EETHEERZ))

ABERDPEIRDE : BACFERERICEE LT - BROGHEE~A 70754
bKﬁﬁ&(Mﬂm@)%ﬁ?éﬁ%ﬁ(ﬁﬁ%&mﬁﬁﬁ%&
BEIRS)

b hAEERVEE - W%, AR, <a7n) X7 (EETE#RZ) L LT,
@ 200 mg % 3 B MIEET 30 M CEREET 3,

B ¥ iR 75 ¥ & MSD Rtk




2. FHIOKE, ERERF

FA MA—F GIEBTE 20 mg R OFARBEHE 100mg (—if% : RAT7 el X<7 (B
EFEHE). BT (F#) &vv5,.) X, PD-1 (programmed cell death-1) & #d U H s
FT3 % PD-L1 RU'PD-L2 L O G EEEEET 5. & MEIgG4 £/ 7 v—F A HiE
ThD,

PD-1 fREEIT T HIA S B SRS D D RN B 7o DIZ S A D3R FI 45 2 s il
ZA v F T, PD-1 1L, BEDREBICEBWTESER T HoMEEICRER L, HE%
ER R B ANBREIBRARERGEHET S, T72bb, PD-1 2V T FE#
BT LVHESERIL AV N EEZRCHET 2R ETHSB, PDL]
DIEHHBIZBIT AREBERXDL T THIN, ZLOBAMIRTE T RO 2z
HIEPBRICER LT3, BARIIRIZEIT S PD-L1 ORBEHI, BHIaE, s,
FEHENREE, DRELE, Je/NRalifE R K offkx BB A TTFEFREFTHY . BWAEFS
L OMBEERRE I TW3,

B OB A OBERNT% & PDL] BREREOMABEMEI S, PD-1 & PD-LI ORBIIEE
DSEEHEC B CTEHERREIZ2E ) Z LTRIBENTREY , HFil B ABROEN &
LTSN TS,

AFNX, PD-1 & PD-L1 X URPD-L2 Oili U H> FORAFMRET A LY, [EE
BWUNRET OEESRGHIAESHE T VL S8ReEE ks, HEERE 2 BEHEA
THI L THEESDRERET S,

AFIOERBFCE S BEORBERISIC L 2BWERSR S bbh, EEXIIFECI
EDAREEND DS, FHOBREPROCEEGEICIT, BEOBLLTHITITV., BYWIR
H HNTEEITIX, FBE LIEFRITIS Ul R MR & BRER & - BEhf & EHE LT
DB 2T, BEOHRERINC X 2 BERR RN 2 HEIE. BBRERL
T U H OB S S OWERMEEIT 5 BENRD B,



3. ERARAAE
BAALEREZICHELET BREOBRE~A /0¥ 7 74 MARREME (BT
IMSI-High) & 5,) 28T 3EBE (EEAREESRERISSICRD) OERE
2T X R EERRBROREEZ T T,

7238, TMSI-High #7892 8# ] WL T, IPCREIT L Y MSLHigh L HIFEShiz B
#| #ERT 254 (35 124X IMSI-High (PCR #) 2/72E8%) ¢ KRB L., DNA
I ATy FERBEOTERH D EEXERT S (K&, 720 bIPCR KiILY
MSI-High Xidfifikrse (BT, MHCIE W I,) EBIcXY I A~vy FEERE
DxE (BT TdMMR] & )5,) LHEShIZBE] 2ERT 2ESITIE TMSI-High
PETAHARE] LFETL, HCHEIZ XD MMR HE & PCR HEIZ X 2 MSLRREO—E
F1L 96.6~98.7% E THBHZ LERBEINL TN A,

(A 7%hiE]
- OEEELME DS (KEYNOTE-164 FER)

7ok Y 2 DURAEEEEA. AV ) S5 FUOROAS U T S EERE KT
12 & BALSEIIER O b B ISR IR G 2 1EFT - HR D dMMR I MSIHHigh (PCR #5)
WD B HT AR - EIFEAE 616 (AARN7HEET) ZHEHIT, A 200mg3 &
RIRIRE (BITF fQ3Wl &\ 35,) BREOFHERVEEESRNEh:, 2k, E#FT
i CERABRITARD DRI REET 2R TERPBED DN WEDEBRIICE
E LTV 5 BHE TR, REILIEOBHEFEM CREAEITHIED bh 5 ¥ THAHO®R 5 & i
B n L BEREE Shvi, ZEFMEEA CHEEEFE [RECIST VA FI4 >~ L1 R
WES < P RIEIC L B5E2EY (CR) XIEEAED (PR 22T, ARBICHE
En- el FlOMREIR1IOLEBY Thol,

1) 1 indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: ] Mol Diagn, 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1157-203

@) graraiic BV T, THC R L 9 S R v FEHE H 2232 T B MLHI, MSH2, MSH6 X ik PMS2
DNFRPORERED bV IEE s dMMR, PCREIZL Y 208l kD<A 2 05754 hw—H—T
S ROV AOEEAR N S iz &2 MSI-High (PCRE) LYlEShE,
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. F1 EERBESDERUENE (KEYNOTE-164 HER)
(RECIST ver.1.1, AZMHAETRERYS, bdulzE, 2007428 10 HF—F v  F7)

B FlE (%)

| HERBEHE 61 BT 39 B2

5E£ZEE (CR) 0 0
WrZEE (PR) 17 (27.9) 9 (23.1)
ZE (SD) 14 (23.0) 10 {25.6)
#{T (PD) 28 (45.9) 18 (46.2)
HEETHE (NE) 2 (3.3) 2 (5.1)

#=4) (CR+PR) 17 9

(EHER [95%SIEKEY] (%)) (27.9 [17.1,40.8]) (23.1 111.1,39.31 )

*1 « TR SR, *2 - FMEMRIT S RMEM @ 5 B MSI-High (PCR L) #HTHEHE,
*3 . EfEH:

OERILF TR (KEYNOTE-158 )

—WIERE & L TEREN LR O 5 D IBHYIR T EEREST - BRO dMMR Xk
MSI-High (PCR #5) %2 24+ 3EHHEE U 2u&ic, AH 200mg Q3W HEDH
PR OREEFREF S, bk, BRI TERETRED b GaIc, KA
TETRTERBRD bARWE ORI E LT 5 8B Clk, REILIE OB
TRBETHED LN ETARAOR S 2T 5 2 L BNAREE &i, TEEER
T 2534F [RECIST A F7 4 » 11 IZES FREEIC L 255283 (CR) X
IS ZESR (PRY] 2T, MSLhigh &M Sh It FRBRICRE I W 83 fl%

(ZN—7K) ORI 2, FRRICB&G I 04 IS BT 2 EIER O HI3E 3
DEBVThHol,
%2 BBHRAPRERUEHER (KEYNOTE-158 RE, FA—7K)
(RECIST ver.1.1, AT aRERSE, PRHEE, 2017E4 A 2807 —F v bA7)

A I (%)

REBREHE 53 G 23 B
5E£ZEY (CR) 4 (4.8) 3 (10.7)
H4sy#ESh (PR) ) 25 (30.1) 8 (28.6)

%ZE (SD) 20 (24.1) 3 (10.7)

HEST (PD) 24 (28.9) 9 (32.1)
HEERRE (NE) 10 (12.0) 5 (17.9)

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

*1 : BT RISRER, *2 . FOEEITHRER O > 5 MSI-High (PCR k) &/ 5 BH,
*3 - FRER:

BED) GBI & ir AT 2431 e 7 A~ 7 B O MSL-High OHETETGHEBE 2B ANT: / N—T K Db
BEN, F—7 AT (FRELEE)., FV0—7B Tl (RERCESTORE). =EL7
7—F —HERIMEE R . FA—F C CiEbhi, B, NE, BB, IR OB sEorHRR S iiEE

(B P bR AL, 20— D T FEHNEE (AEEUMSEmE s k<), &
N7 ECIETEHEE (BRELESE), VL —7 F Tidses (R, V40— 7 G CribHIfabhgEs.,
FN—7 H TIHEPEE, 0 —7 1T ClERRIRE, 70— ] CiaiR i (290 i ISt im e i < ).
FN—7 K Cii MSI-High 263 2BBE (BB - BRME0R) BESMAARLNTE, F—F A~
2B NBH O MSH-High IZ-0WTiE, L haARrF 0 7RI W HEERE,
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I/—\\I

$% 3 MSI-High 2457 5 EHEOBERNOEHE (KEYNOTE-158 #AE)
(RECIST ver.1.1, HEHEMTHREMS, TRHUE, 201744 8 B HT—F v h47)

il Bk (%) %% (CR+PR) Fl (%) #=%h (CR-+PR)

94 {5 (FEHHE (%) 39 4™ (T (%))
TERNER 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
fEE 10 (10.6) 1 (10.0) 1 (2.6) 0
RESEEE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B R 3 (32) 1 (33.3) 0 0
Rz fE 3 (3.2) 0 1 (2.6) 0
ISR e i R 3 (3.2) 2 (66.7) 0 0
T = SR 2 {2.1) I (50.0) 2 {(5.1) 1 (50.0)
PR S WA 2 (2.1) 0 0 0
/NS 2 {2.1) 0 1 (2.6) 0
R LR 2 21 I {50.0) 1 (2.6) 0
P NEE 1 (1.1) 0 0 0
DR ELHE 1 (1.1} 0 0 0
BITSZAREE (1.1 0 1 (2.6 0
%G EE S 1 (1.1} 1 {100) 1 (2.6 1 (100)
M 7 s 1 (L.1) 1 {100) 1 (2.6} 1 (100)
P 1 (1.1) 1 (100) 0 0
BT 1 (1.1) 0 1 (2.6 0
btk 1 (L.1) 1 (100) 1 (2.6 1 (100)

1 AEMERRAT R RIER, *2 : AT ER O 5 b MSI-High (PCRE) &H T 58%



[Zz4xii]
OEELFETHEZEE (KEYNOTE-164 3Ek)
BEELIT60/61 B (98.4%) 1. BIWERIX 35/61 ] (57.4%) WRH BNz, FIHE
B 5% LORERIITROLBY Thott,

#3 BEEN 5% LORERA (KEYNOTE-164 U8 (Zr i &4 )

B RIS (SOC: System Organ Class) HE (%)
HEAZE (PT: Preferred Term) 61 {5l
(MedDRA ver.20.1) £ Grade Grade 34 Grade 5

S 8  (13.1)

i 9 (14.8)

iRt . 7 (115 1 1.6 0
oy 6§ (9.9 2 (33) 0

¥, MHEMEMRSE 1A (1.6%), BEECHKERESE (RIGHRIREREE, S,
BREIES) 16 (1.6%). ITHHEEREE 3 6] (4.9%), HIRIRMEREREE 2 f (3.3%). [
K 3B (4.9%). FHoe - BBCAHRIAEIE 1 ] (1.6%). fiMZe - BEMEEER 1 1 (1.6%) D33ED b
i, Eio, KBk - EEOTH, HRES (X7 2 - N V—ERES) . TEEHER
=, BIEHEEREE, | BUBERRN. BT (RETHEET RS, BEMEE, L
g, BN M/ RBAESEEEN., W, JRIFHRE. infusionreaction ZTIREE S
FEXEBED bhied o, REWEARTERIUIBEESES (BERAERELSD) 25
TERERETT,

OEERILMEE NS (KEYNOTE-158 35k)
BEELIL, 91/94 61 (96.8%) 1=, BITEFHIL, 5894 #] (61.7%) IZBHbhi-, BH
B S%LU L OBHERIITED LBY Thot,

S



F4 BEEN 5% LORER (KEYNOTE-158 RE) (LS tHEird S4£0)
FRENKRSE (SOC: System Organ Class) 5% (%)
FAEE (PT: Preferred Term) 94 {7l i
{MedDRA ver.20.1) Grade 3-4 Grade 5

45 o g (8.5) 1 (L1) 0
; 0

ds. PUERENRE 4 B (43%). KIB% - WEO TR 3 Hl (3.2%). MRS (¥
- S R JEARREEE) 2 (] (2.19%) . SFFRREEIESE 8 1 (8.5%) . FUIRTRMEREREE 8 1 (.5%) .
_ | EUEERRSS 1 4] (1.1%). infusionreaction] i (1.1%) 2E® biiz, Fh. EEOKE
e (RGHEIREGR. ST, FAHES). TEEREEE. DIFRERNE,
BEEE (RETHENERS) . A, B - BEmes, BREfeis. O
g5, gk - BAEAS. Sefetbn MEBA LRI, WA N, RERSRURY 5 Bk
IR b o e, ABHERRERILAEETS (MRREERTZED) 2ok
HHER R



4. HSRIToWT

ABEMEL UTHEAEETICHIT 2115 - ERE%ER< MSI-High #6735 B EIC
T AFEARERESFEE DN THWS, FRELZED. EEN Y A7 EEHE (RMP)
WZESE AR OERLESHERER~OBRHEEH R D MR ThHho T, RO ERN
BEIRBEEZBN - FEL, FFOBREICIVEELEERZER LEZBIZHIETBE S
EBRMERTED, UTOO~@DT_T2WiTHRICBWTHERTARETHS,

© MRz T

D1 FRED (1) ~ 5) OWTNINCEETAERTHIZ &,

() ELEFEHXERRBET D PADFESILARNS EERFRSAREGEREIL AR,
Hitel A3 A RS R IEHL R, MRS AU RSIER R e &) (CERK 30424 H 1 HAEFA - 437
Haak)

(2) FrEHEERbr (ERL294E 6 B 1 AHEA : 85 Fdd) C)

(3) FERRAENIRET AP ABZEELERE (BASEEERERB. BARIOERE
BITRGE BARFOEEHER: &)

(4) ARAFRERETRE L. SSRAEERENE | XA ERENE 2 O R
ARSI EIT o TV DR (R 284 7 A 1 HEFA © 2540 HEER '

(5) PIEMEERNS EEMEOHFERERIBHETo T AR CERE 28 4£ 7
A 1 BFER ;1290 HEER)

@2 HNHLRHIFEETORERER CRHERARERORGIC 42508 L BRE R
DEM (FROWTRMCHEY T2 EM) 55, LYRBRAOAFICET 2 BROBRE
FLLTREShTNDZE,

£

o EMRHTERER 2 FEOTHITHERET L-1EIC § FU OB ALEOEFEFES
fTToTWnWadZE, 5h, 2L X, PAEMEREZEL LBEREEZOWES
FoTaol, O

s ERRHFREE 2 FOUMEPHERZET L2&IC 4 £ LOBERREFHFLTNS
&, Ob, 3FEL R, WMRERDIEERRTONAEDFE LSS ATBED
BERRFHER{ToTWA T &,

@ %W@E%uaﬁﬂﬁﬁ&"}ﬁ:fﬁﬂkob\f

EXELAFRERICEESTIELENEESh, BEEcEM OFRED, ﬁ})ﬂi =7
ENERFNFROEBRRVCEMEICXT 5 E8RME. FEFENBAE LBE0HE
¥, SEREOMTIThh A BHIAE-TWE L,



@ BEHEA~ORIGITWT

@-1 MEREHICET A EMS
REMEREOEELRBIERNRREAE LRI, 24 RFHEZEREROT, HHEEHRNY
PRSI BV T, BELUZEWEAIIE U CAREER D CT SORIEB O&PITH

HLARBEOERNY HPIEbh, ELIIGAERERNESTNBZ L,

@-2 [EFREHFICLIFEFSNCE T R

BABRCEDLAEMBORARAVEEZF T 3EREFZEREMERE=2 ) 7
EEDILEBEORZ V—=r P RITVERE L FRELF TE 5 F — L EREH DB E
EEhTWAZ L&, BB, BiFEmiconT, BABE LZFORRII+HITAMENT
n5Z &,

@3 EWEROZERRICELT

EIER (REMEREEII R, KBk - BEOTH, FEEES, BHRERE (R
WRIEMERAL) . AOWREE (TRAMAERE, TRIBRERE, BIEHRERS). 1
RIBERF . S & 5%, 1% - BUMATE, Bk, BEOKERE (BEsEIRER
T, BITCHEE. FFRIEL) . infusionreaction. LS - B, EEMEAE, FhRREE
(X5« AU—ERRL) . DfFJE, ffstEm MM SRR, WEAmn, #R3F
BOE) loxb LT, MR ULEME R oS 2 A S EM L L BIER
" OZMPHIEE L TRERUHEEEZTONAEMICH D L), EhiCEERAE
BTEHEHNPESTNDZ L,
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5. BeExtR L b BE
{Eahiti B4 2 FH)
O THROBFIZBWTHAROEDMEIRENTWS
o BAERERICHEEBLEZET - BROGHEE~A 704774 P REEME
(MSI-High) 2%+ 2@EME Y (EHENRBRSRERERICED)

723, MSLHigh 2833 Z L id_Aa7nY Xv7 GBETE#iz) oo =Fyv
DUEE (R4  MSIRZEX v b (FALCO)) #AWTHET 3 Z L, |

@ TRIIHY TR THARENOBRERCERFEICSOTIR, FAOF LN
FLENTRLT, FHOREHEL2LRN,
s FFOREERE
« MOREMEEA AL RS ShEEE

[ZZetkic B4 2 53E]
@ TEEIC%}Z%TZDE%@COD\TLiﬁﬁJQE’é‘YJS%E& éh’flﬂé T EMD N &@%‘,ﬁ_
binwr b,

o AH ORGSR LABIEORTEOH D BE

@ WBEAIOFMICBOWCTRIEFEY T2 E8EF IS oV, AR oF SRS LN

B, MOBRERIRERL2WEGIZRY, BECAREZERT2ILE2EBETES,

+  HEMMEEOSHUIBEOD s BHE

«  EHESRE CEERERYD 5 BEROTEERME O B SRITR I R M R
HEOMCRIEEE B R ONDBE

» BOAKREBOSO XTBHENLEE L IXERED B CREEBOBEERD
HoBE

- ESRBEE (EnRHEBHEELSD) Ob5BE

»  ECOG Performance Status 3-4 ®5 D EE

@4 MSLHigh #4 7 2EHHAEO—IMILY L FEGRTHBZ L ARESA TS (Latham Alicia et
al.; J Clin Oncol. 20185 JCO1800283),
#5) ECOG o Performance Status (PS)

Score | £

0 | £<{HEREHTED, BWATLFE L HHEEGESHBERLITLS,

I FBEREIZH LSRR S A5, SMTRIEC. BIERPM o TOEREITdI 2 2R TE 3,
& EmWERE, FEEE

FTETESOHFOEY O LT TaREMERTTERV. HPO 50% LT~y FATRIT,

BehiBA0Eomb ol L LATERN, Bfo 50l -2~y FFF e8I,

E-SEVERY S ]

@Ry, BROEFOEY O LIS TERY, B2y FARETRTT,

11



6. BEBRLTHEETNEHE
Q@ HAEFEICML, MiIRFEEE PR T 2 PRSI E-S & FH ORFHER TNEIEAE

@

@

OB nERERETSICER L THBERTLZ L,

WEEBAssIc s b, BEX IR FOFRKRICAERVEHREL+SHA L, REE2E
ThbHEETHT L,
ERBEHEROFR Ay Mo T

FEEREER S HDNAZ LRHIDOT, FFROBSITHIzo T, FIHE
W (B8, MREREEE, RS OREERUME X SREOXES., B+
STATO Tk, Efe, BEISCTHEE CT, MiFv— 1 —S0OREBEEZEET
BTk,

infusion reaction 233 Hb 5 Z L3 H B, infusionreaction BFED LNHBHIC
3, WEIZRAEEST D & & iz, AERDBEET 2 £ TREOREEL oI #E
EE- -

FURIR SRR E D B Do B Z L B 5 O T, FAIOR 5Bt R O 511/
o EMNI FORIRSEERRE (TSH, EE T3, Mt T4 SORE) #FHT 5
¢,

FFHEEEREED B b D 2 2 b D DT, A DR SEMEM R R 5B Pi
EHMIC THEEERZE (AST. ALT. y-GTP, AP, VUL EVEORIE) 2EH
THI L, .
Ak (TRARUITEERELEZED) FOEEREEENHLDND
TERHBOT, FHMICIBOREORELERTLI L, iz, IROREHR
A ORI, BOMCEREEZEZ L OBEERBETO L,
AHOPREIT LV BEORBERIGICERT 2 LB 2 bd ks R ECKE
RbbbhaZ b sd, BEXED R EGITE, R LT:%%%CEE\ Ve
EFH ek b B RSO ER & UGt R BRI A 1TV IBE OfRE
e X 3BWERR DL 5 /AITE, FAIOKEITHE, RUBIERER
NEVHOBRESELZERTBIE, 2B, BBEERAVT ORI L VEIE
HOWERRED ARV, BB RE ST LSO S o8
LERTHZ L,

WEMRTH, BoAM»DE I ARBEB L THhOEHERRRRTHZ LB HDHD,
AHOBEHRTEICBRERORBICHHIcBER T2 2 &,

| BUEERRE (BUE 1 BUERB 2 ah) Bbbbh, HERBES T F—YR
WELZZLRAHBEOT, 0B, B, ELE0EROBHERLMEHED LA+
SEETBZ L, | BERFRGELNEHSCHEREEFEL, 12 H
HloF GEOBIARMEZITO Z L.

AF DEEERZAERIZB VT, KEYNOTE-164 BB Tl 9 M I L, KEYNOTE-158 &
ECIR S REE b | AR o BRI &, | LRI 12 #BE I L HEOFM
7o TWE D L 5%, AHRSIERNICEHERE COHROBEREITI Z

(Eo

12



&'

EEfEREET A T4
RAaT7ual) AvwT7 (EEFHE#Z)
(R4 : %4 M—F SIEHEE 20 mg, %4 h—2 AREE 100 mg)
~ /N i ~

V2 9OF2 A (PR3 041 2 HED)
B S 8E |



H&

SR o e

I

AR ORH. BB

AR AR

HEERIT2VT

BExtg LA BE
BHECBELTERETREEH

P2
P3
P4
P19
P21
P23

e
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1. DI

EESOFIE - Z2MOREROTLDITIL., T EFICESWEHEERFERIRD
bbb, Eblc, IHEORESHFOESIC XD, FEEER R EOEFRFHRERE
FEXDPERENDIPC, ChbOEERZREILLERRFICRLT 5 Z L PRED
AR L o TRY REMEEE L EOEASE 2016 (FRL 28 £ 6 A 2 BEZHRE)
BWThH, SEMEENEDEROEEIHEEEZRI Z L EINTWS,

FHERBFEEMY, BEERSCRE2N T 7 s A VBEFEOEREMEHDL 75‘4»-5'5'&
RBIEBRHD, ZOH, AUERVCEESEICET 2HFRA+O0EFT 2 E TOM.
UHEESOBELB ST ENMBINIBHECH LTERT L LI, BIE

FANRBHE U BIc MERRIEE & B2 L RREER - EOEG T EEERE THER
TAHILPEETHD,

Lz oT, BHA FF74 0T, RERERPINETRSE Bh'('b‘éli%%‘é-%ﬂ@
BRI ESE | UTOERGKOREREREHET 2880 b LERENE, B2
FROBEFHEETRT,

R, :1:734’ KT ik, MSLITEE AN EIES RREAREHE, AR ARR
KBRS S, — R EEA B ABRRAR ES, FEHREFIFEEEN R ANBE2 R T
—fxFE A A ATERESRESOH DB EER Lz,

RE LA BEES XA S ETEEE 20mg, F bA—F ATEFFE 100mg (—
B4 Ra7 e XvT (BEEFHIELD)

SR ERAPENIHD | PIBRRAE/ ST - BROHE/NBINE

HRLRABERCAE « B®HE, RAKIE., fa7nl) X< (@EEaFEkz) LLT1
=] 200 mg % 3 BEEIRT 30 HE»T CEEEET 3,

e % iRk 58 ¥ #F . MSD HRRe=tt




2. FARIOKK, 1ERBAS

XA bA—F ST 20 mg B ORI ATFHE: 100mg (—i4 - A7 n ) X+ (&
L), BLTF TAR#) &vd,) 13, PD-1 (programmed cell death-1) & DY H
RTéH % PD-L1 RU'PD-L2 L OFAEEHEBET S, b ME1eGd £/ 7 v —FAFiEk
ThHd,

PD-1 BRI T MMASRE B AR DRk 5 7o I8 MR ASFI R 9 B E R Gl
AL v F T, PD-1 1T, BERREICBONCEMEE T HiltoMizREIZRE L, Bk
B RGE BANEGLERIZRAERISEHET S, T74bb, PD-1 BV F U FERFE
BT LR L VBESZAERICIL 2V 7T EEZAICHET 2SR/ ETH D, PD-LI
OEFHBIZBITA2HBATD TN CHLIN, L OBRAMITIE T MOEE 2L
BIECFHERNCRR LTS, BAMIIZET 3 PDL] OEREIT, B, ks,
FEHIaRE. SRELE. JE/NHIRIREZ & Ofke RBATTERERT-TH Y, KW AfEE
L oRBENREShTWA,

B DM A DB T & PD-L1 REOMEIMEN S, PD-1 & PD-L1 OEIIIEL
DRIEFEHINIBWTEERREIZHS L RREBSNTREY . - BAREOER L
LTHFEITWD, ' '

AAliZ, PD-1 & PD-L1 RU'PD-L2 O Y v ROBEEBEETIZ LIk v, BE
BUNRETOEESFRAMESEM T V ok B S8, FURERE2FEEE
TEHZ L THIEESREERIET 5,

AEOIEFABFICE S BEORERIGC LABERERD bbh, BEEUIECIC
EZWHEMRD D, AHORETRUREHZIZIL, BFOBEELHHITV., RERS
D HIEHEITIE, FE U RIS U EPa0 72 505 & RSk 2 1o [E Al b i U
YIRERIBEIE1T V., BEORERIGIC X SRERRRDIL B HEITIL, BIKE L
EUR OB ESEDOHNZNE LT 5 BER S B,



N
H !

3. ERERERER
EIARRE IR ST - BRR DI/ NFITRIE O KRR 21T - = =R RERBROKEE
%To

[F%hit]
OEBILFRIEMNHFE (KEYNOTE-024 #AH)

(LR O 2V, EGFR B ER S, ALK BEBETEMERT PD-L] B (PD-
L1 23R L EEMas S 581G (LT ITPS) &W3.) 250%) " OYIRRTEERE
17 « HREOF/NRHEERE 305 7 (BARA 4 FZET) ZxRic, 4% 200mg3 #
BRI (BAF TQ3W) &3, ) BREOESERCELMR, 75 F 782 EiriFnE
AofbiegEr: (BLTF TSOC) &3, ) #BL LTHRE Shiz, ok, EgTETRE
HEATHSERD BT ERIT, KEET 2R TERSRD DN WEDORBRRANICZEL T
B BE T, KELEOE TN TRABETERD N D E THRAOR FE2/#ETD Z
ERTREL SN, FEFMNE B ISEIEEATM CUT PFS) WD, ) | BIKEE
WHE B IS EFER BLF ToS) 203, ) L ah, FFIRT 7 78 % Stk FE
2 B LT, PFS. RO OS (M) ZHEEIER L,

* 2y ASA VB YL L THERFEAR S T 5 PD-L1 IHC 22C3 pharmDx [# =)
FRAVWTRE ST,

*) .04 h A ETERSEShEREEIERIOREEFILL, T0Ot%, KEETHIED LALE
BICHRETETERI &Nk,

#1 HPMERE (KEYNOTE-024 38%)

A#| 200 mg Q3W 7:} %ﬂ‘f‘éﬁﬂ %:
(151 )
g [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS” SN — FEER 0.50
(95%CI) (0.37, 0.68) —
P {E" <0.001
hiciE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ ANH— REE 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

Cl: {E8EXRE]. NE: #ERA], *1: RECIST A FFA > 1.1 RIcE-S s defiE, *2:
B Cox Wl AY— FEFAMCL BT 5 FFRH LS LEERE L O, *3: Fila 77
JHE. * . DT O —F  20168E5 A9 RA » bE T



90 * —— A20mE QIW
80 4 e TSFHRBESCIANE

(=]

0 — 3 6 — 12 T ”'18
at risk¥% SRS EFHMIA]

AEW0mg QBW 154 104 89 44 22 3
ISFIMESEEEE 151 0 99 70 18 9 1

H1 HRHEEIC L BPFSOEAKARATR: (O Kaplan-Meierili®f (KEYNOTE-024708%)
(PD-L1BfE (TPS=50%) EBEFELM)

O

£ -2

] t
£ 60 Mty
§§' 50 - ) Mﬂ*wr{-wtﬁ—i

20‘ — 00 QW et
101 s rsrrmmesciems

0 - S— A — -
o 3 6 9 12 715 18 21

at risk¥ SRRl

AHR00mg Q3W 154 136 121 82 39 1 2
FIFIRAESOERE 151 123 106 64 34 7 1

oo

X2 OSOHFE#ETEEOKaplan-Meier fiff (KEYNOTE-0243358)
(PD-L1E5#t: - (TPS=50%) DAFEM)



QEKBRLRSE O /MHZE (KEYNOTE-010 3ER)

75 FFEE ST b BRERET #4815 PD-L1 B (TPS21%) 2 OUIERTRRERE
17 - BROENERMERE 1,033 fl (AZFRA 91 FEET) ZRRIT, &H 2 mgke
Q3W 5 KT 10 mgkg Q3W H5OFMERURLMR, FeF2eAKY (LIT

DOC] &vv3,) ZRBE LTRSS, BB, ERFNTRAETIRD bh:
BAK, ERETY T IERARED bRV EOBRNIZEE L TWABE TIX, kA
DL O Ei{E AT CTIREBXEITHEED b D & CAFlOR Gkt 2 7R & ShicB, EEF
B B 1% OS B UPFS & &1, AFIIIDOC L LT, OS 2 FRICER L,

*1 : EGFR BETFENRBMEXIL ALK BEGEETBE0BE T, 77 F 7 RARELkE

L SRRl L ABERICINA, FRFI EGFR BRI ALK MEERE2FT25EM
BEHIC L 3 BEREEZ AT BESAA AN ORI,

*2 : PD-L1 [HC 22C3 pharmDx [#' 3] OFREF vy bRV TREEZ I,

*3:24 W AETHESNERSGAAORS 2 P L, Z0%, REETHIED GhE
SirREBERATEIILEENK

#2 AR (KEYNOTE-010 3RE8)

##] 2 mg/kg A7 10 mg/kg DOC
Q3W Q3W
(344 {5i)) (346 1) (343 i)
i [A] 104 12.7 8.5
(95%CI) (9.4, 11.9) (10.0,17.3) (7.5,9.8)
0S | ~¥F—FrY 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P 2 <0.001 <0.001
Cl: {EHEKE., *1: BB Cox HfAINY— FEFT AL B DOC LDl *2: BRI /2 71
=
100
90 ——— ¥ 2mg/kg GW
80 1 e PAIOMESRE QW
70 — BiyFvl
% 60 ] %i )
o e w1
30 -
20 LS
10 1
0 5 10 15 20 25
at risk® EEFEm LA
#A 2mg/kg Q3W 344 259 115 49 12 0
#F10mg/kg Q3W 346 255 124 56 6 0
Res+til 343 212 79 33 1 0

B3 OS DEMMRATEED Kaplan-Meier fi#2 (KEYNOTE-010 35%)
(PD-L1 BBt (TPS=1%) DEHEM)




@HEPFIEFFMERE (KEYNOTE-189 #Ek)

{LFERIERE D2V, EGFR B FERBER Y ALK e BETFRIEDUIRAIERE
1T - BREOERIE LRI/ EE 616 5 (AN 10 flzSte) %o, AR
200mg (Q3W) . XA FLFE NI MY TAKFY LLTF A PLFEER EWVWS,)
BOTSF R (VAT IFF U RIIHAARTITFY) OFFRES RRIRE) "o
AR OELMER, TR, A M3 FROTSFHREAOHARKRES (L5
i "B L L EERAR TR &N, MiFe b, 77 F T EAITEYER
BEEZLIOERL, BREIHEK4 2—RETE L, 2B, EGRFHMECREETHR
D ONIHBEI RBETE R HERSBRED bRV EDORBRKRMIEE L TWBEBEET
i, KEISEOEGRFME TREETHRD bILDE TER L2 bk FOGFRES
ZREGLT D T L BHREL SN, FEFEMMEHIX OS RUTPFS & &, AHl, <A b
L2 FROZSFTEBEIOFRRSIET 7 ER, RA FLde FRUOT 7 F /1A
PERBEL & B LT, OS RUNPFS 3 ARIKER LT, '

*1: RH 200 mg, <A B LFE R 500mgm?, AT T F Y T5mg/m KIZHART T F
AUCS {mg* mL/min) DOJEIZ Q3W (F=—RD 1 BHICHES) T4 a—xBE#H, K
#) 200 mg BUA b LF%E F 500 mg/m? A% Q3W THREE I,

*¥2: 75 R, A B LFE FS0mgm?, AT T F L T5mgm? T BT 5T AUC
5 (mg* mL/min}) DJEIZ Q3W (Ha—AD | ABICRE) T4a—2EHE, 75+¢
BREARA N LF F 500 mg/m? 28 Q3W THRE Shi-,

*3:24 AR ETHEREENTEEREHORE 2P L, Zo0#%, ERETEZED RS
BitEEERTER I L SN,

#3 FahEEst (KEYNOTE-189 3iB%)

FHNOE R {LZEREE
(410 f51) (206 1)
FouE [H] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
0§ NP R 049
(95%CI) (0.38, 0.64) —
P fi" < 0.00001
il [A] 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PFg™.L ™ NP R 0.52
(95%CT) (0.43, 0.64) —
P {f" <0.00001 .

Cl: (RHHEME., NE: #£EART, *1 : PRGOS —F 2017 N A8 Ay b7, *2: |8
Bl Cox HPINF—FEFMIZL BT T ER, LA b F¥ FRUT T FFRE RSB
OrHME E Oz, *3: @Rl 7T Z7E, *4: RECIST HA RS54 11 RIZES<SRT
Il ST A g



at risk#
AF200mg Q3W, R
XpLEERRUTSF
FERIHBESES
TSE#, RAPFE
RRUTSFHERHE
|20

100 ]
90 1
80 7
70
& 60
B 50
40+
30 7
207
10

T

l!mtimtr"“ﬁh"ﬂ““ll""

m— EHN0mE BW, SARLFEFRUISF S SRR
——— TSl NARVEERRUT SRR EE RS

410

206

T F T - T T

12

3 6 9 15 18 21
EFRAIA]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

4 0OS OHEHELTRO Kaplan-Meier #hi%: (KEYNOTE-189 5%)

at risk#y
FH200mg Q3W, R
XN FERRUFSF
FTEBIG RS
i, AAMAR
RRUT 57 ERHE
{t2EE

183 N 3 — g QAW NANAERRTTS T R
80 ‘—--L‘. ——— IS, ARAMABRRUTSF IR
£ 701 Sy
5% 60 7 3
£ 50 L
B 40 - Tty
& 30 Sy
20 7] H'"k o,
10 y ' e e e e em e
0 . ; l . ' .
0 3 6 9 12 15 18 21
sEEAFIER]
410 322 256 149 60 17 5 0
206 141 80 40 16 3 1 0

E5 ERTHIBEEIE L3 PFS O EfF#TE O Kaplan-Meier Hi#R

(KEYNOTE-189 35%)



@EEEME NS (KEYNOTE407 3#8k)

{LBEREE O, BIBRREEAREST - BRORYE LRI EBRE 5595 (AAK
A 50 flZETe) Zx@ic, &F 200mg (Q3W) . ANVRTIFLRBAZ Y FxE L
XTIV FHEN (FATIEER) (LT habPTX) LW5.) ORRES (F
HIGHAED " OFSMR RSN, FFER, ILRFFFURONRI Y ZHELN
{3 nab-PTX OHFAE S ((LFEFRIERE) 2 e L _HERFEBR TR s, Wi
L4, 7Y F ¥ AT nab PTX I, HMERMSARL = LInRIR L. #&iZKKRK4 =
—AETE L, 2B, B CRBETERD bZESIs, KRETETTER
BEH ONRWEDOREKRNIEEE L TWABE T, RELIE:OEGR M THREETA
BOONDETHAAOES 2l TS BT Ehi®, TEFMERIX oS B
PFS & &, A, INVRT FF U BRUAT ) F AR pab-PTX OB 51375
TR, ANVKRTSFURETAT Y F X2 nab-PTX OHFARE LB LT, OS Kk
U'PFS #HEWCER L, .

*1: #0200 mg, N7 U # FE/0 200 mg/m? X3 nab-PTX 100 mg/m?, HAH 775 AUC
6 {mg+ mL/min) OIFHIZ QAW (KHl, <7V FXENBUHIARTFF I a—R
® 1 B EIES, nab-PTX & =2—-AD 1, 8, 1S BHICEE) T4 a—RLH5H, K
# 200 mg % QIW Tk & Ehi-,

¥ FZ7EAR, 27 ) FFEA 200mgm? i nab-PTX 100 mg/m?, FAFEFZFF 2 AUCE

(mg - mL/min) DJE Q3W (FHl, A7V FFEALRVAANRTFF L 3{Fa—AD

1 ARICRS, nabPTX IZF=2—AM 1, 8, 15 ARKZEE) T4 a—2E5%, 77
RN QW TIRE SRk, '

¥ 24 A HETCREESNEHEEE/OREEFIEL, 0%, REBETHEEDLNLE
AR ETHTER L L ENE,

R4 FOERSE (KEYNOTE-407 3ER)

AHIGF AR (LR
(278 451} (281 1)
hfiE [A] 15.9 11.3
(95%CI) {13.2, NE) (9.5,14.8)
0s* AP FH? 0.64
(95%CI) (0.49, 0.85) -
P{E" 0.0008
FoafE [(A] 6.4 4.8
(95%CT) (6.2, 8.3) (4.3,5.7)
PFS™:*4 AN R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl: EHXM. NE: #EFH. *1 : PRMFHIEOT —Z : 201844 A3 Ay b7, 2: B
Bl Cox N F— FRFAN L BT TER, INVRISFURUZ U ZXE T nab-PTX
DOPFRERILE O, *3: BRI /7 I BRE, ¥ RECIST H4 FF 4 v L1 RIES S8
ARSI E



100
90
80
70 1

X 60 ] k"u,_.
Bt 50 - oy
M J .'.i. 4
30
20 ——— DG G, AETTFIRIYS LA b YT

10
g { ——— TSR ALRTSFURENIV S LRGN T U I

1!-!-‘-“

o 3 6 9 12 15 18 21

at risk¥% ErHRA]

FH0mg QIW. il

TSFIRERAIFEEN 278 256 188 124 62 17 2 0
Nidnab-$7U 5+

TSk, ALRTSFY

RURZUS+EINE 281 246 175 93 45 16 4 0]
nab-A7U 9%t

X6 OS ORI Kaplan-Meier #Hi#2 (KEYNOTE-407 35%)

188 ] — e O G, HRATSFYRURIY T AR b iU S
80 _ \L—\\\ ——— 75t ARETSFRAIY I ARt NoY TN
& 70
ool %
& 50 N
:] -
40 1 ™~
e 30 \1\
20 T Y
0 3 6 9 12 15 18
BB
at risk#4 iz b L )
FH200mg Q3W, AR
TSFURUERTUSFEL 278 223 142 57 23 5 0
Rignab-117U 5%
FStd. ARTIFY
RURZUTEELNE 281 190 a0 26 12 4 0
nab-/f7U 94N

M7 SHRTFRREEIZ LS PFS O PREITREO Kaplan-Meier Hii
(KEYNOTE-407 Z.5%)

10



OEEBIEFRFMERER (KEYNOTE-042 3E)

{LFIRBIED 2V, EGFR BInTERBHE, ALK BABGTRIER T PD-L1 Bifk (TPS
21%) " OYIBRARERETT - B OIE/INIIEER 1,274 5 (AZFA 93 filxEir)
ZRBRIT, FH 200 mg QAW B EOHF MR RN, 77 F A2 S bFRE
ERBE LTRSS, 28, HEFHME CRBETIRD bhic B4, KAETY
SRIIERDEFRD bNARVWEOREERMIZEE LT 5 8 Tl REILIEOEGEE TF&
BETHRD ONDIETARORE LTS Z EBAEEE i, EEMGEHE X
08 & &, FHITFFTEHMMEFTALFRIEL B LT, S 2FERERE LT,

*] 3w FUREERE U TEERFERABE STV 3 PD-L1 THC 22C3 pharmDx [#'3 |
FRWTHRES L, '

*2: 24 I AETHES SNERARAROES 2L L, 0%, RBETHARD LN
SR EEMTERI L ERT,

#=5 HHERE (KEYNOTE-042 3R (PD-L1 B4 (TPS=1%) DE:EER])

— o
KA 200mg QW | 7 7 7;: j‘fgg wi
Bk 637 Pl 637 %
o g [A] 16.7 12.1
UI %S;%% 05" (95%CD (13.9,19.7) (11.3,13.3)
(éﬁgﬁﬁj) /\‘B’:‘—' }:‘H:“Z 0.81
(95%CI) (0.71, 0.93) —
P {E* 0.002 '
filx 299 4 300 41
o hofE [H] 20.0 12.2
;Pgéiéé 0s™ (95%CI) (15.4, 24.9) (10.4, 14.2)
- NP R 0.69 _
(95%CI) (0.56, 0.85) |
i3k 338 43 337 3l
o fE [H] 13.4 12.1
Sg;;r;f;g‘ 0s"! (95%CI) (10.7,18.2) (11.0, 14.0)
= NP R 0.92 _
(95%CI) (0.77, 1.11)

Cl: fRHEE. *1: TR OT —F (20182 7 26 A% v ME7, *2: BB Cox Heffil N
—FEFMILLT 7T TRAZ G0 ERIEL DR, *3: BRIn 77 7 B

11

O



C

— 3F0ME W
e FSF SRR

20 - e

0 6 12 18 24 30 36 42
at risk#y EFE A

AHI200mg Q3W 637 463 365 214 112 35
TIFIEAESGILERE 637 485 316 166 88 24 1

o Q

8 OS ORI D Kaplan-Meier fi#i (KEYNOTE-042 335k)
(PD-L1 BB4E (TPS=1%) DBEEM)

12



{Z2it]

OERERFMFARS (KEYNOTE-024 RE)
HEFRITAFIEE 148/154 H (96.1%) KU SOC B 145/150 # (96.7%) ZRH b,
BELOBREGREETERVWAEFRIE, 20T 113/154 #1 (73.4%) BT} 135/150 #
(90.0%) IZRD BRIz, WTNH OB TREERYR %L EORERIITRDO LD Tho

s

6 TR ORCRESRN 5% FORIER (KEYNOTE-024 3ER)

(REMEMRH T RAEE)

RE X (SOC: System

#% (%)

Organ Class)
HAEE (PT: Preferred Term)

FHIHE
154 &

SOC #
150 %

(MedDRA ver.20.1) 4 Grade

Grade3-4  Grade 5

£ Grade

Grade 34 Grade 5

2RIER 113 (73.4)

1

08 135

(50.0)

7 G133 ey

S KUY R S
#Hin, 8 (52
A kA fE 1 (0.6
BRI 7 1 (0.6)
C mANEMAE S 0
ARwEE

ﬁ*lﬂﬂi%"‘émﬁf‘ N TR 2))

1208

%_G50)

319

0
o

6 (39
22 (14.3)
B 15 (9.7
A% 4 2.8)

C—ff - SEER UL ORE

4815 5 (32)

s 16 (10.4)
e 1 (0.6)

0

6 (3.9

M- 4 (26 1

.

0
0

2 (1.3)

Feah L 16 o4

CEESRME .

AST #3950 g (52
M2 7 F= 8 3 (19
HPrREE 0
1 /Mg $ 0

2 (1.3)

SRIECS S U S ) B

Tﬁ%&xa%&ﬁ?

&~ & 23 7 Al 1 8

MEERRBIORHLMREE

}W&$ m%%;oﬁﬁﬁ%"

R g
Jiod A 8 (52)
% 3 FIE 12 (7.8)

U 6e
AMfifg=a—mSF— 2 0y

8 (52

B en

4 26

1

cocoo

o ol

L=

(0.6)

(08

e

-Y-T-E-T

66
8
34

oo

=N-N-E--E--E-E-3

=N - N-N-N-%

@

WA

(44.0)

(5.3)
(22.7)

a3

©.7)

29 (19.3)
2 (1.3)
20 (13.3)

oo oo,

o o
oo

20
65
18

30

43
9

5
15
20
18
16

1

7

a3

(13.3)
(43.3)
(12.0)

(20.0)

(1.3)
(2.0)
(1.3)
©.7)

— b W b
cooo o |

(28.7)
(6.0)

G

a3
5 °33)

ba

o
oo oo

@7
3.3)
(10.0)
(13.3)
(12.0)

(0.7

(26.0)

60

N
=]
A
o CcCOoO OO

+a
™~

i
S’

L]

Ten

L= = R - B -

‘o

(10.0)
@0 1 (0

0 1 .

o

0.7
2.0
(2.0)

o oo o!
oo ool !

S5 11 (7.1)

13

O



723, AFIEEICBWTRIEMEMRR ol (5.8%) . KEBK - HEDOTH 8 fl (5.2%) .
MREE (X5 - N—ERPEE) 261 (13%) . RS 22 6 (143%) . B
MREEERESE 21 61 (13.6%) . TEREHEEEREE 1F (0.6%) . 1 EUERAE 1 61 (0.6%) .
RHESPEREE (RMEMEMEELS) 168 (0.6%) . FEd 16 (0.6%) . sk - SRR

ey

figgEid 1 Bl (0.6%) R U infusion reactionS % (3.2%) %ﬁ”u?fb bihic, £iz, BEORE

e (REHEMEIRERRE, SN, BOORES) | BIEHMERE, EEfhENE,
g5 - BiREA, SE Bk, DSk, REMER/MRBEIREEN, Wit R OREFER
BB bbb ok, ARIEARBERRIIEESS (BRREEZEZED) 280
EIERETT,

@E IR I/MFARER (KEYNOTE-010 3U%)

%S E ST 2 mgrkg Q3W BE 3317339 41 (97.6%) . 10 mg/kg Q3W F 3307343 41 (96.2%)
FE O DOC B 297/309 7l (96.1%) W58 bh, BBRELDRRERBEETERVWATF
R, FNER 215339 H (63.4%) | 226343 5] (65.9%) R T 251/300 1 (81.2%)
WED b, WO OBETREER 5% LORIERIXTRO LB Thol,

#7 WPERHAORTREEEN 5% LOBER (KEYNOTE-010 R8)  (G2tEEirdSEm)

FEBIRSE (SOC: System % G

Organ Class) 2 mg/kg Q3W BE 10 mg/kg Q3W B DOC %

FASE (PT: Preferred Term) 339 {51 ) 343 §i 300 4]
(MedDRA ver.20.1) 4+ Grade Grade3-4 Grade5 4 Grade Grade 34 Grade 5 ‘& Grade Grade3-4 Grade5
LRIFEN 215 (63.4) 41(12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)

MiER XU o SEEERE

i 10 29) 3 (09 0O 14 (41 1 (03 0 40(129) 5 (1.6) 0
 fphEEAE 1 @©3) 0 0 13 0 0 44(142) 38(123) 0
L ASIREE , e , S

Rk R RE R FAE 25 (74 0 0 23 6.7 0 0 1 03 0 0
- HBRE L , .

T# 24 (1.1) 2 (0.6) O 2 64 0 0 56¢181) 7 @23 0

Ml 37(109) 1 (03 0 31 (9.0) 2 (06) 0 45(146) 1 (03) 0O

O ge 13 (38) 0 0 720 1@3) 0 43(139) 3 (100 0

______ MEr: U v =) I 0 13 (38) 1 (03) 0 24 (78) 2 (0.6) O
—i - fgiEEE X UER SR OIS . R . oo ,

= E 20 (590 1 (03) o0 19 (55) 2 (06) 0O 35(11.3) 6 (1.9Y O

W 46(136) 4 (12) 0 49(143) 6 (1) 0 76 (24.6) 11 (3.6) 0

A P I 5 ¢35 0 0 4 (1) 0 0 21 (6.8) O 0

Em 0 0@H 1Oy 0 M@En o0 0 1765 103 0

CERERE S T

- SdREoRd e 00 206 0 0 24 (78) 19 (61) O
FhER R . - B AU , S ,

Fo =N 3 (09 0 0 3 (09 0 0 17 (5.5) 0 0
- BIRES LU THREEE o , KR , L

M EHE 3 (0.9) 0 0 2 {0.6) 0 0 101327 2 (06 O

Z 5 EHE 25 74 0 0 32 (93) O 0 5 (1.6 1 {03 0

i . 29 86) 1 (03 0 44(¢i28) 1 (03 O 14 45 0 0

728, 2 mgkg Q3W EER TN 10 mg/kg Q3W BHIZBWTEhEh, FEMEMIRE 1561
(44%) RU46 (41%) . KK - BEEOTH S B (1.5%) BT 261 (0.6%) . B
O RS E (RS ERE R, SIMALEE . EREES) 1 f1 (0.3%) RO 1 6 (0.3%)
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HEREE (72 - SL—EREES) 246 (0.6%) RU3 6 (09%) . FeeRsE 23 4
(6.8%) KU 2261 (6.4%) . FIKIFHEREIEE 32 1 (9.4%) RUN3541 (102%) . T
{SHEREREE | 41 (0.3%) R U1 B (0.3%) . BIEHEREREE 2 £ (0.6%) KU1 1 (0.3%) .
1 BUEERA 1 B (0.3%) B2 4 (0.6%) . BHEESE (RAEHESETLRS 4 4
(1.2%) KO 0fl, BEde 1 B (0.3%) ROto#l. ik - BEEUTRMRE [ 41 (0.3%) BRO*
0%, infusion reaction 2 B (0.6%) RU6fl (1.7%) BB LI, T, EREGESH
fE. ML - BERRZE, 5 &SR, LRk, S/ M ESRER., BhtEnk ¢
FREREITRD DB ofz, FREHBERAIEESS (BERREEEELED)
FEUEFFERE RS,

QEFEIERF MRS (KEYNOTE-189 k)

BEESIIAFFIGFREE 404/405 4] (99.8%) R USHIREE 200/202 1 (99.0%) WD
. BRI ORRBEATETE RVWEEERIL. Fh2h 372405 Fl (91.9%) &
TF 1837202 il (90.6%) 1TBD bivic, WTNADE TREEMRN 5% EORWERIL TR
DEBYTHT, A

8 WThM OB CRERM 5% LOBER (KEYNOTE-189 #M) (Y28l shsE M)

I HIR 55738 (SOC: System WE &)
Organ Class) AANGERBE =2
FAGE (PT: Preferred Term) 405 {4 202 $1
(MedDRA ver.20.1) £ Grade Grade3-4 Grade5 42 Grade Grade3-4 Grade$
£EER 372 (9L.9) 193 (47.7) 9 {2.2) 183 (90.6) 80 (39.8) 2 (1.0)
MBI EEE - T R _ ;
i 154 (380) 55 (13.6) 0 77 (381) 27 (13.4) 0
BT R R 25 (62) 24 (5.9 0 4 (20 4 (2.0 0
=hik> 70t 2 (549 8 (20 0 12 (59 1 (0% 0
B HERBAE 101 (24.9) 59 (14.6) ] 45 (223) 22 (109 0
L NERE 69 (70) 31 (7)) 0 27 (134 13 64 0
ML EE 2 (54 2 05 0 0
o0 14 6y o0 0
BlgfssE U L -
{ER 67 (16.5) 0 0 24 (11.9) 0 0
TH : 78 (193) 15 @37 0 22 (109) 4 (2.0) 0
Ei 187 (462) 12 (3.0) 0 50 (44.6) 4 (2.0) 0
% 26 (64) 2 (0.5 0 15 (14 1 (03) 0
oM T4 (183) 7 () 0 39 (193) 4 @O 0
DR - 2 EEER LRSI ORE o e h
EHE 53 (13.1) 16 (4.0) 0 31 (153) 3 (1.5 0
wmH 134 (33.1) 20 (4.9 0 62 (30.7) 3 (L3 0
D 48 4 30 74 3 0D 0 14 (69 1 (0.5 0
Fiueed il 27 (6D 0 0 12 (59) 0 0
L B2 (59 1 @y 0 4.9 0 L
CBBRRBICFASRE oo o e L
L mElRk L1402 0 10 (.0) L
| ERRE . R L
ALT i I @4 2 (05 0 16 (719 3 (.9 0
AST #i4n 28 (6.9) 0 0 10 (5.0 1 (0.5 0
Mz L7F=8m 32 (7.9 1 (0.2 0 12 (59 0 0
B Bk 2 (4 7 U 0 12 (59 6 3.0 0
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SRE WA Z1¥E (SOC: System BiE

Organ Class) t AFIGRR (=it
JEAEE (PT;: Preferred Term) 405 202
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4t Grade  Grade3-4 Grade5
{REE L UGS
A AT 84 207y 4 (L0) 0 42 (208 1 (05 0
 BeryRvosdE 2 G4 5 1 0 3.a48 0 0
L AR ERE -
COWERW 37 ¢n 1 @y 0 14 @69 0 0
BB ELUBTIBIES e e
S e 11 @n 0 0 12 (5.9 0 0
£ 5 HEHE 37 @0 0 ] 12 (5.9 0 0
i 51 (126) 5 (1.2) 0 17 (84 3 (1.9 0

73, AFFET BV T RVEMERE 16 4 (4.0%) . KEZ - BEO TR 20 4 (4.9%) .
MEREE (F7 2 - SLU—EREES) 1041 Q.5%) . FFEEEE 62 4 (153%) . FR
IREEAEREE 32 4 (7.9%) . TERAMAEREE 24 (0.5%) . BIFBRREE 161 (0.2%) .
1 BUEERRE 1 51 (0.2%) . BHAERTE (RMEHEIEHERS) 2561 (6.2%) . X2 F

(0.5%) B Utinfusionreaction5 il (1.2%) BA@RH LT, £z, EEOKEREE (KK
FERSARAERRE, SIEALEE, BREES) | ik - BMBUDRATE. EEMENE. Mk -
BElZe, &Y 3k, DR, SRt/ MR MIERER, B EE W R ORI
A bhiphol, AEERARTRNIBEESRS BERREEEELET) 234
HWRETT,

@EEILRBIHEFAE (KEYNOTE407 35k)

HEELIIRBE 273278 6 (98.2%) K USHERHEE 274/280 1 (97.9%) 2@ b,
TERRIEL DR BEBERTETERWEETERIZ, #hth 2651278 ] (953%) KU
249/280 15 (88.9%) IZF® bz, WINPAOETRIAER 5% EORERII TRD
LBV THoT, .

#9 WPhPORTHESREDN S%ULLEDBIER (KEYNOTE407 S8)  (RMATHRER)

FREMKSE (SOC: System Bk %)

Organ Class) AFGFHE {LEERIELE

JLAEE (PT: Preferred Term) 278 280 5

{MedDRA ver.20.1) 4> Grade Grade34 Grade5 4 Grade Grade34 Grade5
2RIER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (34.3) 6 (2.1

VB ETY SREEE e
£ 123 (44.2) 38 (137 0 117 (41.8) 43 (154) 0
BT ERIRAE 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
B il B iE 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
R iE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0

- mspEREEAES 81(29.1) 18 (85 0 3820 16 57 0

ASuREE e ,
FH R R T 17 (6.1) 1 (0.9 0 2 (0.7 0 0
TRBSEEICTAE 16 58 0 o3 any o .0

BRE e , e
(=R 31(11.2) 1 (0.4) 0 25 (8.9) 0 0
TH : 61 (21.9) 8 (2.9 0 47 (168) 4 (1.4 0
B 85 (30.6) 2 (0.7 0 71 254) 3 (L.D) 0
I H: 36 (129) 1 (0.4) 0 25 (89) 3 (1.1 0



AEWKRS%E (SOC: System #3 (%)

Organ Class) AR {bEEHRIETE
LAFE (PT: Preferred Term) 278 . 280 4
{MedDRA ver.20.1) _ 2 Grade Grade3-4  Grade 5 4 Grade Grade 3—4 Grade 5
R EHPEER L VRS AL ORE o 3 !
®BIMNE 46 (16.5) 3 {L.1) 0 41 (14.6) s 2.1 0
N S L. S0y 7 @5 0 52086 7 (25 0
BT . ' o S
AST #4n 14 (5.0) 0 0 5 (1.8) 1 (04) ]
FF P EREE 24 (86) 17 (6.1) 0 28 (10.0) 24 (8.6) 0
I/ G 23 (83) 5 (L.8) 0 16 (3.7) 6 (2.1) 0
B 0008 11 @40) 0 28100 10 36 0
CRBMBIOSEEEE 0 o L T T e e e
FgkEE 47 (169) 5 (1.8) 0 57204 4 (4 0
. Ew IRy hilE A5 64 1 04 0 9232 207 0
EERE L URERES e e e e
B & 36 (129) 1 (04) 0 24 (8.6) 2 (0.7 0
g o 3201y 2 07 0 26 (93) 1 04 0
‘ﬁ‘ﬁ$ ﬁgg I R
%Rﬂm 23 (8.3) 0 0 7 (2.5 0 0
M= o — st — 55(19.8) 3 (LD) 0 37(132) 2 (0.7) 0
SEIE 15 (54 1 (04 0 13 (4.6) 1 (04 i}
B **ﬁfmﬂ-d—m‘"‘f“f srary o0 0 36029 2 07 0
BB X O TS S
N E i 126 (453) 1 (0.4 0 100 35.7) 3 (l.) 0
Z 9 29 (10.4) 0 0 15 (5.4) 0 0
b 28 (10.13 0 0 20 (7.) 0 0

2B ARFEZB W CHEERS 14 6 (5.0%) . KIE% - EEOTH 14 61 (5.0%) |
FREE (F7 2 - SU—ERERS) 556 (19.8%) | TPEREEE 26 51 (9.4%) . AR
BREEREREEE 31 4 (11.2%) . TEEHEEES 2 41 (0.7%) | BHERE (RMEMEME
BHRE) 641 (22%) K Winfusionreaction 6 fl (2.2%) PR bk, £, BEEDK
JEEEE (SRR, SN, SOOEHS) | RIBHEREREE, 1| BIERIG. B
%K. ik - PROHRAE., BEEMEE. MK - s, 5L 5k, DBk, REk
L/ PR SRBENS . WA MM e OSRIFEREEITIER® D o 7o, ARIVEMAREURA
HEEFES: (MEREHEELZED) 280EHERE2TT,

GEFELFRFEMHAR (KEYNOTE-042 i)

B EESIIAFIRE 610/636 Bl (95.9%) B UMbLEFRIEEE 606/615 {4l (98 5%) BB
. RRELORRBENGETERWVWEEERIT., T1F1 399/636 B (62.7%) &
W 553/615 B (89.9%) IR b, WTNhOH THREER 5% EORERII TR
DEBNTHoT,
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F10 WTHHPORECTRERE 5% EOBHER (KEYNOTE-042 BB (XA nhE )

BEBXSE (SOC: System g (%)
Organ Class} AFNEE LR
FEAZE (PT: Preferred Term) 636 {5 615
(MedDRA ver.20.1) 4 Grade Grade34 Grade5 4 Grade Grade3-4  Grade5
2RIEH 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
CMIERITRY POSREEE e
=yl 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
SYillk= =g hd 10 (1.6) 0 0 35 (5.7 10 (L) 0
P EREAE 5 (08 1 (0.2) 0 88 (14.3) 46 (7.5) 0
L MR 3 @ 1 @2 o 56 @1 10 (@6 0
L g S PR
R RS R TLAESE 37 (58 1 (0.2) 0 1 (0.2) 0 0
CRIRMEREETIE 0 6 (108 1 (0 o 2 (03 0 o
B b
B 8 (1.3 0 0 68 (11.1) 0 0
T 34 (53) 5 {0.8) 0 4 (15) 1 {02) 0
B 31 (49 0 0 184 (29.9) 7 {(LD) 0
( mYEs 7 (L1 0 0 (5.0 0 0
-~ R e N5 (24) 0 0 ...970a58 2 (03 0
—if - SHEERICREBEORE .
EIME 27 (42) 3 (0.5 0 60 (9.8) 10 (L.6) 0
B 50 (79 3 (03 0 102 (166) & (1.3) 0
RRRREREE , e+ e e e o
ALT H8/n 45 (1.) 9 (14) 0 53 (86 5 (0.8 0
AST 1if0 41 (64 4 (0.6) 0. 42 (68 2 (0.3) 0
B Bk 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
LR L 2 (0.3) 0 0 64 (104) 20 (3.3) 0
RoREEL L3 e o 0 nmaLy 32 62 0
AR@mroEEESE I
| REGR .40 63 s (08 0 109 (177 9 (35 0
BEERDLCRSMERE , SR
T i 27 (4.2) 0 0 46 (1.5) 0 0
L. 20 @Gn 1 (02) 0 .50 @& o 0
higREE e e i
At = n — a3 — 1 (0.2 0 0 50 (8.1) 5 (0.8) 0
KSR =a—nF— 3 @05 0 0 a4 @61 6 (10 0
RO SE, Hailds K ORSREE
- Mg 0 - 43 (68) 19 @0 10y o0 0 0
(. EEBIUETAEMEE
) BLESE 2 (0.3) 0 0 136 2.1 7 (1.1) 0
5 FEE 46 (12) 2 (0.3 0 15 (2.4) 0 0
BiE 46 (12) 3 (0.5 0 27 (44 0 0

Fpds . ARFIBEC BT RIE MR B 49 ] (7.7%) |, KIBZE - BEDTHI 10 1 (1.6%)
BEEORGEE (FRRAEERERE, AN, EREES) 16 (02% . HRESE
(5> « NL—IEERET) 14 (02%) | ITEEEREE 76 B (11.9%) . FRIERER
=97 ] (14.5%) . TERAABEERE 3 6] (0.5%) . BIEHEEREE 36 (05%) . B
B (RHSREETLE) 340 (05%) . R 16 (02%) . DiFR 160 (02%) &
U infusion reaction 6 5l (0.9%) PBH b, £, | BIBERAE. B - BRHRIATE.
ERERGIE S, NS - BEIA. S U DL, St f/MREAESBEER, Wi tEE
UFRIFEREITRD bNeh ol ARHEARTRIIBEERS (RRBREEEN 22 T)
PEUEFERETRT.
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4. HERRIZTONT :

AFOEMB LI LT, RRBEMF L LTEABERE (£6FE) Mg bhTtn
HZE06, UEHEZBEDICERETE IR THANERD B, TOLET, EERRY
A7 BEEE (RMP) IZEJ%, FAOERLEZSEERBDH~OBIERNH 2 KR
ThHoT, ARORGENPET2ELTL2H - BEL. FHOKREIZ LV EERRIER%E
I LTSS T2 Z e BRSERED, UTOO~@D TR TEMIATRRIZEWT
ERT23_&ETH5D, '

D HERIT2WT
O-1 TED (1) ~ (5) DWTFIPCEUTIMR THDIZ &,

(1) FAEFBRENETT 2055 ARI0EEIAS ERER RS A BYEEEBLSRE.

M A% A BB B ML URBE . MU A RBRRREEAR &) (K 3044 A 1 B 437
53] :

(2) FrEaERAbE (FRL294E 6 A 1 AR : 85 fErd)

(3) FERBIENREIET 2 BADKELERARE (BARRESEIEEREL, BNADREE
WAL, B ABFOEEHEERE R &)

(4) FRCFEFEREERE L., SR SFREINE | IS b RN 2 ok s
WERSEHZTo TV AR (ERL28F 7 A 1 ARFA @ 2540 Haik)

(5) PUERMEEEAL S EEMAEOHERERECR L BEHET> W AR Pk 28 4£ 7
A1 BB 1290 flEFR

@2 MEOLFERERCRIERRAROM IR 22 M & BB 2 OEM (T&RO
WENMNCEE T HEM) 2, SERERROARICET 2REOELE & LTRESH
TnaZ &,

K

+  EEGFHIREHE 2 EOPHIBHERET LRI 5 EU OB ALBROBERIHES
ToTWwazé, 96, 28 KT, BAEYREY L L-BEREEEOHES
ToTWAZ L,

o ERRIFEEHR 2 FOMEBHERET Ltk 4 FUELOBKREREZE LTS
Tl DB, IFLULE, EOBAMFEEE SRR FEOBRKIHERIT o
TWs I,

@ BRHNOERKEFREROERIZOWT

EIMAEREHICEET AT EESEESh, 8EtEMN S OFHED. A3 - &
EEFERFNFROTERUEMEICT 2B HREM, AEEERRLE L ES0OHRE
EE., EPBEONITORAEHBESTHB L,

19
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® EBEHERA~OHRERIZONT
@-1 MERREFICET 2B

MEMMRESOEERBERSRAE UBIC, 24 FRERERESIOT. YEEERX
ISR T BV T, BB UAZBVERICE U CAREER U CT Z0RIEM ORI
ERBREOHEENLY BHIELN., ELICHISWRERERBETWL I &,

@2 ERNEEHZLLIAEFZNSCET>ES

BABICED EMANLMBEUCEEEZF T 3EREFEPIERAE=2 7
EFEDIEEROAI Y —= T ETVERE LIFREILE TE 25— AEBERINE
fHEhTWAZ &, 2B, BEREICONWT, BABE L FOFRRICFFICAMENT
nW5HZ &,

®-3 BWEROBEPRBICELT

BIVER (BIEHEMERIZINE, KIB% - EEOTH, IFHEES, BRERE (R
THEHBAL), NOWEE (TEERERES, FIRIPESREEE, BIFH#ERE). 1
BIEERA., S8 Ok, 54 - SEUPRMEE, BR, BEEOREEE (HFHEIRER
B ZIGHBE. MBS, infusionreaction, fN#% - BEIESS, EIERFMEAE, MRMREE

(T - N—EFERES) . Ok, REELMEB SRR, Bilftedim, REF
EREFEE) TR LT, MR UL ERSE ORIt EF T A ERM L EE L (RIER
DLW E L THEERUIER2ZIT LN EFICHA L) | ELICERZAE
BTEBEHBESTNHNDI &,
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5. BENGSLLDHE
(FHtEic B+ A %IE)
O FHOHEMBEEITEOBEIBNTHEDERTEHLTWS,

o (LFRERE O, EGFR BETERRM, ALK &R EFRER U PD-L1 B
- (TPS=1%) OUIBRTRERET - BROIE/MEREBE

© TIFTRERESLAFERIEREET S PD-LL G (TPS21%) OUIFRFRER
AT - EROFE/NEMIEESRE (723, EGFR &G TERBMNIX ALK Mak
EFBEOBE TIE. ZNFi EGFR 5o v 23 F—EREANIT ALK T
ok —PRERORERELHT 5 EE)

7B, TPSERAT v Y XAv7 (BEFHEZ) DaS=F 2 (RE4

PD-L1 IHC22C3 pharmDx [# =] ) AW THETHZ L,

AH OMOFELEEER L OFAREE FROBFIZBWTEMMERRETH

b,

o RAMLFEEFROUTIZF A E OGRS  (LEBREBOR, EGFRE
EFEREBMERD ALK BIEEETFRIEOYBRAERET - BROIERTELE
FE NI it B

s ANKRTIFFURUOUNZY FXFEAR I nab-R7 U FFEALOFAEKES b
FREEORVERAFRERET - BRORBE LR IE/ NS BE

{LEEFRIERE D 72\ O EAT - R O3/ NI B 1L, PD-LIRE T PD-L1GH (TPS
21%) ThHiL, AHOEMBEEEF/TEETHD, Tk, BELFEEIIT
THAFEICRER 2V EZ X N5 BFICH LTI, PD-LIRRRIIC b b
T T ThWORBE IR U CE S bk & O AR E2ZRET 3 2 L
T& D, 2B FFOERGIT ST o Tk, EBERTA ¥4 v (AREZEER)
GCEERITHL B,

TRICHKY T 5 BA T B AR SR ORAHIEC OV T, AFI DA AER
ML SN TBOT, FHAOREREL R B2,
. HEmBRE

WO g2 i RN A S A v (BRI TRV T, SR T RIEH: 2> DECOG Performance
Stams 0~1 %2 ¢ 75 350 |-, XIZ@ECOG Performance Status 2 %2 OBFH CIE, &3 IAHER (REX
FEAE) OMAREREEINTEY, ZOL 32RO, ER{EEFEEI T ZEHCHER
BEEZLNA,

@2 EEOG O Performance Status (PS)

Score

TR

0

L MEAEHTE S, BEME AL B EEBRATIRE{TL3.

P LWEBIRIR SN 3, STRET, BERSE- TOERITI 2 LN TE 5,
B BOERE, B

HIAAETH SO OBY O Z LT _THRHRERERICE RV, B0 50%LL HE~<y FATEBRTS,

BohEESOEOEY DI E LB TEARN, ARO 5% B2~y FMEFFTEBR T,

1
2
3
4

E<{BITAR, BROHXOEY DI &L TERY, B2y FABFTBRIT.

21
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. OTERIDEIEIR SN TRV OFEMEIEER & O RR S

[tz ¥ 5 HE]
O TRIREYTIBHIZOVWTRARORENPZEZS L INTNEZ b, 52T
F oA TA T

AR ORI VIBEUEDBEEREO H 5 BE

@ BERTOFEMIBWTTRICEYT 3BRE I SVWTH, AROESEHEEIRZY
N, MOBFBRIRESEWEGIZRY ., HECARAZERTAZZLEBETE S,

RIEMREROSI B D S 5 BE

LR ESHRE CREE &R 5 AE KR UHENE O B HR I 0 f et i
SEOMICREMELE RN D EE

H OIS EBROA . IBHEALRE L IXERED B CRaEREOEERD
HHEH

TREfEE (EheiinBiELat) b5 EE

ECOG Performance Status 3-4 2 O #8E
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6. BREZRLTERTREHEE

@

@

€)

A eEE O A, BOERTEEE BRI 2 B E I S AR O R R UEIERE

RO DI LERERE+HICERL THrOERTLZ L,

HREAAIZES D, BEXIZOFRICEMERCEREEZTABHAL., REE2E

ThbRETHZ L,

ERBWER D= A Mo T

o FEMMERBHLDRAZERHEDT, AFORETHIm- TiL, HHE
R (BETh, FEREE, W) OREROIEE X REORES, BEr+
FATO Lk, Eio, BEWIECTHE CT, ME~——S0ORES EHiE3
T,

* infusionreaction 3% b B Z LA B, infusionreaction HFRD b= BEI
W, EERLEEITI L LI, ERAEET S E CEEOREL o8
TR,

o« HURBUSHEREERSH Lbh 3 2 L85 50T, AF O SEAETR IS H
T TR AR IR AERR A (TSH. 8B T3, B T4 S0HE) 2=+ 3
Zé&,

« FEEEEXRHLDLNEZ ERH 0T, A OFSRBNT RO S +ik
EHEITITHEEERTE (AST, ALT, y-GTP. Al-P, BV L 4DHE) £
TAHILE,

o BESER MEARIEEFRELLST) SOEERBEERD OIS
LEAHL0T, EHMZIRORTORERRERTI L, £/, ROAFEHR
BOBNIEEITIE, BN CERBEL2Z2 T2 L) BEEEETZ L,

o FHO®TEIZL Y, BEORBERIGICERT S &E 2 Sh a4 RERTREE
BHbbh3ZLdHhs, RERRDLNILBAITII. RELEESIELE
HARY 2 & B2 R RN & B L GRS RERIRET 21TV BEDLE
ORI & DEHER AN 2HE10iE, FEIOFREIIFIE, RURERER
WEVRIOHESERBEETDIZ L, B, ABRERLVE - OREIZ L VEIE
RAOHEPRD bNRVIEHIZIE, BIFRE ST U OREMEF OB
bEETH L,

» RBERTH ZBENLEIAZBALUCHORAERNRRETAZLEHIED
FRIOTERTRICHEHWERORBEIC+SICEETI 2 &,

o 1 EFERIN (BIRE 1 BUERFEED) Bbbbh., FREES T -2
WKEDZEDBHHOT, B, Bl BEHEDERORBRSCHPEHED I+
SEETHZ L, | BERRARDNEBSCHBESZIIEL, A2 8
ROBEEDERNEEZITIZ b,

AR OEERBERICEB VT, KEYNOTE-024 35 B T KEYNOTE-042 35 ik 558

Wb 9B LiC, KEYNOTE-189 BRERTIIR 5 ML S 6 BERC 12 HA., L

FRIZ4BBEETORIEL, TDH% 12IBI L 12, KEYNOTE407 B Tl 58

PH6EE, RHEBRVIZEE, I 4SBEETIHRIL, 0B 12BTE

KABEOFMEZIT > Tz Z L 28581 FFRET I EHNICEGRE T8

DEREITOIZ &,

23
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ERERHEETA R4 v
_Roa7Tul) X7 (BEFHEEZ)
(RFE4 : XA M —F SRS 20 mg. ¥4 h—F AFEHE 100 mg)
~ EE M B4 i~

TRk 2 9FE2 8 (B3 041 2 AKED)
B4 HEE



H&

S S o e

i E Iz

A OF. TERBF

B IR A

MR =W T
BExtg L e b BE
BRERKBELUTEET~EHIH

P2
P3.
P4
P15
P17
P18



At

1. Uiz

B0 - BLEMEOHROTDITE, BEAXEFSESWHEERERNRD
BND, bz, EOREEMOEESIC LV, HEEERR X OEHNRERIERE
FEESPERENDIPT, TOH0EEGFEICSHELRBFICERTSZ LIEED
HEE L o TEY REMBGEE L O EAR G 2016 (LK 28 4F 6 A 2 HEERTE)
KBWTh, EHHNEERLEOHEAORBEIEEFRAZ L LENTNS,

FHERMFEERRL L, EREASEL o 7 s A VBBEHFOERMLEALNIA
RAHAZLBBB, TORD, FOHECREMICET BRSNS +AEE T S ETOM.
WHENAOBEER ST I LRSI BFIHLTERT S E &b, BIE
AMNRRLUFBICSLERGE & B 2 AT —EOEG /- T ERERE CHER
THLLBREBETHS,

LizioT, KX A 54 Tik, FARBEESINETRELN TV D EFEHSEH -
B RHcE-S%x  UTOEERORELRERALZHET 2BAN D LERE M, B2
FRUBEFEEEZFRT,

BB, BHA FIA 3, MIATEIEANEELIEFERBRGENE, AldEEBEARE
BEpREE Sy — iR R ARBREAR ES R UARHEEA B AR ERFROHN
DY EER L.

MR ERDERER : XA M—F EREHE 20mg, ¥4 M—F ST 100mg (—
W4 ATl v (EETFHEEL))

HELRIDENIHE  BHRAIE

W& L RARERCHE B, HAKKIZ., fa7ol X+ EEFEEL) LT 1
B 200 mg % 3 WERRIKET 30 FEM T CRERET 5, 727121,
IR REREOEAE, REYRIT 12 VR ETET S,

B IR 7 ¥ #F - MSD BiRatt




2. A O, EHEF ,

T M—F RTERE 20 mg RO AR 100mg (— 4 : a7 o ) A<=7 (&
mrfx) . BAF [&HF) &vv5,) id. PD-1 (programmed celi death-1) &ZD Y
RT#% PD-L1 R PD-L2 & OFESEZEHEBEET S, & Mb1gG4 £ 7 7 o—F ik
THd,

PD-1 81 T MRS A B S 5 RN B T2 DI S AR ASHIFA 3 B =4 s il
AA v FC, PD-1 bk, BERREICBVDTHESS T #laoflRmcRE1 L, 80k
RS2 TR BLEXITBR 2RSS ZHET 5, Tabb PD-1 YA FE#H
ETBLERLVRREREC LB v VT EEEAICHET 225K TH S, PD-LI
DEFHBICBIT 2RBUTHTHTHINB, 2L OBAMIRTIE T floBHz 2z
ZITCBRNCHRIR LT D, BAMIRIZIIT 2 PD-L] OFERIIT. Blass. T,
FHifgs, JREE, FE/MBIEE SO RBATFEARRATTHY , EBNEFERL
OREERREIA TV,

BHEOPADERGT#% & PD-L1 REOFMEMN S, PD-1 & PD-LL ORKRIIIEE
ORIV TEERREZE S Z ERTRINTRY ., Fi- 2B AREORER L
LTHifFER TV 3,

AL, PD-1 & PD-L1 RU'PD-L2 D\ Y H > FORAZHEETSZ LIk v, EE
BUNREDPOBEESRIOMBESM T U o8k S8, FEEAE »Bi5l
5 L CHIEBMEERET D,

FAIDVERBFCES BEDORERRIC L 2BHERERH b b, EEUIETIC
ELHRMELNEDH D, FHOREFROBERITIE, BEOBREL HHIITV, RENRE
D HNTBEEITHE, BB UILFSIE Ul BME 225058 & B8 % Fro[Eh & 8 L TF
WRERZE 21TV, BEORENRIC X 2BWEASRDR 2 HE T, RITRE N
T URIOREFEOFENRLEET I LER’H D,

O

O



3. FRIRARAR
EMRAEORRRICHMET o L ERBERABROERZT T,

[F %]
QOEAS 1 b fERAE (KEYNOTE-041 35%)

{EFFERORVW XA VY AT (BETFHEZ) CITIA T AT L05,)
FEERWV2 LUAVETOERERES ST IRIGDBRAERESRAEEE 42 4

(EEERRATRR 37 F1) 238, A% 2 mgke 3 B CLTF TQIW] L1 3,)
BEOEHER SRR &N, b, BEAFM TRAETERD bR EI,
T2 T TER AR bRRVWEDORKMIZEE L TV 5 EE T, REILIEOE
GEE M CRBETRRD b3 E CHADREZMET 5 Z LR L Shi, BT
{HIEE Th 2EHHE[RECIST 4 K54 2 1.1 IS fhREis L 552235 (CR)
RIFERA R (PR)] 13, 24% (95%IEHHER] : 12~41) Thot, BB, BANCREL
BEIX 10% THo7e,

@HEs 5 NS (KEYNOTE-002 #U5k)

A Y AT X BIREE LA T HIRIGERTRE L EERAIEEBRE 23Rz, AF 2
mg/kg Q3W 5 KT 10 mg/kg Q3W B 5-OFPMER CR MR, (bFIE (Far vy
V. TEYRI R, ANKRTZTFr NPV ERRAIIEANRTZ7F 57 ) 7%
A, BT NICCEE 2 5,) R E LTRETEhE, b, Efgl CHEEETH
D bR EIT ERET 2R TERIRD b nEDORKNICEEL TWHEE
TiE, WEIDEOEGRTM CRAEETARD NI T THRRAOKRE LT 5 Z LA
REL Shie, TEFMEEE IELEFENR (BT T0S] &1 5.) RUMEHEAFHE (B0
FATPES) & D,) & &h, AFNILFEREL LR LT, PFS 2 EICER LT,

F1 AiEERE (KEYNOTE-002 FAER)

) 2 mg/kg A5 10 mg/kg {bZERE
Q3W Q3W
(180 7)) (181 451) (179 1)
chffE [H] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
0S8 | ~NF—FH2 0.86 0.74
(95%CT) (0.67,1.10) (0.57, 0.96) -
P {E" 0.1173 0.0106
el [H] 29 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES*" | ~¥— K2 0.57 0.50
(95%CI) (0.45, 0.73) (0.39, 0.64) -
P ™ <0.0001 <0.0001

CI : ZHERG. *1 : RECIST HA N5 A > 1.1 MIcE-S < B BEHE R OMEEHMIEIC X 7%,
*2 1 BRI Cox HfflNY— FETIAC X B{LEHRIE L DB,

3 BRla ST




100
90
80 1 "

] i)

360—_

50 \_\ J

# 40 - -
30 - N\‘\Mm_
20 ] L Hr
10 1
) o —————r——————————————————————
O 3 6 9 12 15 18 21 24 27 30 33 36
at risk¥# SErrEm R
M 2mg/kg QW 180 131 95 70 61 1 0
#M10mg/kg Q3W 181 - 138 99 79 67 12 0
{L¥NEE 179 115 80 60 48 ) C

E1 OS ® Kaplan-Meier H## (KEYNOTE-002 328%)

at risk#¥
FM2mg/kg QBW 180 153 74 53 26 9 4

FMomg/kgQ3W 181 158 82 55 39 15 5 1
{285 179 128 43 22 5 4 2 1

B2 PFS @ Kaplan-Meier fi## (KEYNOTE-002 FE)



@i A (KEYNOTE-006 3A5k)

A AL ABRERORN A BY AT 2E8E RN 1 LIPAETOL
SR A AT ARG A A B EAESRE 2 RIC, 5 10 mgkg Q3W B5 R
T 10 mg/kg 2 MR (BLF Q2w & 5,) BEOHUMERCEEMER, A Y A
< 7 2R E LTRSS, 2B, BEMNI TEAETERD b Gaic, Rt
TERTIERBFRD SRRV EOBRMIZEE LTV 5838 Tk, (REILAEOEHE T
THEBETIRD LN E TAAORSE#MHET D Z E BT L hic, TETMEER
IX 08 BUTPFS & &, AAZA €Y AwT LB LT, 0S RUPFS 2HRICER L
7o

# 2 APERE (KEYNOTE-006 35)

A 10 mg/kg ZAF#( 10 mg/kg AT A<
Q3W Q2w
(277 B) (279 fil) (278 #5)
g [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0os™ AN e = 0.69 0.63
(95%CD) (0.52, 0.90) (0.47, 0.83) -
P {E" 0.00358 0.00052
g [A] 41 5.5 2.8
(95%CD (2.9,6.9) (3.4, 6.9) (2.8,2.9)
PES™ 5 | ~H— FH2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P {E" < 0.00001 < 0.00001

Cl: {E5EKM. NE: $ERA, *1 : PEFNEREOT—F :2015E3 A3y b A7, *2: B3l
Cox LAY — FEFMZLIBHA Y AT Dbk, *3: BRIn S 7 JHE, *4: RECIST ¥
£ KFA 2 LIRS M Lo B BRI ER EEEMER X A5, *5: PHftiRoT —
Z Q01489 A3 Ly bAT)



70
& 60 7
# 50
§i 40
30 ——— Fwimgkg QIW
20 weene dMIOmatky GBW
107 — svui=zr

D 2 4 2)
at risk¥

8 10
EFEMLA]

[T TTT T [T T I T T[T I T T IT T TTTTIY T [T IT T ITTY

12 14 16 18

FH0mg/kg Q2W 279 266 248 233 219 212 177 67 19 0O
F0mg/kg Q3wW 277 266 2571 238 215 202 158 71 18 O

AEULTT

278 242 212 188 169 157 117 51 17

o

B 3- OS ® Kaplan-Meier Eifit (KEYNOTE-006 338%)

100
80
80

@?0'_

B 60

550—_

B 40

§30t
20 -
10

= A 10ME/ kg 2W
— e —~ A 10mp/kg QAW
—— (VLTS

at risk#¥ '

Fl0mgrkg Q2W 279 231 147
FHllomg/kg Q3W 277 235 133
AEULYT 278 186 88

4
'*Lg#,ﬂ
i
-
I
6 8 10 12 14
RETHEM [R]
98 48 7 2
95 53 7 1 1
422 18 2 0 0

E 4 PFS @ Kaplan-Meier gi# (KEYNOTE-006 38)



@IEREIEEMARRE (KEYNOTE-054738%)

ZLYBREOARAT—VI ® 0EMEEERE (ARAIHAEZEST) 2RI, i
HBhETE L LTAHI200 mg QWS DA EMER R SR,
&, EHEFMIERREERAETHM LT TRFS] W 5,) k&h, FEIRTS

TR LB LT, RESEHEICESE L,

#3 FYHEE (KEYNOTE-05425R)

IS EREHBE LTR

#1200 mg TR

Q3W
(51440) (505f51)
efE [A] NE 20.4

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

RFS™ AS el N - A 0.57
(98%CI) (0.43, 0.74) _
P g™ <0.0001

Cl: E1EKM., NE: #EEART, *1:
Cox il AF— REFAICL BT T R L OIEE,

#¥45. NE : Not Estimated

RO F —#  201TAEI0A 28 4 v FA 7,

*2 . JERl

#=: Bilw T 7 e, Q3W : RN

100 -
90 A
80

& 70 1

B 60

i 50+

%40*:

g 30 -
20
101

— HW00mg QIW

o o FTRH

"IGHH‘I'—'!

0
o

at risk®
AFJ200mg Q3W
TSR '

T

514 438 413
505 415 363

—rerpTrTSTTTTITTTIYY

— T
' HEREFHREA]

182
157

392 313
323 264

73 15
60 15 0

o

K5 RFSOKaplan-Meierfi#f (KEYNOTE-054345%)

@) AJCC {American Joint Committee on Cnancer) ##IZM8 (85 71R) -3 <M. A7 — YA Ty
AR OB 1 mm EORS O,

8



[Z2Hf]
OERME 1 b BB (KEYNOTE-041 35k)
FAEFLIT, 41/42 61 97.6%) IZRH BN, BRELOEEBREASTETERNVESE
FEHT, 44241 (81.0%) ISR b, RELRD S%EL LORWERIITROLEY T
Hot, '

4 RBBRN 5% EORYER (KEYNOTE-041 A8  (Zeaiirai&4mm)

LBERIRSE (SOC: System Organ Class) 5 fifi{ gﬁ:ﬁﬁ
HAEE (PT: Preferred Term) " 4%’2{5']
{(MedDRA ver.20.1) 2Grade Grade 3-4 Grade 5

2RHEM ' 34 (81.0) 7 (16.7) 2 (4.8)
e A

CERERAEE
AST 38
SFEEEREGEIN

RES L ORI T
% 3 FEEE
BER BB IRES 6 (14.3) 0 0
St aBE 3 (7.1) 0 0

B, FEMEREE 161 (24%) . KB - EEOTH 261 (4.8%) . [FiaErE 3
Bl (71%) . TEAEHEEERES 2 ] (4.8%) . FIRIBSERE 6 # (14.3%) . infusion
reaction 1 i (24%) BUMEE 9B 1 6] 24%) BBb b, £, HEEE (X5
Vo AR | BHEEE (RETEEMEEALS) | BIBES. 1 SERE,
HEORBRE (RENEIRERE, SO, FEXAEES) | Mk 5% - B
FRSE. BRERFAENE, FNge - BABEZS. L. SarstEm /MRS, B
RURFHRBIIRD b dol, FEEARBERIEEES GRAEEEELS
i) ZEDENERETRT.

@/ S T HERER (KEYNOTE-002 3Ek)

FEERIL. 2mgkg Q3IW & 172/178 5 (96.6%) . 10 mg/kg Q3W F¥ 178/179 151 (99.4%)
BCICC B 167171 ] (97.7%) Wi b, HRE L ORAEEREETERWVWEE
BT, #nTh 1211178 4] (68.0%) | 133/179 1 (74.3%) JRU* 138/171 {8 (80.7%)
KRD b, WTNAOB CRALR SUULORHERR TR LRI Thot,



#5 WPhrORTRERS 5% FORER (KEYNOTE-(02 3B (RS aR)

Blg (%)

WE RIS (SOC: System™

2 mg/kg Q3WEE 10 m IWEE 1CCRE

Og_g*‘f) g/11{7g8 4 glﬂv(g {3"] 171 4

FLAZE (PT: Preferred Term) -

(McdDRA ver.18.0) 4* Grade Ggaic Grade 5 4 Grade G‘;ie Grade5 % Grade Gﬁc Grade 5

#Euﬂ‘ﬁl 121 (68 0) 20 (11 2) 1 (o 6) 133 (74 3) 25 (140) 0 138 (80.7) 45 (263) 0
ﬁm 5 (2 3) ER (0,6) 0 0 5) 0
B 1l BRdd s S 0 0 0 0 (0.0 0 0 14 (32) 0
1Bk i 1 (0.6) 0 0 1 (0.6) 0 0 14 (82) 6 0
0 1 (06 1 (06) 0 0

. J&L’J‘mm’)ﬁm 2 A 0O
eIy :

0 16 04 4 2 0

5 (2.8) 0 0 g (5.0 0 6 14 (82) 0 0

15 (8.4) 0 0 19 (106) 2 (I.) 0 14 (82) 3 (18 O

8 (4.35) 0 0 16 89) 1 (06 0 56 (327 4 (23 O
M- 2 (1)1 (6) 0 10 (56 1 (0.6 0 26 (152) 4 (2 3 0.
R AMEBEURSMAORE o
pliabnd 6 (3 4) 1 06 0 8 (45 1 (06 0 10 (5.9 1 (0.6) 0
3 40 (22.5) 2 (L.1) 0 52 (2913 1 (06 0 62 (363 8 (47 0
i 6,34 0 0 1L6H 0 0 8 (7)1 08 0

BRRBCE L i i e
7 S N {05
Kb rosesmE oo
fAkmuE

GRMAPEURAEMRE T

b 0 0 9 (53) 1 (08 0
fER PR 0 0. 1069 1 08 0
SRR i e e o e
Y= o ST 2 (L) 0 0 0 14 82) 2 (12 0
ﬁu@ﬂ el 0 00 2 (. o 0 1164 0 0.
}Ltt%r 5 (2.8 0 0 1 (0.6) 0 0 35205 1 (06 0
bl ihe 9 (5.1) 0 0 9 (5.0) ] 0 2 (1.2) 0 0
F SFEAE 37 (208) 0 0 42 (235 0 0 6 (3.5 0 0
Bicer 21 (11.8) 0 0 18 101y O 0 8 @7 0 0
Bk EFIR RS 5 (28 1 (0.6 0 10 56 1 (06 0 ] 0 0
FHEANE 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0

7235, 2 mgkg Q3W BT 10 mgkg Q3W BIZBWTENEN, MEMEMEKRS 14
(0.6%) BO4HE (22%) . KiEd - BEEOTR 16 (0.6%) RU6H (3.4%) . ##E
B (T - SU—EERS) 24 (1.1%) RO0 61, FFSEEE 136 (73%) &
VIS (8.4%) . BHAEREE (RMEMEMHBRSE) 16 (0.6%) RO 14 (0.6%) .
THEEEREE 1 {0 (0.6%) RT3 60 (1.7%) . HURAREREREE 14 61 (7.9%) BRT1S
f (84%) . infusionreaction2 ffl (1.1%) R34 (1.7%) . EEOKEESE (REHS
TERRGEREE, S, BRAES) 141 (0.6%) RO H (0.6%) . P 1461 (0.6%)
RO M, EREGEEOMEDE (0.6%) . BHZ - BERER 0 FIRO 1 H (0.6%) .

10



BT 3 s 0 BB 2 B (1.1%) 2 b%htnit\mmﬁm\lﬂﬁﬁr\
ek - B RRAE ., (DR, ﬁﬁﬁiﬁlﬂ\#ﬁﬁf)&%ﬂ{f R, WA & ORFEREE I
BHbNEIoT, FEEARERLGEEES (RRREERT2ET) ekt
BRETT,

O EMAHFE (KEYNOTE-006 3ER)

HEEEIL. 10 mg/kg Q3W £ 2647277 41 (95.3%) . 10 mg/kg Q2W £ 275/278 £ (98.9%)
K UNIPT B 239/256 B3] (93.4%) RO o, BRE L ODRRERSTETCERVWEESR
BE, FNTN 202277 H (72.9%) . 2217278 i (79.5%) U0 187/256 B (73.0%) I
ADBNTE, WTRPORETEBRER %L LOBERIXITRO LB Thok,

#6 WIhPORETRERN 5% EORHER (KEYNOTE-006 28 (Z2ifirSam)

B (%)
e 1=k b .
HEMAKSH (SOC: System 10mg/ksQ3WEE 10mg/kgQ2rWEE IPIEE
Organ Class) 277451 278431 2564
ILAEE (PT: PreferredTerm) Grad Grad Grad
(MedDRAver.18.0) % Grade ;:e Grade 5 #Grade ;:;e Grade 5 £Grade ;:e Grade 5

202 (72.9) 221 (79.5) 36 (12.9) 1 (0.4)

28 (10.12

LR

ﬁa«ﬂilﬁ&ﬁ“nxﬁﬁf 6 (23 1 (04 0

K IR T E 2 (08 0

Ei T

1351 0 15 (59 0 0

KRBk 4 (14 4 (14 0 19 74 16 (63) 0

TH 47 (169) 7 25 0 58 (278 @31 0

AP 20 (7.2) 0 0 1 (04 0 0
A 0 0

(10.1) 0 22 (8.6 1 (04)

W FI5E - 31 (112) 0 0 32 (115 1 (04 O 16 (63) 2 (08) 0
a&% 53 (190 1 (@04 0 58 (gwom) 0 0 39 (152 3 Lg) 0

=]

Ry 32 (116 1 (04 0 26 (04 0 0 13 G 2 (08
6 (2) 19 (68) 1 (04)

9 (14,
e 37 (134)
SHEARE 31 (11.2)

0 41 47 0

37 (145) 2 (08)
0 25 (9.0) 0 0 4 (1.6) 0

728, 10 mgkg Q3W FER ! 10 me/kg Q2W BEIZB W T EN T, MBS 4 4
(14%) RO B (04%) , KEBK - BEEOTH 104 (3.6%) R3] (4.7%) . #
BIEE (F7 2« NU—EERE) 26 0.7%) BUO0 6, [TseRE 14 6 (5.1%)
BU23 ) (8.3%) . BHSREREE (RMEMEMBRSE) 2/ (0.7%) RO 4 (0.4%) |
TEAEERT 1 4] (04%) RU1H] (04%) . FREHERE 28 4] (10.1%) K133

11



# (11.9%) . BISEE 160 (04%) BO24 (0.7%) . infusion reaction 7 7 (2.5%)
BO5F (1.8%) 1 BYER 161 (04%) RO, BEQKERE (RERLERE
1ERE, STAEE, |REES) 0 LT F (04%) | FEZR 1 1 (0.4%) U1 61 (0.4%) .
% « BRBUHRMEE 1l (0.4%) RUU0 B, A - BEREZ 0 BIRON L 8 (0.4%) | MR
cHEYOBSRIE (11%) RO A (04%) BRH BN, £, BEGENE. O
%, Stk /MR ESEEER. B Rk OFRIEHEIIED bl h o, ARIE
ARBRAIEERES (RAREERELZED) 280&EHRERETRT,

OEFEHEFFMAERESE (KEYNOTE-054 # %)
HEEZIIAFIEE TIX 475509 ] (93.3%) 2. 77 BRTETI 453/502 B (90.2%)
WWRB L, RBREL OREBEATETERVEEESRIT. AFF T 396/509 ]
(77.8%) 2. 77 EREETIE 332/502 5l (66.1%) IZRF L, WTNhOHTHREAR
2 5% EORERIITRO & BY THotz,
#£7 WTRPOETHEEN 5% EORHER (KEYNOTE-054 RREY)  (ZRMMATHRE)

B E XS E (soc B (%)

SystemOrganClass) AFNEE Placebofi

EAFE (PT: PreferredTerm) 50945 50241
(MedDRAver.20.1) “Grade Grade 3-4  Grade 5 42Grade Grade 34  Grade 5

SRIER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (34) 0

WSBEEE e e e
HLHR R A LA 48 (9.6) 1 (0.2) 0 4 (0.8 0 0

R AR T B 73 (14.3) 0 0 13 (2.6) 0
T ' 94  (18.5) 4 (0.8) 0 82 (163) 3 (0.6 0
B 58 (114) 0 0 43 (3.6)

AR R TR ok T T e o
13 48 (9.4) 0 0 34 (6.8) 0 0
#T 143 (28.1) 4 (0.8) 0 135 (269) 2 (04) 0

ﬁﬂiﬁﬁ B P I EERC LT :Z.7.1.‘.fi.;ff;'f.f‘.:::fi:"::':.:::'.::::

ALTHEm

BEBARLCRCHERES
bzt 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
)k 26 (5.1) 0 0 15 (3.0) 0

RN
T
T L3R 27 (53 1 (0 0 14 (2.8) 0 0

CRREBIURESRE e
D EEE 85  (16.7) 9.8)
it 49  (9.6) 0 (6.4) 0

ks, AT BV TRIE MRS 15 7 (2.9%) . KB - EE O TH 23 # (4.5%) .
IFHEREREE 46 B (9.0%) . BHGEEEE (RIMEREMEEAS) 24 (04%) . TEER
BepEE 110 (2.2%) . HIRIREEEEREE 105 4] (20.6%) . BIBHEEEREE 561 (1.0%) .

12




1 BVREERIR 5 6] (1.0%) « S & DR 2 B (0.4%) | 5%k - BREUHRARAE 1 61 (0.2%) .
BRge 2 Bl (0.4%) . EEFEMEENE 1 41 (02%) . LK 1Bl (02%) LV infusion
reaction 2 ] (04%) SRR b, Eiho, BEEE (¥T 2 - N—ERHSE) | BEE
DEEREE (KPHEEIRERR. SRR, EXEES) | MR - fIRR, fgEtih
IR HEERBER, AR L R ORISR b d o T, FRIERARBRILIE
EHG (RAREEREZED) 2UERERETT.

13



[ - AE]

BIBEBR R B EANERE 2SR & LZ /e (KEYNOTE-002 38K
TUKEYNOTE-006 3UB) DS, 2 mg/kg Q3W. 10 mgke Q2W & TF 10 mg/kg Q3W
OWTHORE - ARCBOTHEROFDERCELECZRITBH bhRho
e

AR ORBEFEYEEMRTORER, BHEAREEITEIT S 200mg Q3W HEFFD

AUCsomc (EFREEIZEBT 5 6 ERIORE-RFF A TER ORRiE [10%4,90%

] mg-day/mL) tX 2.16 [1.45, 3.04] mg-day/mL TH Y. 2 mglkg Q3W 5RO

AUCq6ux (1.32[0.722,2.06] mg-day/mL) &47{EL L, 10 mg/kg Q3W H5-RFD AUCs 6wk
(749 [4.32,11.3] mg-day/mL) % FlE-ok,

EMBEORBEERNE L LEAFORERGEITORBR., Bitsh Ak - lE Q

mg/kg Q3W & 5., 10 mg/kg Q2W HRE KT 10 mg/kg Q3W & 5-) D T AUCssom

EEER UM & OMIC AR EEITRD bh Ao,

14



4. HERIZDONT
RGOSR BB AMEII T 2 &38BEM L LTHEABENRE (20T 3
BRTWAZ EhD, YEHAEZEYICERETE MR THILERD D, TOLT,
EES U RZEEEE (RMP) LESE, FEOEESZEUESTSH~OH A EHIHR
HOMR Th-> T, AHO®EGBRED 2 EFEZ2E - HEL, FHoRGICX Y EER
BIEMZZE UEBICHIGT A Z L BHERED, L TOO~Q0O 3T T ik
WWBWTHERTHIRETH S,

@ HERik-oWVWT

D1 FRo () ~ 6) OWTFNCENTIHERTHEZE,

(1) BEAFBRKENEET DB ADFEEIRES EHEF RS A S REE AR,
A3 A RS B L RUR IR, MU A RHREE e &) (ERR 3044 H 1 BRFA -
437 Risk )

(2) FEHRERPE (CERE 2946 A 1 AR : 85 Mgk

(3) FEFFEMENIEET B BADTEERR (BABEOEER TR, BSA DR
AR, DA RSEEMSHEER R ©) .

(4) H{bFRIEEERE L, AL 3RENE 1| Ik b2l EInE 2 OfEgkiuE
WARDEHEI{To T 5hEi CERL 284 7 A 1 HERAL : 2540 E5%)

(5) PiEMEEFIAFEENEOMREEIEIBHETo TV SHER (FRE 28 £ 7
A1 AERR - 1290 Hizk)

©-2 EMRCEOLARERCEHEMBRFORIC 2258 L RR 2o EM
(FROWTHDIZERE T HEM) 3, HEBEROARICET2RROBEHFLLT

BEEIhTWaZ L,

ES

s ERRHIGEE 2 FOFYTHELZIET Lin&IZ 5 FLLEO N ATERR OB RIHE %
ToTWBZ e, 536, 2FL X, BRAEYELRZ XL L-BRIEBEYOTHESR
ToTWABIZ L,

-

+  [ERMIRFTRER 2 FOWPNHMELZET Lickic 5 FULOREBEREZROE
REBERALTVWDHZ &,

@ BRADEELFEREHROEGHIZOVT .

EEMFREBRICHET T A EENEES N, SERACENLDFRED., HiE - %
SR ENIFROERRVEMSICHT A RS, AEESRRE LBSORE
EE., ERFELHLITITONBERRESTNEZ L,

15



@ BIEE~ORIFIZOWT

®@-1 EFRAEBERORISERICET 25844
FEMEMRBEOERSREHERASREA LB, 24 WREESIO T, Uik
FREER IR I BV T, BRLUERERICE CTAREBR RO CT F0EHER Q&R

ERREOFERVSY AFIZEoh, ELIZSFERERIESTWE T L,

@2 EREEE I X AFEERANICET A E S :

HABTRICHE D 2 EFN A ABR ORI EE T 3 EREFENEWEA =2 Y v
REDIERDOAY V— o FETOVERE L R A CF 25— A EFREH A
BERTWAZ L, 2B, BEEHICOVWT, BABE L Z0FRICFAICBHSNT
Wazlk,

@-3 BUEROBE-eH LT

BIVER (BEMERRBIONZ, KIBK - EEOTH, RS, BTHEEE R
EREETAE) | ASWREE (FTRMEHERS, RIRIEEREE. RITHERSE) |
1 BUBEIRIR, B O IEE, HiR - BEUBERAE. FER. EEOKEHEE (RIFHERE
BERE, SIEATEE, HAEES) | infusionreaction, JM#Z% - B, EREMMEE, Ak
BE (FT7 2« NU—EFERE) | OFR, EtEi/MIOEESREER, iR,
ARIERREFE) I U T, MR ML EMERSEOEME 2 AT AEM L EEE L &
EROBE-CRICE L TIEEROZELZZ T ONAE&FICH 2 L) | EbICER
RENTE DERPE->THDZ L,
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5. BERRL2HBE
[FohEc B4 55H]
O TROBFIZBWTAAHOEDENRINLTWVS,
o (EEFEEEORWECCEREREO D RS URR R EE R AE B
o ELAHREORT—-UM EY oEMBEAEREICRIT AR HERE
7238, BRAF EF%Z-EWE‘@‘%%%LM\T@ BRAF HEFEANC L 21BR LERE
TAHEZ &,

@ 'F”ELM':Lrﬁ‘éiiﬁﬂo)é”i‘%l’d}{iﬁﬁji{ﬁkob\'CL:]: AR OEHENPHEILINTE
59, BHDETHRFLRLAR,
o MMOMEMEEER L AL TIRESNDESE

[tz B+ 5 2E]

O TREZKLTIBELOVTEHFAORENERL ShTNDZ LD, E%%ﬁ
bipwvwz b,
o FAORSICE LBEEONEEDH L BY

@ WBEATOFMICEW T TFRICEA T REFITOVWTE, ARloRk SRS A2y

B, MOBRFEBRESRWEEIRD, HERKARZEHTHIZLEEBERETE S,

o MEMERREOEHIEED» 2 E8HF

. JAIRE{ERE CRIEE 27D 5 BE R UTEEMEO B iR RS im &
LD RIEET{LDB R LD BE

«  HOAERBEOAD. UIEHEMNLE L IXERED B AR BOERO
HHBAE

o [EHRBHEE (GhSHRgEEEzS) OhLBE

+  ECOG Performance Status 3-4 &2 DB

) ECOG ™ Performance Status (PS)

Scare et

0 | &<{MEREIHITE D, FWATEFEL B HEGRSHRZ TS,

| AR L WIEBIRRIR S h 548, SITRT, BIEEDETOMRERITI Z LB TED,
B . VR, HEEN

HITAETESOHFOE D O Z LT T THREEBMERITTE R, At 50%EL LI~y B4
Tl

3 [BEAHS4OHEOED DI & LMATERY, BRO 50%U EE Ly FhiFcil ST,

4 £L@NTN, B oRIV O kel TEh, Belc~Ny KTt 2y,
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6. WHEITELTHETREHHE

O WHACEECINL, BEERGEEESEET IBEREICE S FH OB R UEIER
Aokl pE8ELREREHMCER L THhLERTLZ L,

BFERREIZ AL, REX T ORECADEROEREL FAHAL. AERE
ThbEETH L,

ERBHERO=RI AL M2 T

@

&)

BEMEERSLDIA R EDT, AFOEEICHT- o Tk, FHE
® (B8, WUk REE, S OMESREUNEE X REOERSE., BEY T
SIATH 2k, Flo, BES LTS CT, hig<—h—S0REx£iEd
BTk, -

infusion reaction 23% BB Z X A dh 5, infusionreaction H3ED HNIZHAIT
Ik, BWERMERITO L L b, ERAFE TS L TREOREE A EE
THZ L,

B IRESEEREE M B b3 = & 3idh 50 T, AF| 05 FMERT M U5 H#iR
L ERIAOIZ R AREERE R (TSH., #28E T3, Bt T4 FONE) 2EHET D
Zé&,

IFHEEEER H b d Z LB H A DT, AH|0k 5Bk R S B+
EHRIC Tk ZE (AST. ALT, y-GTP. Al-P, VUL EDRIE) % EMH
THIE,

YR (MEARVIIEEREREZED) SOEERIREE S HHbID
ZLBHBZOT, THNIROBREOFELHERTI L, £, ROEER
BHOLNEHEAIIE, BN ERSBE2S2 T2 L 08FL2HBETLHII L,
KFNOEE LY | BEORBERFSICRET 3 L& X bh i RERAOHE
Rhbbhad o bdibhs, RERRDONELEAK, BELEZFRIE LR
B 50 b R A RO & B U CEEZERZE TV, REORE
itz L 3BHERBEDh B8, AFOAREIIHLE, RURIBRE S
NWERIDOEEEEZEETDHZ L, BB, BIBREFRVE ORI LY EIE
B OREPRD bIREWEAICI, BIFEERNE L0 R o
HLEETHIE,

BEMKTH, AN OE» ARBA L THLRWEANRRERET I Z LB H B,
FHOBER TRICHLEMERORTUCHSIEETH 2 &,

| BigER (BIE | BISSRIB 2 &Tr) b bbh, ERERES TV F— 2
WEAZLERHBOT, AR, Bd, BHSOEROERCMEED EFIZ
DEETHI L, | ERIREEDNEESIREEZFILL, 4R ) 8
KOS SOBENRAEEITO T L,

RETBRAEERESRAERE ICHERT BRI, FHOEKRRRIZBNT, #5
BAZGH 5 3 7 B LA, TRLAEE, BEBRA» D 1 E/MIT 6 BRI & ICFZEOF
HEIToTWeZ L2 5FHI, AFHTSFITEHRITHROMEREZITI 2 L.

S Uk OEEE OIS ~ORTEMBIRIE L UTERT 2B, £RIOHRK
RBICRBNT, BERAHENLEEBERET 12 BRI LICEHEOFTHZT-TW
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Tl L 2BEBL, AROREPIEMNICHEORERZITO 2 &, 2B, W&
B d LTEATAESIE. FH0BEHEIIT 12 VAT TLT52 L,

19



allfs:s
Fe/NRISHTEE O BB AHEN A FI A4 OETHEET FFIEXER)
i =

Y- (THREREED) B R— (B yEHREREIBR)

2 ,— R E IR DEMEITTE 2= R LI DERE TR
B REARETT - BROIE/ NS PD=LI{EME DR B AR ST « B R OFE/ NI

2

3~— 2. RHIOFR, ERABF 3= 2. REIOEIK, EREE
%4%w—ﬁﬁﬁ%&mm@&oﬂﬁﬁ%&1m FA b —F SiEETE 20 mg ROV 100 mg (—R4 -
mg (R4 : NAa7al) Av7 (REFHBRZ). NAaTvnyY AwTd (BEFHEBRZ) . BT T4H#H
PAT TARHKl &v5,) i%. PD-1 (programmed cell VA ) k. PD-1 (programmed cell death-1)
death-1) & ZD U H > FTH B PD-L1 L PD-L2 LEDYH Y FThB PD-LL BT PD-L2 & DFES
EORAEEEEEET S, EHEEM%/?D— REBEEEYTS, b ME1g64E / 7 m—F LHiE
TAGBETH S, ThA,
() (W)

4R—Y 3. WamRAAE 42— 3. EEERHLRR
BIBRAREAR AT - B3 O F/NRI IR DRFRIFIC PD-L-4 AR EE AR 11T « B R O IR/ MBI
P E 1T o T R EERBR O RE R, B OARBIC M 24T - 1= B EERABR O E %

' R,
4 R— [ %hE] 42— (B2 ]

OERELFF MR (KEYNOTE-024 3RER)
{LEFIERB DI, FOFR BT R RN, ALK

OEpEEF B MAEER (KEYNOTE-024 3XE)
IbZEPRIERE O 22>, EGFR B F 2R EaM: . ALK B
A BT R T PD-L1 BBt (PD-L1 #3233 L7

ABETRMER T PD-L1 Bt (PD-L1 #RB L7




IR D 58E (BUF TTPS] &vd,) =

50%) “LOEIRAEEREIT - BROIFE/INIRIGEL

#0305 BI_(AAN 40 FlEEie) ZxtRiZ, &H

200mg 3 ERIME_(LAF Me3W) &v5,) #E50H

BB O 2D, 77T F A & & eiEdeaL

R (LT Isoc) Evvd,) ZxtiBE L THRET

| &, BB, B CREEITARD L

BAI, RKRETEZRTERNSBD LRV ED

BEERAVICEE LTV 2 88 Tk, RECEOER

FLE TR BEIT R b D £ TARK OB S % ik

A EATREE Shizt2, TEINIE B IR

EEAFEIR (BLTF [PFSY &Wv5,) . BIWREHMEE

| BERAEFRAN (BT fos] 2vw3,) &&h, K

BT 7 F T Wl SRk & LB L T,

PFS, R OS (FRIfiEIT) Z2FRICER L,

¥1 I RoF RS L TRIEREAR IR
TV % PD-L1 IHC 22C3 pharmDx [# =} %
WTHREI W,

*2 : 24 HAETHRE SWEBEEARORE SR
FIEL, 20%, BERETHIREDONEEES
KHRERHTCEAI L ENTE,

®1 EEhMERE (KEYNOTE-024 3ER)

(& %)

5 —

MR SO 5EE (BLF ITPSH &Wd,) =
50%) *DEIERANEE e AT - B3 D IE/ NI AR it AR
F305 Fl—BAA 40 BlEETe) ERRIT, FH
200mg 3 WHIEREEOF MR VLR, 75
T BRI & S BN EREE (LT Isoc) &
H.) X E LTRE SN, B, BEEMT
RBETHRED b EAIT, KRETERIE
RPBDH LNV EDREMICEEL TS EAE
T, REILAROEG I CRAEITAED B
AETARKNOBSEZHETAZEBAEBLE SN
7o, EEIRRIE B i3 EAEAFHIRS (LT (PFS)
EVyH,), BIRELE B i &ATEM (BT Tos)
Yvd,) &k, KT T FEAR S DR
ik L el LT, PFS, KRR 0S (gl %2F
BiziER L,
¥ =AU BEERE L THSREARBINRT
V5 PD-L1 THC 22C3 pharmDx 4 =] &AWT
mEXNE,
#1 AR (KEYNOTE-024 3ER)
(& 1B
(R %)
YUK TEIZ & B PES DORHEAFEATIG D Kaplan-Meier
Hi#R (PD-L1 B (=50%) OBFHLED




Br— (X ) (B m%)
Ei1l FREEILD PFS ORKMBITRED 0S O 1 AR ER D Kaplan-Meier dhfR (PD-L1 BBiE
Kaplan-Meier g (KEYNOTE-024 3B%) (PD-L1 B (=50%) OBFLEMH)
% (TPS=50%) DBEEHE)
(X %)
X2 05 O EAENEEO KaplanMeier M7
(KEYNOTE-024 328%) (PD-L1 Bt (IPS=50%) @
AL
6~— | QEBRERS I/HERER (KEYNOTE-010 FUER) 62— | QELFZEIL/IHERE (KEYNOTE-010 FUER)

7T F ARSI ERIEE S 2 F T 5 PD-L
Bt (TPS=1%) *2OEIBRREE/RIEETT - BROIEN
MNEAGEEAE 1, 033 B (HARANOL fEETr) L%
Iz, Al 2mg/keg Q3W F25- KN 10mg/kg Q3W #
L OFEPER RSN, & XAkl (B4
T poc) &nd,) ZxHBE L TR EhE, &2
B, BRI CREBITHRRD bhHeic, B
BETE2RTERPIED bR RWVWEDBRKMIZE
B LTV BE TR, WELEOERFTE CRA
HEITRRO LN ETHEOREMRREEZARL S
ALiets, FEFMBEE L 0S RURPRS & &h, AF
JXDOC QL T, 0S #AEICEE LY,
*1 : EGFR BEETEEBMIT ALK Al 6 BET5
HOBRE T, 77 F RS T L EEFE

7T F A S L ERIERE 2 F T 5 PD-LI
Bt (TPS=1%) *2DEIRAREEAET « BROIEN
AR BB —C1, 033 Bl— A AR AN 9L B L) %
RFEUT, A 2 mg/keg-3 BRI 5 K U 10 mg/kg
SERRFARR S OF IR OREMS, Fed¥
BkF (BAUF TDoc) &vw3.) 2B ELT
mat&niz, 2B, BRI TCEBETIRED L
NiBA, REBETZRTERSED RN
LOBKRENCEE L TWVWBHBRE TR, RELED
EE Ml CREAEITERD bNAETAA DR S
MEia Fie L SN, FEFHMEE L 0S KT PFS
& Ed, AFNEDOC LEEBEL T, 0S 2/ EICER
L,

%1 : EGFR BEFERBMEXIT ALK MERETFE




WL AR EEBICNZ., £hEh EGFR FAE/E
X ALK REVER 283 2 Sk EE#H]
L AEEBEEZET2RENEAANLN
bl
*2 : PD-L1 IHC 22C3 pharmDx [# =1| OREX v
FERAWTREZXLE,
¥3 : 24 WAETHREINEEARARORS %
Fik U, 0%, ERETHED bAEE
CREBEHTERI L EENTL,
2 HEHMERLEE (KEYNOTE-010 3R5R)
(& )
(1% &) :
0S DI FEHEHTF @ Kaplan-Meier Hi#fR
(KEYNOTE-010 3%B%) (PD-L1 [Bf%: (IPS=1%) DA
HERM)

P B Tk, 77 F AR SRk
Wk AEEREIZINZ, F1 £ EGFR [HELE
AXiX ALK FAEER %27 7 S hiEEEEA
CXAIEEEE2ETA2RENELARDN
72
%2 : PD-L1 IHC 22C3 pharmDx (& =) DE{EX »
rERAWTRESINE,
# 2 ARIERAE (KEYNOTE-010 3ER)
(& 1K)
(B E&)
0S OEHEARITIFD Kaplan-Meier HifR (PD-L1 B4
(Z1%) OBREBLEH)

7R

@EBEEFFI+E5R (KEYNOTE-189 ER)

{LEBRRIERE DRV, ECFR BETFERBMR R ALK
Al e BB OMBRAIE 2T - BEROERT
RS/ NEATEBRE 616 4] (A A A 106155 Tr)
2RgIc, AF| 200mg (Q3W) ., ~2A R L-F& K-
P T AKX LT IRAPLUFER]| 2V ,)
BOZSFFRB GRS FUoRIFINRTSS
Fv) OHFERE CGREBERARD “'oFHERE T
TBEER, 7R, XA P LFEFRVBTITF

@niEm

o

Fal




TRHORES (LEEERE) 2B L
_EERRBR TR SN, miELL, ST FT
RIZNIHEYEMPBRE S LIGEIRL, BEIZEX
4a—RFTELE, BB, BRI CHEEARET
MNERD SNBA I, FERETE RTINS
ENRWEDRRERICEE L TWABRE T, K
B LA O BBl THRABMETIRD LN L ETE
BE_A b vEE FOFRAEGEMRT S Z &2
AL St FERHBE E L 0S8 R UPPES & &
n, BHl, <A MR REVCTTFHRAOHH
ABS5RTIFER, XA PLFEFRCSTFF
fFNOBEAFEE & B LT, 0S RUPFS #FEIC
TRz
*1 : ARK| 200mg, ~=A K L-F¥ K 500mg/m?, A
75 F v Thmg/w’ XIIANKETZF 2 AUCH
{mg - mL/min) OWEIZ Q3W (H=—AD 1R
RizifE) T4 a—REEH% AA 200 ng
BEUONA b L% F 500 mg/m 2% Q3W T 5
Ehi-
¥2 : ISR, XA P LFEE F500mg/m’, AT
Z F o Tomg/m? XIZ AWK TS FF s AUCS
(mg » mL/min) OHEIZ Q3 (F=—AD1H
Hici%s) T4a2—XARE5%, 77 ERRV




g~

A P LF R 500me/m 2% Q3W TEE Sh

To
*3 : 24 WA ETHREShEGSIEIAR DRSS %
kL, 0%, KEETHRD bIEE
ICREHEETELZ & &SN,
# 3 AHahtEAER (KEYNOTE-189 FER)

(& I

(= 1)

B4 0S @ BT D Kaplan-Meier @i #R
(KEYNOTE-189 3ER)

(1)
M5 BEMTRRYEEICLD PFS o RTED

Kaplan-Meier gl (KEYNOTE-189 E\Ek)

0 ~—

DEFEIFE MAEFER (KEYNOTE-407 3A5R)
{LEFERO v, YIBRTREEREIT - BRORE

= Bz FE/ NI M Es BB 559 48 ( B AR A B0 % &)

FRiRic, A 200mg (Q3W), ANERTZF K

U7 VD ZHFRARIFI NIV FXEN (FAT I

VIREED) (BAT Tnab-PTX) &V 5,) OHFRBE

(RANDERRE) " ORBEROCEEMEN, 7T %

Ry AINBETIFTFRONT Y ZEREALIE

nab-PTX DG (LEERRIERE) 2R E L

_EERRRCREShE, mEEb, SN UH

@

-




F NV nab-PTX 1, HHMEMMBEYT Z L ITE
R, EFER4a—AFETLLE, B, B
BRE CEAETARD O HEEIC. EERETT
FRTAERAED SN BRVEDRRERAICEE LT
W5 BE T, RE LA O B &AL TR BET 28
WHbDETRBDOERE Z 45 = & 23HE8
& ENEE, FEFMIER T 0S RTPFS L X,
RE, AAVRTFTF RO U EZXELNIT
nab—PTX OPFRREEZ 7R, INKRTFF
B2 ) ZEARiT nab-PTX @RS &
LT, 0S ROPFS # HEBICER L,
*1 ¢ AHK| 200mg, 237 U & XN 200mg/m® XL
nab-PTX100 mg/m?, H/NRTFF . AUCH
(mg *+ mL/min) OJEIZ Q3W (AKH|, ~XF V¥
FEANROCIANRT FFUEFREaTa—ZAD 1]
BERIZCEE, nab-PTX i3 o—AD1, 8,
15 ARICRE) T4 a—X&E5%. &Fl 200
mg 73 Q3W T & Zhiz,
¥x2 : TR, NZVEEEN 200mg/m XL
nab-PTX 100mg/m®, H NV RS FF 1 AUICH
{mg » mL/min) DJEIZ Q3W (A, <7 U H
ARV INVATZF T EIa—RAD1
HEIZEE, nabPTXiZ&=—AD1, 8,




10 =R—

15 ARIES) T4a—xB{E58,. 75%
A Q3W TRE Shir,

*3 : 24 AAETHREINEBEEFEFORS %
Fik L, 20%, RAEITHRD BB
WHESHERTEAs oL ENTE,

x4 FihPEpEE (KEYNOTE-407 3ER)

(& 0
(%)
B 6 05 @ MK Kaplan-Meier Hh &}
(KEYNOTE-407 3R5#)
(E %)
X7 EMRTHRIFEEICL D PFS O PRIEITED
Kaplan-Meier gi#% (KEYNOTE-407 Zfh)

11 _—

CEELFEMIEFER (KEYNOTE-042 3AEk)

{LZHIEE D 2, FGFR BInFEREME, ALK E
ABEFEMER U PD-L1 Bt (TPS=1%) "' OHIER
D RE7eiELT - -3 DI/ INHIANTE A 1, 274 B (B
AN 93 Plagile) ZHHRIC, &K 200ng Q3W F 5
DEIERVREEN, 775 F8AZ S {LE
RiEExBe LT shz, 28, BEiFET
REEITHERED N EEEIL, RAETERTE

RAFED N RWEDRKIICEE LTV D BE

Tid, REIZFEOEGEHl TREETIRD 5N

(BiEm)




12 =

LETAAIOEREFMIETHZ LB AREL Shic
"2, EEFHEEAIE0S & &N, AFNLS T FTH

FE2Eib BB L BELT, S EZFBIERL

1o
1 oy =AU E L TRUSIRFEARR S
TV % PD-L1 IHC 22C3 pharmDx [# =] %8
WTRE SN,
*2 : 24 WAFETHREINEGEEARO®RE %
Fik L, Z0%, RREETHEDONEEE
R EBHETES L ERE,
#5 AR (KEYNOTE-042 3XBR) (PD-L1 Bt
(TPS=1%) oA M)
(® 1
(BQ__m%)
8 0S @ MMM D Kaplan-Meier ph#R
(KEYNOTE-042 54B%) (PD-L1 [B#4 (TPS=1%) i
FHEM)

13 ~—

[Z2d]
DOEPLFESM4A3ER (KEYNOTE-024 3RER)
(%)
#6 WITFNIrORTREBERN 4L EORIER
(KEYNOTE-024 3RBR) (2Rt SER)
(£ 1)

7R—Y

[Z24pE]

OEELFF RS (KEYNOTE-024 FRER)
(%) ‘

#z3 WITNPORETRIRENE SWLA LOBER
(R MR MR EF])
(#F W)
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MRk, ARBILBWCHEEMIRE o F (5. 8%) .
KiB% - BEOCTHRISH (5.2%), MREE (X5
Vo NL—EREREE) 2461 (1.3%), FFHSEEEE
22 ] (14.3%) . FIRIRHEREFEE 21 1 (13.6%).
TEAEMBEREE 14 (0.6%). 1 TUBERAZ 1
(0.6%) . BHBEEE (RIMEREHEBELSE) 14
(0.6%) ., H#Eze 141 (0.6%), FHzs - HBERRIARE
i 1 1 (0. 6%) % ¥ infusion reaction 5 (3. 2%)
DBEDONT, Fe, EEDOREESE (BEHKE
IRGEMREE, S, BREES). BIBHiREE,
EEMIEE, Mk - BBER. B2 5%, L
K. SR/ MR HEERBIR . W & Ot
FRERBIIRD SN d o7, AEHERRTRRER
HEEES (BABREEETEET) 2 E0MEE
BEETRYT,

g

. AR EIERRE 9 Bl (5. 88 . KB

P BEDOTEEESF (5. 2%), WREE (¥FF 2 -
SNU—IEBRESE) 26 (1.3%) . FFeEERE
225 (14.3%) . FCRERSREREE 21 #] (13.6%) .
TEAMEAEREERE 16 (0.6%), 1HUEERRHEL 15
(0. 6%) . BHERIEE (RMEREEMERAS) &1
B (0.6%), AL 1H1 (0.6%) ., Ahzk - BRRUHR
fighEt: 1 61 (0.6%) KU infusion reaction+%5
f (3.2%) =FEHLNI, £io, BEEOKBESE
(BZRRBIRIRAE (R, ZTURLHE, AR S) . Bl
HERREE, BIEMAENE. ML - Hlk, 5Y
HIR%., LERR. Sl MR HESREER, B
M2 i f OSSR BEERBEIIERD b iz o 7,

15 =

@EELLFE S I /IMAEFRER (KEYNOTE-010 #ER)
(%)

T WTHHORE TR 5% LORIVER
(KEYNOTE-010 BXBR) (&2 MEfiarohS42m)
(#& 8)

228, 2mg/kg QAW BER TN 10mg/keg Q3W Bz
TELEN, MEMFERR 16 6 (4.4%) B 14

g ~—

9~y

@HEBR&LRE I/ (KEYNOTE-010 #Ek)
()

##4 WTNIrOBRTREES L EORIER
(BT RER)
(& )

728, 2meg/kg QW FERT® 10mg/kg Q3W #EeZh
i, FEMEMRERE-15 41 (4. 4%) RO 14 4
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B (4.1%), KEG&k - EEOTHSF (1.5%) RV
25 (0.6%), EEOKEEE (REFIEREMREE,
ZIGHEE., HRBEES) 14 (0.3%) RV 14
(0.3%) . HREEE (XT72 « NU—ERPBE) 2
i (0. 6%) K TF 3 51 (0. 9%) . FrH%EEREE 23 f51 (6. 8%)
o2z Bl (6.4%), FURIREEREREE 32 41 (9. 4%)
B35 1 (10.2%), TEMAHEEEREE 1M (0. 3%)
RO 14 (0.3%) . BISHREREE 2461 (0.6%) KO
1 (0.3%), 1BUERR 145 (0.3%) K24
(0.6%) ., EHtmekiE (RUEHMEEBRE) 441

- (L2%) BRUOF, BERLHF (0.3%) KXUO0H

A% » BARCRUAREE 1 41 (0. 3%) L TR 0 #i). infusion
reaction 2 (0.6%) RUO6H (1.7%) 37BHH
i, £, EEMHENE, ML - fEER, 5L
D BRES. DEgE, SREMEIRIRAEERER. B
MAER Lk CIRFERB IR b o7z, ARl
ERRBURIRIIES TS (RRREERE ST
FEDERRRE T,

(4. 1%). KRIB&K - EEOTHFESH (1.5%) BT
2% (0.6%), EEOREEE (KRERIEREER.
A, JEREES) 1/ (0.3%) RV 14
(0.3%) ., WREE (X7 - N —EERSE) F
2 (0.6%) BRU34F (0.9%) . FFH8eEREE L 23
B (6.8%) KU 22 H (6.4%). FIRIpEEER
32 B (9.4%) X UF 35 ) (10.2%), TIHAEHEERE
X 1H (0.3%) RO1H (0.3%), BITHEEREE
W2F (0.6%) RULAE (0.3%, 1EMERFEE:1
) (0.3%) BRU24 (0.6%) ., BHkhelEE (RE
R 264%) #2465 (1.2%) BRO0G, HEREE
141 (0.3%) ROTOHI. #Hak - B RAEIER: 1
& (0.3%) A&TF 0 #fl, infusion reaction 4% 2
(0.6%) RU6H (L.7%) TRBbdbhi, i,
EREHIESE, PR - fiER. SO EE. L
%, SEMHEn/ERA MR, BihtkEm kT,
RIFEREEIIIRD bhiehroiz,

15—

@EFIL[FEE MAHEAER (KEYNOTE-189 5%

HEFSIIAKGEHEEE 404/405 51 (99, 8%) K& Ut
FEAE 200/202 4] (99.0%) icWDH b, BRI L D
REFEELXTETERVEAZEERERIE, Thfh
372/405 ] (91.9%) KT 183/202 # (90.6%) I

(@DEIm)
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OB, WThLOR TRIAEN 5 YL EOE
{EHIETRDLEBY Thotk,
8 WTNNOBTHRERN LWL LEDEER
(KEYNOTE-189 3ER) (ZAMARTIZE )
(% B

2R, AFIBE BV CHEMEMZES 16 6 (4. 0%) .
Kigk - BED TR 20 41 (4.9%), WREE (X
Z v NU—ERBESE) 10 B (2. 5% ATHERERE
%62 ] (15.3%) . FRIRAGHMEABREEE 32 4] (7.9%) .
FaRAMSERE 2 4] (0.5%) . BITHAERE 14
(0.2%) ., 1FUHEESRYE 1 6] (0.2%) . BHEEREE (R
AR R SR ) 25 51 (6. 2%) , Bk 2 1) (0. 5%)
KU infusion reaction 581 (1.2%) BFEHLHN
fro El-, EE@&EL&& (&%Mﬂﬁﬁﬁﬁ{%ﬁi

AEARIENVIE . R - BANRSR, 52 DJ]%J'% :uﬁﬁﬁ%

St /MBI M SR BE . PSP M ONFREE
BB okl ol, ARWEBFEBRIIEE
HES (BRREERELEL) 2 SLEHER
ZRY

16 ~2— 3

@OEREIEEF MAEFER  (KEYNOTE-407 FRER)
HEESIIAKIEE 273/278 il (98. 2%) R USHREE

(OB ENI




17 R—

274/280 7 (97.9%) iz bh, BRIEEORE
BERABETERVWEERRIT. FhEh 265/278
B (95.3%) BT 249/280 {7 (88.9%) It b
fro WINPOTREEN S EOBERIET
RHDOEBY ThHoi,
£ WO TRITEN 59 EORI{EH
(KEYNOTE-407 352) (L {EfpirctRER)
(F& M)

28, AFBHTRBWCHEMEIES 14 5 (5.0%),
KIgH - BEOTH 14 # (5. 0%) ., #BEE (F
T s 2N L —ERBESS) 55 4 (19. 8%) . FTFREAERE
E 26 % (0.4%) . FURIRBEEEREE 31 i (11.2%) .
THRAEBEEREE 2 & (0.7%) . BHiEREE (R
BB RE) 641 (2. 2%) & infusion reaction
66 (2.2%) Ny bhiz, Fih, BEOKER
= (BRESIEIRMEERE, SR, ERBESE).,
BIEHEEE, 1 BISEIRIE, BER. Bk - B
BiARTE, BRERRIEAE, MM - BEIEAE, BEHE
g, Lafge, et/ MRS/ MR BIER . YAILYE
ik UPRFERBLIRD o7, KEER
HIRRPIBIHEES (BEREEREEZ S %
SLEMRERE TS,




17 R

18 ~—

GEEL RS EE (KEYNOTE-042 3X5k)
BHEESIIAFIE 610/636 F1_(95. 9%) K UMELEHE
BE 606/615 4 (98. 5%) T b, JBRIEE D
AREENEETERWVWEERERRIT, ThEDL
399/636 %l (62, 7%) R TN 553/615 A (89.9%) I
BB, WTENMLOR THRIEEN 5% EOE
{EARRTERD LB ThoTe,
# 10 WThph OB TREFRN 5 %L EORIER
(KEYNOTE-042 3A5%) (M AFATxtSER)
(& B

i, ARIBEITITHRIBEMEMIERAE 49 6 (7. T%)
KIBR - EEOTH 10 (1.6%) ., EEOREE
= (HEAEIRAE R, R, EREES)
17 (0.2%), #iBREE (FF v N U—fEEHS)
15 (0.2%) . BTHEREREE 76 4 (11.9%). HRIR
HAEEE 92 4 (14 6%), TEMEHBIEEREE 3 F
(0.5%) . BIBEHLAEREE 34 (0.5%), BEAAEREE
(RAAE F'ﬂ%&%&%) 3 (0.5%) . MR 14
(0.2%) . D% 1 H (0.2%) FK T infusion
reaction 6%l (0.9%) MFE DI, Fih, 18

JF}%JT&F ﬁ" % - ﬁﬁ‘i‘%ﬁﬂiﬁ@ﬁ BIERF I, A

(®DEHM)




B, i tE g B ORI HRBIIRD bh R

Teo ARTEARBRIRIIMESES (RRREER

Hral) SUEHERETT,

19 =—3

4, MEERIZ->WT
AROBEMIB LIz H LT, ABLMEL LTHERR
BRE (RFAHRAE) BEEORTVBI LMD,
WA R IR TE AR THBLERD
B, FOLT, BEERY A7 EHEHE RWP) ok
S K OELE RS IEEIEIERI~0 H %
M B IR T o T ARORE R 2 BE*
B - BEL, FROBEICEVESELRERE
I LT BEIC ST 5 = L NS ER D, BTFD
O~@D+_TE T HRICBOTHEAT B
xTh5,

@ MRz DN
O-1F@E® (1) ~ (5) OWFhREYTS
MR THHZ L,
(1) EAFBHRENEET 2P AZFEELA
JEREE (BRET RS AR FOEE I SRR,
g AS A BRI SRR, RS AR
R E) (ERL 30 4F 4 B 1 BByeT : 437

MEax

10 R—%

4. HERRIZOWNWT

AR E LTEREERE (2fffE) SR
BNTNAZENE, YZHAT2ETICERTE.
LR THINENDH D, £OLT, KAIOERE
BEE L BEEDBE - HEL. AFOREIZLY
ERCBEERZRBA LSS T 52 L BLE
i, LTFOO~@D T4 higkick
WTHERTHRETH D,

@ MRz 2oWT
D-1TFED (1) ~ (5) DWPANCHEYTS
WBHRTHHZ &,
(1) BAFEHRENEET 25 ABRELEILA
RIS (BRIEAFIRDS A S EOEE L SRR,
HIR DS AL HOEEEHL AR, HuseS AR IR
WhEin &) (ERk 20— 4 B 1 HERA 434
HiER)
(W)




(%)

21 =

5. BEDOXHRELLBE
(B33 FE]
O ARFOBMBREITTFROBHEICB\THEDM

BRENTWS,

o (LEREBOMRV, FCFREIGTERRME,
ALK BEEAS T2 K O PD-L1 BB (TPS
= 1%) OUBEARRERETT - BROIENI
e fitife B

o TIFRRESTCEEERYETD
PD-L1 B&fE (TPS= 1 %) DEIRARE/oHETT -
BREOIF/NIEIERE (R, FFRER
FE RGN ALK A BB B D BE
Tid. FNFN BGFR Fu v —¥Hl
LRIV T ALK F 1 v F—PREEROR
BEREETH8E)

B, PSR ATn Y X+ (BioFifkz)
DA N=F B W (R5E4 « PD-L1 IHC 22C3
pharmDx & =) ZAWTHIETDHZ &,

@ FH Do FEEMER & OGS E TR
DEFZBVTHFIERRENL TS,

o NRARLE¥ RRUBTTFFMEIE 0P|

12—

5. REDRBLILDHBE
[ZeticBEd23IE)
(@ ") _

@ IBFEIORMICB W T TRICH YT BEI
DVWTHE, AR ORGSR S v, o
TR WG EIC Y EEICAR 2
BAThZLEBEERETED,

(%)
« ECOG Performance Status 3-4 &9 mEH
(#¥31) ECOG @ Performance Status (PS)
(& I

[H%hEIc R 2 FIE]
@ TROBZFICBWTHEPENIRINATWS,

o (EEFRIEREOSRV, EGFR B TEREME.
ALK Bl&EEFEMR T PD-L1 Btk (TPS
>50%) OYIRHERMEST - EIE DI/
il e

o T FIRAEEL{LERERELE TS
PD-L1 BB (TPS= 1%) OEIRAER ST -
EROIENREihERE (e, EGFR #
EFEREBRMET ALK AR EFBMto




Bi%E  AbFERERO RV, ECFR BT
LHEERMR T AL BEERETBEOTIER
TReZetElT - BR O IR F ERIE/NERAT
A

ANBKTFTFURPN7 Y ZXEAIT

pab-/32 U Z 2wt OERES  (LFE
ERORWEIRRRIRRET - BRORELE
N T

@ {LERRIERE O IV T - 3R O FE/ NI B

#1X. PD-L1 #RZE T PD-L1 B (TPS=1%) T

bhid, AEOBEMEELZET L ZTH

B, Fir, WHERERPEC KT B EAEMEICRIRE
BV EEZENDEFICG LTI, PD-LI R
TARIUNZ 3D 55, T T OMBEENZ S L
CHEY) RiE e SEIE E Ot AR EEEE T

LHILHTED, B, FREDEEIZHIZ-T

3, BERENA KT A (BANEERE)
BEBETHIL ®Y,
GE1) Plxid, WHERHT L FTLy (B

fiifE i) IT8WT, BT EREM)->D

ECOG Performance Status 0~1 #2) 7 75 2%LL

F. RXiZ®ECOC Performance Status 2 (3£ 2)

13 ~—

BE T, Fh¥Th EGRR Fo i —
PHERXILZ ALK Fai v r—EHE
KOBER2E T 5 8E)
2B, TPSIERA7r ) X+ GRETFHEBRL)
D= ipWiEE (k54 : PD-L1 IHC 22C3
pharmDx ¥ =2]) 2FAWVWTHIET A Z &,

@ THREYTIBREIHTIAFORERV
ERFEIZOWTIE, BRRIOFZHENRRELE
NTELT, AFOREARELRLRN,

o iR B F R R —
o fOFEMEEEA L O




22 ~— 3

DBEE T, F 3 R ER (P& e 0%)

DHEABREIHEINTRY, 2L HRBHE

T, B EERRIRIC R 5 BT |

HEEZILND,
(#.2) ECOG @ Performance Status (PS)
(F )

@ FRITHYTBAF T EAR OB ERD
HERFEC W T, RBIDFZHESHEL SN
TELY, FFORERHBLAELR,

o IRTRARENERIE .
s QDTAKNOHEMIREN TWARWD
HEMSEER & OFRRS-

[Z2thic B4 5 5E]
(@ )

@ BB OEMICB T FRICEY T3 AE
DUVTIL, AR OB EITHESE S0, fho
BEGRIRIE S IR VES IR Y | EHEI AR 26
RT3z LeEBETED,

(1)
» ECOG Performance Status 3-4 ®2) (g

28 _—Y

6. RECHELTEBET~&HIE

14 R—

6. REWCKELTHEETREER




/—\; f\;‘
(D~ ) (O~3 %)
@ AHIOHRFRRIZIY T, KEYNOTE-024 REBE @ AENOEERIRBICB T, S E5BELL-098
Tt KEYNOTE-042 EBR CIIBEG5ENL 9B B 2R DSE s s e 1 AR 3 O

£ 12, KEYNOTE-189 Rk CldE 5-Ble 6 638

BECI2EE, DIBIT48BEAETORTE,

F@ 12 @2 L, KEYNOTE-407 3RER CTILiE

S5EG» L 6B, 12BERUISEB., UK

Z4EBEETCORITE. FOHB 2B LICE
DM AT - TV L 2 BB, AXER
il ESMICESGRE CHROMIEEZITS
Tk,

ST T LICHEMEDF 2T o TNl &
EBBI FARETILERNICERRE TR
ROWEREITHIT &,

BMEBRAEOREERMEETA FT A o OUETED (FIRRE)

# E

W ) i~ (TR AR RR)

2T | AR E IR DRIRENITINA 2—Y | HRERDFREINIBR
BB ARG TR fo 2 B e L o

2R—T | RBRERAHRERORE oR—y | RBRERDPERCRE
BE. BRAICE., A7 ol Xer (BEFELR BE., EAKE, a7l X+v7 (HEis
%) b LT, 1/E200mg % 3 AMERIFET 30 4B A) & LT, 1Al ZngletFED—% 3 HMMAT
B C AR B, 78 L. S RRIEOE A 30 SR CRIFTHET

A [

X, BEHBIZ 12 AETLT S, _

3R—Y | 2. ARIOKE, IERBAF 3R—T | 2. ARIOE, (ERKF




FA bN—F SIREE 20mg B OFELSIHEHE 100ng

(—ik% a7 e ) Xv7 (BTEEL). U
T (AHF &vvd,) i, PD-1 (programmed cell
death-1) &%FDV i K TéH 5 PD-L1 KU PD-L2
DS EZEHEEETS, b MEIgd €/ 7 u—

A F—F I 20me B 0N 100ng (—A%4 ¢
~RLATr ) Xed (BEFHEBEZ). BT TEHA)
LW 5,) X, PD-1 (programmed cell death-1)

EEFDYH Y R THD PD-LL RO PD-L2 & OFES
REERETS, b ME1g64 €/ 7 u—F AR

TAHETH D, Thd,
(1) (&)
4 ~— 3. ERRERIE 4 R— 3. HRERAR
B RAMEOERRHIFTM 21T o o 72 R R AR e B R A E DR BRI 21T -
DERIEERT, e ERBREBROBRERT,
(1) (%) :
4=y @S2 HEEAER  (KEYNOTE-002 3RER) 4= Qe I HEFAER (KEYNOTE-002 FAHR)

A Y A2 7L X AREREET HRIBEBRREE
TR EMRANERE B R RIT. AH] 2 meg/ke QW 5
B 10mg/ke Q3W HEDHEHER LM, 1k
SRIE (NP, TS uI R, AARS
FF, NIV EXFEALTIINRT T F o438
7V EXEN, T TICCEE 205,) 2xiRe
LTREfaie, 2k, BTN TRBETIR

DLNEHEIC, BRRETERTERPE DL
fualr‘%wﬁﬁ'ﬁké’] TELTWABEETIX, KkEEL
e D ERFLE TR BETHRD b b £ TAKID
WEEBRHETDZ ENTEEL Shi-, TEFHE

AV AL DBEERY AT HRBUERTEE
B ERAEBE ZNRIZ, AF 2ng/ke Q3W &
L% O 10mg/kg Q3W B E-DHELER OE LM,

{LEEFE (FIAnPy, T2y aI N, AR
TIFu, NV EREAIANRTTF o+
N7 Y FxEN, T TICCE] £nH,) xR

| & LemmrsnE, 25, E@ﬂﬁfﬁ%ﬁﬁﬁ

RO ONTLHEIT, REETEZRTERITE
%’L?‘J,b\%@ﬁu’%ﬁﬁﬁ’ﬂ:ﬁﬁL'Cb\é%%‘fii\ {)CIE!
LARE D EEF TREETHRD 5N 5 FTAHAZE
DG ZHEET D Z EAREE Shviz, M




EIIAAEERR CAF oS v ,) RUMERE
ATFER (BUF TPFS) W 5,) &k, ARANT

A B34 R (0S) R UMESEEA IR (PFS)
LEh, BRI REEELLER LT, PFS 28 &

LFRE & L LT, PFS 28 BICER Lz, [IER L,
#1 AxhMERE (KEYNOTE-002 3R5R) # 1 AxhMERERE (KEYNOTE-002 FAER)
(& ) (£ 1)
5~_R— (® %) 5R— (B &)
1 0S @ Kaplan-Meier Hhif (KEYNOTE-002 3Ek) 0S @ Kaplan-Meier Bi#R
(B mg) (E &)
[X 2 PFS @ Kaplan-Meier dh#R (KEYNOTE-002 3ER) PFS @ Kaplan-Meier gh#R
6~~— | QWA SIAEE (KEYNOTE-006 FAER) 62— | QUM B IAERER (KEYNOTE-006 SUER)

ALV AR TICLDBEFEEOLRNWEAEY A
TEEERN 1 LA VETOILERIEREESET
ARG B R AEEE 2 RRIZ, FE
10 mg/kg Q3W #rE BT 10 mg/ke 2 @RI (LA
T TQzws & 3,) BEOFEDHERCERMES.
AY AT EGRE LTHRE SN, 2B, &
BFE TIRBEITHRRD BB Elc, REET
ERTIERPBD N2 WEDBEEMICEELT
VN5 B TIE, IRIEILARE O &G 5 TR BETH
AOONDETHRAOREEZMET D LARTHE
& &N, EEFMIER L 0S LUPFS L &, &
A ) A= T, 0S RU'PFS #HE
WIEE L,

AV AT LDHBFREORVWIIIA VY Av
TEEERN] LA VETCOEREREST
ARIGUBRTRELBELEEAERE ZHRIT, KA
10 mg/kg Q3W HE KT8 10 meg/ke 2 MMM (B4
T ofQaw) & 5,) |EOEHMERTREMES,

Ay A7 E2WRELTRFNERE, 228, |
BEE CRBEITARED bh-IBEaT, HRAHKEST
FRITIERBRBD bNRWEORKMICEE LT
W5 BE T, RELLGEOE T CRBEITHN
A ONDETABNORSEMEETHZ L BARE
& ET, FEFMEE B 2 s R (LFR0S
S ) R DMIEHEREAZEHIRR (B TPFS—d i
S EN, KREFA LY b= LEBELT, 08




Ty

#2 FERME (KEYNOTE-006 ER)
(& &)
(= ")
B 3 0S @ Kaplan-Meier #i#R (KEYNOTE-006 3X5k)

(B 1)
E 4 PFS @ Kaplan-Meier #i#R (KEYNOTE-006 3X5%)

7

RUPFS A RBICIER Lz,

z2 BAEERE (KEYNOTE-006 3ABR) 4
(& BB '
(B %)

0S @ Kaplan-Meier gh#R
(g

PFS @ Kaplan-Meier Hiifs

g

OEFILFEE MFEEER (KEYNOTE-054 3R8R)
SEeUBR#EORAT—MEYENBaEEE (8

AN 16 Plagie) ZRHIC, MBMAMEEL LT

551 200 mg QW RS OFIEROEEMN, 75

ERERNEE LCHRE SN, EEIMIEE 3

ERAESEME (BLF IRFS) 215 ,) &, &

AZ 7T R LB LT, RFS 2 HRICIER L,

% 3 APMEARE (KEYNOTE-054 SR82)
(&) '
(5 m)
5 RFS @ Kaplan-Meier iR (KEYNOTE-054 3R8R)

(#F 1) AJCC (American Joint Committee on

Cnancer) RHAGIE (B 7R IZESFHMI. AT

‘—"‘,‘/“]I[A ..c‘-\pj: U V}Q%W@ﬁ%%ﬁ\s l mm @@i’%é\

D Frq

(@B

0 R—Y

(2]

gN—Y

[ Z2xit]




[y

OEAZE 1b+HEE (KEYNOTE-041 RER)
(&)
F4 FEMENRSULLEORBIER_(KEYNOTE-041 3K

B (RetefiEfrfeH)
(& )

Zele, MIEMEMGRE 16 (2.4%) . KBk - EED
THI24) (4.8%) ., FF¥uelEE 341 (7. 1%, T
RBEREEE 2 ) (4.8%) . FIRJREEREREZE 6 #
(14.3%) . infusion reaction 1 (2.4%) B
SESRK 1 Fl (2.4%) BRDoNT, £,
RPERE (X7 v« NV —EREE) | BHEEEE (R
MEREEERAS) ., BIBES, 1IERRB, EF
OREEE (REHIRERERRE, £, X
RES) . JER. Bk - BUEHRMIZRE, BEREMIES
fE, M - RS, LRk, ARt f/NRIR A
SRELHRT . WS ILMER K ORFRIFERBS LR e
ST, ZBWEMARBTRNIIBEESZ O EES (F
EREEREEZET) 220EHEEETT,

OEAE I b FH5ER (KEYNOTE-041 35k)

(9]
#3 RERPSUULDOBER (RaRIrds
M) -

(# )

frds. MEMMGRE 1H (2.4%) ., KBX-EED
THRI2HI (4.8%) ., IFEREEEZ3H (7.1% ., T=
Rl E 2 4 (4.8%) . FRIRHEEREREE 6 #
(14.3%). infusion reaction 1#1 (2.4%) FKTX
SEESER 1 H (2.4%) CRObh, Fio, #f
RIEE (X7 v N B RS BEEESE (R
MEREEERSE) . BITEE, 150ERE, BE
OEEEE (BREMBIRERERERE., FLE, JR
FIESE) . WK, TRt - SUNARIARE, EREFIES
A, e - BERRAS, DoRAe, SRR ) vER R
IR, BRI R ORIFERBIIR D b iz h

272,

9 _—y

10 23

@/ T AERE: (KEYNOTE-002 #ER)
(I1%)

5 WTHPOORTRERN 4L EORIER
(KEYNOTE-002 BB (aMfRiratsa )

g ~_—

9 -y

O@MEAN B IR (KEYNOTE-002 FRKR)
(F%)

4 WTNIPOHETREER UL LORIER
(PR 4]




(F

788, 2mg/kg QAW BEKRTF 10mg/kg Q3W AEITEW
TEREN, FEEMES 16 (0.6%) RU44
(2.2%), KB4 - BEOTH 16 (0.6%) KU6
B (3.4%), MREEE (F7 2 - S L—EREE)
26 (1.1%) ROT06, FrataerEs 13 41 (7. 3%)
RO 15 ) (8. 4%) . BHaESE (RBEMENE
#KREZ) 14 (0.6%) ROLHI (0.6%) ., TEMAEHRE
MEE 14 (0.6%) RUN3MF (1.7%). HURIREERERE
E 14 O (7.9%) KON 15 il (8.4%) . infusion
reaction 26 (1.1%) ROC3# (1.7%) . BEED
RIEESE (RERFEIRERRE, 2BaH,. ERE
EL) 141 (0. 6%) KU1 41 (0. 6%) . gL 1 %1 (0. 6%)
EOOF, BEEMIENEOHEU 1A (0.6%) . I

(& M)

0k, 2mg/kg Q3W BEE O 10mg/kg Q3W EEloRBW
TENEN, BEEMER 16 (0.6%) K485
(2.2%), KHB4 - BEEDTHI 14 (0.6%) KU6
B (3.4%), FREE (T2 - AL—ERES)
24 (L.1%) RUOH, FF#EERESE 13 41 (7.3%)
BU 16 B (8.4%) ., EHRERE (RMEMEMEE
25 14 (0.6%) ROV (0.6%). T EAHkHE
B 1) (0.6%) KO3 (1.7%), FREREERRE
% 14 # (7.9%) RV 15 il (8.4%), infusion
reaction 2% (1.1%) RU'3H (1.7%), EED
KBS (REEERERRE, £, JEXRE
EEE) 151 (0. 6%) BTN 1 41 (0. 6%) | FES 1 %1 (0. 6%)
EROF, EREMEEOFARG 1M (0.6%), M

11— | R -HERXOBIERTC LA (0.6%), LR L H & 7%« BEIER OMB VLA (0.6%) ., ETHZHE 5 K
KOBEG2H (1.1% BROENEZ, Fo. B | ROBIE2H (1.1%) =@BHbhvik, i, &
TR, 1AERA. R - REGREE. O EEEE, 1AUERIN. Fhdk - BRI RERE, O
%, S /R R EREESS, WSt i K O P, SeEEME /MR MEEREER, AAMER L L O
FRIFFEIIZRD Sl doTe, AEWEARIIRIL TREIRBIIRD SR o7z,
BUHSFLROMERES (FRREEREZ ST '
EELEHERERT,

11— | @UEAEMAEHER (KEYNOTE-006 FHER) 10— | QUEABIERER (KEYNOTE-006 FRUER)




12 ~e—

W)

=6 WTNNORETHREENSILL EORIER
(KEYNOTE-006 &) (2Tt saEq)
(F 01%)

7233, 10mg/kg Q3W FEA O 10mg/kg Q2W BElCH 1
TENEN, MEEMER4M (1.4%) RO1 4
0.4%), KiG#& «- BEOTH 10 #] (3.6%) KW
13 Bl (4.7%), #HREE (7« S L—EERE
) 241 (0. 7%) RO FI, IFEkeRRESE 14 41 (5. 1%)
BOr 23 # (8.3%), EBHEREMEE (RAREMEME
HKE) 28 (0.7%) FOV1LH (0.4%) . THMEHEE
BB 1E (0.4%) ROV 1M (0.4%) . HURIRBEAERE
2= 08 ) (10, 1%) RUR33 4 (11.9%) . RIBEE 1
B (0. 4%) X244 (0. 7%), infusion reaction 7
B (2. 5%) R U541 (1.8%) . 1 ZUEFRY 1 41 (0. 4%)
RUOH, BEOCRBESE (BEIEIRIEERE,
ZIATHE, IERBEESE) OB 1LE (0.4%) . M
2 LA (0.4%) BOV1H) (0.4%). £k - Himm
fEAE 161 (0.4%) RUTOF, MMk - BEES O Bl
LB (0.4%), ¥CWEEIERSH (1.1%) K
O 1) (0.4%) BB LN, £k, EEFES
i, DEIR. R/ NS A EREER, Btk

(R%)

5 DTN ORTHREEN S EORIER
(ZefiEirarREH)
(& %)

7235, 10mg/kg Q3W FHER TR 10mg/kg Q2W BEIZIS
TERFN, BEMEMES 44 (1.4%) RO 14
(0.4%), RiBZ - EEOTH 10 4 (3.6%) KR
13 #1 (4.7%), BREEE (X7 « NVU—JERE
%) 241 (0. 7% RO F, FFGEREE 14 1 (5. 1%)
Bt 23 5 (8.3%) ., BHMEEE (RMEMENE
) 24 (0.7%) RO LH (0.4%) ., TRAEHEEE
BEEE 140 (0.4%) ROVLHI (0.4%) . FIRIRESHER
=28 (10.1%) ROU33H (11.9%) ., BEREE1
1 (0. 4%) K24 (0. 7%). infusion reaction 7
By (2. 5%) KOS A (1.8%) . 1 BUBELRE 141 (0. 4%)
RO0H, BEEOCRERE (BEMIERERR,
LTHLEE, ERBEES) OBBR T 14 (0.4%), B
1L (0.4%) RO 1LE (0.4%). gk - BRECTAL
fRIE 11 (0.4%) RO OB, By - BEIEL% O Fl Rk
L (0.4%), Tz E HMER 3E (1. 1%) &
U1 (0.4%) @b b, T, EEMHEN
fE, DFFSE. SafE M M/ MRIRAD M SREDR ., Mk




B il K OHRFRBIIRD bhied o iz, BEIEH
FHRINTUHEZROEEES (RAREERE
2Elr) ZELEHERETT

Al B CIRIFERBIRD b b o7,

12—

13 — 3

DERE R FMAARER (KEYNOTE-054 3X5%)
HEFRIIAFIEE TIX 475/509 41 (93.3%) iz, 7
2 R HE T 453/502 #l (90.2%) IZ3IH L, 1A
BELORRERRBEETCELWVWEERERIT, &
FIBETHE 396/500 41 (77.8%) o, TI AR TIE
332/502 il (66, 1%) IZHE L, WIFhhO#ET
FRBENBULU FORERAIETROEBY Tho
o
ZT WENh O TEBEN S ELORER
(KEYNOTE-054 7AHR) (S MEARHTH SR )
(& %)

723, ARFIEIZ VT RIE M 16 5 (2. 9%)
KiE#% - EEOTH 23 ] (4.5%) ., FTHBEREE 46
B (9.0%), BHEEEE (RBEHEMEERE 2
B (0.4%). TEEHEEEE 11 4] (2.2%), FIRIR
BAEREE 105 #] (20.6%) . BIEHEEREE 5 4
(1.0%) . 1ZUERBESH (1.0%) ., SEDIER 2
) (0.4%) . FE% - HERUERIAEGE 1 41 (0.2%), &
g2 (0.4%) . EFEMHEARE 1HF (0.2%) ., O

(@i




P 141 (0.2%) ¥ TCHZ infusion reaction 2

(0.4%) PBH LN, Fie, BREE (X5 -
ANU—IERAEE), BEOFERE (FEERE
{ERE, SR, JEREEE) . R - B, &
FEHME it MR M YR B . B MR i & VR 3EBR
BEED N ole, REHERFRBRIITEZ
FROMESESE (BRAREEREREEZEL) 250
EHERERT,

14 R—

[Fik - HE]

o RIGUERTELEHEAFRBE LR L L
IF 4 B K 3B (KEYNOTE-002 R B B O
KEYNOTE-006 3RER) DR, 2mg/ke Q3W, 10
mg/kg Q2W KU 10mg/kg Q3W WO AL -
AEIZBWTHARBOFMER U EEMICE
BIROOhiedoir,

» FEOBEMEYEEETORER, EHEA
JEAEICIIT 5 200mg Q3W #2 5-5 D AUC,, gu (E
EREICBT S 6 BEOBE-HRAME TE
) opiE [10%s, 90%4 ] mg-day/ml) J&
2.16 [1.45, 3.04] mg-day/mL THY . 2mg/kg
Q3W B 5D AUC,, 6 (1. 32 [0. 722, 2. 06] mg-
day/mL) Z¥E{I L. 10me/kg Q3W G D
AUC, g (7.49 [4.32, 11.3] mg-day/ml) % F

([ - BE] 0B




Bl 7=
EHRAERE XS & L ARAORE S
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