I

BEERHEREYT A K51
Ra7ul) X (BIETFHERZ)

(B« %A bv— S RHUTHIE 20 mg, %4 b b—5 U 100 mg)
~WBRE~A 7 0T T4 M REEE

(MSI-High) &% % B #i~

YERR 3 O’ﬂi1 2 B
JE A Srfaag

A e

H¥

i

AF| R, (ERBAF
7357

HEgR 2T
BEMNGB L EBE
BHCBLTEHET2ER

P2
P3
P4
r9

- pil
P12




L RU®i

ERGOFHE - REORROLDITE, FTESESWREELERRD
biLs, &b, EFEORFENOERC LY, FUEERRZ E oEHRNLIRERE
FRESSRBEND P T, ZhE DERLFAICHERBEICRET L 2 L FEEED
REL 2o TE Y EHEMEOEE L SEOEATI R 2016 (FAL 28 4F 6 1 2 0 RIRERTE)
REWThH, EFMERNSOEROREBLHEERRS L LEhTns,

FHERSAERAR, REERPERE S 07 7 A AABRFOERS LR

B ERBL, Cokd, WIHERCEEECET B FERA-FSERT 5 ToM.
UHEEGFOBEZB TS 2 BRI h BB LCERT2 L & b, BHE
AR LB SRS L 52 AR — OB BT E SR
THILEREETCH S,

LichioT, FHA FFA G, BRBREST hiftﬁ%hfwé& b=
FEMRANC RIS, DTOERROREAER ST 2 BA» O NERES, 22
FEUBEFEETT,

B, BHA BG A 0, PEHTEHE A SRS E R R A AN, AR AR
FRERIER S, — R A A ARIREE IR E 2 B O — At F s A B AT 2 0t h
Db EAER LT,

BHE|EIRDESS  FA P A—F EEEE 20mg, ¥4 FA—F SFERHE 100 mg (—
& AT 0 ) e d GBRIEFHEEL))
BB APRIHAE « BAERERICEE LIET - BROBBE~A 2247 94
FRZEEM (MSIHigh) #8515 REIME (BIaginiame i WEth
BEKERS)
HEEGEMERCAR  BE, RAICE., Sarnl) e BETRRL) YLT I
-[Bf 200 mg % 3 EEERET 30 2R CTARRRT 5,
BRI R % E . MSDMREH

2. FHFIOHEE. fEHRAF

Fof Fb— & SREE 20 me B OEARRRE 100mg (L AT ) X7 (&
BRI, BT A kvv5.) ik, PD-1 (programmed cefl death-1) & &0 ¥ A7
KChs PDE] BUPD-L2 & OREHEERET 5, & M gG4 &7 7 u—FLik
Thd, ’

PD1 ML T M SRS G 2 7 b I B ARSI 5 A R Rl
A4 »FTC, PDA B, EEARBRESOLUEEE T EOMIaRECREL, HD®
BRGSO THE BRI RERIEEHET 2, bbb, PD-1 XYV FEHE
AT B2 Lic L RESERC LY P EES RIS 5% EKCH B, PD-LI
DEFMBCBT ORRTL TR CHEN, ZOBALMB T T Mlao@ixtimr
AR YRREICER LTS, BAMRIIET % PD-LI BT, BHless. .
IFFAEREE, ORESE, JR/AMRNIENIEE L ofe BRLCTFRFARET ThY | B4R
L oAEESEEERL TS,

HEOBALOERTE S PDLL BROMEENL, PD1 & PD-L] OFHIIIEE
OUGEERBIC BN TEER RS C EATR SN TE Y F R A SR OIS &
LTHFSh TS,

AL, PD-1 & PD-L1 BRUPDL2 @F Y ¥ FofEaBETs s kb | &
BABREROEESROMIEESESE T ¥V o SRS, WEges & gt
THIECHIEEHRE T RET 5,

AR OISR S BEOSRIERISIC E BRIHERSNS bh, BEXHEECI
EA MRS B, AAORE PR OREHIIL, BE DRSS THITITC, BEHSR
B &R B AT I, BB LB RITIE Ui w IR » R A AR & I L O
DARERBIEF BEORERIEIC & 3 RIER DN DB AR, BB
= VRO REEORIIE RAT 5 LERD 5,




3. ERHRERE
MAALERR T L AT - BROBHE~1 7 2574 FREER (BT
IMSIHigh! &Vv5.) #FT5EHE (ERGLEENEETESIRD) ORER

EHEE T - xR ERR oS E L =T,

s, MSIHigh &8+ 2 8% 128 L,*C TPCR #iT J. » MSHigh S ¥IE ShiH
F) #BHET3BE& (8) IO IMSHHigh (PCRIE) 2T 3H3%) FEZL, DNA
ARy FEERROBMENHLBEERHTIES (K8). v7bhIPCR Bt kD
MSI-High JUTHERF Y Re (BT, (IHCI ¥ 5,) HBIC L 3 A~ v TS
ORE (BT [dMMR] £V 5,) SHEShEHE) »ERT3 B4 TMSIHigh
FETHAE] LFEE LA, HCHIZLS MMRRE: PCR Hhiz X 3 MSIitron— ®
11 96.6~98.7% MV CH B I LERBEShTVE,

=Bl

OEBELFEE THMAE (KEYNOTE-164 35)
7w E I U REEREA, A U A F RO Y T RRR kR

12 & BICEERRERE O b 5 IR TR AT - %O dMMR it MSIHigh (PCR #)
SR T DR - EIREEE 6L B (BARATHIESE) RSIC, 25 200mg3 B
fiRRR (BLTF TQawl kwv5,) &“’a‘-@?ﬁ%ﬁ&tﬁfﬁﬁwﬁ%}éhm 3. ERFE
i CHREETARS Lh a1, KRBT L RTERIRED L WS o BENIzZ
E LTS BE T, RE O BT CEBETIED b I chAloR 5 24t
BB LATERE Shth, TEMNEHE CHSESE [RECIST H4 FF 42 L1
WES PREEIC L B (CR) XidsanEs PR)] konT, xﬁﬁl_ﬁé‘&
Ehic 6l PlORRESIIR 1O LBY Thotk,

%1 Lindor Naralane M et l.:  Clin Oncol, 2002; 20 1043-8, Bertagnoli Mouica M. et al.: T Clin Oneod, 2008; 27:

£814-21, Ferguson Sarsh E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Disgn. 2017; £9: 57- 4,
Smiyth Biizabeth C, ¢t al,: JAMA Oncol. 2017; 3: 1197-203

B R TV T, THO BEIS X 9.3 R~ p PS40 G MLEL, MSH2, MSHS Xk PMS2
OVTRADOFERIZD HNZVEHEI dMMR, PCRIT LY 208 LD A 2 0¥ T FA he—dh—T
AR T ROV A XORLA R E N 4T MSEHigh (PCR) &HEShi,

4

#F1 BRERSURERUEDR (KEYNOTE-164 308
(RECIST ver.1.1, ST SaumISE, oz, 2017452 H 10 A 7"—4‘?:0 v A7)

s Fld (%)

RERER 61 4" 39 i+
FEFED (CR) 0 0
ey (PR 17 {279} 9 (23.1)

e (8D) ' 14 {23.0} - 10 (25.6)

#{T (PD) 28 {45.9) 18 (46.2)
HETHE (NE) 2 {3.3) ' 2 (5.1)

#=3 (CR+PR) 17 9
(F4hE [95SWIBHIEM"] (%)) {27.9 [17.1, 40.87) (23.1 711.1,39.3]1 )

*1 AR RERE. <2 AHERT SRS 5 b MSEHIgh (PCRIE) &8 BANE,
*3 R

CEEERE IHRER (KEYNOTE-158 B
—YIEHE & LT b SRR O b A TSSO AR AR T - RO dMMR X

MSI-High (PCR ) ®2 #5152 EBHEBEAE ™ &8, FH 200mg Q3W H50F
IR CEEMES R S, o, BRI CRBETTEZRD bhisiRalc, KB
R TIRERERS bR EOBERMICERE LT 5 8% Gk, FRE SISO EHEE
CRIBETARD LD % CHRORE RHERT 5 2 LASTHEL SR, EEHEEE
THHFEHE [RECIST A FFA 1 L1 RRICEI PRIz L 555858 (CR) X
aadEsh (PRY] 22T, MSEhigh 2 2R SR A RS hie 83 4

(Fn—F K} OREREE 2. ARBRICBEEANE M ﬁllé‘;";iuiah‘éﬁﬂiﬁﬂoﬁ%%i;tﬁ 3
DEBY Tho 7o ’

#2 REBSHERCEDSE (KEYNOTE-158 BB, 74 —7 K)

(RECIST verl.1, SR RS, PRAE, 2007484 28 AF—F v b3

A FlEr (%)

RRREDE 83 i 28 fi'?
FERFEH (CR) 4 (4.8} 3 {107 -
BaZEy er 25 (30.1) 8 (28.6)

#E (SD) 20 (24.1) 3 {10.7)

5T (PD) 24 (28.9) 9 (32.1)
HEFRE (NE) 10 {12.0) 5 (17.9)

#%h (CR+PR) 29 : i1
(ZEghag [95%(BHRER"] (%) (34.9 [24.8,46.21) (39.3 [21.5,59.41 )

1 FhEEARIT R, 2 o SRR SR E © 5 b MSI-High (PCRIK) 20T 284,
*3 : JEREHE

B g b iz AT 25 e A—F B (f MST-High DHETEESRE R AN K ZA—T K I BIE
&R, FA—7 A CRITES (RE.LERS) ., 2 a—7 B Clibss (¥R Ui oifeE), =17
7 —IEREEE LIRS, A7 C T, M, VB, 1B, EERCEEEORENSBIEE

(B EE L P SRR SHEEE) . 7 —7 D TREPSHES (MERUMISEEETRG. 7
A—F BCRTEES (RTLEE), 7 0—7 F GHONEE (BRLEE) ., #0—7 ¢ T MBREE,
P =7 HCHRRIE, # -7 T TP, A7 T CRERIERES (AR Y i iR < ).
¥ A—7 K Cit MSLHigh #HT HEBE (G5 - EIBSEE) BESRBAL bR, F—7 A~T
A & i BE O MSEHigh IZ0WTHL L hrARY T 1 FielEiTic L WES i,

5




| #3 MSiHigh 2T 5EHHORENOENE (KEYNOTE-158 BB

(RECIST verl.l, HEERHTXQEESE, PRyE, 2007484 H 28 A7 — 3 » N 47)

- gk (o) #=4 (CR+PR) Fig (%) Z=%. (CR-+PR)
o4 A" (s (%) 39 {fj* (Fh®E (%)
FEMNEE 24 (25.5) 13 (54.2) 11 (282) . 6 {54.5)
B 13 (13.8) 6 (46.2) 7 {17.9) 4 (57.1)
TINAE R 13 (13.8) 4 (30.8) 6 {15.4) 2 (33.3)
Bk 10 (10.6) 1 {10.0) 1 (26) 0
RGBT 9 (9.6) 2 (22.2) 4 {16.3) 1 (25.0)
B HERE 3 (3.2) 1 (33.3) : 0 0
sh B fil 3 (3.2 0 1 (2.6) 0
AR A 3 (32 2 (66.7) ¢ 0
TETRE 2 (2.1 1 (50.0) 2 (5.1} 1 (50.0)
FRER PSR 2 (2.1) 0 0 0
TN -3 2 (2.1) 0 1 {2.6) )
RIS LB 2 (2.1) 1 (50.00 1 (2.6) )
i 1. 0 0 0
S 1 {1} 0 0 ]
o, =50 1 (L1} 0 1 (26 0
R 1y 1 (100) 1 (2.6) 1 {100)
TR 1 {1.p) 1 (100) 1 (2.6) 1 (109)
)iy I (L) 1 (100) 0 0
AR i (LD 0 1 (2.6 0
FkiE 1 (L) I (100 1 (2.6) 1 (100)

*1 o HEMERRT SRR, 2 FEARTH SEE O 5 B MSLHI

gh (PCR¥) &HTIHHE

[ 44t]
OEEHMAETERS (KEYNOTE-164 2RE)
HEESIY 60/61 7] (98.4%) k. BIERIX 3561 (57.4%) i bz, BHRE
7 5% EOBHERL FTRO LBy Thot. ‘
23 BB 5% LoRER (KEYNOTE-164 BB (atamiy dhiadiH)

SEAFSEE (S0C: Sysiem Organ Class) ik (%)
HAFE (PT: Preferred Term) 61
{MedDRA ver20.1) 2 Grade Grade 3-4 Grade 5

35 G 5 (49 0

(13.1)

(14.8)
VU S (8.2) 0 L
B B (U SR A RIS R B S
&hE 7 (L5} 1 {i6) 0

w3 6 (98 2 33 0
FAH kR 4 )

THRRRR KSR

T 5 T 7 LS o | o

g, RATERERNEEE 14 (Le%) . EEOMEEES (HENEIREERE. SR,
ERAES) 165 (1.6%). FFHEAERE 3 61 (40%), HRIBHEEREE 2 4] (3.3%). M
3l (4.9%) . FHSE - RRECARMRARE [ (1.6%). Mgt - BEDISE 1 1 (1.6%) ARDHH
Nz, i, KBS - EEOTH, fREE (¥5 0 A fEERE . TEREEER
W EEMRREEE, | BIVER. BT (RAVETIEM RS . EEFLE, O
s, Sadethiln R AEHER., IRaUE RN, FRIFERE, infusionreaction HURE Y D
g b S o T, AEHERRETRIUIESS: (FERERRE2ET) &3
TR R T, '

OEPHFRE TR (KEYNOTE-158 RE)
HEELT, ol/o4 A (96.8%) k. BIEAIX. 5894 4 (61.7%) ic@w b, /A
B 5% LORHERRTRO &BY Thote.




R4 BEEN %L EOBIER (KEYNOTE-158 BUW) (eSS Apirstsur)

BERFSE (SOC: System Organ Class) i (%)
HEAFE (PT: Preferred Term) ) 944
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5
ﬁEﬂﬂEﬂi 58 L7 iz X [}
i[_.\
oﬁu

s éﬁﬁ%}aitf&#"ﬂﬁfmﬂkﬁ S
EHE
. T B
RS UBUTARRIEE
& S¥EE

ks, BEGERER 4H (43%). jt_B%o”J% cEHEOTHIF (3.2%), MEEE (¥5
v SRR 2 ) (2.19%6) , HFRBAERESE 8 1 (8.5%) . PR BRI 8 1 (8.5%) .
1 BB 1) (1.1%), infusionrteaction] # (1.1%) APWdbhk, ¥, HEORN
M (RERSTEIRAERREE, STHCHE, SERERY), ToddgiEis, RISashEE
THAEREE (RS ESEE RS, R, 55 « RSUlmemE, BREMEE, O
Yoo BEge - BERESR. SASIElMREESREOR, BltbE i, FRIFHRESRONY Sk
HeEw bhigdhofe, AEHERSRRRAIEESES (BERETERF LS T8
FHERERT, '

4. BERRicONT .
RN LTHRTER T 5458 - BIBEEIR < MSI-High 255 5 BT
A AURBHFENRY Oh T3, FBELED. BERY Ay THFHE (RMP)
RIS CHFADERREZLERRTH~ 0BT L SR Th -, FA0REH
YR ABE SR - BEL, AHoRERE L BEELEHER ERE LBCHRT 5 2
EPBELRTD, UTOO~@0§ TRl TRz THEAT 5 ~& 'C°§J Ds

@ MHEFRIConT

®-1 FED (1) ~ (5) onPRhiicEdT sk thsn L,

(1) BABREMRET 3B ABRESIL SRS (EHFREABIOESIARER,

HOIE A AR MR R, RS A SRR R 1) (B30 4E 4 A 1 HREA 1437

HERR) .

(2) #Eiiaembs (FRE204E6 B 1 AR - 85 FE)

(3) FEREMERRET S ARREIRE (BABRRSRERR. BABREE
WohERe, WA SRR 1)

(4) AR {eBEREE A TRE L. Aok ine 1 ks kbR e 2 oo
IRABEEITo TWHHERR (CERL284E 7 B 1 B : 2540 Hagl)

(5) PEMEEA T E RNE ORI R S B BT OB IERR (ER 28 45 7
B 1 ABRA ;1200 HEEY) '

@2 R LA B EIEC ORISR OB R R ORI AR+ i & B e i
SEB (FEOWPRAMCEY TS ER 3, SEDERORRICET 5 hRO BT
FLELTEBEARTWAZ L,

#

«  ERTRFREE 2 F0OMPHELET Lickic 5 £ LoRATEROBRIHES
FFoTWwbo b, b, 240 R, BARGRELEL LRREEEOMHE:
FoTWaIE,

«  ERRIIRGE 2 EODPITHERET LB 4 U EOBREREALTHS
ko Db, SROLLHL M LR BB CON AR SRR
BARBHEE (T T B 2 &,

@ BRHOERLBREEOEIZONT

| ERREESETRICETT A WEEARE Sk, NECENS OGN, AiE. 2
SHESELOEROETRR CEMNSIO T AR, FEFEIRA L RS ORE
FH. SIERPRAT PR RS ES TN DI L,




@ RAHEHA~OMEITONT
@-1 FERREGICET A EH

MEMRREOEERRIEHAREA Likiic, 24 BFRBRENOT., UrEHRY
LSRR B, BRUEAHER G U CAREE cT ZDEHEH ol
HirEOEENY ARG b, ELIERIGEERERRE- TS L,

@2 ERpEEE L EEERN BT aEek

AABRICED LEMA MR CREE2H T 5 ENEEEBRERATE=F ) ¥
FEOREEFOAS V- FEfTnERE L FREHE T 37— ABEFRER PR
FEhTHAZ E, B, EHECoWT, BABSE L FORELHSEMZhT
WAL, '

@-3 RAERORE-THIRKEBELT
RIfER (HERERREBME, JBdk - BEEO TR, FHgEs, THims (B
BREEEAE) . NAMES (TRERBES, PRRMEET, BEReES), 1
BUBEIRIA., B YO, B - BUIGRARE. IRit, EEOBBRES (B BIRER
B, SUHHL, WRHES) . infusionreaction, JBEFE « BEEA ., BEMMIRME, WhEIEE
(¥ 7 o« N—fEfRESE) iR, REREm/MIOSAEREER, BiikRm, RF

FREFSE) 1o LU, YRR IR ESE OB HER T T o EM L8 L (@HER

ORECHIGCE L THBERUEELRT b4 RS 2 &), EEEENRNE
BCELHEMBETHWET L,

10

5 BEMNEERIBE
[HE Y 5 3E]
O TRoRFTEW THAAORIMERREIRTHS
o BALFEEESRCHELLET BROBEEA 77 I A FPRRER
(MSL-High) #&-+T3BEEE %0 (EHEMREERRESEITES)

%, MSHHigh %5 5 Z L HA~A 70 Av” (@RTRAZ) DL =y
BWEE (BEFRA  MSTBZESR v b (FALCO)) BEMVTRIETSZ L,

@ FRIESYTDEHTET 5RO RE R AR OWTR, $H0FIER
BEShTELT. FHORFHRLELRY,
o FiRoms
o OREMREEMLFALTREShSEBE

[Zatk i 5 58] 7

O TRIEHEYTIAFL OV TRFAORESEZ L SN THWAEZ e b, BEET
vz, .
r  AROBSITH LABECHREROCH D EE

@ (REAORMEBWCT TREEY T 5 BH ST, Ao s s hnn

AR, MROISEBRERAVBSIBY . EERANEEMATL I LEBEFTED,

« MEMEMWRBEOSHXEEEOH S BAE

o IESREE CHEE 2R 5 BE R OE B o AR Rk g
Lo iC ST LR A b h D B

o HERERBAOSH. XIREEARIT L < HEREO B R B ORIEED
bR

v BRBEE GEhRARBEREEED) ObLBE

= ECOG Performance Status 3-4 &% D @E

9 Mk High 2475 ERBRAEO—MiLY) PFERRTHA T EBREE SR TWS (Latkam Alicia ot
at.: J Clin Gncol. 20E8; JCOEB00283),
) BCOG @ Performance Status (PS)

Score | Ed%

S MIAERTE D, BEATE R EERSARRRE TS,

WEGCE LV EBTRIR SR e B, SITTIRT. BERPE COMRRTI I LBTI D,
) - BRI, ER{ER

Bbhi ESOFOR 0z X LTy, BUO 506 L2y FARTTRIT,

n|wm] —~ (o8

E<EITAY, BHOFOEY 0L FETERY. mErAy FRRITFTRIT.

11

BTG C AR OHOE D O EET-UHREAERICE 2V, PO 50%EL LR~y FATERIY,




6 BHITEBLTHEE TSI
O WENESMA, BEREET SR 3 EHSICE S ANOBER UNEEE

RO LT RHERE-FACER L ThLERTS 2k,

@ AT, ﬁ%‘m;t?c@%ﬂékﬁﬂﬁ&tﬁf‘mﬂ&—kﬁzﬁm L., AExE

ThbigT+as L,

@ FELBUERO =R T A boon

. ﬁEﬁMﬁ%m&Ebh% ERHHOT, FRORSICHE- TR, @ﬂﬁ
®(BOTh, FRRERE, B ORSBREURES X RS oRES, B8+
HWATH Z b, ik, RECRLTHES CF, LEv—i—Solha s Hiks
Hok,

» infusionreaction 3% Blod B 7 &35 5, infusion reaction 2350 i E51
. BERMELIT S & & bz, IERBEET I ECAFokEY HoiEs
FTHE,

s FRIREEEREER D H bR D LS00, RO BRI (R 5 HR
R R AR (DSH. 0EE T3, e T4 HLORE) ¥EETS
i,

e TFHBRERERH L DNS T am%aw<:¢ﬂmﬁﬁﬁﬁm&0&§ﬂﬁ¢ﬁ
ERECATEEEERAE (AST. ALT, y-GTP. ALP. BV ALLEDRAE) %35
FHI &,

v BEOE# REARCIHEERELTET) SOREREEERALLDRLS
LEBHLOT, EHENCROEROFEERET I L, £, BORER
RO LS, EPricERGEE SR T4 L B 2iEEIs L,

» FEloREIC LY BEORERGICERT S LELLNDE . REBOEE
ﬁ%&bhb:&ﬁ&éa%ﬁﬁ%w%hkﬁﬁﬁu‘%ﬁbt$ﬁﬂmuﬁ
BMEr AR & SR R OMER &l L O RS S 1T RE RS
BRI ARHERBRLA S BE I, FROKREXTEE, ROBIRRES

AECRIORESERERTA I, B, MBHESA-CrORE LV EE

RAOWERBY bLRCES I, BIBERE R - LA ORERTSH B
LYFETDI L,

+ REETER EEM,LEIAEBL THLRERARRYT A LB A TS,

AR OREETEI SREFA ORI SIcEETs 2 L,

1 ENERE (BE | BRFE ST Abbbh, HRFEES AT R—v A
KESZERBSOT, 1B, Bl BHSOEROEHLHBEES FF -+
SEETDHIE, | BERA bgﬁbhfci%ﬁl:mﬁg&qlt L. ARV 8

C Aossolii @ EFon b,

@ FHOEHRABREE VT, KEYNOTE-164 SR T 9 M =& . KRYNOTE-158 #
BCRER SO | FEHIE 9 M 2L, 1 AR 12 8 2k koM
BT o Tl LSBT, AR EF e ESERE COROMEETH =
k, - :

12

B RHEET A R A >
RoaFn Y Xw7 (BEFHEEZ)
(4 : %4 FA—F BB 20mg, %A b~ S 100 mg)
~ BN A ~

PR 2 92 H (RS 04F 1 2 ASkED)
B BE




A

LG o

Wiz

AHN O, TR
B R R

Rz T
WENR I A RE

BB L CHET & HE

P2
P3
P4

- P19

P21
P23

1. Ebi :

EFEHOHPE - BEROREOZ DITE, FSCEFSEE-SORRERERNRY
BB, & BT, EEOFFEHFOMEST LY, FUSERS L ¥ oREFHR A
FEMSHRBENLITC, 2hbDEELFRICNERSEICRINT 5 2 LSRR
B L o TR Y EIEREREYE b o E7 8 2016 (A 28 4F 6 A 2 B FIERRE)
TRWThH, FMERENSOFERNOEEICEERZRA LI TNS,

SRV ES D L, AR 0 T y A ABREOEER AL A
RBILBHB, TORD, HOERCESEICET 5 EEAHOERT 5 £ ToM.
WerEmn BRSO TH A D EAMGSh AR L CERYS & L bz BltF
FIMSEEE LI B R e xt i g & 5 7 L AR — B OB R T ERSE A
TOHOZEREETHD,

LhdioT, BN FF 400l BEREMP DL ETCRELNTWHERTEER -
FEH BRI LSS, UTFoRELOKE R ZHET 28800 B BELEE, B2
FRUCEEFRHETT. S

7ds, AHA BT A R, ITBEA EEREEIR S WS, ARHEEEARER
BREEESS, —AvtikA D ABENBES, BEEEFIEBEA BAMREESRT
— LA A AR ROl O b LIER L.

R L R BER  oq b & ST 20mg, XA b A& EAHEE 100me (—
o Mok, hFu ) e (EHETFEELL))
Hi L DRSS ARARHEAT - BR OIS
RELGAFERCGHR R, BAKE. LAT0 ) AvT BETHEHELD LT L
B 200 mg % 3 EBIRIEC 30 SR ARTHET 2,
BY 3% BR 58 2 3 MSD RSt




2. EHOEH, EHEF
FA b A—F AR 20 mg B OESTEEE 100me (—B4 AT R FA<T (ﬁ
EFHT ). BT 43H0 v9.) 1, PD-1 (programmed cell death-1) & F @Y H

FTHhH PDLL RO PDL2 & OFEEEERET S, & MEgGs € 2 7 ne-Fudfiik

Thd,

PD-1HEEE D T AR SRS 2 BB B 7 BT B AR 3 2 Xl fa s i
A wFT, PD-1 L BERRIRICE O TR T isodBREie sl L, Acs
FEEUR & ST A E R BRI ARSI RM 5, Thbh, PD-1 Y H o Feg
A‘?"Z) LIRLDHRREMRC LS SRR R 525K CH S, PDL

EFHERICRY 2RTUTL T CHLR, %< ORAMETI T MAOES ¥z

11 SIRRICHE L TWA, BAMRICIH S PD-LT OEBEKL, S, RS,
Frimna, AR, S Bralifs ¥ ok r:c;ﬁ%*c%ﬁ%ﬁ“&?f% D, EVWAEER
EOMBEERARE EhL TS,

BYOBALDRERSFHE & PDLT BAOMBHEN S, PD-1 & PD-LI OERIRE
CREERHC R W CEERREIZHE D Z 2 AURS I TEY | T ASIEoE b
LTHf A hTn5,

HHL, PD1 & PDLI ERFDL2 O ) ¥ FoREREETS 2 Lin LY, iiE
BNREER OISR AR SN T U ok Ei e S, FUBE s & St
THZECHIEESRRRET S,

AHOERIBEFFCED SREGRFRISIC & 5EERASED 6 bh, BEEXIECK
EHTHRERH D, FHOREPRUBERIE, AFOBREETHICFTV. RESE
W BIICE S I I, R LI PRI U Ao PIAY A2 AW & BB 98- & e Ll
OISR EITV. BEOREFN X 3RHER A EDR 5 B61 L. BERE R
ERIOESSOEDRMELT S HERD S,

3. HERERRET
BIRFBE T - ﬁ%ﬁ?’iﬂl‘ﬁﬂﬂfgﬂﬂiﬁwﬂ Tl 2 AT o e B ERAR O R e
P

[H3Hi]

QEBEHER FE MRS (KEYNOTE-024 348

{LEFRBIE D2, EGFR BIRTFERBRMY, ALK BEBEFRER U PD-L] (B (PD-
LI 28R L REBARS 55584 (BUTF ITPS) kvi,) 2350%) o/
1T« FIROIE NI R 305 ] (AARA 0 FEZET) RRRic. & 200mg3 B
MR (BT TQ3ws & wi, ) BEOHFIMERTCERMR, 75 F 8R4 SEg ]
B (BT 1S0C) v, ) 2HBE L TR ENE, s, EESHETER
HEITHRD B BEC, RRETETHERSRED bhiVESoRERMILEEL T
BB CRL REL BRoOE S CRRETAEb LRSS ECHANIOREEREETHZ
ERFREL SN, EEMEER I ERSEEERR (BT TPES] 25, ) | Rl
HIE BRI (BT Tos) BV S, ) & &h, REI7 S Fr &b
HEEL T, PP, RUF0S (PREIFIT 2AERIERLE,

* =4 VBRI L LRSS & h 0V A PDALL BIC 22C3 pharmDx 143

PRWTHRESRE, _
#2124 #AFTREShESESRARAOREETL L, Tok, REETHEDBNE
RIEEREFERATEA L L ENE,
#F1 EDMEE (KEYNOTE-024 BB
7GR
i R I
(151 &)
i [A] 103 6.0
(95%CI) - {67, NE) (4.2,6.2)
PES™ N R 0.50
(95%C1) (0.37,0.68) —
P g™ <0.00%
il [B NE NE
(95%CD (NE, NE} (9.4, NE}
os* = R 6.60
{95%CID) {0.41, 0.89) -
PE" 0.005

Cl : B3R, NE : #EFH,

*1 : RECIST WA FJ 3 L1 RS S iufiliE, *2

RS Cox el — FEFAR L5 77 5 BHES{b2RE L 0, 3 Biler 7

DI, 4 FRBRROT X 20164ES HIBD v bA T




— T W
TIFFUBESTIRG

at risk¥

FM200mg Q3W 154
TSFFEHESOLSRE 151

3 6 8 12 15 18
MU [E]

104 89 44 2 3 1

a9 70 18 9 1 o

Bl el X :.5wsoﬁﬁ#ﬁ?ﬁﬁmxapmnmﬂenﬂaﬁ (KEYNOTE 0243L88)
(PD-Lll%{ﬁ: (TP8=50%) DBFHEE)

100 p=

90 ]
80
70
60
# 50
3:H40_'
30 |
20
10 -

e, ‘ﬂ"huml"

GED
Acurb.ﬁ

e PR LIGNE QIW

FIFFERMERGILY S

e

L EE ek S e et =

at Hsk¥

AEN00mg QBW 154
TIFTEAESULYELE 151

i 6 9 12
ETFHRILA]

136 121 82 39
123 106 64 34.

15 18 21

1t 2 0
7 1. 0

=2 oswtpﬁﬁ%ﬁﬁoxapian-Meiex-sﬁﬁ (KEYNOTE-024335)
(PD-L1EBHE (TPSZ50%) D RHHM)

@E IR I /M85 (KEYNOTE-010 35D
TG F A ST LSRR 5 PD-LL BT (TPSZI%) 2 DR
T - BROFEDMRAREES 1033 § (AARAN 91 flEET) &38uT, 440 2 myke
QW 52U 10 mgkg BW BEOEPHER RN, Fes ki BT
DOC) &V3,) R E LTRSS, 2k, BT ECRRETHSRD bhi
Har, ERETERTERARD ChRWESOEENEERE LTWSBE T, kE
PO mGETA CEBETRRD b5 1 TAROR S S TH L Shie”, XEF
fRIEE X 0S BTAPFS & &, AFEEDOC LEEL T, OS 2 FRICER L.

* : EGFR R TR T ALK e REFBEORE TR, 77 FHRFE SR
FRIEIC 1 BT A, T EGER FRE{RRI ik ALK ME/ER 24§ 5908
EERC L AEREL T 5 BERRLA LGN,

*2 : PD-LA THC 2203 pharmDx. 147 =) ©ORIER » FERCTREShIE,

¥ 24 BB ECRESNEBHITAAOREEPIEL, 2O%, REETIRDLRLE
GBESERETELL L SN,

O @1 S (KEYNOTE-010 3B

A 2 mg/kg ] 10 mpficg DoC
QIW QW

(344 ) (346 #i) {343 4i)

i [A] 10.4 ] 12.7 8.5
£95%CT) (9.4,11.9) (16.0, 17.3) (7.5,9.8)

08 { /- KT 0.71 0.61
(95%CD) (0.58, 0.58) (0.49, 0.75) —
P{E" < 0,001 <000t

CI: EHIER. *1 : B Cox B AT — FEFMCE S DOC & O, 2 BRle 7 o8
iE

100 -

80 - ———— &7 Imglkg QIW
a0 - - ATEIORkg QIW
70+ — RlrEtl
g 60 .
g TR
LPLE i %“ a s
30 M TR
20 L TRV
10 ’
0 5 10 15 20 25
at risk & A (F)
+H 2metkg QW 344 250 115 49 12 0
FHltmg/kg QAW 346 285 124 56 5 0
RFEsEEl 343 212 79 33 t .0

®3 08 ORFEARED Kaplan-Meier dif (KEYNOTE-010 3RED)
(PD-11 (B4 (TPSZ1%) ©BFER)
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OEERLFRF AR (KEYNOTE-189 305 ,

{LEEPETED 2V, EGFR MR TERBIER G ALK B EETRIEo MR
1T - BROERT LEEOKMERY 616 41 (A4 10 H25T) FRiBic, &%)
200mg (Q3W) | ~22 b L% Foh b U a4 (BT [ bt ] 2ns,)
RO SFFEE (VATSF L ARANRTIF L) OFBEE GEERE o
FRERVESHER, 7F R, -3 P e FREUGTZSFHRAIOHRES (b5
B TEHBE LEZHEERABRCRN Sh, WL b, 5 F AN Y E
BEFZLIGERL, BHIRK 4 o—RE L Uik, 7, T cRRET
B HIICRE I REBET LT TIRRAED DR WEOBRHIZEE LTWA BET
WL WREIDAEE OB ERHE CRERITIRD SR A L OAR L A2 Lk FofFRRS
EMEOT S Z LFERRE Shict, ZERMEEBI OS RIRPFS L Sh. A, <A b

L FRUT ZF T RAGCHERRER S I8, 2 T it RRBF S FHRAO |

BrARE L HE LT, OS RUFPFS 2 HRKER L,
' 1 AR 200mg LA R LR R 500mgim?, YR F T T 75 mgm UL ANBR T FF

AUCS {mg M/min) OHIC QAW (Ha—AD 1 B HICEE) T40—Rsg, &
#1200 mg Bt A b L3 K 500 mghm? 55 QAW CHRE S,

2: 7T YR A D LR FS00mgim?, AT F 0 T3 meint XIE AT 5 AUC
5 (mg» mL/imin) OMAIZ QIW (F=—Ad 1 BEiC#Y) T4 a—RBEHE, 75k
BRI B LFE F 500 mg/m? 5 Q3w Cirsahis,

*3: 24 0 B ECRESREBSIARORE R L, 2o, RS Hhig
BREERCE L E SR,

#3 HMERE (KEYNOTE-1893E)

FHVGERE ldeat ey
(410 ) (206 B#)
vl [B] NE 11.3
- (95%CD {NE, NE) (8.7, 15.1
os* N FHR2 0.49 :
(95%CD) {0.38, 0.64) —
P <0.00001
thdid [H] 8.8 49
(95%C1) (1.6,9.2) (4.7,5.5)
PFg'L™ AP B2 0.52
(95%CD) {0.43, 0.64) -
P 4" <0,00001

Ch: RERE. NE: #5ERT, 1 PRI OF—% (2017 1A SAY v b7, 2. 8
B Cox A P FEFMCLL BT FER, <R R LdE RRUTTF T WG R R RO
CRASER L OEgE, *3 B X7 S BIE, 4 RECIST A F94 v LI RICEIS<ERT

PN H SR

at risk#k
FFI200mg Q3W. A
AMFRFRUTSF
FRRREE R
FSE, RARFE
FRUFSFFERGR
{L2mE

100
90 ]
80"
70

feo .

B 50
15 401
301
20
10

— AHR0ING QIW, AL RERUTSF AR R
e FEHH, AR ERRUTSFHERHERSE

3§ 9 12 15 18
IR TR

410 377 347 278 163 71 18

206 183 149 104 59 25 8

4 08 OFRARHTIR O Kaplan-Meier i (KEYNOTE-189 328

at riskd
AF200mg QIW. <
AbLRERBU TS
FRAIM RS
T3, AAbLEt
REUTFF 8RR
L#EE

21

! gg B i e SERNAE QMY SANDFRFRUSSFFUANRLSEE
80 Cemee FEEH AARLERRUTSTF RIS AL
£ 70 A
B 60 ] ‘I )
o L
B o0 o \L\“
3 20 ] \!'—hl-{-lz'il’i},w;“ i ]
10 i ‘ :
0 . ; . . . .
0 3 6 g 2 - 15 18 21
ISR (]
410 322 356 149 60 17 5 0
206

141 a0 40 16 3 1 0

M35 ERTHRRUEICLS i’FS m*ﬁﬁﬂwfﬁm kaplan-Meier i} -

(KEYNOTE-189 S5




DOEFLRETHNRE (KEYNOTE-407 3ER)

{REEHRERE O Ay, VIR RE ST « BRORE L MM RE 5o (BE
A S0l EEL) B, FH200mg (Q3W) . INVRZSFURBEARZ Y FHE0
XAy U E R (FAYIVERN (BT MebPIX) 005, OFHES (B
AIGFHEE " OEMER UESMER, FF R, INEFTFURGAY ) XY
L nab-PTX OJEERE ((WEFGEEE 2R 3EE: L EERAR R & hi, Wi
Eb, A7V F XA aab-PTX 1L, BYEMPEES ZLIGERL, #51EK4 =
—AETE L, B, MR CRAMTHERD bhkIBE, REET ERTIER
DR RV EORENICEE L Ty B O, B EOEREHE CRBIMETH
HH LN R CHARORE ST 2 L AT LE Shi?, EETES I 08 BT
PFS & &h, FHl, AAFTFFrBOAZ V) #3240 nab-PTX OFFRREILSS
TR, MR FFF BT )& 2L nab-PTX OfFARE LT, 08 K

UPFS 2 HEER Lz,

*1 1 AF 200mg, 252 U & FE)0 200mg/m? XL nab-PTX 100 mg/m?, AV FF 2 AUC
6 (mg -« mL/min) ONEZ QIW (RAL, »2 U # 2 RABRIART FF i a—R
@1 B EIC#E, nabPTX G0 —AD 1, 8, 15 A i) T4 a—2@5%, &
200 mg A QIW CHE Ehi,

2 F TR, 232 D F XN 200 mg/m? XEL nab-PTX 100 mg/m?, MA-RT T F o AUCS

(mg - mL/min) OHEE QAW (RAL 222 ) # S RARBAART FF U IF RO

I ABEEE, nabPTX ga—Ae 1, 8, 15 BAR#EE) T4 o—Ri@5%, 77
il W el Shi,

*3 124 B H ECREINEESHFAORSERIEL, *0%, HAETRRD NG

BIHSEETELI L L &hik,

F4 HFYNRE (KLYNOTE-407 HE)

AT =i
(278 ) - (281 )
HeiE [A] 15.9 113
(95%CH) (13.2, NE) (9.5, 14.8)
os* A R 0.64
(95%CI) (0.49, 0.85) -
P g 0.0008
L [H] 6.4 4.8
(95%C1) 6.2, 8.3) (43,57
ppg*. AP R 0.56
(95%CT) (0.45, 0.70) -
P{E* <0.0001

" CL: M. NB : A L. <1 SRRSO —4  018E4 A3 B Ry hA 7. 218
8 Cox WAAF— REFAC LB S TR, HARSFFVROAZ ) ¥ %A nab-PTX
OPFRRFEL O, ¥ BRI T2 RE, 4 RECIST X ¥7 £ > LIRRES<BR

TR g

20 J Mg QI AT 5}?}2!!!'-’9U?#ﬂ.‘l{im&l(‘]‘l?*hlb
13 j p— TR ANEISF IR IR P US+ Bl
0 3 6 9 12 15 18 21
f
at risk L CIE)
FEI00mg QIW. AR
FIFRERNTFL 278 256 188 P24 62 17 2 0

Rignab-i7U 9+t

3k, ARIF s
RUR2Y5R NG 281 246 175 93 45 113 4 . 0
nab-K{FUF 41

-6 08 OPEMTRO Kaplan-Meier Hi#: (KEYNOTE.407 250D

128 : e — AN QW BLEFSFURUROU S IRk PV
— e FHE, ANAFSFOREZ PR AR b (7Y SN
80 - 4
£70-
B 60 -
50
5] i
fﬂ%ﬁ 40
i 30
20 1 T
10 e -
0 T g T T T
0 3 3 9 12 15 18
EE k3
at risldk TREEEEIR (A)
FEMmg W, HILR
ISFRERNIEE 278 223 142 57 23 5 0
itnab-N7Y 94l '
Ttk METSFY
RUKZUSELIEIL 281 190 a0 26 12 4 a

nab-t7U FERI

7 HEERTFTRRERIE LS PFS oA O Kaplan-Meier B
(KEYNOTE-407 308}
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GEFERSNERR (KEYNOTE-042 3ER)

(LRI O 2\ EGFR BIRF IR, ALK BEBHET RAER O PD.L1 [B4: (TPS
21%) " OYBRFREEAHETT - BB O AR ES 1274 8] (AFA 93 FlESin
AR, EH 200mg BW B EOFPHRRERMEN, 77 TR 2 STk
BB L LORE SR, 2B, BTN CERRBTARD bhRaln, KRIETE
ATHRRATED B AV EOBRRMC TR LT3 BE T, KEDEOEEEih s
BT RERD G D ETARORE LT 5 - L AT E Shiz?, TEEEEE I
08 L &h, FHIT 79 FBAEELSREL B LT, 08 ¥ FEICES Lk,

1 arsAnd Bl LTREIRFEAE S0\ 5 PD-LEIHC 2203 pharmbDx 473 -
ERVCRE SN, 4

U B RETREISREGERAFOBREL DI L, Fof, ERETRRDLIEE
BREBEHEHETELD L L Sht,

5 FEENE (KEYNOTE-042 B0 (PD-L1 }s&ﬁ (TPS=1%) OREHERED

— .
A1 200 mg QIW 7973{? éﬂgﬁfﬁﬁ
e 637 Pt 637 B
o o [A] 16.7 12.1
g ;f’;;é% e (95%CD) (13.9,19.7) (113, 13.3}
(R P B 031
. (95%CI) (0.71, 0.93) -
P " 0.002
E:S 299 4 300 41
. rdufE (A1 20.0 12.2
oggi‘{%?!;l os" (95%CD) -{15.4,24.9) (104, 14.2)
P— REE? 0.69 —
(959%CI) {0.56, 0.85)
_ ik 338 4 337 4
o HofE [H] 13.4 121
Sg;é;fééﬁ os™ {g5%Cn {10.7, 18.2) (11.0, 14.0)
AP R 0.92
{95%CH) {0.77, 1.11) -

CL: R, *t: PRIBETEOF —% 1201882 H 26 B o hA7 . #2: /@5 Cox BT

= FEFAR L DT T FHEAIE ETMCAERE L 0L, 43 B ST v r g

11

100 g

— EFWhng 3W
e JEFFRTERGLPEE

0 6 12 18 24 30 36 42
ETFHARIIA] :

AR200mg QW 637 463 365 214 112 35 2 0
FIFTHAESUILEEE 637 485 316 166 88 24 1 0

at risk&f

B8 08 oPHAITRNG Kaplan-Meier #188 (KEYNOTE-042 380
(PD-L1 B {(TPSZ1%) OBFEHM)
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[#224%]
CEEERSBIERE (KEYNOTE-024 B

FHERITFARE 148154 7] (96.1%) Bk SOC # 145/150 ) {96.7%) @b, 76 '

B L OPEEBSERTE TS RV BT, FHTI 1137154 68 (73.4%) RIR 135/150 B
(90.0%) K@D ERE, WENI OB TREEY s EORERETROLBY Tho
e
#6 VThPAOWTRERN 5% EORIER (KEYNOTE-024 BB (RSEARTHBILE)

., ARV THEEEMER 9 7 (5.8%) , KB - BEEOTH 8 A (5.2%) .
MR (T v S IEREE) 24 (13%) . FHSAEREE 22 81 (14.3%) . B
IREARIEE 21 B (12.6%) . FIRARBEAERESE 1 40 (0.6%) . 1 EUERIG | 4] (0.6%) |
BAEE (RRTHREEEAE) 16 (0.6%) . B (0.6%) | Wk - HRskm
FEIEIL L4 (0.6%) R (R infusionreactions ¥ (32%) AFbbhi, T, BEEOCHE
EE (REREIRERR, SBLE. FEROHEY) | BIRERREE. EERENE. B
45 - BEEESS. B2 O, DA, GarE T HER ., R B (R ARIEER

FERIAE (50 System % (%) PIED Hhippofo, ABHEARIRINIEEES (RRREERTZED) 280
Crgan Class) AFIEE soc =34k 5%
A5 (PT: Preforred Term) 154 # 150 £} RERRETT,
(McdDRA ver.20.1) - % Grade Grade3-4  Grade5 & Grade Grade3-4  Grade$
LRIER 113 (734) 40 (260} 1 (06 135 (900) 77 (5.3) 3 (2.0) - @EERE /AR (KEYNOTE-010 BUED
LS LR R s 65 3 am o 6 @0 2 13 o HEHSIT 2 mefkg Q3W £ 331/339 1 (97.6%) . 10 mpfkg Q3W B 330/343 1 (96.2%)
AR 1 @e oo £ 6 2 0D 0 RRDOC B 297309 Bl (96.1%) BB b, REE L OREBERTE T RVHE
HRELIE 1owe 0 0 M (27 W (13h 0 MR, FhEH 215339 B (63.4%) | 2261343 A {65.9%) RU* 251309 4 (81.2%)
i ’ ’ ¢ mEs s e 0 ‘ CRHBII, WTRAORCERES S EOBHERITRD 2 B0 Thol,
AR BRIELALIE o0 0 0 0 0 #7 ThHORTRERS susl EOBHER (KDYNOTE-010 8U80 (A HbAeliatSuar)
PRI TIE ooy 0 0 b en o 0 TET AT (50C: dymom T )
FIBRIE Orzan Class) 2 mg/ky QIW TE 10 mg/kg GIW B DOC B
s 6 @%b o 17Gily 0 o %55 (PT: Prefomed Torm) Y 343§ 309 41
;’;ﬂ . ﬁ (tggg 60 (9 g ég Eigg i 33; g (MedDRA ver.20.1} 4 Grade Grade 3-4 Grade 5 4 Grade Grade3-4 Grade 5 % Grade Grade 3-4 Grade 5
l ) ) ) 5 ) , . 6 5{1.6
TPa 4 o8 0 0 020 2 03 o i‘ﬁi}ﬁ?tﬁu.‘/ﬂ‘%ﬁﬁ 215 (63.4) 41 (1D 3 (0.9) 226 (659) 353 (15.5) 3 (0.5 251 (§1.2) 107 (346} S {1.6)
_;ik.tggawgﬁ J:U{E_g_nﬁm@ﬁ:@ @ 1 06 0 0@n Loene A @9 309 0 14@ED 1 (@) o 40029 5 (16 D
45 i . IhEREPEE 1{03 0 0 1@3 6 0 44 (14.2) 38(123) 0
E|hE 5 30 1 @6 0 oI 2 (13 0 Wi
#HH 16 (l04y 2 (L.3) [ 43 (28T 5 (3.3 0 iy 3 04 0 o B EH 0 o L 3 " .
Bamk I {0.6) 4 i 9 (6 0 0 A -
gﬁ%ﬁ 1o ed ¥ ’ Ve 0 ¢ THi 24 (1) 2 (06 0 22 {(64) 0 0 5618 7 {23 @
. B 37008 1.(03) 8 31 (90) 2 {06 0  45(146 1 {03) O
ﬁ§$§§§§ “; g;; 2" 13 ‘; Z g;; g g AP 13 38 o 8 T 1@ 0 43039 3 0 o
— o ’ ’ - B 12 33 © 6 13 (38 1 (@) 0 24 (78 2z (08 O
e 2 L7 F = 0 3 (1M 0 0 15 (1000 1 (0.7 0 - S LU SR E
ﬁf}'ﬁgﬁgﬁﬁ 3 ﬂ ﬂ f‘; 8;3; 3 §§3§ f, N (59 1 @3 0 1% (55 2 (06 0 35(113) 6 (.9 0
3 M FR B L 08 0 0 o : #y 46(136) 4 (LY 0 490143 6 (17 0 7645 Il (3.6 0
Rl o 0.6 Sleaon 320 0 it 5 (LS 0 1} 4 (1.3 0 0 21 {6.8) i} 0
P, 14 o WEe LN 0 4En o 0 17 (55 1 (@3 o
en e 0 M en 4 QN o Era
i&e 7 e 0 S IE 1 (06 0 0 9 (6.0) i [ -
BEETE LU SRR Wg;gﬁﬁfy o ] o 2 (06 0 0 24 (7.8 19 (68 O
#gé?@g Boea o ‘ een 9 ® Sk 308 0 0 3 (09 0 0 7 (55 0 0
preyeyed 1 @6 0 0 15 (160 0 0 ' BRI L OB T R :
AR 2 — T — 2 a5 a 0 o w1 (07 0 BsE - 309 0 0 208 0 0 WIEL) 206 0
A A— R 0 o £ OEE 25 (14) 0 0 e 0 0 508 L@n o0
Rl i {50 4 (26 i L ©n 1 N 0. =z . 29 (8.6) L (63 O 44012.8) 1 {03 0 14 (4.5 1 [
BB X OB THRES .
o= sy FO < ; 7285, 2 mpfke Q3W BERCTX 10 mg/kg Q3W BHTIV TR, MEHEAER 15 51
258 2 @8 o 0 3 an o 0 (44%) BU14H) (41%) | KIBK - MEQ TR SH (1.5%) RU2H (06%) . &
B oGl 1 (08 0 3 (0 0 0

B SIS (ERERIIRERTE, ST, SFFREES 17 (03%) RO 14 (0.3%)

13 - : _ f 14




FREE (¥7 0 - S ERIEE) 24 (0.6%) B3 F (0.9%) . FRReEE 23 4
(6.8%) RCR22 40 (6.4%) . HOIRBMSARERES 32 41 (0.4%) BOt354 (10.2%) . T
AR E 1 81 (0.3%) RO 1 (0.3%) . B BEREESE 2 41 (0.6%) BO% 1 4 (0.3%) |
T ANERE | (03%) RU2 B (0.6%) . BiEME (RETIEMEHE) 4 6
(1.29) BORO B, BRge 141 (03%) RUM04), 57t - MESMINEIE 1 41 (03%) RO
0 4, infusion reaction 2 8] (0.6%) R H (1.7%) AR» LI, £z, HEGED
AE. R - BENEZC, BX OIS, L, SefEthil iR IR, T R O
FIFRRBRD b h i, ABHERBERRRIIEEES (BHEAEEEE A3
FEOEERETT. '

@EFHEFEIFE AR (KEYNOTE-189 3ER)

FEERIEFIOEARE 404405 B (99.8%) FCREIEREE 200/202 48 (99.0%) iZFBd b
o, BESEL OERBAMTECERWEEESRIL, TRhEh 372405 6 (01.9%) R
TR 183/202 B (90.6%) KR® bhic, WTRPORTREBRMN 5% EOBIERL TR
D BN Chot,

RS WThpOMTRREN 5% EOBIER (KEYNOTE-189 348) @:ﬁmﬁmm)

FHEBIR 5 (S0C: Sysiem fa e ey
Organ Class) AHIPEMRE LA e
HATE(PT: PreferredTenn) 405 i 202 51
(McdDRA ver.20.1) £ Grade  Grade3-4  Grade5 & Grade Grade3-4 Grade 5
ZRIER 372 (91.9) 193 (47.7) 9 (23 183 (90.6) B0 (39.4) 2 (1O
U om¥EB LU AREE ’
i 154 (3800 55 (136 0 77 (381 27 (134 0
FEMMEL PR £ 25 (62 24 {59) 0 4 Q0 4 QO) 0
Ff BRI 22 (54 8 @ 0 127 (59 1 {05 0
R 101 (249 59 (14.6) 0 45 (223) 22 (109 0
IERAE 6 (7.0 31 (LT i 27 (134) 13 (64) [
PSR
FRIREMBIE T A 2 (54 2 {05 0 3 (LS [i] 4
IR
M 51 (12.6) 0 0 14 {59 0 0
HisEE .
L] ) 67 (16.5) 0 0 24 (11.9) 1 0
il 78 (193) 15 37 0 22 (109) 4 20) 0
Ly 187 (63 12 (3.0) 0 90 (44.8) 4 20) 0
Bk 26 (64 2 {05) 0 B 4 1 05 ]
TE: M (18D 7 4D 0 39 (193) 4 (0) [
—iR « EHREFB L CREBEORE .
ity 53 (13.) 16 (4.0 0 31 (153 3 (1.9 ]
B 13 (33.1) 20 (4.9 0 62 (307 3 {L%) 0
RSO JE5E 30 7 3 {07 0 4 (69 1 (05 ¢
FARERE i 27 (&M 0 0 12 (59 0 0
318 4G9 1 (0.2 0 4 29 ] 0
e L R
Frai e g 20 (49 1 0.2 0 1 (50 ] 0
4250
ALT #3i1 3B 94 2 (05 o 6 (79 3 (19 ]
AST #5m (69 ] 0 16 (50 1 (@) 0
e 7 F=Hm 2. (7.9) 1 ®2) 0 12 (59 0 ]
B R 26N T 4 0, 12 (59 6 (3.0 i}
15

B BEASH (SOC: System CEC
Crgan Class) A FE T {LEERREEEY
HAGE {PT: Preferzed Term) 405 61 202 4
{MedDRA ver.20.1) 4 Grade Grade3-d Grade5 & Grade Grade3-d Grade$s
Tl LU e :
kiR Q200 40 (L [ 42 (208 1 (0.5 0
[ S PNt 2G5 5 (1) i} 3 (L9) 0 0
MRS
CRERY 37 @G 1 (0 0 14 (69 ] ¢
BB LU TS EE '
4 e i (@27 0. 0 12 (59 ] [
5 3 @D 0 0 12 (5.9 0 [
BB 51 {126) 5 (LB 0 17 (84 3 (L5) ¢

feds, ARIBHC B CRTE MR 16 57 (4.0%) | KABSE - BB O 00 20 47 {4.9%) |
MRREE (X5« N —iEEREE) 10 8] (2.5%) . JFEemE 62 1 (15.3%) . R
TRbEaRREE 12 4] (7.9%) . TERAHAERE 2 41 (0.5%) . BIBEERREE 1 40 (0.2%) .
L BRURERRS 1 41 (02%) | EREEREE (RIRERIEERE RS 250 (62%) . B2
(0.5%) K T1Finfusion reaction 5 ] (1.2%) AR bhik, T, BEOEBEE (5
HEHREGRE, STAABE, HFOREE) | s - EUTAARE, BEENE. Bk -
ffigde, B¥ MR, LHgt, REEMENAENA SRR, BE h R ORI
A Lol FRHERARBERIIEETS (BERREMAEAEREY) L& LR
ERERT,

| @EEEE RSB IERER (KRYNOTE-407 30%8)

FEFHIFHE 273278 1 (98.2%) B UL 2747280 7 (97.9%) WD B,
RBRE S oREPEATE TS LVEETRIL, Thah 265278 F (953%) &BU
249/280 §] (38.9%) @R B, u\ﬂ”nﬁxwﬁiﬂé%‘%‘ﬁ? s%u.i_a)&' EHR TR
tBYChat,

#9 TR CHREN 5%mJ:®ﬁlif’E}ﬂ (KEYNOTE-07 3y (REMAPass

BEMAGE (SOC: System Flgh %
Organ Class) FHIOFEEE JEEs N
#A4FE (PT: Preferred Terns} 278 i 280 il
(McdDRA ver.20.1) 4 Grade Grade3-4 Grade5 <= Grade Grade3-4 Grade 5
2aHER 265 (95.3) 151 {54.3) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1)
Mikds E Y SRS
il 123 (44.2) 38 {13.7) 0 117 (41.8) 43 (15.4) 0
FERMERT BRI LE 4 (500 14 (5.0 0 18 (3.6) 10 (3.6 0
B S BRI 23 (83) 12 (43 0 19 6.8 12 @49 0
1 PERIRA 97 (34.9) 59 (21.2) 0 86 (30,7 63 (22.5) 0
A E 81(29.1) 18 (6.5) 0 58 (207} 16 (5.7) 0
M EEE
AR R [N CR) I AR (T i 2 (07 0 0
AR T4 16 (5.8 o 0 3 (1) [ 0
HiBEEE
i So3ma) L s o 25 (89) ¢ 0
TH 61 (2L.9) & (2.9) o 47 (168 4 (14 0
Bl 85 (30.6) 2 (0.7) 0 71254} 3 (LD 0
R 36129 1 04 ] 25 (89 3 {LD) 0
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BEMXSH (SOC: System ik %)

Organ Class) AR (LI EREE
EAEE (PT: Preferred Term) 278 280 Hij
(MedDRA ver.2i11) 4 Grade Grade 3.4 Grade5 & Grade  Grade3-4  Grade§
R EHEER LG COIRE

MAE 46 (16.5) 3 {LL) 0 41 (14.6) 6 (2.01) 0

et 54(194) 7 (25 0 52(186) 7 (2.5 0
[icde sty

AST 5 14 (5. 0. 0 5 (1B 1 {04 0

BFPER B 24 (86 17 6.1 0. 28 (10.0) 24 {8:6) 0

AR 23 (83 5 (1§ 0 16 (577 6 {20 0

A ERE 30108 11 (4.0) 0 28 ¢100) 10 {3.6) 0
Bt LU ERE

AROR 47(169) 5 {1.8) [ 57¢204) 4 (l4) 0

B # 43 Y AifE 15 (54 L 04 [ 9 (32 2 ®7D [
BBHRRE LGS anEE

LT = 36¢829) L (0.4) i 4 (36) 2 (O 0

i1t 3215 2 (0.7 0 26 (93) 1 (0.4) 0
FEREE

MRS 23 (8.3) ] 0 7 (2.5) 0 0

A= o2 23 F— $5(19.8) 3 (LD [ 703 2 (0.7 0

=155 15 540 1 @04 0 B s 10D 0

FAGMEBE = - A9 — 31 (112) [ 0 36 (129) 2 @D 0
B X O TSRS

BEIE 126 (45.3) 1 (0.4 0 00 (357 3 (LD 0

5 FERE ' 29 (1.4 o 0 15 (3.4 0 0

i 28 (10.1) 0 0 20 (1.1 0 0

k. AFB BV TR R 14 51 (5.0%) | AR - EEO TR 14 4 (5.0%) .
PRIERESE (NT v« MRS 554U (10.8%) | FFHSAREESE 26 48 (9.4%) . R
JERaEE 3 (11.2%) . FEERERE 2 6 (0.7%) | Bl ROEHEYS:
BEA) 647 (2.2%) KX infusion reaction 6 1 (22%) B Ehin, Elh, BEEOHK
s (FUERRIRERRE, STACH, BFNES) | BIgiehEE, | JERE. K
25, W48 - ABRIRERMARIE, BAEAEHRE, B - SEDESe, B U5, L, Rt
MAERAMEREE, WS h R CRIERSRIED bhie o o, FRHERARITRIR
HEERES (MEREERTEED) 2B LEEREFT.

GEEHEFEIS HARE (KEYNOTE-042 338%)

HEESITAHIE 610/636 ) (95.9%) BOMESEEIERE 606/615 1 (98.5%) W@ b
1., B OEREEATECERVEEERIE, Theh 309636 B (62.7%) &
T 5537615 4 (89.9%) @B bvie, WINAORFTHERHM sSnLl EORIERIITR
DLEYTholk,
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210 WPRBORETIBIER so50 EOBIER (KEYNOTE-042 3080 (S22 ir i)

SHEMASE (S8CC: Syslem Bl &
Organ Class) C AR fiZ =
EAHE (PT: Preferced Torm) 636 Bl 615 B
(McdDRA ver.20.1) 4 Grade Grade34 Graded % Grmade Grde3-4 Grade 5
2EIER 399 (627) 104 (E64) 13 (2.0) 551 (89.9) 246 (40.0y 14 (2.3)
ik LY A RRE
i, 35 (5.5) 4 {0.8) 0 29 (372 80 (£3.0) 0
B R AE 0 (L) i 0 35 (57 10 (1.6) 0
HFHPEREAE LI (1 1 N N (3 0 38 (14.3) 46 (7.9 0
MR IE 305 1 @D 0 % (9.) 10 (1.8 0
PR WHEE
kIR AR T RE 37 {58 1 @2) 0 1 08 0 0
B AMBRBIE T 69 (10.8) [ (0.2 0 2 3 0 0
HinkaE
& 8 (1.3) 0 0 68 (11.1) 0 0
TH M (53 5 (08) 0 46 (7.5) 1 (0. 0
B 31 (49 0 1] 84 (299 7 (LD 0
=D F- S T L1y [} 0 31 (5 0 0
it 15 @4 [ 0 97 (158) 2 (0.3) 0
— % - EHFEER L CRSHEORIE
EhIE 27 (4 3 (@5 [ 60 (98) 10 (L6 [
W : 0 (79 3 {05 ¢ 102 (166 3 {13 [
EEERIRE
ALT 3l 45 (11) 9 {14 f 53 (8.6 5 {(0.8) 0
AST #8hn 41 (64 4 (0.6 0 42 68 2 03 0
HFPEREE 2 {0.3) ) 0 86 (140) 54 (R.3) 0
RS 3 {0.3) o 0 64 (104) 20 (3.3) 0
B3 BR S 3 {0.5) [+} 0 71 (115 32 (5.2) 0
fRREs L OSRRIRE
REREGR 40 63 5 (08 4 109 (1717 9 (1.5 .0
THEHGR L RS ILRRE
i 27 @4 0 0 46 (1.5 0 0
f 20 G110 0 50 {8.1) 0 0
TERME
A= n At 1 (0.2) 0 0 50 (81) 5 (0.8 0
RAEEAE = a - p AT — 305 0 [ 41 67 6 (L) ¢
FENEER, PAERIS L ORIRIRRRE
FERE ¢ 43 (68 19 3.0 1 (02 0 0 ]
BORES L TR
IREE 2 (03} 0 0 136 (2213 7 (L.1) 0
T 5 : 46 (72) 2 (0.3) 0 15 @24 0 0
fisiid 46 (1.0 3 (0.5 0 27 (44 0 0

s, AR B C BT E RS 40 B (7.7%) . KBS TR T 10 B (1.6%) .
EEORBEES (RESRRERD, SR, FEREES) 14 (02%) . MgEE
(50 A L—RETES) 146 (0.2%) | FREERESE 76 61 (11.9%) | FRRiREERRE
90 i (14.5%) . FHRAMHREE 3 5 (0.5%) . BISHERE 34 (0.5%) . B
B (RAVSROEIETRE) 30 (0.5%) . B 1 (02%) |, DfFR 147 (02%) K&
TR infusion reaction 6 8 (0.9%) ASSEb bivie, $io, 1 THERR, Fhs - BUSUHRIAEE,
EIEAFE R, Tugs - BB, B 075 e, Saptii R HESREER . bt AR
URARSERRIS I b deo o, ARRIFE AR BRI NS (REREERE 2 &)
FETEHERETT,
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4, HEERIZ-oWnT

FAOEBR SR LT, AGBEMN L L THERRERE (245 Slebh Ty
Hrbdh, YERELENICRECE AR THILERD D, TOLT, EEHY
A7 EHEAE (RMP) WESE, R OEEMESWERES~ 0 &R 5 2 R
T T, AROREPEHLBE LB - HEL. ABORSIC L 0 BERREEAR
FE LB RIET 2 2 L AR, HTD@N@@?hTEﬁi?ﬁﬁL BT
BT oEThB,

Q@ MEFiE>WT

@1 FTHED (1) ~ B) oWwFihikES s char L,

') Eiﬁﬁkﬁﬁﬁifaﬁbﬁﬁ@mmﬁrﬁg(ﬂﬁmhﬁh%ﬁéﬁmﬁﬁh\
Hutgehs ARSI ISR AR, HlhAs A R EEna 0 YY) (ERR304E4 H 1 AL 437

HiE®)

() ¥rEdoEls (Trk 29486 A 1 BERL 85 FEEY)

(3) HREFRMERISET 2 B ARIREERR (BARREERERNE. NA DS
Ak, 23 ABEOEEHRERE A )

(4) FRSFERELRE L. AR EFREME 1| i3 mE 2 ol
WKARDEHEIT o T BER (CERE 287 B 1 B @ 2540 Misd)

Gym%ﬁE%HM$“ﬂmﬁwmﬁ§$Lﬁ6Eﬁ%ﬁorw6mﬁ(¥m23¢?
B Bﬂ#ﬁ 1296 HEEs)

@2 BEOLARER CERRREER O 97050k 2 BREROEN (TR
WPRPIEE TR EM B, S2FROFRCET A BROBEE L LTRBEH
TWaIZE,

#*

- EMRIFREE 2 FOoMPTHERET LRz 5 S EoBABROBETEY
froTwdn &, 5h. 240 EE. BRABMIEY R L LRBRIEGSOMES
fTotTwaz &,

T BN 2 EOPMBHELEE T LRI 4 FHEOREERET LTS
b, 5%, 34ERLER, WHEORASEIRE R ST R SRR O BRIHEL T -
TnaHZE,

@ FEROEEMEFBEROHRIONT ]

ERMMERGRIC AT T 2 EENARE Sh, MECENLOREED, T =
AR ESEEA R O FELE CERS T B iatt, FEFRNRA LisEous
S, S80I Thh3HREEsTWAZ L,

19

@ BHERA~OREIToNT
@-1 R B Y

MEHRASOESREHER R4 L lic, 24 BRRFEERO T, YEEmX
EREE R BT, B UEBIERCA U TARSRE D CT S 0RIER o&ER I
HWLRABEOKERE APIRE LR, Ehliina kiRl ThBE Tk,

@-2 EFREFEC L SFEFRSINCET 5B

PABRIED S MR AR CER 2 F T 0EREFEFREAT=2 V7
EEDICEROARY ) —= 0 FRFWERE & RS HH TF 5T — AERKH A%
HENTWB I E, s, BHEBIC-OVT, BAME L EoREEARBMShT
WwhHZl,

@3 BHEROBEeHEIcELT

BiER] (MM, AR - REO T, IFISAEEE. BSEE (RY
CRERERS) . NOBIERE (TRAREEE, PRISEES. ISHEEE). 1
TR, BP0 BEE. Y - IREUTIBUIRE. MRt BEOREESE (EEHRIRES
BE. SEE., EFEIEY), infusionreaction, MM - BEREZS. BIAEMTIEHIE, idiEEsE
(T2 - N EREE), DK, SEEl R EREER, ik, R
BRI 1 LT, MR B E R O e R 4 B EM L L (RIFER
OBWRHRCE L TSR UEEEZ I bR A &M HE D k) | EhiEghng
MTEAEHRE-TWE Dk,
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5. RERERDBE

[HahEi B+ 2 %m]

O FROHMBERTEORS BN TERMENTRENTNE,

+  (EFEHEEEOR EGFRBIRTERBE, AKX BaBGTRERT PD-LLEE
E (TPS=1%) OHIBEFRBRAEST - BRSO NKEMNERE

s FIFTREE S MEREERE T 5 PDLL B (TPS21%) DUkl
T - HROIMIENEEE (8, ECFREETERBE M ALK BEH
EFEEOBETE, ThEh BGIR Fr 3 —PEERNIL ALK Fn
- YIEROEREL AT S BE)

TRk, TPSRSAT r U v (BETHERL) oo =B (R4

PD-L1IHC 22C3 pharmDx  [#2) } 2AWTHET S Z &,

@ FRAOMOFEREERA L OFARFIITROBE BV THDERF LT

éo - -

o AR PR FROTFF AL o ERES  EEEREEO RV, EGFRE
BT EREMEE T ALK BAEET RGO RMT - FROFRTELE
FE TR B

o BARTFFRRAZ Y XA nab-3 2 0 F ek OFFRRS (L
BPRTERE O 72V IR R ETT - BR ORE LRIk E

@ (CEFEEDRET - RO IO I, PD-LIRAET PDL B (TPS

Z1%) Thhil, AROEIREEEER T 2% TH B, Lk, FEHELERIRCS
T 5 FFEMERHIER 2 WS F X G s BT LT, PDLIBERRIC» DS
P ERCNOBBEN K L ORI BB LR o AR EEBET L LR
TED, BB, AROFEI BT T, BT FI 4 v (AR ERRE
HEREMTHI e B,

@ FRCHEYTHREC T 5 AMOBE R BERH I S TH, AA O S

BYShTELT, FAORERE L2 LR,
v iR '

W gy o F BB BT (REEEERE) LRV T OMETERBEN-0ORCOG Performence

Status 0~ 1 &2 075 FLLE, XITBECOG Performance Statas 2 &2 DEFTIX. 8 3 BHEA] (¥
FEAL) ORARERERSATBY, S0k RAETIE, LRI 2k EEY 5
HrEELLRD,

B2 BOOG @ Pecformance Stams (PS)

Score TER

4

£HELR ERTED. BRSO R ARSI (TR S,

B ERERCH LW ESIHEIR S ha it RITART. BIFEvE > TOFERRITIZENTES,
1 - B, TR

FATARTESOHFOE Y O LR ATHHREBFELTE R, BP0 S0%H I~y FATRIT,

RLRAEHADFOE YOI LA TERY, AP0 50%H EE <y FT AT,

alwin| -

Z<Eey. BEOSOED O LR TE RV, TRy FPBTGEZT,

21

s @THEBOEIHEST STV OFEEEEL & oSS

[Fz2tEizBd 53]
O TRERESTBRECOWTHANOBRERER Y ShTnaZ L b, BT
binzk, ’ '
+ FAOFGCR LREEOREED H DB

@ EBEWOFMERBV T TRIEEN T 3BAFIOVWTR. AR LS hiny

2R, OB FERRERRWIESTRY . HERAREERT AL EEHTED,

»  FAEEMEROAIE TR L5 BE '

o PEEGRE CHTTE RS 5 BE R CIEEHE D MBI Rk i g
E ORISR B b D B

« HOESEEROSH, ABMENRE L REREO H DaERADKEERED
hEEE

. BEBAE GERBEETSD) OHEBE

*  BCOG Performance Status 3-4 &2 o
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6. WETERLCHE 3R

O BfEFCML. SEEIREREE MBI 5 B BT & SR oL R ORI IEWE
ADED T HEMFRE BB L ChLERTA D L,

@ TERERSICEL D, BEXETOFRBECEDERCERIEE HORBL, REEE
ThbEEToz k.

@ ELREHFRD<RIA Y MonT

MEMEBERAS LIS Z L BH B 0T, FHOERSICH > T, FHE
(B4, FPREEE, ) ORI X MREOEMS, HEE T

WEATD Z k. Ei, SECACCHE o v —d—S ol 2t

ATk,
infusionreaction 32d% b D T L A% B, infusionreaction HFRM bz E
VL, OESRMEERITH & L b, ERAEET S cREOREBE oo

T Bk,

FURERREE R S bbh b Z 2 8 b 3 00, A8 05 IREeT R ONRS-HR
PRGEMMN L FR SRR (TSH. ¥EEE T3, TERE T4 ZoRE) 2EHT5
Rl

IFESEEEN D bbb 2 & Wh 500, AR 0R-E MG &R G5 MR T
FEMEIZFFAERE (AST, ALT, v-GIP, AlP, BV AV E0HE) 32k
THIE,

Sy Rk MEARGIEEREALEN) SoRERERERLLDIS
ZEBHEOT, BEENMCIROREOFELHR T, £, BRORER
RO LRSS, BOrEREEEER T L BT R IRET Sk,
FRNOEESI LY OREORERGICEE TS &5 L bh otk REBRFRE
BHbEbRa- tAibs, BESRDLLAREARE., BRLEHEE L
HHM R & BB P FOEM L L ORI ENRBE AT RO RE
IS L ABIER AR AGRA I, SRR S IL, BUBRERE R
NELRIOREEREFET A2, BB, BIBEERLE GRS L0 EIE
HoiE 320 bW g &Ik, RIS EE ST Bt o fieikliFioEm
LEBETHZ L, )

BERTE. FER BRIV AL THLRIERARHT 2 803D,
FROPEHETHRIELRBER ORIz EE TS 2 8,

1 BRRA (BE | BERFE S 0) b o bh, HRFES b7 kv
KESILALLIOT, AR, B, BLECERORATOHED L+
SUBTH &, | BERREBEDAESEREL DL, A AU 8
Ko s S rEm BT 5 2 b, '

@ FHROEAERBIZRY T, KEYNOTE-024 3% O KEYNOTE-042 S8 CI338 5.5
kB 9 BT LI, KEYNOTE-189 B G SRt b 6 WA KT 1288, L
Feid 48 BRAECoBIL, L0 12 BT LI, KEYNOTE-407 BB TR 5.3
o 6eiEB, 2BBRGIBHEA, LIRS BEEECIRETE, TOB2ATE
KEBEOFHEET » Ty 2 L 2 3% i, FAR S REPSICEREE TH
OFEREITH 2k,

23

IR RNEET A KT A
NATnY Xed (BETFHEZ)
(BP0 © A W8 R 20 mg, 4 b b3 REHHEE 100 mg)
~ERRAE~

T2 942 H (PR3 04 1 2 B
BANWE




B

L

FRI O, /EREE

BRPR AR -

HERIz oL

EABR LD BE
BEELCEET<&FE

[N e

P2
P3
P4
P15
P17
P18

1. Lz

EEIORHYE - ZREOREROIDICHE, B CESEEIWERERERARY
BhA, S, IWEORBEEHTOMRC XY, FIREERG EoEHE R FRERE
FEZESARZINAFT, Zhbh0BEER P ELAELRBFCRIEET S L RRERED
ML Ao TED BHMEGEE & SO REA T 2016 TEAE 28 42 6 B 2 B HEERE)
BWThH, EFNERRS0EAORELIEERELZ L LA TS,

R E SR, R E SN T n 7 r A MBEEOEREL LH L IR
RBELLBHB, Zod, FOMRUEEMIET 3 S0 5 E CoM.
UBEMLOBESEZI LI L BAHF I ARENR L TER TS L & bic, BHE
BMRE LB n s ® L 5 D L AR EOEM R TEFRME A
THZEBFETHD,

LERST, KHA BS54 T, BERERPIAECRELh TS EFIERSY -

CRHER RN S E | T O EERORERER & HET I BN G BEREE, B

FRUHEFHEERT,

BB, BHA BT A o4k, MfTHEAERLERESRESEME,. AdRHFEBARER
EEERIEEE Y S . — MR A A ARRRAAE R R U At A B AR BRSOl
ob EER L,

LR DEES % bR 20mg, ¥7 hA— & AHTHE 100mg (—
Mg s a ) Ay BETEREL)) '
HPERDHESE  BrEAAHE
HEHARERUAS @Y. BRATE, aTu) X7 GEEFREL) SLT, 1
[ 200 mg % 3 ERBE T 30 RN CANERET 5. FEL,
RO, RSz VA% cLT S,
B RS ¥ MSD RS




2. AHIOREM. el

Fof P—F RIRFRE 20 mg R OFVIEEHE 100 mg (—#4 a7 ) X=7 G

{BFIB¥Z) ., BUF T &3vv5.) 1, PD-1 (programmed cell death-1) & 20 U H
FT$H5 PD-LIRUPDL2 & OS2 EENET S, v MK eG4 %/ & a—F K
Thb,

PD-1ERBSRET mﬂﬁﬁﬁﬁ%ﬁm Bk LS f DI B AHERAAEITT B A shE i
AA wF T, PD-1 L, BEARBICBOCHEER T AMONREEICHEE L, BR4E
BERE BT RSB GRE A RERG SBT3, Thbb, PD1 By FLE
BTAHZ LKL W RERERIC L S S RER RICHBT 3285 TH 5, PDLI
DEBARKICBTAR/BAUID TR THELY, £ 0BAERTE T SlEols sz
AFLEFICRR L TWS, BAMK BT S PD-LT OBERIT., SRS, B,
Fritags, JRB. JR MMM oy RAATTETRRET Th Y . BWEER S
OFRAMSNRESh TS,

BT DRAOIRRNTH & PDL] REOMMMENL, PD-1 & PD-LI ORI
DRIFESFCRWCEERRFRIE S 2 2 BTRR IR TEY  He S ABROEN
LTS TW5, )

AHkL, PD-1 & PD-L1 RUPDL2 O U ¥ v ROESEEETZ - LIz Ly EE
HNRE T OEEEROMRESE T Vo REERE S8, SUEEAE 2 BIEEL
5 & CHEEDRERETS,

FRIOEREFCES GREORERITT X 28HERSSH bbh, BEEX AT
EHMRMER B S, AROREDNRCRERIINL, AFOBREHHTTY, A¥aE
B bNFIE AL FBE LIRS Ul MR met & EH & 1o Em Ll Lol
BRI EITY, BEEORER T X SEHER R R DI 54 I, RIBRE A
TrAORSEOEILRERT O LB LS,

3. EPRERAR
B B O AREERF B 5 AT o T R B R RR O KDY,

[Hghis)

OEPE [ b B (KEYNOTE-041 BB
{EFEREEOROIEA L A (BIEFHRRLD CIT AUV Al )

EEERV2 LA LECOMPERERE LT 5 REDRFEAABERAEEAY 42 4
- CHEMERRAT R 37 ) B80T, A5 2 mpke 3 BRIMME (BUF 1Q3W: &2v9,)
REOHDERCESERRE S hin, b B cRBETARD bhi ek,
AT 27 TIER IR bRV ORRIICIZE L OV 5 8GR, Tl Sk o
BRI CHRAMEITHED B D ETHRE OR S E2AET D 2 L REHE Shte, RER
HE B i 5 ESHRIRECIST XA FTA 2 LRI < il L 558888 (CR)
UTERA SR (PR i3, 24% (95%IEHER : 12~41) Thole, Mk, FiCREL
e 0% Th o T,

DUESME MR (KEYNOTE-002 35)

A YD Av It L AREEE T T BT B EAREE SRR, 42
mgfkg QIW 5L TR 10 mp/ke Q3W 5 OEPMEEESREN, (LRE (Kb
V. FEYRIR, AARSFFL] AT VXA RBIARTSF AR Y F R
T, BT TICCE £vva,) BB e LORET S, i, el cREsTs
B BREBSI, REETERIERSERD b WEORBRBICEE L TW S BE
TR, RES O BRI CESETARD Bh A AR OB E T 5 Z LA
ek &Lk, FERERE B A ETERE AT (o8] L 9,) ROVEREATERN (3
F IPFSI & 3,) L&, AL B L ¢, PRS 2/ ERERLE,

#1 HHMRE (KEYNOTE-002 HE)

## 2 mg/kg A1 10 mg/ke LR
QIW QIW :
(180 ) {181 {5) (179 )
il (A] 134 147 110
(95%CD) (110, 16.4) {(11.3, 19.5) (8.9,13.8)
08 At FH 0.86 0.74
(95%CD) {0.67, 1.10) (0.57, 0.96) -
Pz 0.1173 0.0106
i LH] 2.9 2.9 2.7
(95%CD) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | A FER 0.57 0.50
(959%CI) (0.45, 0.73) (0,39, 0.64) -
P {E"? <0.000% <0.0001

Cl: {EHER. *1 : RECIST H 4 FF -3 1.1 FIcEE-3 < At ad E R EEHPIER k5 3.,
*2 1 JEE] Cox Wil — FEF A L BB50E L 0§,

*3 . ERIn ST S RE




100
: gp — &7 2mgrkg QW
80 - —— FAlbmprkg 3W
70
€60
# 50 -
407
30 4
20-_
104
0 ; T T T
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk¥¥ EaR)
8 2mg/kg Q3W 180 131 o5 70 6t .11 0
FHl0mg/kg Q3w 181 138 a9 79 67 12 0
{b22ReE 179 115 80 60 48 9 0

B1 08 @ Kaplan-Meier it (KEYNOTE-002 5

QUEAEHAAER (KEYNOTE-006 FER)

A Y AT ESRHEGRVELRA Y AT EEERN | LTAETCOMh
ENRER S A T ARGV R EG BAESAE TR, 24 10 mgkg QIW B HR
TR 10 mg/ke 2 SEHMEE (BT TQaw) bn5.) BREOHFPHRCEEMS, 1Y A
w7 EREE LTRHShE, B, R eRAETERD Gt a8, R
TEFRTERSED DWW EOBRINCEE L T D BE T, KEILE O EEE
TREBEITHFD b3 ETHAANOREL BT 5 2 L BB L i, TEHEMEH
15 08 JRURPFS & &h, FRIXA Y Y A7 LHBEL T, 08 RUFPES R ERICIER L
.

#2 HHPE (KEYNOTE-006 RED)

100 1.
90
80 -

—— 3 2mgrkg QAW
e A 10 kg CIW

AH] 10 mp/kg A 10 merkg AV LTS
QW QW
(2771 ) (279 &) (278 A1)
Hifig [R] NE NE NE
(95%¢1) (NE, NE) {NE, NE) (13, NE)
08" | AP Fh? 0.69 0.63
(95%CI) (0,52, 0.90) (0.47, 0.83) —
PAE" 0.00358 0.00052
HisfE (A2 4.1 5.5 2.3
{95%CT) (2.9,6.9) (34,69 (2.8,2.9)
PES' 5 | i REER 0.58 0.58
(95%CT) (0.47,0.12) {0.46, 0.72) -
P s < 0.00001 <0.00001

& 70 ]
B 60 -
1& 4

Ci: SR, NE: #EERE, 1 DHERFESOF 5 2015E3 A3 BAhy AT, 2 BRI
Cox S P— FeF e k54 B A= 7 L OLhEE, *3: Bl 72485, *4 : RECIST &
A BF 40 LRI ES ey Ui s E e B PR i & B3E. *5 : PRI O T —
% (201449 A3 Q0 » b A7)

at risk#

#FH 2mg/kg QAW 180
A#10mg/kg Q3W 181
{Lsmn 179

153
158
128

4 6

8

U RIRR IR

74 53
82 55
43 22

26
39
i5

g 4 2
15 5 1
4 2 1

42 PES 0 Kaplan-Meier Hif (KEYNOTE-002 38




100 -
90 -
80
70
& 60}
50
40
30 4
20~
10

——— EMInglkg Q2W
Agiomglkg AW
—_— A EULYF

- at risk¥%

FA0mg/kg Q2W 279 266 248 233 219 212 177 67 19
FE10mg/kg @3W 277 266 251 238 215 202 158 71 18

0 2 4 6 8 10 12 14 16 18

T T T T T T T O T T T T T P T PO T T T T T U TP ey prerrrToT

&R

oo

AEULTT 278 242 212 188 169 157 117 51 17 0

3 os
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90
= 397
& 70
H 60
ﬁsov
B 40
ﬁsof

201

16

@ Kaplan-Meier i (KEYNOTE-006 3h0)

s = APR10mg g QAW
y HE0mgE Q3W
THEULTT

0

0 2 4 6 a 10 12 14

at riskdg

......... T T T T T T T T T T T T T e A P T T R T T T T T T

TR (R

FE0mg/kg QW 279 231 147 - 98 49 7 2 0
FA0mg/kg @AW 277 235 133 95 53 7 1 1
AEULTT 278 186 B8 42 18 2 0 0

M4 PFS

@ Kaplan-Meier i (KEVYNOTE-006 A8

OEE R E IR (KEYNOTE-054545)
SFEYBREORAT-VH ® oEEeEAE (ARARRST) 2R, g
BEEREE UTAAR mg QSWEREDH R U SdR, 77t FE2EE LTH

FEh, EE0E RS EERATHE T IRRs) b 3.) & &h, FHR79

EREHB LT, RESEFBIERE L,

#3 AR (KEYNOTE-054308)

AF200 mg ALt

QIW
(51445)) {505%)
driufE [H] NE 20.4

(95%CD {NE, NE)" {(16.2, NE)

RFS™ e R 057
(98%4CT) (0.43, 0.74) _
PEs <0.0001

Cl: {S3XM, NE: #EERE, 1 FEGTROT —F  2007E1082R & » M7, %2 BB
Coxtflni— FEFAc L a7 F R L o#k, *3: @Re 77 -7 fE,. QW 3EHKE

#¥E., NE : Not Estimated

100
90 -
80 -

¥ 70 -

# 60

1 50

%40j

# 307
20
10 -

Thoe
[ 1o T AR

— EH00mg QW
=41 4

0
0

at risléi

36 9 12 15 18 21 24
HESAFHIREIR]

AHI200mg QIW 514 438 413 392 313 182 73 15 0
FoR 505 415 363 323 264 157 60 15 0

5 RUFSOKaplan-Meierfift (KEYNOTE-054308)

R AFCC {American Joint Comeniltes on Coancer) fﬁjﬁﬁ'ﬁ A7) k&3¢ }Ffﬂﬁ AF—PMA CHRY
RENOIEEED | mn BOBSOL,




[Z22k]
DEMIE | b /8 (KEYNOTE-041 358)
HEERE, /428 (976%) KEB L, BRE: OBRRMERTETE RWEE
FRT, 34240 (8L.0%) EEWHR, BIREN UL LOBHERIXTEO LY T
hote,

F 4 BB S LOBER (KEYNOTE-041 B, (BEMMITRRE

B (%)
BERAAE (SOC: System Organ Class)
ZAFE (PT: Preferred Tern) 2 mgﬂ;igjﬂ\’#

(MedDRA ver.20.1) “4Grade - Grade 3-4 Cirade §
2RHER 34 (81.0) 7 {16.1 2 (4.8)
PIsy i

FURHRSARRTIE 4 9.5) 0 1]
BB

FH 3 (2.1 0 0
~f - EHEEE L TR ORE

it 5 (11.9) 0 0
[ 4235

AST #0 3 (7.1) a 0

AFREERECHIM 3 (7.1} [ 0
HE X R TR S

L ai}:and : 6 - (143) ] 0

Bk Bk 6 (14.3) 0 4]

Exadzld 3 (7.1) 0 i

L il BIEMERE 1 24%) | KBk - BEEOTHI 2 6] (4.8%) | FHEEERE 3

# (7.1%) |\ TEREEEEE 2 ) (4.8%) . FERBUWBGERE 6 41 (14.3%) . infusion
reaction 1 #i] (2.4%) ROAE ¥ S 1 (2.4%) BB BRE, £, HREE (X5
Vo R L—EREE) | BREE (ROTREETAY) | BIERE. | 2UERE.
BEEOHBEE (FUSSMRIREREE, S, HAEEYS) | Bk, G - S
FESE. EIEMFIRGE, RN - R, OIBA. SuEREdUMRMEESEEDE, TR
EOSRFRFERD oo o, ABERRRRILIBEES WRGATHRE RS
) BEDEREREFT,

DA TR (KEYNOTE-002 FA%)

FEPRIL. 2 ma/kg Q3W HE 1727178 411 (96.6%) , 10 mg/kg Q3W BE 178/179 # (99.4%)
ROICCHE 167171 6 (97.7%) KRBHDh, BREL CERBRATECERVWEE
EHRE, TREN 121178 B (68.0%) | 133179 # (74.3%) BT 138171 4 {(80.7%)
RSB, WTRIAOR TRERE 5% LORHERIE TEOLEY Thot,

# 5 WThPORTHEEN 5% EORIERH (KEYNOTE-002 BA¥E)  (ZCREARHT s A)

e g (W)

BEMNKSIE (SOC: System ™ > ke QIWEE 10 meke QIWEE oo
Orgen Class) 17848 179 #5) 171
HEAFFE (PT: Preferred Term) - -

(MedDRA ver.18.0) 4 Grade Gr;?: Grade 5 & Grade Grsaic Grade 5 & Grade G3ra ::e Grade 5
£RER C12E (6B 20 (312 1 (0.6) 133 (T4 2S5 (14 0 13B (B0 45 (263) O
mifEss LY RS

#ih 5 (28 1 (06 0 7 (39) [ 0 35205 9 (53 0
B iR A AE 0 0 0 0 (0.0) [} 0 14 (82) 6 {35 ¢
SRR . 1 (08 0 [ [ (0.6) ¢ 0 14 (8D 6 35 0
A AR FE 2 (L) 0 0 1 (6} 1 (06) ¢ 16 (94) 4 (23y O
[eFasiil o H ’

R IRRARIE T 9 (51) 0 0 13 (7.3) [ 0 0 ¢ 0
BAREE

{5 3 (2.8 0 0 9 (5.0 [ 0 14 (8D [ 0
T 15 (84) ] 4 19 (16.6) 2 (LI 0 14 (82} 3 (18 D
L2 3 (45 0 0 6 (89 1 (06 0 56 (32N 4 (23 0
(21 D 5 06 0 0 (56) 1 (0.6) 0 26 (152 4 (23) 0
— - gam&m&awmmwﬁ )

$EHIE 6 (34 1 (0.6 1] 8 @5 1 (06 0 0 (38 1 @06 0
i3] 025 2 (L) 0 52201y L (0.6) 0 62(363) 8 (47 0
S 6 {3.4) 0 0 11 6.1y 0 0 3 @H 1 (08 0
HERE R

AR 1] 0 0 1 (06) 0 0 13 (7.8 5 (29 0
B LURERES

REEE B (45 0 DS 2 (B ¢ 26152 0 0
R L USRS )

BEER 13 (73 1 {06 0 12 67 1 08 o 9 {53) 1 (0.6) &
e 9 (5.y 2 4 0 7 (39 9 . 0 10 (58) L {06 ©
MEREE

Fhtk= » —pig— T (L) ¢ i 0 ] 0 14 (22 2 (1.2} 0
SHRLE 1 (0.6} [ 1] 2 (LD 0 01l (64 0 0
HEB LU TARRE

BB 5 (2.8 [ & 1 {0.6) 0 0, 35 (205 & (08 0
idrats 9 (5.0 [} 0. 9 {50 0 0 2 (12) 0 0
F HEEE 3 o8 0 o 42 (235) . 0 0 6 (1.5 0 0
2 . 21 (1LY © 0 18 {(10.1) 0 0 3 47 0 0
RN TR 23 N £ 528 1 06 0 16 {356) 1 (06 0 0 0 0
AWiEyEE 10 (5.6) 0 .0 % (5.0) 0 0 2 {L3) 0 4

35, 2 mgke Q3W HER UL 10 mg/kg @3W BV CERBN, REMEE 1 6
(0.6%) BUR4 ) (2.2%) . K4 - BEOQ TR B (06%) e fl (34%) | FRt
g (X950 - A L—EEES) 2 4] (11%) R0 f, IFisEs 34 (3% R
RIS (8.4%) . BHIERISE (ROTREMETRS 14 (0.6%) 218 (0.6%) |
THRAHEES 10 (0.6%) RO E (1.7%) . FIRBUERES 14 6l (79%) KU 15
1 (8.4%) . infustonreaction 2 #1 (1.1%) R348 (1L7%) . BEOCBEET (K
EREERERE, SIS, BIREES) 17 (0.6%) ERUV1E (0.6%) | R 16 (0.6%)
BOR0 B, BRI o IR LI (0.6%) | MMge - BARESE 0 IR Ut 1 B {0.6%)
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WRZ R L SR o IR 02 1 (1.1%6) BRED b, Fi, BIRNEE, 1 2ERE,
g - RECRRARIE. LfRZE, fefEtkil MR HEREER., Wi teE m B ORI RS
B bhidol, FEHERARBTRRIEETS (BREEERE &) H& ks
ERERT,

@A EIAERER (KEYNOTE-006 3ER)

BHEFRIT. 10 mg/kg Q3W B 264/277 1(95.3%) . 10 mg/kg Q2W ¥ 275/278 1l (98.9%)
EOUIPLEE 239/256 A (93.4%) IR BN, BRE L OEEBRATE CERVEER
i3, ThEh 202277 (72.9%) | 221278 49 (79.5%) KT 1877256 B (73.0%) K
BEHLNE, WThrORCREER %L EORIERR TREO LB thoi,

26 WPhpAoR TREEN s% LoBER (KEYNOTE-006 BB (2t m)

BEBIRAH (SOC: System LG4

Organ Ciass) ’ 10mgfkgQIWRE 10mg/kgQ2WEE IPI%%

EAFE (PT: PreferredTerm) 2778 278 2368

{McdDRAver.18.9) AGrade G3m ‘fe Grade 5 #Grade G;a :c Grade 5 £Grade G;a:c Grade 5
il ) 202 (729) 28 (10.1) 0 221 {79.5) 36 (12.9) 1 (0.4} 187 (73.0) 50 (19.5) L {0.4)
[Elegiai e

FRAR R TR TTERE 7 (25 [1] [ 17 (6.1) 0 0 6 (23) 1 @4 0

R IR T R 21 (7.6) [ ¢ 25 (90 L (08 0 FARGE)] 0 0
Bk

s 5 (1.8) [ ] 0 (3.6 0 0 15 (59 0 0

KB B (29 5 (i8) @ 4 (14 4 (L 0 19 (14 16 (63 0

THl 40 (44 3 () 0 47 (165 7 25 0 58 (22NH 4 (B} 0

R 11 @0 0 020 (7.2 0 0 1 (04 0 9

Bl 31{1) 1 @4 0 28 (101 0 ¢ 22 (86) L {04y 0
ESE 5 {8y i} 0 9 (36 1 @GN 0 14 (55 0 o
—A% - EEEES T TR ORIE

i 31 (11 0 0 321 ©dH 0 16 (6.3) 2 (0.8 ©
b 53 (191) 1 (04) 0 58 (209 o 0 39 (1513 (1B 0
- BERE

AST 3870 6 (220 1 (04 0 14 (3.0 o )] 6 (23 2 (0B 0
B URERE

BRI 18 (6.5) 0 0 17 (6.1) 0 020 (13 [ 0
BRERRE LU HBmE

sl 32 (116 t (04 ¢ 26 @4 0 0 13 6D 2 (08 0
=t 6 (22) 0 ¢ 19 68 L (04) 0 5 Q0 1 @4 0
PR X U TS RS :

£ D 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (OO 0
RE 37 {13.4) 0 0 a4 (147 0 0 37 {845 2 (08) 0
ARAEQNE 31 {11 . 0 0 25 {9.0) 0 [} 4 (16) 0 0

7233, 10 mgkg Q3W BERTE 10 mprkg Q2W BRIV TEN B, RIEMEHEH 4
(1.4%) RO 140 (04%) . KBk - HEEOTH 105 (3.6%) RO 13 6 (4.79%) | 4
BHEE (¥ AV ERHEE) 24 (0.7%) RO, FHSERE 14 8 (5.1%)
B0 23 Bl (83%) | EHEREEIE (RAEERMENTRE) 280 (0.7%) BN (0.4%) |
TRABSAIEE | i (04%) RO 1 (0.4%) . FREREEERRRE 28 41 (10.1%) RIR33

11

# (11.9%) . RIS 1 8 {0.4%) B2 (0.7%) . infusion reaction 7 B (2.5%)
Eorsfl (1.8%) . 1 BUBERE 1 (04%) BU 0Pl EECKERE (BIEMERE
RBE. SIALGE, SRS 0 IR 1 ) (0.4%) | RIS L) {0.4%) Bk 1 4 {0.4%)
Wik - BREUGREAREE 1 60 (0.4%) RTRo B, Mhige « BRIELE 0 PERLTR 1 41 (0.4%) | AWTK
WEREIESG I (L1%) RO (04%) BRD LI, £k, BEFENE. LH
4, St/ MRS REIER . MR R FRFRIILED bhih ot FEHE
AZERRRIIEESS (FERTHEEEEST) 250EHERETT,

OEEE RS IEME (KEYNOTE-054 %)
AEFSIARIE I 475500 #) (93.3%) 1o, 79 AR T 453/502 4 (90.2%)
WCBHL L, TR oREBESTE CE R EEESIE. BT 396/509
(77.8%) (T, 75 EREECI 132502 1 (66,1%) EFB L, W EhhORTRESR
M Ss%U EOBHERRTRO LB Tholn,
#7 O ThAOETREEMN 5% LORIEH (KEYNOTE-054 BUR)  (CRMARTRE R

HE N K4 B (s0C i (%)
SystemCrganClass) . A Placebod¥
EAFE (PT: PreferredTerm) ’ 5094 0241
{MedDRAver.20.1) £Grde  Graded-d  Grade5  ©Gmde  Grade3-4  Grade S
2RIEMA 396 (77.8) 74 (145 1 {0.2) 332 (66.1) 17 (3.4) [
PSS
PR AR T E 49 (36 1 {62 0 4 (0.8) ¢ [
PR IR AR T I 73 (14 0 0 B3 (26) ¢ 0
HiBkEE
T 94 (I185) 4 (0.8) i 82 (163) 3 (0.6) 0
ELT) 58 {114) [ ] 43 (B8 0 .0
—f - REEERE X THRS I ORI
BT 48 (9.4) 0 D 34 (68 0 0
bitd 143 (281) 4 ©.8) 0 135 {(269) 2 (04) 0
YRR
ALT 1§50 2% (51 3 (0.6) 0 16 32 1 (02 0
BEERR LR ERRES i i )
paNHsA 51 (00 3 {0.6) 0 7 (94 0 b
P % (5D 0 u 15 (3.0 0 0
R
Wi 3 (13 0 ¢ 33 (66 1 {02} 0
PR, BShis L ORI
PR R o2 (33 1 (0.2) ¢ 128 i 0
BB LU THREE - : : :
T HEE 85 (16.T [ 0 45 (9.8) 0 0
HiE 45 (9.6} 4 0 32 (6.4) 0 0

Al AR B CRE RS 15 4] (2.9%) . KIBg - EEOTRE 23 ) (4.5%) .
FRREmEE 46 6 (9.0%) . BHAEIEE (RUGREMGERS) 24 (04%) | THREE
REHEE 1148 (22%) | FETRBERIEE 105 4 (20.6%) . RIBRGEEEE 5 0 (1.0%) .
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1 BUPERRIE 5 ) (L.0%) . B Y50k 240 (0.4%) | fH4e - HEIABAATEE 1 61 (0.2%) | [Fik - AA]

eSS 2 4 (0.4%) |, BAEMFEEJE 1 4 (02%) . LFESE 1 8 (02%) HTIT infusion . ' o IRIGYIMER AR B AR A A s b LA RRER (KEYNOTE-002 FBRE
reaction2 ] (0.4%) 3FE® Bz, T, WBEE (F¥7v - SRS | BE ' U KEYNOTE-006 348R) &5, 2 mg/kp Q3W. 10 mp/kg Q2W R TX 10 mg/kg Q3W
OEEEE (EEEBIRERE, WA, EIEES) | gk BesK, efFikhl "‘DWTRORE - BEIEBW T L AROFHIER TR ERIIGRD b vizd o
A SRR, Wt R B R SEER R bl i Tr, AEHEFI SR KIR LR oo )

WS (BRREERE ST 2 ELEHBERERT, s AFOBSEAEDIBETOES. BEECEAE IS 200 mg QIW RERO

AUC, e (EHIRIBIZISI B 6 VER O F20F-FAR HR TEAD o ol [10%43, 90%
] mg-day/mL) #X 2.16 [1.45, 3.04] mg-day/ml CHB. 2 mpkg QW BE5EO
AUCu 6 (1.32[0.722, 2.06) mg+day/mL) & 35H{E 1. 10 mg/kg Q3W 50 AUC ok
_ (749 [432, 113} mg-day/ml) 2 TFEok,
- : o ERHEAERFPHNERYE LEARORBERGATORR. SR Shic B -HE Q
mgkg Q3W 5., 10 mg/kg QIW 5K UF 10 mg/kg Q3W 3R45) OREIAT AUCs 6
LA g i b O IR BENIEE D Bl o T, ‘
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4, HEE N T .

BIGEAARR B B M T 5 BRGE 4 & LTS (2T Ay
SRTWAZERE, SEMEF NI EE TR AR THALER bR, TokT,
EEEML Y 27 FHFE RMP) KI5 &, Ao EB S 2 EIREE~ 0 i 5
HOWMRTCH - T, AHOESFHLBEE BRI - FE L, FROEEIC LY EE,
BIfEH & 38 LI BRI ied 5 Z & RHERe ), UTFoO~@0 T T TRig
CBWTHRTAETHA,

@ miconT

@1 TFED 1) ~ B) OVTRPREYTARRTHHI L,

(1) EAREAEIBEEDLHAADIOESISRRS GRERRA/D RS A ERR.,
HURA A RGER I AUEEE, IR REREE A P)  (ER30 44 H ) BREA

437 #E3%) ‘

() HraEHiiemits CERG 294 6 B 1 AWRA @ 85 Misg

(@) EEMAFRAIERIE T AN ABGEIEREL (08 ARG L. AR
WA, BABEERNEEREE )

@ AREEREEERIE L. A SREEnE UMb EREINE 2 ofisy L
BB ET> TWAHERR (B 28478 1 BERR : 2540 RIRR) )

(5) WEMIESESL S TENEOMREBCH LB ET TV AR (T 28 £ 7
A1 AERE - 1290 HiER) :

@2 EEREMEO PR TER UBIRABENOREIC ol L RREFOER

(FROVTANTHEL T SEM) 2, YRR OFFNCET 5 IRROWER & LT
EESh TSI L,
P

v ERRSTIRE 2 EOMMTHERET Liic 5 L Lo R ARROMBIETEE
TaTWaZ L, 55, 28 EE, BAEBRESZ T UnBERBEEZ2OMES
fToTndI b,

+  [BRTHFTEURE 2 EOWIHESET Lk 5 FL ke BUERETER oM
HREREBPFLTNWEIE,

@ RAoERSFREROERRICoWT
EEGFRTRICNTT ATMCERER S, RIECEN L OREB0, it %

SHSRPIEROTHR CEMS AT SRR, AEWRERE LB 08y

B, SSRERMUTERAERIBE-TWE - b,
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@ BHER~oXRIcon T

@1 BIERISEBLR O R B4 5 B i
FEER BRSO BEE R BERNIEA Lo, 24 HFESBREROT, YiEhsk

POEEEEER I BT, BRLUZAER IS UTARETRE Y CT S0RIER OB

ELABECRENY B RCEbh, ELKHIGFRERFMIE- TN,

@-2 EREEHCL HFEESSREETSEE

RABRCEP S EMR2NRECEREL AT 2 EREFEREIERNes ) Y
EEDIEEFROAL ) —= M RITOERE L BHEIHH ©F 5 F— L EREHNE
WENTWAZ L, Ad, BlEHIC-VWT, BABE L ToFRc+HSBashT
WB Ik,

@3 AHEROBBLeHRizEL T

RIER (REMEMRBRIA, KR - BEOTH, IHEERE. BHERE B8
EWMEMEAS) | WOBESE (TERAEEEE. FRIBREES, RITREETS) |
1 BOBRERIG, B E DR, finde - WPURRRAE. Bk, EEORBEYE (BEHERIRE
BRE, STAEL., HFEHES) | infusionreaction, MK - FEEEHK. HEMIEIM, Mk
BE (72 AL—IEERRS) | DK, S ERMEREEE,. Wi .
ARIEERFFE) U0, SENSRITBRESSHoEMt 2T T EM L EE L &
EROBETCHEEE L TSR CERE ST bNAEFLH 52 k) JELICEDL
MERCE HERAE-THBZ L,
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5. Bl sAE
[#HtEizB4 2 5H]

oy

@

TROBFIZBNCAROFIER TR IR TS,

» (BEBEHEREO RV EUHEEREREO b S RIBR TR B R AR S

¢ RRPREOAT— VIS OEEEEBEE R AR

RIS, BRAF BIETERRETHRETBVWTIE, BRAF BEAIC X A5 LSE
TaZE, :

TRl T o FMMORE R GER TR WL, FRAOEERRETT SN TR
B, ARORERRLELRN,
s {hOWERIEER L HE LTRSS B BEE

[Z 2B 5 FH]

O]

TRICHEE TS BEC SV TERFHORENERE S TVWE I Link, REELT
blnzk, o

© e FRlopSTH VIRBHECREED H 5

TRERATOTMIC BT FTRICHEY 3 B 1020 T, A oIt S huinn

B, WOBFRRERARVBESLBY . BECAFEERTI L 2ZR a5,

- FEHNEROASIELIEROB S BE

+ TEUERRE CREE AR 2 AE R UTEEHE o MR M- Rt A 75
OIS BT BB B ' '

v HOAREEBOAE XLBERNRE L BREREO B SRR OEEED
oD RE .

 BRBRE GGhSEREEELEl) ObhLBE

«  ECOG Performance Status 3-4 2 @ BH

ECOG ® Performance Status {PS)

R

PR ETE S, BAMERUERERSEREITX D,

BHEICH L EBITMR S h 58, BITTHT, BEECE» TOFERMTIZ EMNTES,
i EEVET, TR

TR TESOEOERD O T2 CTREMMERITEI R, BPo 50%EL BT~y R4
iR,

RN HACEOQEN O F L TERY, BTG S0%LEESy Ml Gl

< By, BHOFOREIY O Lded T, BRRASy FaET R,
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6. PREICRBELTHET &I

@

@

@

WA s T g, RIS E AR IET S BRI S & AR O RS R UNE R
Ao b HERER 2 FSICEREL O ERTAZ L, .
TRERSIC D, BE X ILF OFREF MR EREE TS L., REEE
ThbisTsT &,

EHBHER =AY A v FiZ0nT

» RIEMREARLLDhA D LRBI0T, FRORER Lo T, MEE
th (B4R, RS, woR) ORBRUN X BEREoRNSE. B8+
SR Tk, Eik, BECELUTEE T, v —b—HoREEEET
Bk,

*  infusionreaction A S A X A& S, infusionreaction A3FW S cBEI
LSBT 5k EbIC, IERSERE T B TR ORRE O
TARZ L,

o ERBESEREEAS LR I L ED IO T, FAORSEMAETR RS IR
TR RIS ARIATE (TSH, Wl T3, W 4 S 0RE) 2EET S
Tk

» FHERREREENR D LD T EEH DO T, AE O SRR U S BB
R FFEARE (AST. ALT. y-GTP, AP, YA EofiE) %R
TaEIE, ‘ |

e BFSER IEARUEEERESLED) SOoEBRIREENH LDND
LERBHAOT, EHOKBOREOTESERETAI L, T, BoRER
B bhi-Eaitid, HehricEREBREZR T L OBETRETS L,

. $ﬂ®$€tib~ﬁ&@ﬁﬁﬁﬁtﬁ@?ét%i%héﬁk&ﬁﬁ%ﬁ%
Ahbbhao bBhs, BENED LRSS, BE LIRSS
EEFEAG R S0 & AR R IR IE & U ORI BRI AT IBE DR
ERI X ARIERNEL SRS, Ao iihit, ROERES
ME VOB ESREETE L, 2B, AREERATr0oREZ X VEHE
FAOUERZTD LNEVIBEICH, BISRE RN YA O Rk oEm
LEET B2, ,

o BEETE FORM LIy AR L CHALRERBBETAZ LB H DD,
FRORERTRICLEER oRBICHFCERETH 2 b,

o 1 BUSERRIS (BIRE | RMERFA ST P bbh, HEREES T PR
CESH D LRHEOT, 0., Bh, IBHREOERORATCEIFEO LRI
ﬁ&ﬁfa:a,1@%Eﬁ%ﬁbnt%%Mﬁ&5%¢mL\4vayﬂ
OB EEOET MBETI T &,

BRI B R AR A T A BN, AROBRRRIRNT, By

BigA b 3 AL, EhiAB, BE5HAA G 1 ERR 6 B/l L aiEoRt

IEF2TWien b ESE, FHRSMIEHMCHROMERETI Z &,

RGO B R A BE ~ ORI L U THERT BB, ARORR

HENIWT, SRR SEBRERET 12 BN L ITEMEORMEST o T
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el 2 EBER. FMORE FEEHGTHROBREITS 2 8, B, WA
R L LCHBT B HAI, AAOREMM 2 AR cLya L,
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