FRAEFER 12208 7 &
SFfnocE 12 A 20 R

—RAEREN BABRBFTEE BER K

EASBEER - AL RERLEESCHEE

RATr) Xv7 BEFE$EL) BAOKEERMEET A 74
v (BHRRRE. BHSEERE) OIERK OBEERMEET A N1 (FE
INBRRATRE ., BMEERAE, HTHAORTX ) B REEEBR
URBEE~A 7y 754 MAREHE MSI-High) 275
B O—ERRIEIZDOWT

REMBOEE & WEOEARFE#2016 (FRL 284 6 A 2 AMEIE) 2BV T,
BEFHEERLOEAOREHEEZRZ Z ENBVAENEZ LE2ZITT, &
FHERLZEICLERBE CRET - DICRBERHEET A FF 1 U 21E
MTAZEELTVET,

AR AZRRIZOWT, BIIRE LD LB #EFR., REFTRE N &K OHBIX D
BATES (F) B TEMLELEZOT, HTHEWZE b, BES2EB
~DOFFIZHOETRE LA LIBBEWLET,



B

AT 122045 5 &
SHfmeE 12 A 20H

w E N R
| REFIRET HEEER (R & B
ool K

BEAEFBEER ARBAEAREERMEFETERE
(& B 4 1K)

NhT7u ) XAvT (BEFRHERL) BAORKEEREET A N7 A
v (M. EREEERE) OERR OBEERHEET A KT 1 Gk
ANHERRATE, BiERAE, THEMOAVI V) VYE, REERBER
UEHEE~A7aY 774 PREEM MSI1-High) #2875
B O—BEITOWT

FEE A BOEE L EDOEARS #2016 (FRL284E 6 A 2 ABEIEIRE) ITB W T,
EFHNERROERORBEIHELND - BBV AENZZ L 22T T, &
FHEERGLZEICKLERBECRET 3 - DICKREFREET A RS %21k
RTBHZ &L LTWET, .

Sk, NaTu) X<v7 (BETFHEBEZ) BA BRR4 A P—F A
B 20mg K& O\RLARTEERVE 100mg) 122oVWNTC, BHINEHE R VEESEERE IZ AT LT
AT3BEOBETEY, TN ENIERO LB REFERHEES M KL &L
THRVEEHDELLEOT, ZOFERITY - T, VA FTA I THE
EXNb L), BENOERBBEERVCERICITIBMEZBEVWLET,

Fle, RAaTvu ) Xv7 GEREFEBEZ) BEA (BR4 4 bv—F K
Bk 20mg R OVRLRIAHIE 100mg) ZJE/MEIATE, BEMRAE, HHOFVF
YIUNE REEREBEROEEE~S 70774 PREEE MSI-Hi
gh) 27 2EBEICH LTEATIEOEEEFHEIZOV T, RAa7w)
A= (BEFHEBEZ) RAOREERHEET A N7 GEMRME, B
HREE, HTHMNFVX ) UNE, REEERBEROCSHEE~A 70T 54
FZEM MSI-High) 285T2EEE) O—HKEICONT] (G
T 6 A 6 BAHTIRAEIRER 0606 5 SEATBHEER - AEHEREELE



EEERERN) KLV RLTERLEZATT,

A, NAT R ) XvT (BETEHEL) BAORMGCEOER EOEEN
B b m LB, UEHA RS A VB, FRENBIED &3 Y BED
FLELEDT, BENOERBBRUERICHT 2RO BEVNLET, 72
B, REERORBERMET A K54 Vi, BIRBEDOLBY T,



T H L =582 Xdk) ﬁﬁ@;u‘ot\wﬂ@@
W2\ F W O e S Ly
(FEBY-676Z © W& H H
H L =582 ) W D2 CUZHE Y
NHFEW O HIHHENF UK TE
ML Ay "N EREEZERHEN KA (V)
(@ LY AT P E R ¢ L
VT ¢ YD BT AY )
Y|SB ¢ LB CEI AR (€)
(32
88 BHHH T Ho=60 k) KDL (2)
‘ (2my
267 C WEIH T H 08 3a) (o H
G LT R S T S B R Y O

% (9)

T H L=y 67 M) BN CLRZHE S
¥ 22T Y O IR & Ly [ E G
(REWLTEST © WdHH T

H Ly 62 ¥7k) WAL LB HE Y
NHFEWO I HIHHEN KWK TE
U s=ET) 4y N B2 E=R L) K
( LA T A ¢ L
TR E R ¢ "R B E)
W SO R Y ¢ T b B R BRI
(REBY

(S)

(V)

(€)

98t Wb H T H ¥ sly 16 ¥dzk) YHFEME (2)

(2
BYOCY : WbiH T B L HULMD) (7 28
BN QAR 2 S ey S ERC R Y s T

"M MR O R ENR) SR 24 S T S R SR B RN R) SR
YIRS EH A ¢ L A CHY @ETE (1) D E A (2 L B EHYBEFE (1)
IR T2 ROEH S
LERANQCULNO (§) ~ (T) 0EL T1-O LRENCLUL NG (§) ~ (T) ©EEL 1-0
2AC21EH D G—r 61 221 O G—>r 61
(MR S A K) G RE (RESEdREE) G- iREE
=] s

(B HEIERNOD A L £ b X T 3 EE O BB/

e




Y X BB EH O (S MW

UG E) WIFIG R D ¢ 2L @ EHEHF Y

"DOZRY I T QUEYRLE AT EL o
QNCA| R LRk 2 QHYIEHE ©

T X 0RO (Sa B i

“UI6E) WTHELS £10. © Y @ 2 E Ol

D OYRYR D YUXY BB HUTIEE o
LG A A Ak 2 OHAELTE ©

@ @ O = © O
HERVLERINHNEGEH 9 (R—> €2 ErERLEEINYNERH 9 (R—> €3
=TV DRS04 TTZNXCEUEY S R
Y ROWEWREENGE (R 22QAHFHEZ D EWHGENGE (R 2Z@AHFT U
U LQFEHXOTEED N ENUKXFEOH FREXOQWEE DN EN WK HR OB E)
JIE) N #HE 2 MHE T LB 2R QR NHEWEH S LB 2R E O HBHZAE I
RIXERAR 2N (HRH #9I3E XBEUWLER 2K (FAY #HARIFEHT
W (ST ok RIS "M S (S TR TR ke "I MBS,
PTG RZY) FSRA WL EHE Y SN MRHY) SEMTLEHE HEV (%
U (AT - ALk) SHT O AT — N - AL¥) SEB " TOWHIKE
YHIE “AFlBE - MY “uoTloeaI UOTSNJUI (& “ENEE - K “uoTjoeeIUOTSNIUT “(EEBCEE
X EE A T IREFETER) ==& ‘T R IRIESEN) SHAFHOHE
HOHEE “¥H "THWEENE - XY YE o el TS - W W C A MR E
§ CHOMETET C(SEEMEEE Rk il C(FHEREE RS TSR
“BEEMYEL) FRNOM T (HYEHE R S8 YEL) FERYM T (S IHEESERY) =H
W) EFBEFE VEEHA A - S K SR TV EEIHIAE - SREEFH Ml 0HE
| OFE - EY YUV ESFRER) M E - FEINY - Y XV E AW ER) HEE
C AN BRI ARORAE €-©| &— 0T DNEAUKXIHAROHYE €-©| ~F—>07

(FEH062T * &4 H

(GETY 287T - ey H

~




DNCAEM O | G4l QNCNEH O | E— 4Gl
(MBS R QL im e (REE ) G- iR
= 1%

(EpifcHI) WEEROA L L V EFHHAREOEBERE

(3H)
R EYELZ (HMOHF AN
(A “d-TV ‘dIo-4 1TV “1SY) E¥3a%ay
2 GHEE ) o [ 5 3 QO W ISR H 3 O ¥
¥ QORI UG RUEHEFALY -
‘R LMEER (os
VL I “el I “HSL) EHSERARE I
M2 ch RS RO W IHGI B S 3 Dl "
OYREI 2QUGYRCEF BRI K -
R EEE NG RENOEFLE L
FE YT 219 2 @ (R EWmHGE TR
82U @Y uoTjoeaI UOTSNIUT °G
mmm mﬁ N oy @g\wﬁ\w OA_ @m mQ UOT3oBoI UOISNJUT e
‘R LBEL
B OE—K—2HT 10 @D M2ZF
WOUAE R U2 CSHEQ

RRCLEEZ (XMOBAV A LTV
“dI9- 4 LTV “1SV) BB 2 CHHE R Pl o
B SO W LG GHFOEY "2 0T @
22 QU QY QY S HA) R S
°<

2oL HMEL (AMOFN—~ALAmgT
“HIOV Pl 3 ‘€l §dZr “HSL) F¥EHAIL
€0 R 2 GH B 200 o [R5 5 300 T NE GY B 5 35
DEX 2V LE 2 2 QUYL CEHE
N RO TECE TR N BRI
‘R LEBAGHRENROEFELEC L
BEse R 2922 2 CLXEWHLGE "L
N84 p G Qe uoTjoeaI UOTSNIUT °G
R 2 2 ZUcE Qg Qg uoTyoesl uolsnjul

R ZEEX
BEWOH— L —2HT 10 e Y2NE
W CRUR RO CRHE

()




"EEEMEYEL) ERNEM T (H ST E R S8
¥) RS FEEHRE - S K
d OFE - FEY “HWNEHWHRELR) BEHE

2 o

2N EANWEXFROBENE  €-©)

L= 91

YEL) 2ENEM (Y EREEIHY) 235
WEE CYVEEFE - SRR Ml 0FE
2N AV A i e L e AC ) TP

DN BN WA AOHAE  €-©

(L—>91

(F2T-062F © &N H

T H L=y8C ¥HAk) EHCN L CLEZHE G
WO EEY O EUE S L EHE R EG (9)

(EH-o7eZ - WEiH T

H L 2582 YsAk) MWL U2 HE Y

AHFEWO C HIFHEZN KRR TE
N L) KA N BERZERHE ¥ (V)

(& S TR ¢ L

PGEHE ¢ "M B TR Y)

L MSFEH A Y UG LR ELCERHEER (€)

(2my
68 WaHH T B9y 6% X)) MMBEFAEL (2)
(25

267 - Wi H T By o8 3k) (1 248
MY QT | TS B R Y T
UGS I B R SO B ENR) 52K
TR R A Y ¢ L CEYELEFE (1)
LRI
SRANQCULND (§) ~ (T) 0L T1-0

(FBWY 22T © wrin
T B L3360 XzA) BN CLB2HEG
W E R OGRS L HEREG (9)
. (B TEST © B H T
H L=y 62 Xzk) WAL L2 HE Y
NFEW QO C HIAHENK WA TH
U ALK N ERZERHET K (V)
(& AR TOHE Y ¢ ML
BHE LR ¢ "B EHFILRE @)
LB R €T L DB CERCH AR (€)
(%
08 : uEiH T B Ty 16 Yok) WEHAEBAEL (2)
(k2
WOEY : BN H T H L HIC0EEL) (o Fr246
Y LT R S T S R R Y s T
N S M ST R Y SO B RS 534
YT E A ¢ LB CEY GETE (T)
‘RCQLEHG
S ERANGULNOD (S) ~ (T) 0L T1T-O




28429 il UoT10BeI UOTSNIUT °G
@R QWG @Y UOTIOBOT UOTISNIUT
R EHEL
BYOE—L—2 8T 10 BEO. QM 2NE
VU T CLANGTEW BUEO
BEM X BN RO (HWli FEH i
“WIGE) YREIFI G R D ¢ Y R A OIEY
DO RYR U QEEHMFEL .
2NCAY ARk 2 OHYPIERE ©

842G QY UOTIOBST UOTSNJUT ° &
m%,mﬂ N N @@wﬁ\w @ A%mﬂ UOT3OoBaI UOTISNJUT e

: R EBEER
BYHOEH—L—>8T "1 a2 Q2=
AR RO 2EE CEYWE
T X 0NN (Hl% 3N Wk
“WIGE) WIS "R ¢ L @AEH Ol
"DOYRYR DGULYRELEFWER .

DN RA Gk > QHIELE ©

s ©@ @) s @ D)
HE RV LEBINHENEHE 9 L—>r 81 HERVLEBEINHEUIEX 9 G—> 81
RN TS RN CHELEYC R

Y ROWEWHEEAGLEH (R 22RAWES
U NFZHFXOFTERGEL N ENMKSFHEOH
B) NVHE 2 WHEH S £ B 2T b ORI HEEE
CRXERAR 2N (HRY #ANIE
W (TR THEG el BT
BE PR HY) FERTYHE HH
U (SHAT A\ - A LX) BEB T
m@ﬂm ,vymwﬂmmmﬂ.m 5 wmmm ‘uorjoeeJ UOISNJUI ,@w
SEBOCHE TS I TRIEHEE) =58
HOHE Y3 "THEESE - Y9 "YEo
& CMOMETERT C(SESEEENE 2R vk

QLB WHGEENGE (2 2 2AHFT U
=R FXNTEE DN WX EOBENIE)
VHE 7 O £ 5 2R b & OB =4 TE T
KEWAR 2N (HAY #AIHIEET
C (ST ToHER B S TR T T MBS
PR EY) SRR THLHE FHET (5
HAT— 1y - 1Lk) ERT T HIE
r%%ﬂwﬂ . W,m\ﬂ,,m rCOHPONO.H uorsnjut rAummmmmwwmme
‘WA e HATRMIEMEAE) SESFHOHE
7 e AL U A e G NG g 3.CF 4

T C(ZEERENE CFHEEHHEY S "SRR




48 HISEBEFIH “(%S0) 4 TR (S
—Ay - A Lk) EEBE O g€ HELO
FHE - Y (%6 °0) 49 RERUHE R "oty

4 8 RIZ e “(%5°0) 4 TR (smsd
—AN - A Lk) FEBE T D) 4 € UKL O
FHE - P “(%6°2) 49 RIEFMHEL “ofH

() . (54)
(¥E¥2 L80-HIONATY) ¥&peby IT 5 [l 335 (¥E¥2 L80-HIONAY) ¥y IT £ (=354 =]
[#HFZ] GE—§ [#TZ] (G—8
(ARt R K) C—RE (REEr i ) C—RE
Hl i
(EBHICHIYS) HBIEMD AV £ V ERHHHEEOHEN A (A SR
()

()
R LHMEE (AfoHE AN
(A “d-TY “dio-4 “ITV “1SV) BE¥3usdH
21 GH I 2R o B M 3 QO WIS B £ 3F O
¥'QOCREI 2 QU RLELEF -
R LMEL (AMos
VL 3 el I “HSL) B¥SEEErA e
M 20 ) oh [ -5 3RO W NHE B 5 O "
OZRYR QUG R EHEEH Y -
"R LEENELREROREELE L
BE T 227 2 ¢ U2BWHGE "E

"R LHER (HMOBAAAUAA TV
“dL9-4 LTV CLSY) a1 CHI Y Rl o
RSO W BRI G QY D0 Z QY
12U D @YY E A E S .
°2
2O LHEE (Ao —ALAV =T
“HIOV Pl 3EZr ‘el JIX “HSL) B IIFAT
LORA 2 CHER 2 2 o [ M 5 3 W IH G e £ 3%
QY 2O @Y R 2 GUEY QY EFZHE
MEEOVESERYE S0 YRS -
"R LB RN OEEL R L
BECYTE "N 2 CUEXEWHGE T




PHE A U M B E A )

VST A ¢ L 2B CERH R ()
(%

98 LeH T B9y 60 YoAk) MBI (T)
(R

267 wrhiE T H 208 d) (2 T4

G QM TS B R Y T

0| S e T SR R Y R BN ENE) M
SIS EHAE YL L ECEHY @EFE (T)
| ‘TR
LERANQULND (S) ~ (T) 0EL T1-O
D21 (D

GL—>9

RSB HE Y ¢ M| A BB )
Y| EIRA Y (L B CE I MERE (€)
(¥Bay
98 : uiH T HVdy 1€ ¥zk) HMEFIE (T)
(2
BOEY | BN H T H L HIHD) (o J34%
R A% T [ S I G S
0| Sdf e T ST B A Y S B ENR)
LB HAE YW LR HEY @ LETE (1)
RCRQALEH G
LRANGUELNOQ (G) ~ (T) 2L T1-0
dc2AEW D

G—>9

A=A
U QBRSO T T ER IS " HBIEH
ORI ZEY RS - W T I E
‘Y N (BYERERIMY) SHEFE oY
#BiE1 EEEMEE S E] C(EHHEH
XE "MTde HATRIEHER) SRRHO
HE “UR UUIRED (%S0) 4 T RIFH
NH %0°7) GRS "% '8) 4 LT
uoT3oBeI UOTSNIUT * (%0 1) (4 G RITkHy e o
- FHH (%8 °CT) 4 62 LIEEBHEIE Yheh * (%8 °€)

LRI IER (EZREN
THYE) SERHTNNEEHYET “Uo
UG RUNGSHELO T WEH TR SR
RS YT - R T
W (B ETEEBIY) SEERE MY
T SR SRARAEL (&
XE CHWAES HATREHE) SR
HE AR UUIRED (%S°0) [4 T RIELY
QF %01 G2RFEC X “(%1°8) 4 LT 1!
UOTIORST WOTSIIUL (%0 °T) 4 3 FITKA L IS
3 (48 °ET) 14 62 LI HIERE ek (%8 °€)




¥ ROCEWLGBREAGE (R 2222AHEZ
U AEZHXOWEREHEANWXSMEOH
BHE) ) HE T W ¢ £ B R R B O R
TR XREYAR DN (SR HIESE
W (HTRTHEGY e "I
BTN R ZS) AT HE H
U (ST - A Lk) EET T
YHILE “CH(EE - M “uolioeel uoIsnyul (&
B AT HE IR ) A
HOFE “yH "THBENH - Y ¥Ho
MR T (SRR SRS
‘EEWEHYEL) 2ENEM T (FVEHER S
H) SEEME "V EUWHE - SHEETH M
L OFE - XY TXONE IR E L) BEE

DN B HROHYE €-©

O CEWHGREGE (R 2SRAHEIUI N
R W00 W EEE D B 2R A O B 4 1)
NHE 2 Q6B 2R OB %X T T
XFEBAE 22 (SRS T ER
S (S TR TR SN TR ST
FEITRHY) ZERTLEE FETY (&
HA T\ - A LK) BTy T WIE
,w%wﬂmmﬁ_ wﬁ_m_m ‘uorloeaI UOTSNJUI ,Am.,mﬂmwwmmﬁ
‘WS FATRIEHEN) SR oEE
W TR - Y YGRS MR
T (SEUEEE SR e SRR
YWEL) 2HNEM (GYEREHIHY) 25
WM CWETRAE - SHBPL Wl OFE
- PEN WY YIS SRR e

LN EANMENHROBHAYE  €-©

(FEO6TT - Brdi H

I B L5828 %) YD CLERE
WIS FEW O E IS L E R =Y (S)

(FEB-OFez - BEnE T

H L 582 Xzk) B WL CUBZHE Y

HFREW O 3 HUHHAENRLTINTHE
R EEA K N ER2ERHEN K (V)
(R PRI A ¢ TH

(¥EBY 2821 : ¥&nH

T B Ly 63 Xia) A2 CcLIHE G
W2 FEWOEIES LW SHEFTES (9)

(EMY 16T - WEMH T

H L= 60 ¥d7k) B D LB HE %

DN FREW O ¢ HIRHEN KU TE

NFEN Ky TN ERLERFEEI KA (V)

(@ LA ¢ ML




(54)
R LHEL (E@oE AN
(A “d-TV “dIo-4 “ITV “1SY) E¥EEFA
2 GHE R R ch [ 5 SO0 W IHS B 5 3 O[¥
Y2 0ZRLER 2 UEYQELET AL o
R EYEEL (XHoE
VLI 6L JIX CHSL) EHSEAr 210
M Y 2! ch [R5 3k W IHGY B S 3 QI "
WZRHER QUL RE = Y o
TR LEENEHZEROEHELE L
B¢ T "2 2 2 ¢ LR EWHGE T
NEL 21 G QL UoT1oBaI UOTSNIUT °G
@R D QUG @ UOTIOBdT UOISNIUT o
: R EEEX
BYHOH—(—28T 10 560 QN 2N=
AR R TCLNEAEREE CEHMFEO
FEE X MENOWEHO (F¥% 5T
“WIGE) YK R D ¢ U ROl
DO RYR QUL RCE LU EL .
DNCA RG> OHEHERE ©

L= A LTV CLSY) E AU DI GHH 2 ch
HIEE RO WIHNB O "2 0 2 @
R 22U Q@ ERIHA L TR B .
°1
2 LHMELZ (HoOFV—~LLY =
“HLOV 91 #3F ‘el 3@Zr “HSL) FHEHF
L5 A2 GH I 20 2 o [ M 300 SV 1B S B 5 35
OEY D OTRER T2 GUE QR ZEE
HEEVY Y EL SHEEPEYRS -
‘R LEFE NG FEROEEL R L
BElYkT "2 2 ¢ L2 EWHGE T
2NEL 2 G QR U0T}oRST UOISNIUT °G
@2 ZUY @ UoTiorsl UOTSHIUT e
R LHEL
B OH—L—280 10 $5&{2.Q M 2E
W OCUR I TCUNGA2EE CEWEO
U X MO W EHR O (S¥% N Wt
“UGE) I F1D. C U@ H O
ISRE/RC4r SV gugeah (e au Ry SUAE 1T EA AT T
2C2A] AL Gk 2QHYEHZE ©

&t © @ #H © O
EERLEBINHNEH 9 HEE R LBRINNEH 9
"2 2N CFUY ‘RN CFELY T R




/A "2}

WG QUEREHELO N MER TR "M F ¢
B TRZHY HEC oS "R - Y Y
SV CEFC TG A O - P
“MOHETE T TSRS E C(SREE T
HZ HATNENEN) SHRHOHE "UX
UG @) (%7 °0) 4 T £} uorjoesI uoisnjuy
NY G70) TR (HF¥EHESHY) ==
BEFAE (%Y 0) 14 T RIZEHBERENE T (%9 °8) 4
€2 RIS EBEEAYkE (%€ "9) 14 VT RIEHEEAH
(%% °0) 4 T R (BT — 1 - 2 L) ST
“(%9°2) 4L REL OFE - HY T(%87€) [4
OT RIEMUWHELR DN 2 HHE " Y "oF ¥

PR HIEFNEE (RE2EEHE
VT SEEETIMYEERHIEY 2Ly
WY RERIEM NN M ER T " MBa3r
TR ZHY "W C A% YR - ¥R 3¢
W CIHOOHYIE IR G - Y T
MM T "SR E C(SREOLE T
g “HATNHHE ) STEHOHE "2UFE
U RED] (%P 0) [4 T £} uoTIdBOI UOTSNIUT
VY %F0) TR (SYEHEMINY) 23
BHEE C(P0) 4T RIEHEEEEE (%9 °8) 4
€2 LIS = BEFRE YR (%€ °9) [4 ¥ RIS e
SO 0) 6 TR (BT~ - R L) ST
“(%9°2) 4L R OFE - ¢HXY T (%8°¢) 4
0T PIEMMHFRER DN 3 B8 " FiEY k¥

() ()
(¥E¥2 GVO-HLONATY) ¥EWEHIIL £ [ 37 S ] (¥5¥2 GPO-TLONAY) ¥y BN I 5 (2[5 5
[FHTZE] G—>9 [#TZ] G—>9
(] skl A ) G RE (REEdE) C—RE
H %
(TR fEIYE) WRIERNQ AL VT3 HEE OBET WY
()

*ROCLMER (MOE A 1A TV




W) EoME YV EEHA Y - SR I
J OFE - Y YU FHWHEL) Emsm

mﬁm WEERAE - ST "Ml OHE
- YPEIN - Y CXNNE A HER) HEE

DN BN XFEOHAYE €-©® (B8 DNEAM K FAROHYE €-© ARA—»8
._ (REBL-O62T * Br&nH (REWY L1821 * L& H
T H L3588 %zAk) MG AL CLEZHEG T H 260 %&k) EH WL LB HE S
W2 FEYW O EIES L HE R (9) WA T EYW OB S LB R (S)
: (EB-oez - wind T (REBYTEGE © wrdH T
B L =82 ¥oAt) BBV L2 HE 2% H L2y 60 M) B A LR HE W
NF]EEW O C BIFHEN RN TE ANF]EEWO CHIHMMENKUETE
=LA ¥4y "N ERZE=RHE) KN (V) lyA LD KAy N EREZERHEN)FKAs (V)
(o SH| PP T IHR Y ¢ "ML (X L M T IR ¢
VB ¢ M BT Y YT Y kY B R )
YT IR ¢ S 2B E IR ER (€) WS B ¢ & L BRI EHEE (€)
. (FEEY (FEmY
88 I WiNH T Ho=y6C Yzk) LU IE (2) 98 : W& H T H vy 1€ Wk) MIMEEFEL ()
(32 (3
187 * WEiH T H o208 3) (0 LM BOEY : WkHH T H L HIOEL) (7 S
A QT SO TS RO E N L B LM MO T E R Y ¢ N
SISk e T S B G Y T B ENR) U TR SR Y O EYENR) 552 S
S EHA YW LB CHY @LEFE (1) SHE A LB CEHY@EFE (1)
R RQO MG ‘T RIEHG
L RANQULEND (G) ~ (T) L T1-O SRAENGCULNAD (§) ~ (T) O#EL T1-O
2C2EH O R—xr L 2NCNHEYW O | E—L




@Y R 2GUCE QG @ UoTloeal UOTSNIUT o
R LHER
BYOE—-L—2HT 10 $@e0 7 W2sE
W3R R84 2EE "SUXO
BERY X BN EHO (SW% 5 W
VG E) YT 1) & Y QA EF O
"DOGRY T GUEQRQE M EL .
DNCA] 2R A K2 OHYIESLE ©

@72 CUE QYR UOTIOBSI UOTSNIUT
R LHMEL

BYHOE—L—2ET 10 eI M2E -

WOUUE RO 2EE CEWEO

Tu X BEO YRR (B A

AR ) YKTHG R o 2L @ XY

DO RY R DOUGD RLEHMHEL .

DNCA ARk 2QHYEHE ©

@ © "©) # © O
EE R LERBINGFNGEH 9 G—> 01 EE R LEHBLHAFH 9 —o 01
DN CFRUE TV CHELEY T R

Y& RILWBWHGEAGE (R 222AHEFS
WG AFZEC0WEREED 1 B2 ISR O B
IE) VR T B T OB
TRXRWAR 2N (BAY HETEE
W (TR ey TERTR &

MHEREN RS SHATHLEE -

U (HHAT—N - A Lk) FHEHB T
HHOET “RfEE - N “uoTioedI UOTSnIul ‘(&
SBOCE BTYAE TR E) S
HOHE " "THEEE - ¥ "YHo
S CHOMHTE T C(SHUHEE AR S
EEEMYEL) SRR (SYEHEESH

QL WEWHGEANGEH (R 2ZQAWFEIUI L
E=REXOWEE DN N WK XIMAR ORI NE)
N#HF I WE T LB QI
ABUYAR DK (FRAY HAHIERT
* (SN THEY R e TR T B3
R YY) SHPWLHE HT (%
HAT— Ny« ALx) FHT T HWHITE
“FEHBE - R “uoTloBSIUOTSNIUT “(H8EYEE
‘M CHEAIIEHEE) SHEFHOHE
e RS - P Y C R TR
T C(FHEREE SRR e TS
YWEL) FRBEM (S EHEHSHY) 25




R EHA Y Y LB HYBETE (1)
‘RIS
FERAENCULND (S) ~ (1) 0L T1-O

IS EHA W L XECEYBLETE (1)
. T RIEWS

LRENLUL NG (9) ~ (T) 0L T-O

2C2EH O] L6 2NCAEH D | L6
(A NR ST RAKE) G REE (RESE ) G—~RE
H 1

CEBHXAIY) WEIEMO AV L] VT HEE -
QEMHEC £ EZ (UBT YU-T SIN) {IZNV L L4 g b 2FHEE

(3)
RRCLBFEE (Mo AN
(tA “d-TV dI9-4 LTV “1SY) 385y
2N GHE ) oh [ S B W IH S B S 3 O
¥ WRYR QUG YRCETEFLH o
T2 bLMEE (Hos
V132 “el @I CHSL) EXaEsndctr2I0H
M 2R ch [ S 3O WIS B 3 O ik "2
OZLLRYR 2 QU RUEZF TS e o
RGN Y OEEL RO L
BlagT¥ 219 7 2 ¢ L2 EWHGE “§

2 8%/ G QP U0T3088I UOTSNJUT °C

(3H)

TR LEER (HoH ANV A ATV
“dI9-4 LTV CLSY) B GESAH 2IGREF R Bl ch
RSOV SR OEY 202 @
T 29U QR EEIT Y " E R .

°2
2L WUEE (AMOFAU—ALA=hT
“HIOV VL $MZr ‘el ¥ “HS1) FHEEFT
L0 R 2N GHHEE 20 R o [R5 30 IV B G Be 5 3
O D OGRYR = QU9 Q¢ ESE
MEEON =230 YE] SHEPYRE .
‘2 EEENGA Y OEEY R L
BECHT 91 2 CLE2BWHGE "R

NE 429 QR UoTIOBSI UOTISNJUT °G




UECHE MO E R IRNETER) SRS
KNOHE "y TG - Y "¥Fc <
S MR T C(EEMEANE SRRt vk
“EEEHWEL) ERNEM (Y ERE RS
W) SRS VST - SRR MK
J QFE - Y CFUAFHMHEE) B

2N EANYUKSFRORENE €-©

L—> 01

‘e CHIEHRE) SREHOHE
N ISR - P W C Y THRHE
Rl C(EEEMEE TSR e TSR
YEL) 2RBEM (SYEHEASHY) =5
WE WEERAE - SRR HL O0FHE
- WENY - Y CXITEAHER) HEE

DNHEAWUKIHROHYIE €O

(L= 01

(REH-H6ZT - H&0H

TH L4388 %Ak) UL LR HE S
WA ER WO EI(ES LA E Y (9)

(FRBOVeZ - BH T

H L =582 M) B D CcUZHE W

IHHEEW O T EIHHEN RN TYE
NyH £ KAy N ERR2ERHEN KA (V)

(o P IL R ¢ "L

UG ¢ YD BRI R Y <E)

WIS A ¢ LD EECERCHHEE (€)

(2%
€8 Wi H T Ho=y62 YWak) ML (3)
(R

6% - Wi H T Hhdoea4) (o S%ls
MR QM S T S B Y ST

(3R 2821 © & H

T B L5 62 Wzk) MG CLBIHE S
Y2 SRR O U S L E TR (S)

(REBTEST : WaHH T

B L 37 62 Yizk) BTN C LR HE O

NHFRY O ¢ EUHHEN KX T E
I SN N BRI EREED) KA (F)

(R I PIHERE Y ¢ KL

PGB ¢ T R )
U A SO ¢ b BRI AR (€)

(X2
98 WgH T H ¥y 1€ YoA) HMEHIE (T)
Km.

BOCy : Wi H T H 2 HUD) (3 I
RN, AT LGS S T S TR Y S T
N S S R SF LR Y (O B S

V34 S T R R SR B R ) SRR




DZRERI2GUAY R EHBEHM Y o
"R EEENGH ZEROEEL R
BECHI "2N9 2 7 DX EWHLGE T
N8 L TNY G QR UoTIoBaI UOISNIUT ° G
@Y TCURG @ UoTIoBeI UOISNIUT .
; T EHEL
BUOHE——28T 1D BED A2 E
SR TR 2L+ 2E CSWHO
FE X BT REHO (SWi% W
“WIGE) WERHEG "R © L @AEH O
DOZREL T GUA Y QG E LY ELY o
D2NCA NGk 2 QHYEHLE ©

HEENY=20MYE] "SRR Y .
R LEEANGAH ZEROEEHLE T L
BEse ik "2 1 2 ¢ LE2EWRGE "R
2184 2/1p G Qe UoT3oeal UOTSNIUT ° G
@R CUCEG @Y UOTIOBSI UOTSNIUT
TR EWEL
B O&— K —280 1D 1362 W2 &
W AR CRT OGS SYWE
BEE X BRIO N RO (Y% 3 Wit
“UGE) YK (G 1D ¢ LR EFOIEY
D OZRE R UL Y QYL E LWL .
C2VCDAY AR R 2 QHANEYE ®

& @ D) = @ D)
HERLERINHEAEE "9 (—>71 EER-LERINEHNER 9 (—r ¢l
°R 2N CF L ‘RN CEHEYLEY T R

YW RALWEBWHHEFNGE (R 2RAHES
ULLEZHFFOFNEED N ENUXSHEOH
E) N HE 2 W b BB H b B O B =
DRAHEYAR 2N (FAY "H#HANITE
YT * (S EToES S ok "R "
BEH P THEHY) SEPTLHE "¥H
U (BT — 1y - AL k) BT CTHLOH
MHAYE AN EE - YWY ‘uoTioesl UOISNJUT (&

O EBWHERANGE (22 S @AHE LU [
EREE O WD B2 R D A1)
VR T 00E 6 B2 H b O B T T
YRR 21K (HEY HAITTEET
(S TR SR TERITS T
R TFFY) SHATLHE AT (&
AT~ A ALK) SWTe Y TE
‘B - YR “uoTiomal UOTSNJUT (% SKBACHE




($)
ROCLWMED (RO AAN
(A “d-TV “dlo-4 1TV “LSY) Faasd
21 GHIERY T oh (51 B 5 300 3 I8 SR £ 3 O [
Y OOYRYR UL R DRI
RTCLHEZ (ARoH
YL 3T ‘el JIr “HSL) ¥ EEEE A2l
A 20 A o (B £ 20 W IH S B B DI D

"R LYELR (HMOFE AN A TV
1o~ 4 CLTV N1SV) B 2GR Fl
[ 5 3 W IHGF B 3R O "0 0 2 @ ¢
22U QR EEF) SR
°q
2CLWER (ZMOFV—LLAU T
HIOV 71 3¢ ‘el P “HSL) BHIAEFR
LOLA 2 G e 2 2 oh [ M 5 300 W B O B 5 3
VY 2O TR X TURI Q=T

(5)




BEEREET A RFA v

_Ra7a ) X<vT (BicFiE#z)
(BR584 : %A MV —F STEHE 20 ng, ¥4 b —F A 100 mg)
~ FE 7|t I i 9 ~

ER2 9FE2 A (fFTE 1 2 AKET)
RE%BA



B

xUwic
AEIORR, 1ERMF

B PR AR

TEERIZ DT
BREXRLERDBE
BEICE L TEETREHEH

I =

P2

P4

P19
P21
P23



1. IXC®ic

EREZDOBENE - REEOHEFREO DL, I XEZICESW-EBERERN KD
bivd, IbIT, EEOREEMOESIC LY | FEREZER 2 & OS2 55 Ve R
FEEMPEABINIFTT, INbOEER ZEICHERBEICRET S 2 L 3R
RELR-o>TEY BREMBGEE & EDEARFE 2016 (ERL 284 6 A 2 BEHHBRE)
ZEBWTYH, BEFNERLSEOFEAOEBELHEELZRAZ L E & TVWE,

FRERMFERRIL, BBERASEEM T u 7 7 A VBBEFEOERL AL NICE
RBZERDHD, Z0D, APERVOCEZEEICET BRI +OEE TS TOR.
LHEERORELRSRITAZ L NEFINIBEICRHLTERATS L L bIT, BIE
RARBBELIBRCLERRS L LD Z N —ED0EHR L2 T EREE CFEA
THZENEETHAD,

Lizi3oT, BKIA FT74 Tk, BABEESCZNLE TIE LN TV B ERERE -
BEORMICESE UTOERERORBERFERALHET 2B AN NERER, 2
FRUOEESELZRT,

REB, BHA T4 0%, BITBIEABRESERERAHE, ARTEEABRER
BRERYS. —REFAEANBABREANES, FEFREFEEEAN B ARBEEEREN
— AR B AR ESER OB Db LB LTz,

XREIRDERR  FA M —F RIFHE 20mg, ¥4 ML—F AT 100mg (—
e ReaTu) X (BEFHEEZ))

MR EROPEIIPE « CIBRTRERIEIT « BRI/ NI

NRLRIAERVHE  @BF. BRAKIE, a7 n ) X~v7 (BEFEEEL) LT, 1
[ 200 mg % 3 @RIRIRT 30 22N T TARERET 5.

B & R % ¥ F . MSD B4t




2. FFOEK. 1ERBAFE

FA R —F ERERRTE 20 mg R UORLAIEFE 100mg (—i4% - a7 n ) X=7 (&
EFHEB ). LUTF TA#] £ 5,) iX. PD-1 (programmed celldeath-1) & ZD Y F v
KC#Hh 5 PDL1 RUNPD-L2 L ORAZEBERET 5. & ML1gGs £/ 7 v —F /v Hifk
Th 3, ) |

PD-1 $RE&IE T MRS B AR D> O Yk B T2 DIZ 3 KRR A3 FI) R 3 5 /e Fa 2 il
ZA o F T, PD-1 1%, BEZREBIZBOCERRE T HROMEREEICEA L, BLi
ERISE S ARLE AR RERG 2 HET 5, Tbb, PD-1 XY Vv FEfE
BTBZ LRV HREABICL DV /T VEEZAICHIET 2R AR TH S, PD-LI
OEFMMBIZBITEHBATDL TN TH B, ZORAMIBTIE T MEERCBE ML
ZI1E SBENCRI LTV D, BRAMIIZET 5 PD-L1 OFEFEHIT. BHKE. RERE.
FFHmpadiE. SRELES. JE/NBRARE R & O L B ATTHRAREFTHY | RWAFER
& OMBERHRE SN TVD,

DA DRI FH% & PD-L1 SEHOMEMEN S, PD-1 & PD-L1 ORRKIIES
DAERREIC W CEERBEIZE D Z LRRENTEY  Hil2BABRROERN L
LTHfRFS TV,

A#liX. PD-1 & PD-L1 RUNPD-L2 DY H YV FORKBEEBETIZ &ICXY ., EE
e/ NERE R OEESENMRESEME T Vo BR2EE LS, IEERRE L BEHEL
T3¢ CHIEBDRERET D,

AFIOVEFFICE S BEORERGC X BRSNS bbb, EEXIIFELTIC
EHRREMENR D B, FHORETROEERICIE, BFEOEELTRITTV., BENR
D BNTEHAITIT, BB L BRICS U EMA M L B2 B oBEM L &S LT
B 2R N ATV, BEDAERIGIC X RIERREDN 2 HEICIX, BIBRERV
E R OBRELEDOEERABET I MLENRDH D,



3. BREERRR
BIBRARE7RIELT - ﬁ%éUD’f'F/J\rﬂHE@BﬂiE@ﬁ( RERIZEHE 24T - 1 ERBERRBROREY
RY

[B%hiE]

OEEREFRFMMAER (KEYNOTE-024 35%)

{LFFERE D72\, EGFR B FERRME. ALK @A B TFRRMER O PD-L1 Bt (PD-
L1 ZRE U EEMIES D254 (LUF ITPS] £ 5,) =50%) " OUIRTRRE /21
17 - BROIE/NRIEMERE 3054 (BARAN40FZEL) ZRHRIT, AF 200mg3 &
B (AT TQ3W] &5, ) BREDFEMMERVREMER, 77 FFRE|I 2 S TeiZnE
BfbFRE (BLF Isoc) &9, ) ZxtiRe L'Cﬁ%‘é;nt_o 7B, ERFTHhTER
ETRED HNEBAIT, KRETE R TERSED b2 WEDBRIICEE LT
% BAE T, REICAEO EEF TREBETHRED b s £ TARORE g T 5 =
EMFRB L ST, EEFHMETE BIXEEEAFIM (LUF TPFS) &5, ) | BIKEE
MR B i 24EFHM (UT 10S) W), ) Lah, KFNXT 7 F 8K a e %
BEE B LT, PFS, RU'OS (HEfET) 2ABICER LT,

*1: arN=F Ui e L TRIERFEAR STV 5 PD-L1 IHC 22C3 pharmDx [ =2 )
ZRWTRES L,

*2:24 AR ETREINTZBEIEIAFOREEZFIEL, 20%, REAETERD bNH
AlREERATEDB L L &N,

1 BFPERE (KEYNOTE-024 3ER)

75 F K &
i s OV ELofL P
(151 #51)
hafE [A] 10.3 6.0
(95%CI) (6.7,NE) (4.2,6.2)
PFS™ NP — R 0.50
(95%CI) (0.37, 0.68) =
P fE" <0.001
hoifE [H] NE NE
(95%CD (NE, NE) (9.4, NE)
os™ NP — R 0.60
(95%CI) (0.41, 0.89) ~
P fE" 0.005

7 RE,

CI: fE¥EXE]. NE ; #£ERTA], *1: RECIST ¥ A FZ AV 1.1 RRICESMrhdfE, *2
J&RY Cox eI — RETFNVIC X BT 7 FHRAZSTLERE L OB, *3: BRlns 5 v
*4 . PR OT — % 1 20164E5H9 By bAT



a0 - — AHIWOme QW
a0 - T3FFEATSUIMIR

at risk2 g TFRAA [A]

AF200mg Q3W 154 104 89 44 22
FSFFURESOCILERE 151 99 70 18 9 1 0

M1 sl & B PFSOREARTRE D Kaplan-Meierfi#f (KEYNOTE-024308R)
(PD-L1BtE (TPS250%) L)

=

100
907 N
80
70

& 60 ]
EQ - R e e o
40
30 |
20 | —— #mzomg Q3w

)

EFE

10 - C ISFFERESCLPEE

0 3 6 9 12 15 18 21

at risk%% SRR A

FE200mg Q3W 154 136 121 82 39 11 2 0
JSFFERRSOEEEE 151 123 106 64 34 7 gt 0

K2 OSSO HfEHTE DKaplan-Meierfi$f (KEYNOTE-0248%)
(PD-L1E3#E (TPS=50%) DEFEHEM)



QOHEERERE I/MERSR (KEYNOTE-010 3E#)

75 F R 2 E L ERIERE 28T 5 PD-L1 it (TPS=1%) 2 OUIRTRIEZ1E
1T - BREOE/NERRMERE 1,033 fl (AARA 91 flzE) ZHRIT. FF 2 mgke
Q3W 5K 10 mgkg Q3W #HEDHMER VEEMER, Fe& e kfnlm (LT

DoC] & %,) ZxtRE LTHRET S, 28, BRFHE CRRETIRD bhic
HEIC, BRETEZTRTERBED b2 WEDBKRMIZERE L TWABE Tk, KRE
RO BEGFHE TRBETHRD N D T TAROREMFEEL FTREL Sk, THET
MEE B X 0S ROVPFS & &h, AFNELDOC L LT, 0S8 ZHAEICER LT,

*1 : EGFR B FERBMHEXIT ALK MABETHECRE TR, 775 RAE &b
FRIEIC & B IRIREEICAN 2., T2 EGFR M (ER X1t ALK FE(ER 263 5 B
EEANC X 21ERELET2RERMAAN BN,

*2 : PD-L1IHC 22C3 pharmDx [# =] ORAEX vy FE2AWTREINE,

*3:24 FRETREINEZHGREARORELHIE L, T0%, RBEETHRD NS

Al EEHETEAZLE SN,
22 AHHHERE (KEYNOTE-010 RER)
AF| 2 mg/kg A% 10 mg/kg DOC
Q3W Q3W
. (344 1) (346 1) (343 1)
dsiE [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~N¥F— k1 0.71 061
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P &" <0.001 <0.001

CI: EMKM. *1: @3 Cox LBINY— FEFTNIZL 2 DOC L DB, *2: @RIn S 5 71k

E

100 _q‘\ T e R e e S e s P
a0 - L0 ——— M 2mg/kg Q3W
80 - ' ”» e e 2710me/kg QAW
WAL
70 g . — FeyFul
& 60 w\m
40 - l"‘mluu Q" rehil, ;
: Mg moeani A1
301
20 miy
10
0 LR LU LS ALLLEAE UL Lt LA AL LR LS ARl | LR S L R Ll ] WL ERL L L A LELE A LLE A ER R LR L
0 5 10 15 20 25
at risk¥ . S0 A]
A 2mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
REIFEIL 343 212 79 33 1 0

X3

OS DEAEARATI D Kaplan-Meier Bi%# (KEYNOTE-010 3X5&)

(PD-L1 [B¥: (TPS=1%) DBREHEH)

6



OEBFLFFE MRS (KEYNOTE-189 #R)

{LERIERED 72V, EGFR BETERRBRMER D ALK @& B FRIEDTIERTERE
17 - BROFERFLEIE/NARRIGEERSE 616 5l (AN 10 flZ2&Te) xR, KA
200mg (Q3W) , XA FL¥E T U Ak (LT [RAPLFER] &V, )
RO FTFTRE (VAT TFORIIANKT TF V) OHRRE (KAGAR) "o
BHMROCRELMN, 7R, A Mt FROTZFFRBIOFREE (LR
R "R RRE LEZEERRR TR SN, AL b, 77 F T RAIESER
NBFEZTLIOBIRL, WEIIF/RK4 3 —RETE Lz, 28, BEIM ORBETIR
D HNTEBAT, KBRETZ TR TERIRD bR WEOBRKRIICZEL TWAIRET
X, KEICAEO BRI CREBETIRD b D E TEA L <A vt FOFREE
BREGT D2 EREREE SN, EEFHMEEH L OS KURPFS & sh, AF|, ~A b
VEE FROZSFIRROHFRAKREL S 7 ER, RA ¥ FROTZFTRAIO
BERIRE L B LT, OS RUNPFS 2B BIZER L7z,

*1: A 200mg, XA b LEFEFS00mgm?, YRATFF U 75 mg/m RIXHNVRT T F
AUCS (mg+ mL/min) DNEIZ Q3W (Fa—RAD 1| RAIZKRE) T4 a—ARER, &
#1200 mg BT A kU ¥ F.500 mg/m? 2% Q3W TREEh iz,

¥ 7SR, XA FLFE K 500mg/m?, YRT T FV 75mg/m? XIE I NVR T T F 2 AUC
5 (mg* mL/min) OJEIZ QBW (Fa—AD 1 BRIKEE) T42—AKE5R, 7%
RREOANRA F L FE R 500mg/m? 3 Q3W TREX N, _

*3:24 A B ECRESNE-BEIARORELZPIEL, Z0%, RBETHED b
RlicREBHTEL L ENT,

K3 HHERB (KEYNOTE-189 BAER)

AF|BF R RE {LEBRIERE
(410 1) (206 f51)
i [A] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
os™ N — R 0.49
(95%CI) (0.38, 0.64) =
PfE" <0.00001
BofE [A] 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™:™ NP — R 0.52
(95%CI) (0.43,0.64) - —
P fE"™ <0.00001

Cl: EMEKXM. NE: HEART, *1: PREAMRKTEOCT—% 2000 11 A8y v A7, *2: B
Bl Cox HfINF— REFAMCE BT FER, A ¥k REROT T FHRAEIGR{LERED
GRRRE L OB, *3: BHIR ST 7 BE, *4: RECIST A K74V L1RICESSERT
ST R B



i 50- e,

LN: 40 ““—'_'H"i-.:n—'u-ﬂa—o—w—n—!
30
207 —— F#200mg BW. RARLFERRETSFFREIHBILEEE

at risk#%
A#200mg Q3W, R
ANVFERRUTSF
FERIR LS
T5tR, AN FE
RRUTSFFRRIHE
{L2&E+%

10 ——— 75tk RANFERRUTSFHREIGBILERE

0 3 6 9 12 15 18 21

EEREIA]

410 377 347 278 163 71 18 0

206 183 149 104 59 25 8 0

4 OS DOHEfEITR O Kaplan-Meier Bk (KEYNOTE-189 ER)

at risk#

AM200mg Q3W, A
pINVES S ARV IN
XRRU7557 +BA
TS8R, AxXUFE
KU LXRBRY
757 ER

100
90 - L\ — KRG QMY RXMUAEFTEILKDMRUT 57T HN
804 ‘- g T THER, RAML RS FUSLKRRY T3S > 50
R
£70- . ®

i 60
so| |
ﬁ 40 - e

\_‘\ -H‘Nu.h
& 30 iy -

20 - e VY La

10 - 1—;1——-1—0-——0
0 3 6 9 12 15 18 21

Mg ZEEFRM(A]

410 322 256 148 60 17 5 0
206 140 80 40 16 = 3 10

5 BERTHREEIZL S PFS O E#EFTRFD Kaplan-Meier Bi#R

(KEYNOTE-189 3E&)



@EBRLRFMARSR (KEYNOTE-407 35R)

L RER O 20V, SIBRRAE2 1T - BR ORI/ N RE 559 ] (AA
A 50 FlEEte) BRIz, K 200mg (Q3W)  INVARTFTFURUIZ Y FXEN
X7 BN (AT IVBER) (BT MabPTX] VW 5,) OFFRARE (K
KRR T OFIMROEEWN, TR, IVRTTF VRO Y ZXEAX
IZ nab-PTX OBFRIRE (LHERER) 23R e LE_EERRB TR S h, Wi
b, 27 ) Z X BN nab-PTX i3, HYEMRBE S LICBRRL, #513HRK4 =
—RFETL Lk, 2B, EEFHTREBETHIRD bh A, BRRETEZ R IER
RERD HNRWEDEERRNCEZE L T\ 5 BE Tk, IREILE OB TR BET A
FEHOOLNDETAFORG 2T Z L8R L &z, EEFMMERIX 0S BT
PFS & &h, KK, AINVRT T F LRI Y Z XA XIT nab-PTX OFRREILT T
YR, VRS FF L ROT Y ZHFE/VXT nab-PTX OFRHEE & LT, 0S &
U'PFS ZHEBITIER L7z,

*1 ; AK) 200 mg. /<2 U # % 200 mg/m? X% nab-PTX 100 mg/m?, HNH T 5 F > AUC
6 (mg - mL/min) DIEIC BW (KFl, N7V FXFENVROAINET T F idFa—X
® 1A BICEE, nab-PTX 1F3—A0 1, 8, 15 ARICRE) T4 a—AR5H, &
#1200 mg 2% Q3W T&RE Iz,

¥ . 7S8R, /7Y ¥ FE N 200mg/m? XiX nab-PTX 100 mg/m?, B NART T F 1 AUC6

(mg » mL/min) DIEIZ Q3W (KH, 7V FXENVROPINRKRT FF UK/ I—AD
1 BEIC®S, nab-PTX iZ&a—AD 1, 8, 15 BAKEE) T4 a—x5%, 77

TR QIW THRE &N,
¥3:24 0 AF THREINEBEGEIARNORELFIEL, £0%, KABEITHED bR
GICREBETEDE EENT,

#4 FYHHERE (KEYNOTE-407 RER)

A PF AR (b RRIERE"
(278 1) (281 1)
il [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
0s™ N — R 0.64
(95%CI) (0.49, 0.85) —
p & 0.0008
FRfE [A] 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PFS*. " INY— R 0.56
(95%CI) (0.45, 0.70) —
P fE" <0.0001

Cl: {E#EX[E. NE: #ERT, *1: PRBHEOT —F : 20184 A3 By v A7, 2 @
B} Cox AN — REFNMZE DT TR, INVRTTFUROT Y FZXE/NV XL nab-PTX
OHRREL DB, *3: BRIu /T 7 RE, *4: RECIST VA FT74 v L1 RIZESS ER
T IR IOH) B



100
90 4
80 i
70 1
K60 T
ﬁ 50 i
4H 40 7
30 1 et b
20 _ — FFH0mg QIW, HLEFSFVRUISZY 95 Rdnab-t2UIF B
18 _ ——— TS5, AETSFURUIIU ST nab-/S 7Y 9%
0 3 6 9 12 15 18 21
R 7R ()]
AH00mg Q3W, HIbH :
FSFURUISIUIEEL 278 256 188 124 62 17 2 0
Rignab-$7U 9%
TS5tk ARTSFY
RUKIUIFEILIE 281 . 246 175 93 45 16 4 0
nab-N7U g+t
6 OS DOHEARITED Kaplan-Meier #i#R (KEYNOTE-407 3R5)
100
90 _ — FF00mg QIW, AETSFYRUNTV XL Enab-1t2 U+ 1N
80 , e J5E, ALESSFUREAIVIF MR END-NIUTE N
R 70
%l‘h 60 .
i 50
5 =
% 40
g 30 7 .
20 ] ==lh_.__.‘._"__ﬂ_
101 s
0 By e T T
0 3 6 9 12 15 18
at riskey SR [A]
AH00mg QIW. ALK
FSFURBIUSEEL 278 223 142 57 23 5 0
Rinab-1$7U 55t
758k, ART5FY
RUATUIFEARE 281 190 90 26 12 4 0
nab-/$2U9%8)

K7 BERTHRRHEEIZLS PFS O PEEENTRED Kaplan-Meier iR

(KEYNOTE-407 8R8&)

10



GOEELFFMAERER (KEYNOTE-042 FHER)
{LZRIERE D 72\, EGFR Bin T ERIEME, ALK B A B = TRt K O PD-L1 BBt (TPS
21%) " DYIRREEREIT - BROIENIRMERE 1,274 41 (BAA 93 flzEiTr)
BRI, AHFI200mg Q3W BREDAEMER WRZEMN, 77 FF8E 2T FERIE
ZRBE L TR S, 28, BRFHE CREETERD bhiBaic, BRRETE
TRPERPRD bR WEDBERINCEE LT\ 5 BE Tk, REILAKE O BEig M CFE
BETHRRD NI ETHREORE L MGET S Z EBFRBE S, FEFHHBEB I
0S L &h., ARNTT 7 F TR Z S LERELEBL T, OS 2FEICER LT,
*1: v =AU L L TRERTEAR S 4TV 5 PD-L1 IHC 22C3 pharmDx 4 = ]
PRVWTHRESLE,
*2:24 W A ETEREINEBEEAAOREEZFIEL, TO%, KRETIRDLONES

AICREFRRATED L ENT,

%5 AMERE (KEYNOTE-042 BB (PD-L1EHE (TPS21%) DEEEM)

TIFITRR G
A% 200 mg Q3W (e
B% 637 % 637 %

" hRfE [A] 16.7 12.1
g:;%/@ os™ (95%CD (13.9, 19.7) (11.3,13.3)
(f%uﬁ:%@) /\‘Hl_ ]“‘H:*Z 0.81

(95%CI) (0.71, 0.93) —
P jE" 0.002
Gl 299 5 300 4
- hRfiE [A] 20.0 12.2
;)I;\_iiﬁoé 0os™ (95%CT) (15.4,24.9) (10.4, 14.2)
NP — R 0.69 B
(95%CI) (0.56, 0.85)
Bl 338 f31) 337 f5
o hdfE [A] 13.4 12.1
> ?;g%s;éf os | (95%CD) (10.7, 18.2) (11.0, 14.0)
NP — R 0.92 N
(95%CI) (0.77,1.11)

Cl: {ElEKRE. *1: RO FT —% 120182826 B » b4 7., *2 : BRI Cox I~
— FEFNMZ L 277 F T RAIZELERIE L OB, *3: BRIn S5V 7 RE
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a0 1\ ; — AH200mg Q3W
80 \ ——— TSRt

0 6 12 18 24 30 36 42
at risk# HFHRGA]

A#I200mg Q3W 637 463 365 214 112 35 2 0
TSFrRAESOtERE 637 485 316 166 88 24 1 0

8 OS D PREEITRD Kaplan-Meier fiff (KEYNOTE-042 )
(PD-L1 [htE: (TPS=1%) DBEEHER)
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[Z221%]
OEEELFEFMAERR (KEYNOTE-024 FUER)
HEESIIARKIRE 148/154 ) (96.1%) F O SOC B¥ 145/150 Bl (96.7%) BH SN, 1A
BRI L DRRBEBEE TERWEBERIT., TN 113/154 #1 (73.4%) KT 135/150 f
(90.0%) IR BNz, WTNOLOBETREEN S%ULOBWERIITROLEBY Tho
a8
#£6 WThHLORTHIREN 5% U LOEWER (KEYNOTE-024 RAB) (RN 8L E)

HEKSE (SOC: System : BlE (%)
Organ Class) AFIH SOC B
HEASE (PT: Preferred Term) 154 5 150 4
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
£EHER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MR LY v RS
=il 8 (52 3 (19 0 66 (44.0) 29 (19.3) 0
B BRI E 1 (0.6) 0 0 8 (53) 2 (1.3) 0
TF BRI E 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0
/R E 0 0 0 17 (113) 8 (5.3) 0
WNRWEE
IR A RE T RE 11 @70 0 0 0 0 0
FUR BRI RRIE T 12 (7.8 0 0 1 0.7 0 0
BB E
1B 6 (3.9 0 0 17 (11.3) 0 0
TH 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0
B 15 (9.7 0 0 65 433) 3 (0 0
ARK 4 (2.6 0 0 18 (120) 2 (13) 0
MEmH: 4 (26) 1 (06) . 0 30 2000 1 (0.7 0
— % - @FEER L URSEMLORE
|IE 5 (32) 1 (0.6) 0 11 (7.3) 2 (1.3) 0
i ag 16 (104) 2 (1.3) 0 43 (28.7) 5 (3.3) 0
ek ' 1 (0.6) 0 0 9 (6.0 0 0
FEE 16 (10.4) 0 0 8 (53) 0 0
FRARRE
ALT #8810 10 (6.5) 0 0 7 @7 0 0
AST 3840 8 (52) 2 (1.3) 0 5 (33) 0 0
M7 V7 F = 8m 3 (1.9) 0 0 15 (100) 1 (0.7 0
FF R ER BRI 0 0 0 20 (13.3) 6 (4.0) 0
/AR 0 0 0 18 (1200 9 (6.0) 0
A M EkERE 1 (0.6) 0 0 16 (10.7) 3 (2.0 0
R L UCRERE
BRI 14 (9.1) 0 0 39 (26.0) 4 (27) 0
{E= 7 X v AME 1 (0.6) 0 0 9 (6.0 0 0
BRI X URE SRR
REE 13 (8.4) 0 0 4 @7 0 0
HREREE
WKREAEE 1 (0.6) 0 0 15 (10.0) 0 0
FE =2 —m RNF— 2 (13) 0 0 9 (60) 1 (0.7 0
PERER, BRI X OMthRiEE
JifilgiAe 8 (52) 4 (26) 0 1 (07) 1 (07 0
B R X OR FHagEE
i EAE 0 0 0 12 (8.0 0 0
id- 13 8 (5.2 0 0 1 07 0 0
% 5 BERE 12 (7.8) 0 0 3 (20) 0 0
T 11 (7.1) 1 (0.6) 0 3 (20 0 0
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2B, ARIBECB W CREIEMEMNER 9 5] (5.8%) . KEBK - BEED TR 8 i (5.2%) .

WRREEE (X7 « NU—ERBES) 24 (1.3%) . JFRREEZE 225 (14.3%) . Bk

PREEREREE 21 B (13.6%) . TEEMHEAEES 161 (0.6%) . 1 BUFERE 1 61 (0.6%) .

BHEEE (RMEMESEEAS) 16 (0.6%) . BEX 16 (0.6%) . % « HREUEHm
fEAEVE 1 6] (0.6%) T infusionreactionS %] (3.2%) B@RD bz, /-, BEEDOKE
SRLBE, BERERS) | BIRWEESE, EERENE. M
K- BERA. 5 OB, LHR. SBEENL/MRBAESRBR, WEE &k ORIFEER
BEIIRD b ehoT, ARIERARRERRIIEESESR (BEREERELEL) 280

[E (REHIRIRERR, £

EHERETTS

Q@EELRSE I/MHEREE (KEYNOTE-010 35
BHEESRIL 2mg/kg Q3W ¥ 331/339 ] (97.6%) . 10 mg/kg Q3W B 330/343 £ (96.2%)

K U'DOC 8% 297/309 fl (96.1%) 2R b, IERE L ORRBENEETERVWEE

EHBIL, FNEhN 215339 4] (63.4%) . 226/343 ] (65.9%) KX 251/309 i (81.2%)

RO bz, WINLOFETREARN SUULOBERIZITRO LB ThoTr,
27 OWThAOETHEERRN 5% EOBIER (KEYNOTE-010 RE)  (RLMMITAHEMAR)

HEBKRSEE (SOC: System FIE (%)
Organ Class) 2 mg/kg Q3IW B 10 mg/kg Q3W B DOC &
#A3FE (PT: Preferred Term) 339 51 343 7 309 15

(MedDRA ver.20.1)

% Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5 4 Grade Grade3-4 Grade 5

£EFI1RH 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)
MER LY 3R EE

=gl 10 29) 3 09 0 14 41 1 (03) 0 40 (12.9) 5 (1.6) 0

L ERBAE 1 (03) 0 0 1 (03) 0 0 44 (142) 38(123) 0
WNHWEE

R IR ERRIE TIE 25 (74 0 0 23 (67) 0 0 1 (0.3) 0 0
BREE

T 24 (7.1) 2 (06) 0 2 (64 0 0 56(18.1) 7 (23) 0

B . 37(109) 1 (03) 0 31 9.0) 2 (06 0 45(146) 1 (03) 0

A% 13 38 0 0 7 20 1 03 0 43 (13.9) 3 (1.0) O

& 12 35 0 0 13 38) 1 (03) 0 24 (78) 2 (0.6) O
— %« EFEER LRSS ORTE

B|AE 20 (59 1 (03) 0 19 (55) 2 (06) O 35(11.3) 6 (1.9) 0

B 46(13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76 (24.6) 11 (36) 0

R RRE 515 0 0 4 (1.2) 0 0 21 (6.8) 0 0

T 10 29 1 (03 0 14 4 0 0 17 (55 1 (03) 0
BRARRE

5 ER B 0 0 0 2 (06) 0 0 24 (78) 19 (6.1) 0
WRREE

BRI 309 o0 0 3 (0.9) 0 0 17 (5.5) 0 0
BB X UOETHREES

i ETE 309 0 0 2 (06 0 0 101(327) 2 (0.6) O

% D EE 25 714) 0 0 32 93) 0 0 5 16 1 (03 0

b 29 (86) 1 (03) 0 44(128) 1 (03) 0 14 (4.5) 0 0

728, 2 mgkg Q3W B KRN 10 mgkg Q3W BT W TENEh, BEMEMEE 156
(4.4%) BRO146] (4.1%) . KB - EEOTRSH (1.5%) RO 24 (0.6%) . B

EORBEE (REHERERE, SRR, EREES) 14 (0.3%) RO 14 (03%) |
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PIRIEE (FT7 2 - NV—ERESE) 26 (0.6%) KO3 6] (09%) . FF#REFEE 23 41
(6.8%) Br22 4] (6.4%) . FURIGHLREREE 32 41 (9.4%) KRU3541 (102%) . T&
RHEREREE 1 41 (0.3%) ROV £ (0.3%) . alJﬁ%% BEE 2 1 (0.6%) KT 1 i (0.3%) .
1 BUREERIS 1 61 (03%) KT 2 Bl (0.6%) . %ﬂl@%ﬁ BE (RERMETEL%) 4 4
(1.2%) R0 Fl. BEZ 161 (03%) R0 B, fhdk - BERHRRARE 1 5 (0.3%) RO
0 #i. infusion reaction 2 ] (0.6%) K6 Hl (1.7%) BB bz, Fi-, EEHES
fE. Bd - BEREAR. 5 &5k, DR, ML/ MRBAERRR., BLERnE T
RERBIIR/D b o7, ABIEARTRIIBEFS BRREERELED)
BEOEMERERT

@EFELFFMEFRER (KEYNOTE-189 k)

B EERIIARGEHRE 404/405 81 (99.8%) K USKIHERE 200/202 5 (99.0%) IZF@H DL
N, BRELORRBBAEE TERWEEERIL, £hEh 372/405 61 (91.9%) &
X 183/202 fl (90.6%) L—wu\&b bz, WL OF TRIREN 5% U LOBIERIT TR
DERYThHoT,

£8 VWThHPOBTRIARN 5%IULOBWER (KEYNOTE-189 RE) (&M X & HEH)

B BIKRSIE (SOC: System BiE (%)
Organ Class) ARG LB
#AEE (PT: Preferred Term) 405 #1 202 1
(MedDRA ver.20.1) 4 Grade Grade3-4  Grade 5 4> Grade Grade3-4 Grade$5
£EIER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (1.0)
Mk LY o/ 3REEE
2 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
BN PERBAE 25 (62) 24 (5.9 0 4 (20) 4 (20 0
B BRI AE 2 (G4 8 (0 0 12 (59 1 (05 0
TFHRERIEAE 101 (249) 59 (14.6) 0 45 (223) 22 (10.9) 0
ML/ R HE 69 (17.0) 31 (1.7 0 27 (134) 13 (6.4 0
N WEE
AR R IR T 2 (54 2 (05) 0 3 (1.5) 0 0
IRREEE
FEREEm 51 (12.6) 0 0 14 (6.9 0 0
BBEE
B 67 (16.5) 0 0 24 (11.9) 0 0
T# 78 (193) 15 (3.7) 0 22 (10.9) 4 (2.0 0
=i 187 (462). 12 (3.0 0 90 (44.6) 4 (2.0 0
ARE 26 (64) 2 (0:5) 0 15 (74 1 (05) 0
A : 74 (183) 7 (1) 0 39 (193) 4 (2.0 0
— & - EREER I UREHAORTE
BHRE 53 (13.1) 16 (4.0 0 31 (153) 3 (1.5 0
% 134 (33.1) 20 (4.9 0 62 (30.7) 3 (L.5) 0
KEHE D S SE 30 (74) 3 (0.7) 0 14 (69 1 (0.5 0
FAEHERIE 27 (6.7) 0 0 12 (5.9 0 0
FEEL 24 (5.9) 1 (0.2 0 4 (2.0 0 0
BIER X F 4 BiE
FERRAK 20 (49 1 (0.2 0 10 (5.0) 0 0
ERRIRE
ALT 3 38 (94 2 (0.5 0 16 (79 3 (15 0
AST &8/ 28 (6.9 0 0 10 (50) 1 (0.5) 0
mprvrF=im 32 (7.9 1 (0.2) 0 12 (59 0 0
B i BkER D 2 64 7 A7 0 12 (59 6 (3.0 0
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#2 B BXK 4388 (SOC: System FlE (%)

Organ Class) AH R {bEERRIERE
FAEE (PT: Preferred Term) 405 #] 202 {7
(MedDRA ver.20.1) 4= Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade 5
RAB L UrEEE
RERBOR 84 (20.7) 4 (1,0) 0 42 (208 1 (0.5 0
&~ 7R 7 A MAE 22 (4 5 (12 0 3 (%) 0 0
HRRREE
WHRET 37 91 1 (02 0 14 (6.9) 0 0
BB L UR THARES
R 1 @n 0 0 12 (5.9 0 0
% 5 37 (9.1) 0 0 12 (5.9) 0 0
b 51 (126) 5 (1.2 0 17 B4 3 (1.5 0

723 ARIBC IO THREMERRR 16 5 (4.0%) | KEBK - EE O TH 20 F1 (4.9%) .
WREE (7 v« NUEBRERS) 1061 (2.5%) . FEEREE 62 f (153%) . B
RRESEBREE 32 ] (7.9%) . TEAEMREREE 26 (0.5%) . BIEWEEREE 1 ] (0.2%) .
1 BURERRI 1 1] (0.2%) . BWREREE (RMEMEMEBRSE) 2561 (6.2%) . Bk 2 F

(0.5%) RV infusionreaction5 ] (1.2%) N@/D bz, £z, EEOKEEE (KE
TERRARIEMRRE, STALE. BEREES) | ik - BT RAE. EEMEE. MK -
BEIR. 5 & DR, LR, St/ MR SR, BMmiEE m &k ORFERE L
BN oTe, ARVEAFRBRRIEESRES BRREBEREZ2ET) 280&5
ERETT, '

@OEBRERF MRS (KEYNOTE-407 k)

BEFSIIARARE 273/278 B (98.2%) K OHEREE 274/280 1 (97.9%) IZ58® b,
RRELDODERBELBETERVWEESRRIT, ThEh 265278 B (953%) B
249/280 5 (88.9%) WD b, WTHNDORETHREARN 5% U LOBWERITTRD
LBV Thot,

£9 VWTRIOHETREARY 5% LOBIER (KEYNOTE-407 ) (LML)

BRERIKRSHE (SOC: System : Pl (%)
Organ Class) K| GF R {EmRiRRE
EAFE (PT: Preferred Term) 278 41 280 51
(MedDRA ver.20.1) % Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade$s
£BIER 265 (95.3) 151 (543) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
M LY o REE
A1l 123 (442) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
ST PERIBAME . S 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
P BRI E 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
FF BRI FE 97 34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
1/ NRIRAE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
ST IREE
R RETIE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
FUR IR RBIE T 16 (5.8) 0 0 3 (1D 0 0
BHhkEE
&R 31 (112) 1 (0.4) 0 25 (8.9) 0 0
FHI 61 219) 8 (2.9) 0 47 (168) 4 (1.4) 0
B 85 (30.6) 2 (0.7) 0 71 (254) 3 (L.1) 0
R : 36 (12.9) 1 (0.4) 0 25 89 3 (L1 0
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BEBXSE (SOC: System B%k (%)

Organ Class) AFIGE R (B35 <3
HEAFE (PT: Preferred Term) 278 %1 280 %1
"(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 % Grade Grade3-4 Grade5
W AR ER L U5 b O IR RE
5% : 46 (165 3 (L1) 0 41 (146) 6 1) 0

Yy 54 (194) 7 (25) 0 52 (18.6) 7 (2.5) 0
FRER B

AST 880 14 (5.0 0 0 5 (1.8) 1 (0.4 0
P ERER D 24 (8.6) 17 (6.1) 0 28 (10.0). 24 (8.6) 0
/RS> 23 (83) 5 (L.8) 0 16 (5.7 6 (2.1) 0
A mERER D 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
Rtk L UREEE

RERPBR 47 (169) 5 (1.8) 0 57 (204) 4 (14) 0
&~ 7 R0 AMUE 15 (5.4) 1 (0.4) 0 9 32 2 (0.7 0
BHERRE L OHEAERES

BE R 36 (12.9) 1 (0.4) 0 24 86) 2 (0.7) 0
HAE 32(AL5) 2 (0.7) 0 26 (9.3) 1 (0.4) 0
PR EE

RREEE 23 (8.3) 0 0 7 (2.5) 0 0
R = 2 —a F— 55(19.8) 3 (1.1) 0 37(132) 2 (0.7) 0
SERRT 15 54) 1 (0.4) 0 13 (46) 1 (0.4) 0
KRR =ax—mF— 31 (112) 0 0 36 (12.9) 2 (0.7) 0
KR LUK TAamkES

RBIE 126 453) 1 (0.4) 0 100 35.7) 3 (L) 0
% 5 FEIE 29 (10.4) 0 0 15 (5.4) 0 0
5 28 (10.1) 0 0 20 (7.1) 0 0

2B AFIBEC B O TREMEMERES 14 41 (5.0%) . KEBK - BEDO TH 14 1 (5.0%) .
MREE (XT 2  NU—EERS) 55461 (19.8%) . FTHEEREE 26 B (9.4%) . AR
JREAEREE 31 ) (11.2%) . TRAKREREE 241 (0.7%) . BiHSEEE (ROEHERE
BERE) 64 (2.2%) KN infusionreaction 6 Bl (2.2%) NFBH bz, £z, BEEDK
[EIEE (REHEIREGER., S, BREES) | BIBHERE. 1 BERK. K
%, B - SR RIAREE, EXESFENRE, BN - BEBER. S L OBK, LR, Rk
/RO HESRBER, IR R CRFEHRFIIRD bz o7z, REERREIRN
IEEES (BEAREEEEZET) 280EMRBRETT,

GOEERLFFEMAERBR (KEYNOTE-042 3 Ek)

BEBERIIAFIFE 610/636 B (95.9%) K UYLFERRIERE 606/615 5 (98.5%) 25D L
N, BREL ORRBENEETERWVWAEERIT, el 399/636 B (62.7%) &
T 553/615 fi] (89.9%) IZFR®D BTz, WTNDDBE TREFEED S%ULORIERIITR
DERBYThoT,

17



£ 10 WThHOFETRHRERY 5%LL EORIER (KEYNOTE-042 8  (RESMEBATHEER)
F[EBIARSE (SOC: System Bg (%)
Organ Class) AHRE bRk
EAZE (PT: Preferred Term) 636 Bl 615 $1
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4  Grade5
2E1ER 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MER LY N REE

21 35 (55 4 (0.6 0 229 (37.2) 80 (13.0) 0

A BRI 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0

PR EE 5 (0.8) 1 (0.2) 0 88 (14.3) 46 (7.5) 0

NI A E 3 (05 1 (02 0 56 (9.1) 10 (1.6) 0
PR E

FR BB RETLEEE 37 58 1 (0.2 0 1 (0.2) 0 0

FARIREEREIE TE 69 (108) 1 (02) 0 (0.3) 0 0
BREE

& 8 (1.3) 0 0 68 (11.1) 0 0

Tl 34 (53) 5 (0.8) 0 46 (15 1 (02 0

=i 31 (4.9) 0 0 184 (2990 7 (L1 0

A% 7 (L1, 0 0 31 (5.0) 0 0

NErt . 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f% - 2HFEER L UBREHAORE

Fiyabng 27 42) 3 (0.5) 0 60 (9.8) 10 (1.6) 0

o 50 (790 3 (0.5 0 102 (166) 8 (1.3) 0
FRARARE

ALT /0 45 (1.1) 9 (1.4 0 53 (8.6) 5 (0.8) 0

AST $8/1 41 (6.4) 4 (0.6) 0 42 (68 2 (0.3) 0

BRSO 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0

N e 2 (0.3) 0 0 64 (104) 20 (3.3) 0

A k¥ 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
REB L UFEES

R 40 (63) 5 (0.8 0 109 17.7) 9 (1.5) 0
HERARR L UREARREE

RAEhE 27 (4.2) 0 0 46 (1.5) 0 0

e 20 3.1) 1 (02 0 50 81 .0 0
HRREE

R =z —a NF— 1 (02 0 0 50 81 5 (0.8 0

FEMRE =2 —aF— (0.5) 0 0 41 67 6 (10) 0
PRk R, BERIS X UMEREEE

ffigge 43 (68 19 (3.0) 1 (0.2) 0 0 0
BB LU THamRES

B ERE 2 (0.3) 0 0 136 (22.1) 7 (1.1 0

% 5 FERE 46 (72) 2 (03) 0 15 (24) 0 0

R 46 (712) 3 (0.5 0 27 (4.4) 0 0

R, ARBCBWTEEEMER 49 61 (7.7%) , KEBJ - EEOTHI 10 51 (1.6%) |
EEORBEE (REHERERR, SHA., BREES) 16 (02%) . HRES
(X7 v - NU—ERES) 16 (02%) . FFEEREE 76 ) (11.9%) . FRRERERE
E 26l (14.5%) . FTRAEHERSE3F (0.5%) . BIBHEREE3F (0.5%) . BHE
BEE (REEMEEBERSE) 361 (05%) . BER 1A (02%) . LEFER1E (02%) &
N infusion reaction 6 1 (0.9%) NEBH BN, £/, | BUBERIK. K - BT RARIE.
BEIEMEAME, WKk - BRK, 5L EE, Rt/ MRIBAMERRDR, B0EEm K&
USRIFERBIIFRD b o -, ARIERRBFRRIIBESESR (BEAREEEE 2 &)

TR ORIERETT,
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4, HERIZHONT

AR OBMBE Iz LT, ARBEMEL LCHEARERE (&F/RE PRELhTH
Hrlhnh, USREZBEYICER CX AMR THANERD S, £DO LT, EXRY
2 7 EHHE RMP) XS, AROEEMLZEMEERIEE~DH I EHIN 5 5 Hisk
ThHhoT, AFOBRENEN 2BELZZW - HEL. FEIOREIZLVEELREIERL
RBLIZBRICHGT 5 2 EBRBRERTZD, UTOO~@D TR TE2MIZTHRICH VT
HERTERETHDB,

@ mERIZTOWNT

D1 FED (1) ~ 5) DVWPRILICELT IHRTHE L,

(1) BEEXFBREIRET S BABREEILSFARSE (BB R ABREEIL R,
HEIR S A B B HEHL AU, MU A BRI R &) ($FnmE T A 1 REEA - 436
HEER)

(2) eEkgeERlE (ERE 31454 A 1 HERAR : 86 HEsR)

(3) EERRME/BETIVNARREERRE (BARKESBETHRR. DARKESE
Bk, BARREREHERER L)

(4) ARALFERIEEZRE L, SRCEEMNE 1 IS S ERIEME 2 DR EE
WCRBZBEHEITo TS HER (ERR2947 A 1 ARFR : 2531 sk

(5) MEMEEAASEENEOHREEIRIBEHEIT-> TWOBHER (B 29 £ 7
A1 BERE : 1287 HERR)

-2 Bﬂiﬁi’?@k"’%‘ﬁ&&@?ﬁﬂfﬁ}ﬁ%ﬁﬁﬂ#@ﬂﬁi W5y in i L BB A R OER (TRO
WPRPNCREY T B ER) 23, YHBERBOAKICETIIRROBREE L LTEEBSH
TWaZ L,

®

o EMfAFREE 2 FEOMBMELET LzRIZ 5 FLL L0 ARBROBRKMHEZ
fToTWBZ L, b, 2FULIR, BARYREEZEL LEEREEFOHERZ
IToTWABZ &,

o EEIGFREE 2 FOTMPTHERZET LRI 4 FULOBRERZAL TS
Zt, 55, IFLLEI, %JEUD#N%%%&%E&W'ﬂaﬁfﬁ%@ﬁﬁﬂiﬁ@%ﬁo
W32,

©® BRAOERRBHEROKHIZONT
EXMLFREBIIHFTIEEENEE S L, BEEX»OOFRED, A - &
SHERZPEROFER VEMFICNT 5 EREM,, FEFRPRE LB EORE
EE. ERERRLPITONDEHIBE->TWD L,
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® BUWER~ORIZONT
®@-1 HERAEHICEET 2 EH

BEMEMEBRE0EBLREERNRE LI, 24 BRZERERIO T, UKHERX
IEEERR BV T, BIRLEZEWER IS CTARERR O CT £ 0BIER OERNZ Y
ERBREOCHERNYAPFIZELN, ELICHSFIRERERISESTNWEZ L,

@2 EREEZFCLIFEFSNGICETIEM

NBABRCED 2 EANRMREVEREZE T IEREEEVBIERATS=4) 7
EEDEEROAZ V—= Vv JEITWERE L FREZLEFTE 57— AEREHIE
BENTWBZ &, 2B, BHEAHICOWT, RABE L ZOFRERICH/IZBAMENT
WwWaZ &,

@-3 BWEROREr-CHITIZE LT

BIfER (FMEMEMEBITMZ., KBk - /DMBX - EEOTH., FFHEREE - B {LikE
TR, BHEEE (REEMEERRSE) . NOWEE (TEAEEESE. FIREERE
EE, BIBHEEEE). 1 BERR. &L 5BE, Kk  BRHBMARE. Rk, EEOK
HEE (REREIRERE, S, HXAEES). infusionreaction, AN - BEIEL.
EEGHEIE, BREE (X7 - N—EERS) . LHX. EERLKEE (%
PEfL/RIBA MBS, IMEE M., R, EBEAEES), MREAREEREE, &
) Tk LT, YR L EMERBEOFMEEETEmMEEE L EIERO
PRSI L THRERVUXEEZZIT ONAEMFICHZ 2 L) | BEHICHET R AEMN
TEBAEFINESTNBZ L,
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5. EXNRLLRLBE
- [ B3z 5 EE])
O AR OBEMFBEIITREROBEICBWVWTENMENRIN TS,
o (LEBEBEODOR\, EGFR B TERRME. ALK MERIEFRER N PD-L1 B
M (TPS=1%) DOYIRTREERETT - BROIE/NERMESRE
o TIFFRAIEELERIERZA T 5 PD-LL B (TPS21%) DOYIRRTEER
YEAT - BROFE/IHERE (728, EGFR BEFEEBMEXIX ALK A E
EFBREOBRETIZ. FNFN EGFR Fu L —FREAIXIX ALK F1
o F—PRERORERZET 5 BE)
2B, TPSIIRAT v Y A~7 (EBaTAfz) oar =32 (Bk5E4 :
PD-L1IHC 22C3 pharmDx 4 =2) ) ZAWVWTHIET S Z &,

@ AROMOFEMSERER L OFRABRERITROREFIIBVWTAESENRILTY
Do
o RARULEFEREOTSTFHRF L OHERSE  (LFEERFDO/R, EGFR &
EFERBUR W ALK BEELFEREOEIRTRERET - BROERELR
Fe/INFm R e B
o ANRTTFURONRZ Y ZFEA L pab-N7 ) XN EOHARE 1L
ZERIERE D 2\ VOB RERETT - BRE ORI ERIE/ N B

® [LFFERE O IRVELT - BROIE/NERRATE B E X, PD-L1#7 T PD-L1i3% (TPS
=1%) THhL, FFOBMBR 5+ EET & ThHDH, £, RELFREITH
THRREICRER 2N B X b2 BEICK LTk, PD-LIEFRIT» 1D b
P ENTNOMBEICR L CEERIBE(CERE L OFRAREEZBRTHZ LB
TE 5%, 2B, FROBEIZH T > Tk, WELETA K74~ (BARMEFEER)
BExBRTHIL @,

@ FERICHYT 3 AEICHT 3 AHORER AR EIC OV T, ARIOEER
B SN TRLT, AFORERNGEE 2520,
. fRmBRE

B )2 12, WA A B 5 A~ (BARMBEEERE) 10380 T, R ETFERERMES-DDECOG Performance
Status 0~1 =2 T 75 8Ll L. XIX@ECOG Performance Status 2 €2 OBE Tk, 43 HAHEH (FeX
%) QEFRENRHERINTEY., Z0L52BE TR, EELERECRT 5 2EGICHERH
ZrEZLND,

@2 §COG ? Performance Status (PS)

Score EH

0 | £<MERESTES, ML ELRBEAEPHIRZRIITL%.

| | AEBICELWEBNSRIRS N2, HITAMET, BRI TOERIITH Z &0 TE S,
Bl BOERE, EHEX

Boh-BASOEFORY DI L LHLTER, BRO S0%AEE Ry RORFTRIT,

Wi

2 BTV, BOOFOED DI LiZe TERY, B2y KMFFGRIT,

21

BITRRECHODHORD O LT _RTHELENEEIXTEARY, APO 50%U B3y FATRIT,




*  OTHBDOFEEN R SN TWRWLOREBEERA L Otk E

[ Z&HcET 5EE]

@ T?;Méféﬁﬁ;owfuxﬁwﬁﬁwmukénfmé Enb, J#EEIT
iz ok,
o AFDOERSIIX LBEREOCKEREDO S 5 BE

@ BRAMOFHEIZB VT TFRICEYS T2 BEICOVWTL, FRIORETHR I 20

2, ROIEFORIRE D RWNBEICIRY . HEICAKZERT 2L 2BETE S,

o MEEMEBOEHXIIBEEDH 2 BE

o  JEHEBRRE CHEEZR® 2 BE K UTSEIME O H SRR 0 =R Ttk it 2
FOMICRERELRH b5 BE

o HOUERERBOAD, XIXBENLRE L IIERED B CAaRRBOFEEED
HHBE

o [RFBBHEE (GhemiRBERLzSt) 05 E%‘ .

s WEBOREIIBEEEETIEE

e ECOG Performance Status 3-4 &2 DB
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6. BEIZBEL THEETREER

@

@

®

IASCESIC R, SERGEEE PR T 2 B'REIC %o%ﬁﬁ@%ﬁ&@ﬁmﬁ

mot WHERFREZTLDICEMBL OO LERTIZ L,

RRBAtRIC R b, BE NI T OFRRICESER O EREEZ+SUAL. REZE

ThoE5T32e,

ERBIERDRX YAV MZOWT

o REMMEBRRHOONBZZLENHDEDT, ARIDOEEIZH > TiX, FIHE
ﬁ(%@n FROR RS, M) ORERRE UHE X BRREOCERSE, BEY+

FITATHZ &, it MEZECTHE CT. MiF~—V—H5DOREXERT
BT L,

e infusionreaction W& BHOND I &R H 5, infusion reaction 2328 BT BAIT
X, WEIRLBEZITY &L b, ERAEET S E TREOREL +SICHLE
THZE,

o  FREAMSREREE., TEMMERERVRIBEEREERHLDONAZZERHDHD
T. AR OB SEEHETR R SEHR P EHAICANSWASEERZE (TSH. R
T3, #E#E T4, ACTH, P arFY —VEORE) #EMET D I &,

o ATHEREREE. BELMBEEARDLLNBEZLBRHBOT, FEIOBRERAEIK
VR EHIR T ESRIC TR AERE (AST, ALT, y-GTP, Al-P, LY AL %
DORIE) EEETH L, '

o SEYIHER (IRARMIEERELZE0) FOEBRIREERHODND
ZERHBOT, EHNCROREOFERHRET DI L, . ROEENR
BOLNEHAIR, BONCERBBE2Z2 T 0BELEETL L,

o FEIOHREIZXY, BEOCRERIGICERT 3 LE X LN D1RA REBORRE
NHbbhdZRnhHs, BRENBDONEHAICE, BRLULEBERIILS LR
BERR R L RR 2O ER &OEE U CEEIZRERIRZE 21TV, REDORE
iz X 2EIERNRDLN A BEITIE, AR OKREIHIE, RUOBIBERESR
NEVRIDREERERTHZE, B, BIBREANVEVOREICZIVEIE
BoWENRD SRRVBAITIE, BIBRERNVE LSO RZE IR OB
HhEETHI L,

. &5%7%:&@mwaﬁﬁﬂmﬁbfmaﬁwmw%ﬁTé ERHDHTD
AR DR EHRTHIZHEERORRICHFITEETH T L,

o 1 REERE (BUE | BERFEES) bbb, BREES FTVR—V R
ICEZZLAHAZOT, OB, B, BHEOEROFHLMEED LRI+
SEETBHZE, 1BERERARELN A TIIREEZPEL, 1R Y V8
HoBREEOBFERAEBELZITO 2 &,

AFIDOEEHRABRIZI\ T, KEYNOTE-024 38 & 1) KEYNOTE-042 S8R TI3#% 55

5235 9 @ T L2, KEYNOTE-189 BRER CIdG-BmMN6 6 @ER U 12 BB, LKA

X 48 BB ETORTE, £ 1238 LIZ. KEYNOTE407 3Bk Cri& 55t

o 6EB,. RABRVI8ER., KT 45BEETIOBI L, 20% 12T

WCEMOFEMEITo T\ Z & 25B1C, AFREFIIEHNICEBRE TR

DHEREITO T &,
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mEERHEET A RS A
Rr7r ) XA<7 (BizFHE#ERZ)
(BT : %A N o—s! R 20 mg; %A hv—3 RIEHHEE 100 mg)
~EEEAE~

Yrk2 942 (FFfxE 1 2 A%KET)
EEGEE



B&K

1. ZL®ic P2
2. AFIORH, VERABRF P3
3. ERRBAR " P4
4. MERRIZOWVWT P15
5. WEXIGRLRHBE P17
6. BEICELTEETREER - P18



1. IXL®iC

EER OB - REMORERED DL, T CEEICESWEERERNRRD
bivd, E6IT, EEOREFMOESIZL Y, HIAKERL R & OEHH 2 FTHRERE
FEELPABENIFT, INLOEXEMPZEICKHERBE ICRMT 52 L BRED
BELR-oTEY REMBEEE L iEDOEARTTH 2016 (FrL 28 £ 6 A 2 BREERE)
ZRWTH, EFHEEMEOFEROKBIHEEZRIZ Z & L ENTNS,

HHRERBFERR T, BBEERSREM T a7 7 A APBEFEOEER EHALNCR
RBEZENDHD, 0D, AHERVERLMICET 2 ERR+LERT 5 E TR,
YUSERLOBELZHRIZITIZLNHFENIBEICRH L THERTS & L b, BIME
ARRBALZBRICKRERMNEE & 52 LR TR —BOEHS %R T ERMEE oA
THRZENEETH D,

L7ieBoT, AFA FFA Tk, BREESCINE TIZELON TV EEREY -
HERRHICESE, UTOEERORERERZHET BN LERER, BX
FRUOBEFEETT,

BB, AFA RIA 0%, MIATEEAEEGERSSRAEIE. A8HEEARE
BREREES, —REEEA B ABRARESROARTAEBEA B AREERZESOH A
D% LERR LT,

W ERDERR XA MNV—F REFFE 20mg, XA b—F 2EFHE 100mg (—
e a7 u) X7 (BEFEBRZ))

ANBLRIPEINE : BERAMHE

RNBEROAERCHE : 8%, RARIE, a7 n) <7 (#BicFEz) LT, 1
Bl 200 mg % 3 WM T 30 ST TR\FHET D, 272 L,
WHHBIRIEDORAL., BHEHMIX 12 VAETLET 5,

i R 7T ¥ F  MSD HR&tt




2. AHI 0. ERBF

FA M—F RIEFHRE 20 mg RO AEFFE 100mg (—R4 : RXAaT7n ) X<7 (#
EFRE#Z). BLT TA# £v5,) 1X. PD-1 (programmed cell death-1) & ZD Y H
FT&% 5 PD-L1 KU'PD-L2 L O X EHEMRET 5. & MbIgGd £/ 7 v —F 5
ThHbD,

PD-1 R M3 T AR R RRAAE 5 5k B 7o DIT S AHIRE 2SR - B 72 40 )1
AA v F T, PD-1 13, BELRBIZBWTESER THROMBREEICERE L, BO®
B GE e AR BEXLRR 2B RIS EHET 5, 7725, PD-1 XY T M
BTAZ LI EIVHRSARIC LB VI NVEETAICHET 3SR ETH 5B, PD-L]
DEFEHBICBITIEBRITDT N THHH, Z OBAHIETIE T BB E 2z
BIE CBRICFKER LTV D, BAFIRICEIT S PD-L1 OESEHRIT. BHKE. BIE.
FF#mpasE. SRESER, FE/NVRMEZE DKL 2BXATFERBRERFTHY , BNAEFERYL
OHEBERHRE I TN 5, '

BEOBADERETHR L PD-L1 HEOHEBMEL G, PD-1 & PD-L1 ORRIIEE
DOGERBICEWTEERREZES Z LR RRENTRY  H 2R ARBROEN &
LTSN TWS,

AHFIiZ, PD-1 & PD-L1 RU'PD-L2 O Y ¥ FORREBEET D L2k Y, [EF
WANBRESOEEGEOMREEN T Vo k2EELS S AEERELZFEEL
T3 L THIEBSRERET S,

AFNOVERBEFEICE S < BEDRERGIC L 2BERSRS bbh, BEEIETIC
2RSS B, ARIOBRERRRERICIE, BEOBREY TV, BRENE
B BB AT, R LI BRI U BRI 72 508k & IRBR 2 3 D EAT & 88 L O
TRENBI R, BEORERIGIC X 3EIERARRDNIBAITIE, BIBRESL
=L RIOREEOBEIRINE 21T D BER D B, | i



3. BEBRERR
EMRAEOAERICEME2ITo =R BARARROBREE R,

[B%hik]
OERNE I b 8RB (KEYNOTE-041 3ER)

{EERIEB DR NWIA EY A~ (EaFHEL) UTIA a7 205,)
EEERV2 LURAVETOMERERZE T 2RIGERAREREEREAERE 42 6

(EohEfpT =g 37 Bl) Zxtgic, A2 mgkg 3 BRI LT TQ3Wl W) ,)
B’ EDOADER VLSRRI SN, 28, BEFHE CRBEITHRD b =B AT,
REEETZRTERPRD bW EOEREICRE L T 5 BE Tk, REEOH
BEE CRBETNRD LN ETERBNORE 2T 2 Z L NATHEL &Shie, TER
TR H T D EE=R[RECIST A K7 A > L1 IRICE-D < FRHEIC L 2 58£F4) (CR)
XIS EZ PR)] IX. 24% (95%IEHEXE : 12~41) Tholz, 28, FANIREL
7-BEIX 10%ThHhoTz,.

@ E T FARAE (KEYNOTE-002 FER)

AY AT X BRRBEL AT 2IRIGURTELBERGERR 2RI, A2
mg/kg Q3W &5 K U 10 mg/kg Q3W BEDFNER NREMEN, (LFRE (FUNRY
V. TEYOI R, INKRTFTFU RXTVEFEAUIINRTFF o+ R ) 2%
T, LT MICCEE] & H,) ZRBE LTRSS, 2B, BGIHE CRBETN
RO ONTEHEIC, RRETEZRTERIRBD bR VWEDBKRMICEEL TWABE
T, REIEOESEHE CRABEITIED b s £ TAROBRE 2T 5 Z & 288
RBE SN, EEFHEEB XEEFHM AT Fos] &v)H,) RUMEEEAGTHR (U
T TPFSI &W5,) &, AAIMEFERE LB LT, PFS 2/ RICER Lz,

#1 APHERE (KEYNOTE-002 3E)

AF 2 mg/kg AF 10 mg/kg LRk
Q3W Q3W
(180 1) (181 1) (179 1)
thoef [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
0S | N¥— Rk 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P fi" 0.1173 0.0106
hufE [A] 29 29 247
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS'l | ~¥F— FH2 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fHE" <0.0001 <0.0001

CI: {8/, *1:RECIST A K54 v 1.1 FRICES BEBENERVEEEMEIZL S

*2 : @R Cox BN — FETF M L BILFEREE & DR, *3: Billu 77 v 7 RE

;EFm\



§

—— Z 2mg/kg QAW
—— 310mg/kg QBW

0 _“‘“"'“""I“"' LU o Uiebbiobih] Uabidh b bl doctbia bl Bkl blbiah) ULl UL Lokl T | jlal ekl kel bdeth ) Lt i)
0 3 6 9 12 15 18 21 24 27 30 33 36
at skl 47 ()
W 2mg/kg Q3W 180 131 95 70 61 11 0
FA10mg/kg QAW 181 138 99 79 67 12 0
2. 75 179 115 80 60 48 9 0
1 OS @ Kaplan-Meier #i#f (KEYNOTE-002 35%)
100 - "‘\
90 ] —— & 2mg/kg Q3W
Bb 1 ~—— ZM0mgkg QW
g 70 ] . v
E 60 -
50 -
40
30 .
20 -
10 §
D | ) I ] I I 1
0 2 4 6 8 10 12 14
155
at riska4 RSN (R]

FARl2mg/kg Q3W 180 153 74 53 26 g 4 2
##10mg/kg Q3W 181 158 82 55 39 15 5 1
{LS2 80 179 128 43 22 15 4 2

2 PFS O Kaplan-Meier Ei## (KEYNOTE-002 #8R)



CMENFEIMERER (KEYNOTE-006 35R)

ALY A TIEBABRBEORZNIIA Y AT E2EERWN 1 LYAVETOIL
FREELZFTARBURTELEERAERE ZX8IC, A& 10 mgkg QAW HEK
U 10mg/kg2 BRERFR CAT TQW] W5 ,) BEOFMERUVEEMER, 1) A
<7 RRE LTRSS, 2B, BRE CRBETHIRD bhBaic, KAE
TERTERDPIRBD DNRWEDBRRIICRE L T\ 5 BE Tid, RELAE O ES R
TRBETERDONDIETHAOREEZMHGET 2 Z L XHRE L Sz, TEFEER
IXOS ROVPFS L &, AAENIA Y A=wT7 LB L T, OS RUNPFS #FABICERE L
7o

#2 RS (KEYNOTE-006 BER)

7%l 10 mg/kg AF| 10 mg/kg A rvT
Q3W Q2w
(277 #) (279 ) (278 1))
PofE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S| /NH— Kip© 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) -
P fi* 0.00358 0.00052
thdfiE [A] 4.1 55 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | /NH— REE72 0.58 0.58
(95%CI) (0.47, 0.72) (0.46, 0.72) e
P ff*3 <0.00001 <0.00001

Cl: HEXM. NE: HEART, *1: FEMITEEOT—F 12015633 ALy v 47, *2 : J8RI
Cox HBINYF— FETFT ML BA ) AT L DB, *3: BRIT 7T 7 HE, *4 : RECIST &
A RIA 2 L1 RICES ML LB REE R OB EME I & 5500, *5 : FRMBITEO T —
Z (01459838 Iy F7)



100fFE"-
90
80
70
& 60 -
# 50
{F 40-
30 | ——— Fomgig Qi
207 - - - aw0me/kg QW
107 —— sevn=s

0 2 4 6 8 10 12 14 16 18
at risk2 M (Al
F810mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
##10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AEULTT 278 242 212 188 169 157 117 51 17 0
3 OS O Kaplan-Meier Bt (KEYNOTE-006 BUER)
100 W
90 _' e — o e A 10ME kg QW
80 ] oo A 10mMp /g QW
g 70 ] T =< er)
# 60
i s0-
- il '}-'-"::—'"": -y g
40 TR =L'E"!'-+'I
30_. Ii’."'i|
20 Lﬁ
10 -
0 T T T T T T T T T T [--rl"
0 2 4 6 8 10 12 14
at riski SN (D]
FR10mg/kg Q2W 279 231 147 98 49 7 2 0
*A10mg/kg Q3W 277 235 133 85 53 7 1 1
AEULTTS 278 186 88 42 18 2 0 0

4 PFS ® Kaplan-Meier g% (KEYNOTE-006 #X§#)



@EEBELFRFEIFERE (KEYNOTE-054345)
FLUBREORT— VI B pEMBAEARE (BAANISHEZED) 2RIz, #ik

FBEIE & L TAKI200 mg QAWRE DB IMER NEZLMEHR,

TR eMRE LTHR

Mahic, TEFHHEBITEBREFHRA (LLT TRFS] &1n5,) <‘:‘c‘<7h AENET

TARLLE LT, RESTEER

‘—)TILEE L/TL—O

#3 FAHERE (KEYNOTE-0543ER)

ZA#200 mg ISR

Q3W
; (5144) (50541)
PR [H] NE 20.4

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

RFS™ NP R 0.57
(98%CI) (0.43, 0.74) =
P & <0.0001

CI: fRRKM, NE : HER. *l : PRBHREOT — 5 : 20174108285 v ha 7,
CoxltbBINY— FET M LB 7 7R & DLk,
5., NE : Not Estimated

*2 . @al
3 @Rle s 7RE. Q3W : 3B

hh -
'Ig-l_ 50_ - ”ht-llﬂH-l—l
MR 40 -
Hﬂ: E
g 30 1
20__ — RF200mg Q3W
10 . 75w
0 3 6 9 12 15 18 21 24
H
at Hiski ST (A
AEI200mg Q3W 514 438 413 392 313 182 73 15 0
7SR 505 415 363 323 264 157 60 15 .0

5 RFSOKaplan-Meierfli#f (KEYNOTE-0543RER)

@1 AJCC (American Joint Committee on Cnancer) #AIZE (85 70 WES . X7 — VA TIXY
VBN OEBEY | mm BOBED A,



(2] _
OEMNE I b ERE (KEYNOTE-041 3Bk)
BEERIL, 41/42 6] (97.6%) RO LN, RHFE L ORRBRBPTETERVWEE
BHIX, 34/42 6] (81.0%) ICRD BN, REER 5% LORIERIXITERO LB T
HoT,

#4 REENS%LUEORIEA (KEYNOTE-041 REB) (REMMBITSRER)

Bl (%)
BYERIR4EE (SOC: System Organ Class) .
(K55 (PT: Preferred Term) - % mg!l;i gf‘)vﬁ
(MeIDRA vard0il) Z£Grade Grade 3-4 Grade 5

2EIER 34 (81.0) 7 (16.7) 2 (4.8)
P IEE

FR AR R T RE 4 9.5) 0 0
BBEE

TH ' 3 7.1 0 0
—i% - EHEER L CREEAORIER

ek 5 (11.9) 0 0
FRARRE

AST 80 3 (7.1 0 0

FERER AN 3 7.1 0 0
BER X O TERES

ZOREE - 6 14.3) 0 0

R EB RS 6 (14.3) 0 0

SEMEAH 3 (7.1 0 0

7B, MEERESR 16 24%) . KBE - BEEOTH 24| (4.8%) . FFi#eEES 3
Bl (7.1%) . TERAMEEREE 2 61 (4.8%) . FRIREEES 6 # (14.3%) . infusion
reaction 1l (2.4%) BROEE 5K 1 Hl (2.4%) RN, £, HEEE (¥7
Vo NU—ERERES) | BMREREE (REEHMEEEAS) | BITESE. 1 BBRA.
BEEOREEE (REMNBERERE, SN, BRXEES) . BXE, HK - By
fRAE, BEUEMENRE, M - BB, DS, SEMEL/ MR EREDR, BiEAmn
BROGRFIRBIIFRD bR o7z, RBERRFRAIIEEESR BAREERELS
o) ZEDEERETT,

QE/E D ERER (KEYNOTE-002 #5%)

BAEESIT. 2mgkg Q3W B 172/178 1 (96.6%) | 10 mg/kg Q3W & 178/179 #Y (99.4%)
BOVICC B 167/171 B (97.7%) ZFB® b, IRRE L ORRBERPBTETERVWEE
&I, FNFN 121178 B (68.0%) . 133/179 B (74.3%) RN 138/171 Bl (80.7%)
RO O, WTNHDOBETHEIREN SUBULDBIERIITROLBY ThoT,



£5 VWThPOBRTRARY 5% LEOBHER (KEYNOTE-002 BB (RN E5E)

- . Bl (%)
%?‘E‘E’”j(?ﬁ (SOC: System 2 mg/kg Q3WHE 10 mg/kg Q3WEE ICCHE
Organ Class 178 5l 179 1 171 41
HEAFE (PT: Preferred Term) .
(MedDRA ver.18.0) 4 Grade Gr;‘le Grade 5 4 Grade Gr;‘jf Grade 5 4 Grade G;afe Grade 5
£EIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (26.3) . 0
MR LY VR EE '
=il 5 28 1 (06 0 7 (3.9) 0 0 35(05 9 (53) 0
A BRI 0 0 0 0 (0.0 0 0 14 82 6 (35 0
PRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
L MR E 2 (1.1 0 0 1 (06) 1 (06 0 16 (94 4 (23) 0
P WREE
R B REIR T RE 9 (5.1 0 0 13 (7.3) 0 0 0 0 0
BipEE
& 5 (2.8) 0 0 9 (5.0) 0 0 14 (8.2) 0 0
THl 15 (84) . 0 0 19 (106) 2 (1.1) 0 14 (82 3 (18 0
i 8 (4.5) 0 0 16 (89) 1 (0.6) 0 56 (327) 4 (23) 0
Mg 2 (1.1) 1 (06) 0 10 (56) 1 (06) 0 26 (152) 4 (23) 0
—f% - 2HFEEB IUBREEM ORI
S IE 6 B4 1 (06 0 8 (45 1 (06) 0 10 (58 1 (0.6) O
wH 40 (22.5) 2 (1.L1) 0 52 (29.1) 1 (0.6) O 62 (363) 8 (47) 0O
it 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06 0
FRIKIREE
/R 0 0 0 1 (0.6) 0 0 13 (76) 5 (29) 0
RBBLUOFEEE
RARBR 8 (4.5) 0 0 17 95 2 (1.) 0 26 (152) O 0
HERRE I URAEBES
A 13 (7.3) 1 (0.6) 0 12 67 1 (06 0 9 (53) 1 (06 0
s 9 (5.1) 2 (L1 0 7 39 0 0 10 (58) 1 (0.6) O
HEREE
R = 2 —mRF— 2 (L1 0 0 0 0 0 14 (82 2 (12 0
FERER 1 (0.6) 0 0 2 (L) 0 0 11 (6.4) 0 0
BER LR THRES
B ESE 5 (2.8) 0 0 1 (0.6) 0 0 35205 1 (06 0
BEHR 9 (5.1) 0 0 9 (5.0 0 0 2 (12 0 0
% 5 FERE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0
5 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
B BB 5 (2.8 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
SFMEAR 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0

728, 2 mgkg Q3W BER T 10 mgkg Q3W BZRBWTENTh, MEMMHZES 14
0.6%) BRO46] (22%) . KEB&K - EEOTH 1] (0.6%) RUV6H) (3.4%) . 1k
BE (F72 - NU—EGERS) 24 (1.1%) RO0 6l FHSREREE 13 4] (73%) &
W15 41 (8.4%) . BHREREE (RMEMEMBLSE) 16 (0.6%) RO 1H (0.6%) .
TEABERESE 16 (0.6%) RO3H (1.7%) . FIRIREEES 14 6] (7.9%) RS
7l (8.4%) . infusionreaction2 B (1.1%) KO3 # (1.7%) . EEDOKEESE (KEX
FRERTE(RAE, SSTHEE, HREES) 16 (0.6%) RO H (0.6%) . BEKR 16 (0.6%)
R0 B, EEFHESE O FIRO 14 (0.6%) . K - BEEZR 0 BIRO 1B (0.6%) .
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WS E SR 0 FIR 2 Fl (1.1%) BROONE, o, BIFEE. 1 BERA.
Fr e - RSP RMIRAE . DR, SRR/ MRIRA HESRPERS ., YEMMER I R OFRZFERE X
W Lo Te, REIERRIRNIIEESES (BRRREERE 2 ET) ZETREH
HRERT. ,

@EFEMAEFRE (KEYNOTE-006 #ER)

HEESIT, 10 mg/kg Q3W ¥ 264/277 51 (95.3%) | 10 mg/kg Q2W ¥ 275/278 1 (98.9%)
B OV IPL B 239/256 B (93.4%) IR b, IBRE L ORRBRVIEGETERVWEEE
&IX, FNFEN 202277 B (72.9%) . 221/278 B (79.5%) K T* 187/256 Bl (73.0%) T
OO, WTNODORETRARN %LU ELORERIXTREOLBY THhoTz,

26 VWThAOBTRERER 5% LOBIER (KEYNOTE-006 RE)  (REMMRITHRRE)

. . Bl (%)

%Eﬁllj(%)iﬁ (SOC: System IOmgke Q3 W TOmgkgQ2WEE e
Organ Class) 27741 27845 256
HAEE (PT: PreferredTerm) -

(MedDRAver.18.0) £Grade G;a;ie Grade 5 “2Grade G;'a:le Grade 5 4Grade G;a;ie Grade 5
£2RIER 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
PRI EE

IR RETLERE 7 (2.5) 0 0 17 (6.1) 0 0 6 23) 1 (04 O

FR RIS R T E 21 (7.6) 0 0 25 (90) 1 (04 O 2 (0.8) 0 0
BBEE
[icEr) 5 (1.8) 0 0 10 *(3.6) 0 0 15 (5.9 0 0

KB 8 (29 5 (18 0 4 Q4 4 (14 0 19 (74) 16 63) 0

T 40 (144) 3 (1.1) 0 47 (169) 7 (25 0 58 (227) 8 (31) 0

(R} 11 (4.0) 0 0 20 (7.2 0 0 1 (04) 0 0
B 31 (11.2) 1 (04 0 28 (101) 0 0 22 (86) 1 (04 0O

MR 5 (1.8) 0 0 10 36) 1 (04 0 14 (5.5 0 0
—f% - 2HEER L UCREHALORE

&I E 31 (112) 0 0 32 (115 1 (04 0 16 (63) 2 (08 0
V%1 53 (19.1) 1 (04 0 58 (209) O 0 39 (152) 3 (12) O
ERIRIREE
AST #8/1 6 22) 1 (04 0 14 (5.0 0 0 6 (23) 2 (0.8) O
BB T UREESE
REBE ' 18 (6.5) 0" 0 17 (6.1) 0 0 20 (7.8) 0 0
BERRR X URAEEES

e 32 (116) 1 (04 0 26 (94) 0 0 13 51) 2 (08 0

AEE) 6 (22 0 0 19 68 1 (04 0 5 2001 (04 O
BB LU THEgER

= 5 EEE .39 (14D 0 0 40 (144) 0 0 65 (254) 1 (04) O
S5 3 37 (13.4) 0 0 41 (147 0 0 37 (145) 2 (08 O
BEMED 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

723, 10 mg/kg Q3W BERZ N 10 mgkg QW BIZRWTENZE N, MEMEMER 4 51
(1.4%) BV 6] (04%) . KB - BEEOTH 106 (3.6%) BRON13 H (4.7%) .
BEE (XT v« NVU—EERS) 26 (0.7%) KO0 5, FFEEREE 14 6] (5.1%)
RO 23 6 (8.3%) . BifEEE (RMEMEMERSE) 26 (0.7%) BT 1 4] (0.4%) .
TRAHASEE 161 (04%) RO F (0.4%) . FRRBHAEREE 28 # (10.1%) K833
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Bl (11.9%) . BIBEE 1461 (04%) BRO241 (0.7%) . infusion reaction 7 % (2.5%)
BOS5 Bl (1.8%) . 1 BUERE 1 ] (04%) R0 6, EEOKREEE (FREHIREIRE
BERE, ZTHEE. BREERSE) 0 IR TN 1 B (0.4%) | BEZR 141 (0.4%) KU1 B (0.4%) |
Rk - BREUHRARAE 1 B (0.4%) KRUV0 B, ANk - BERER 0 BIR TN 1 61 (0.4%) | T
WKEESEX3IHF (1.1%) K16 (04%) ZBD ok, £, EEGHEE, LF
%, it/ MRIBAMEEEDR ., BIEE m Rk OHRFREBIIERD bhRho 7, ABIE
RARERIRIIEEES BRREEREZED) 23 0EHERE =T

@EBRLFEMMHERE (KEYNOTE-054 3ER)

BEBHIIAKIBETIX 475/509 Bl (93.3%) 12, 77 2 REETIE 453/502 6 (90.2%)
WWREBR L, BRELORRERVEE TERWVWEEERIL, RFFETIX 396/509 4
(77.8%) 12, T RETIX332/502 5] (66.1%) IZRBR LT, WTNMLOBETREAR
B S%U EORIERIITRO LBV ThHhoTz,

£7 WThPOBTRERN 5% LOBIER (KEYNOTE-054 R  (REStEMiTa S 48/)

H#EHN X o8 (soc B (%)

SystemOrganClass) AHIBE Placebo®¥

FEAEE (PT: PreferredTerm) 50941 50245

(MedDRAver.20.1) £Grade Grade 3-4  Grade 5 £ Grade Grade 3-4  Grade 5
2RI1ER 396 (77.8) 74 (145) 1 (02) 332 (66.1) 17 (3.4) 0
W WEE

FOR RS BE TUXESE 49 (96) 1 (02) 0 4 (0.8 0 0
PR IR B AR T 73 (14.3) 0 0 13 (2.6) 0 0
B RS

TH 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0
B 58 (11.4) 0 0 43 (8.6) 0 0
— % - EFEER L UCREEIORIE

HE 48  (9.4) 0 0 34 (6.8) 0 0
e 143 (28.1) 4 (0.8 0 135 (269) 2 (0.4) 0
FRARRE

ALT 8/ 26 (5.1) 3 (0.6) 0 16 (32 1 (02 0
BERRB LUHAEREE

e : 51 (100) 3 (0.6) 0 47  (94) 0 0
2] 26 (5.1) 0 0 15 (3.0) 0 0
MEREE

SHE 37 (13) $ 0 0 33 (66) 1 (02 0
TRk ER, MAERE X UMtRES

0% R 27 (53) 1 (0.2 0 14 (2.8 0 o
EIER LU THEES

& 5 FERE 85 (16.7) 0 0 49  (9.8) 0 0
S 33 49 (9.6 0 0 32 (6.4) 0 0

TR B ARIBITB W THIEMIER 15 Bl 2.9%) . KBS - BEE O TH 23 B (4.5%) |
FFHERERESE 46 B (9.0%) . BHREEE (RATMEMERXS) 24 (04%) . TEAEH
BEEE 11 6] (2.2%) , FRAFHSAEREE 105 4] (20.6%) | BIEEHEEEREE 5 4] (1.0%) .
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1 BRI 5 B (1.0%) . 5 & SR 2 61 (0.4%) | FH4% - BRRCARRAARIE 1 61 (0.2%)

B 2 B (0.4%) . EJEFESE 1 H (02%) . Dk 16 (0.2%) Y UT infusion
reaction2 il (0.4%) WO LN, Fl-. HWREE (F7 v - NV —EEHS) | BEF
DEEEE (REREIRERERE, ZBM8, EREES) | MK - MR, Btk
B EZRBER ., MR M & OFRIFHRB IR bhiaho Tz, ABIERRFIRAIZE
HES (BRREERELZSD) 280EMEREZTT. :

13



[ - RE]

WIS EMRAERE S & L ERRAB (KEYNOTE-002 RER K&
TR KEYNOTE-006 388%) D#EE. 2 mgkg Q3W, 10 mgkg Q2W KU} 10 mg/kg Q3W
OWVWTRO AR ARIZBOTHAEIOBMER VEEHICEZRITRD bhiahro
Tea .

AF O REFARYEERIT OR R, ERBAEREICRIT 5 200 mg Q3W H 5RO
AUCsssme (EFIRRBICRIT 2 6 BRI O E-FFE AR TER) OHPRME [10%/7, 90%
] mg-day/mL) i 2.16 [1.45, 3.04] mg-day/mL TH Y. 2 mgkg QW HERED
AUCssswk (1.32 [0.722,2.06] mg*day/mL) & #E{L L, 10 mg/kg Q3W & 5-FfD AUCss s

(7.49 [432,11.3] mg-day/ml) % FE->7,

EMERAERE LR L LI AR OBRERICHETORR. RitSh- Rk A& 2
mg/kg Q3W 5., 10 mg/kg Q2W 5 KT} 10 mg/kg Q3W #5) DEE T AUCkewe
L BHER VR EM L ORICHARERBEITRD bhhoT,
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4, HEBUZHOWNT
RIGEIBRRRERBUHR AT 2 &BEMF L L TERRERE (2F0FF%) 13ife
ERTNBZEND, YEAREZEINICEBTE AR THINERDH D, TD LT,
EEMY X7 EEFHE RMP) ICESE, A0 EXKLZLMEERIEE~O W 4H 53
HEWRTHo T, AEORENFEL RBELZRW - HEL, FROREICLVERR
BIVER ZHIMLEZBRICHIGT 2 Z EBMERTED, L TOO~@DT X T i =T sk
KBWTERTARETHS,

@ MRIZTOWVT

D1 FED (1) ~ ) OWVWTINIEYT IR THDZ L,

() BAEFBRERBET 2 BALREEILREE ERER IR ABRESEIL R,
HUsE A A RS BOE L AURRE, MU AR &) (SFmE T A 1 ARER 1 436
MEER) ' '

Q) BEMERRE (3144 A 1 BEA : 86 fEifR)

() FEFRMENEBET IBARKELERE (BPARKEREERR. BNARRERE
WBImbE, BARREEHERR L)

4) NFIEFREELRE L. ARCEREMNE | IR CERIENE 2 OfEsRERE
W2 REEIToTWAHER (ER294 7 A 1 BERR @ 2531 Sk

(5) MEMEBFINGFERME OB LIRS BHEIT> T BHER (L 29 £ 7
A 1 BRER - 1287 HifR)

02 BHEAEOC/LERERVBIERARBRREOXIRIT 4 2550 L REBR 2 Ko ER
(FROWTNITEY T 2IERM) 23, Y2 RBMOFRAICET2HROBEEL LT
BEEINTNDZ &, '

Ei3

s EMRFREE 2 E0UBMHELET Li2K%IZ 5 ELULEORABROBERIHESR
fToTWAZ L, 56, 2FUER, BAEMREZEZ L LEBKEEZOMESL
ToTWVWAZ &,

o EMGFIER 2 FOTHTHEEZET L2RIC 5 FULOREBEEREZROER
REBREALTWVWEZ L,

@ BENOERSIFHEROKHIZOWVNT

ERGLBFRERIEETI2EEENREBE I, #RMENLOFRRBO, A&
SHERZNFEROTHR NEMSICNT 2 FHREME AEER08RBE LG OHE
E%, EVRBESHIITONDEHBESTNEZ &,
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® EBUER~ORHIHITOWT
®-1 EBIEARBEROXIGEHICET 2 B4

MIE SRRSO EERBEANRA LBIT, 24 BEIZRIEH O T, YEHERX
ILEEMRICB VT, BELZEWERICE U TARESER O CT Z£0RIER D&%
BELRREOKRMYBPIZESIL., BEHICKISRBRERPE-THEZ L,

@2 EREEERCLIFFFSNGICETIER

NABRICED A BEMNRIBREVEEEZE T IEREESENEHMERE=2Y 7
EEDREEROAT Y —= v 7EITOERE L FREILE TX 55— LAERMEKH %
HERTWABZ L, 2B, BEAHICOWT, BABE L ZFOFECHZITAMENT
WwWaZ e,

@-3 BIEAHORETCHIGICE LT

BIfER (BEMMERICMAZ., KB - /INBKX - EEDOTH., FEEES - Bkt
B, BHEEE (RBERMEEBERS) . NHOWES (THEAKEES. FRIREE
BE, BIBMEERES) | 1 BBERRF. SR, Hik - BEHREE, R, BEEO
FEREE (R/ErRIREFRERE. S, ERXEES) . infusionreaction, B - BEIE
*k, BEHEHE, BREE (7 - AV—EFERS) | DX BEERMEEE (&
EPE M/ MR R, MR L, FRIFRE. BENEES) . DRERIEREE.
) TR LT, YR ULEBEREEBOEMELE T 2EMEEE L BIEA
OZWRIGICEA L THRERVDIEZZITONAIEBIHH Z L) | EHIETRAE
N TEBEHIBESTNEZ L,
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5. BERARLRDBE

[B2hiEic BT 5 EH]

O FROBZCBNTAROEPDHRT SN TS,

e

o (LSERERED 2R OLEREREO b A RIS TR R B R A SRS

. ELEBREORT— UM ED OEEEAEREICET 5 HEEIEE

723. BRAF BEIFER*HTABRFITBVTIL, BRAF REAIC L AR LERE
B L,

@ TRIZERYETIFFORERVERFECOWTIE, AFIOFZMERHEL SN TE

57, FHIOBREFRLRLRY,
o fhoHIBMERBR LR L TRESNDBE

[ZefizBd 5 FER]

O TRIEEYTIBEFIZOVWTIEIAFIOBRENRER L ENTWAZ b, #EZTT

birnwz &,
o AHEIDORSITR LBBUEDBEERD H B BAE

@ BEAOFEMICBWVDCTRICEYT2BHITOWVWTH, AR OFREIHE L2

B, HOIEFRIRBE BN RWERICRY | EEICKARZERTLIZL2EETE D,

o MEERRBOEHRXEEEDCH 2 BE

o MEMEGRE CHREE LD 5 BE R UNEEIME O S BRI R Gt ik 5
LD RIEMELR A DND BE

o HEREERBOAEGH XXBHMLRE L IIBRMED B CRERBOBERED
boBE

o JERBHE (EnEHMRBERLZET) OH5HBE

s MEORRXIIBEEZETIAE

»  ECOG Performance Status 3-4 #2 DB

®2) ECOG @ Performance Status (PS)

Score

&R

0

SR EETE S, HFEAMEFALRFEESHIRRITLS.

B LWEBIIHIIR S 0525, HITARET, BIEESE-> TOERIITI LR TE D,
Bl : EVERE, FHEE

BATAIRETHESDOEOE Y OZ LT X CHEEEMNMERIITER ., BFO 50%LL g~y FACRI T,

BoNFESOEDRY DL LMTERY, BFD50%U L2y ROKFTRET,

Al N -

BTV, BODOEDREY DI Lixe TERY, B2y FFTRIT.
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6. BRECRLTERTREHH

@

@

®

ASCEZIC ., BERTEEE NRET 2EREICESEARFOFHER OEIERE

BOlbic LERIERE+DICBE L THhOERTHZ L,

BRERMRIZ RS D, BEXIIZTOFREICEDEREREZ 2B L. REEZE

Tho&ETHZ L,

EREWER O~V AV Mo\ T

e MEMMESRRDOLNDIZIENDDDT, ARDKREZH > T, FIHE
W (B, FERREE. Z%E) ORBERUEE X BRECERSE, B8+
SITITH 2k, £, MBI U THE CT, M~ —V—%F0REZEHKT
BTk,

e  infusionreaction 233 H 1L D Z L 233 B, infusionreaction 235D HNTZHFAIT
X, EERAEEITO & & BT, ERAEET 2 E TREORESZ+SICEE
THZ L,

o HRBHEEEEE, TEAMEEERVRIBHEBENHLLNIZLEHDLD
T, AF O 5RARTIER CBRERIE PITEMICA S WS RE (TSH. 128k
T3. WBE T4, ACTH, P avFY -V EDRIE) 2EHETHZ &,

o FFHEEREE, BMLMBEERNRHOLONDZZ LBH DD T, AFOBRERIERTK
U SR i eI gaEmZE (AST. ALT. y-GTP, Al-P, BV L E %
DRIE) ZEBTDHI L,

o RESER WWEPERARVIEEREREZED) SOEBRIBEEN S bbILS
TLBHHOT, EHNMICIROREORELFERT L, £lc, IROZEDR
EOLNEHAICIR. B CERBBLZR2 T L 5BEEHE T L,

o FAFOBREICLY . BEOHKENCERT 2 LE 2 bh 24 IRETIHE
BHLLNDZERDE, RERBEDONEHEAICE, BALEBRIIS U
HFA R & RBR 2R OER LB L CEEIZRERNRZET 21TV, BE DR
RIS X 2 EHER RO AHEITIE. ABRIOREIHIE, RUOBITRESR
NEVRIOBREERERTAZ L, B, BIBREFNVEOREIZLYBIE
BAOSRERRD b R2WFEITI, BIBRERNVE VLA ORERIA OB
bEETDHZ L,

o WEKRTH. BCAR»LHE» ARE L THrORHERARRERTEIZ LR H DD,
AR OBRERTRICHEVERORRUICZICTERTDH 2 &,

o 1EUEERIE (BUE 1 BUERFZET) bbb, BREFEES P77V F—v X
WEARZLBEHHDOT, OB, B, EHEOEROERCMBED LRI+
SEETHZ L, 1BEERBFRGELNEHEEICIRESEFIEL, A VRD R
HoBRELEDFDLABZITH Z &,

RIGEIR AR B EAERE ICHERT BRI, FAORBKARRICEN T, RS

BREEZNS 3 W AN, ERUREZ, BEREND 1 I 6 B L ITHAIMEDF

HEIT>TWZ L 25EIC, ARREFITESNICHROBERELITO 2 &,

SEEUREOBMEAEBE ~OMEMEREL L TERT ABRITIE, R DERRK

RBRICBNT, REFHNOEBRBERE T 12 AF I & TEIMEDOFHEMEEZIT-> TV
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TeZ L &BBEIL, AR OREFIIEMANCHROEREZITH Z L, 2B, A
WEL LTHERT 28483, AFOREHIT 12 0 AETET52L,
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REEHHEETA FT 1
RAa7nl) X<7 (BFHERZ)
(BR7B4 : FA b —F REHE 20 mg, ¥4 M —F REHE 100 mg)
~HHER TR Y VN E~

YRk2 941 1A (FFfxE1 2 A%ET)
B A



Bk

X C®IZ

AEIOREE, VEFRMF

Y NGE=

MERIT OV T
BEXNRLELRDBE
BEIIBLTHEBTREER

S

P2
P3
P4
P6
P8



1. IXC®IC

EERLOEE - REMOFEROT-DITIX, I TEEICESWBERFERBRD
bhd, b, IEEORZERMOESHIZLY ., MABERMLR EOEFNRFRIERE
FEELPIERBINIFT, INODOERLZREICHERBEICRMT S Z L BRED
REL 2o TR BREMBGEE L WEDEAFEF 2016 (Frk 28 £ 6 A 2 HEBRE)
BV TYH, BHFNERLSEOFERORBEEEZRZ Z & L INTWV5,

FREBRMFERR I, BBERASCEE2E 0 7 7 A VRBEFROEEM AL NICE
RBEZLBHB, ZOkH, EHERVE2EZET BRI +0EET 5 E TOM,
UBEEFBOBREBELZRIZITHZ LI NIBEICRH L TERT D L & bic, BIE
RANER LRI LEBELRXSE LD E BB —EOES 2T T ERERE CTHER
THZENEETH B,

LIed3o T, BHA FTA T BERESINETI/RLN TV S EFIRFR -
RgmRMIc £5% | UTOERROERERERLHET 2BAN L UERER, £2
FROEEEEREZ T,

BB, ATA FT7A4 0%, MIATEIEAERLERESRBAMIE, ABRHREARAR
BRERYS, — BN B ARBRARES R OC—REFAEA B ARALRFES O 0
b EERC LT,

XL RHEES XA M —F REFFE 20mg, XA MV—F RHFHE 100mg (—
B4 RA7u) Xv7 GEFERz))

HRERDPENINGE : BRSO THRIR O F U VNE

NEERDBERCHE : BF. RAIZ, a7 v ) X< (HEzFafz) LT, 1
[E] 200 mg % 3 BEFER T 30 S RIHT TREFHFET 5.

B & BR 78 ¥ F : MSD MRSt




2. FHN O, 1EFEMAF

XA M—F RIBFFE 20 mg RN 100 mg (—fik% : RAT7 0 ) X<7 (B
Z). YT T&#F) £vH,) 1%, PD-1 (programmedcelldeath-1) & ZD Y H> R THD
PD-L1 RO PD-L2 & DS EFEMRET S, & MbIgG4 £/ 70— AHETH D,

PD-1 fE&I% T ABIR S BRI > Dk B T2 DIT S A KRR AR B 3~ 2 e e & il
AA v F T, PD-1 1k, RERRBICEWTESER T Mlt0MRREICHERA L. Aok
BERGE2 S D AVEILBRAGER S ZHET 5, T742b5, PD-1 IV T Fef
AT B LI L VRESAKICL BV S FNMGERARICEHET 32 AEKTH S, PD-LI
DOIEFBEBICBIT 2EBRITLT N TH LB, ZOBAMIETIE T MigDBE 2z
AT ECBRINCHTKEA LTV D, DAMIRIZEIT 5 PD-L1 O&EFEFIL, BHKRE, R,
FFHERRRE. DRERAE. FE/ NIRRT R & OBk 2 RBATFRAREFTHY | RWAEFER
& OFBAERHREZh T3,

BEONADOEKRETF% L PD-L1 RO S, PD-1 & PD-L1 ORRBIIES
DOSBEEBIC RV TEERRFIZHE D Z LN TRRIN TR Y Fl 223 MIBROER L
LTHFFEh T3,

. A#|iZ. PD-1 & PD-L1 RU'PD-L2 OF Y Hy FORBELHEET S Licky, 85
WANREPOERFRAMEIRGEE T V o 8REEE S, RIEEAE L BEEL
T35 & THIEEDRERET S,

A ORI ES SREDAERIGIC L 2RERS RS b bh., BEX IR
BN D 5 ARIOBREPROBEEITIL, BEOBRELHHITITV., BENE
b B EAITIE, BB L BRI Ui BRE 2 5k & R0 % 5O AR & L Ol
R ERIBE 2T, BEOCSERGIC L 3 ENERREDPN 2BEITIL. BIBRERV
LRI OB EEOE R E R D BER D B,



3. ERERRRAR
BRIEEEOHTHAR VX ) U ABEOABRICEE M ZIT o - ERERERERD
R,

[A%hiE] :

EpRLLFSE O EER (KEYNOTE-087 3UER)

B XIIEREO MR DX ) VoERE Q104), BAAN 108 2ET) OLUT
D 32D aF— MERRIT, FH 200 mg 3 BEFMRR S OB MER EZEEFKET S
iz,

- BREMBMIRBERITRIC. TRy RRF UL ABREZIT A

# (zdm—PF1)

- BEEMBERBHEIERISTHY ., hoT LY EFv~T REFUICLBIEBES
ZiTT-BE (2F—1h2)

- ARG MEBMBRBREEITRIC, TLrYFi~d RFF UL BEBE (—RIEEX
ERBILFRIEO—BR L LTOT VLU YF VT REF UL AEITRRITE £
VW) BRI TOVRVEE (ah— h3)

2B, B CREBETIRD DRI, REETEZTRTERARD bz
ZOBREMICEE L TV 2 BE T, RELIEOBEGRIMME CRBEITHARDONHET
AR OB E T D ERFTREL ST, TENMER THLIEDR (KET IWG
criteria (2007) IZE-SHRYEEIZ KL 25ELEY (CR) XiXFLER (PR) 0FE) 1T
£1OLBY Tholz, 2B, EANIRESNI-BEREDHRIZ, WPhoark—hy
20%ThH o7,

#F1 FHEMERR (KEYNOTE-087 BR)

adR— k1 aR— k2 aR— 3

(6941)) (8141) (60%)

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

. ez (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) LE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#IT (PD) 3 (4.3) 17 (21.0) 7 (11.7)

BN 3 (4.3) 2 (2.5) 0

#4h® (CR+PR) (%) 725 65.4 66.7

(95%(ERE X ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Z4tt]
EREt RS DFERER (KEYNOTE-087 FABR) ,
HEERIIRBREMAE T 202/210 i (96.2%) 2588 Hiv, BITERIX 144/210 41 (68.6%)
WZER» bz, BREN SUUALEOBRMERIZIR 208D ThoTz,

2 FRERHKS%LLEOBWER (KEYNOTE-087 Rlip) (ZLotfEirnS4H)

BEBIRSE (SOC: System Organ Class) g%ig/%

HAZE (PT: Preferred Term) 2'10 P
(EANA T 4> Grade Grade 3-4 Grade 5
2ERIER 144 (68.6) 23 (11.0) 0
MK LY R REE

SFRERIBAME 11 (5.2) 5 2.4) 0
A WEE

FOD IR R T HE 26 (12.4) I 0.5) 0
BBEE

Tl 15 7.1 2 1.0) 0

B 12 (X)) 0 0
—fi% - EEEERS LTRSS ORE

BH 19 9.0) 1 (0.5) 0

FEER 22 (10.5) 1 (0.5) 0
R R EE

HEYE 13 6.2) 0 0
FERSS, FoEfis L UHERES

IR 12 6.7 1 0.5) 0
FRER L UE THABEE

Rz 16 _(7.6) 0 0

2B, HEMMERRIZ 6 # 2.9%), KBK - EEOTHIL 3 £ (1.4%). #RES
(FF v« NU—EGREES) 1216 (0.5%), RS 8 6 (3.8%). HIRIRMSAERE
213 29 41 (13.8%) | 54 - B RAMARE 1X 2 41 (1.0%) . Infusion reaction 1% 17 1 (8.1%) .
SESERIT2H (1.0%) ROLHRIZ1H (05%) TROONZ, £z, EEDOKE
B (RERREIREGER., SN, BRAES), TEMEERS, BISMERE, 1
RBERIR, BHEEE (RETHMEEBRS) . Bk, EEMENE. MK - BIEE, &
M I/ R MBS . TAMAMER N R ORIFERE IR b o Tz, AEHWERZRER
RABEEFESR BEREEREZ2E8L) 280EHERETRT



4, ﬁﬁﬁl:ob\’c

RBEML LTHEARERE (&FFE) BMBEbhT0naZenb, Yk L2E
i ;%ﬁﬁfé& AR THIMENRDH D, €D LT, REOBRENEE2BE ZDH - 4
EL. BFIOBREICIVEEREER ZRE LZBRICRINT 5 Z L BN BERD, T
DO~BDT XN CEFHTHRICBWTERTIETH D,

@ mR|IizHOWVWT

@1 TED (1) ~ 5) OWVTNNIHEYTIHRTHDZ L,

(1) BEAFBRKENEET 2BNARKEELARES EER RS A BREEIL SR,
Hige o3 A RSIGEEERLRRRT. MRS AR L) (FfTET A 1 BREA : 436

- HERR)

(2) 4EMEEREE (ERR 31454 A 1 BRERE : 86 fERR

() FEMNEMELEET IR AREEERE (BNARREEEERP. BSADRERE
BTk, BABEEEHEER 2 L)

(4) S RICERIEEZRE L. SR CERIEME 1 IS RCERIENE 2 Ok e
WHRDEEEZITo WA R (FRL294 7 A 1 BRER 2531 HEsR)

(5) PUEMEEREALS EERMEOBREBIRIBHET > TV 2R (FRL 29 € 7
A 1 BREA 1287 HEER)

@2 HTHAOF VXY U EOFERIER CBIEARBREE ORI+ 725k & 7%
BREFOEM (TROWVWTRNICKETHEM) 25, LEBERMOAFICET 5RO
REEL LTRESA TS Z L,

e

o EHEIRFHFIESE 2 FEOVTHELZET LI%IC 5 FELULORABROBERIES
ToTWBZ L, 5b, 24N LT, BAEWEREY XL LEBEREBZOWESL
ToTWBZ L,

o  [EMRHFIEE 2 E@@Jﬁﬁﬁﬂg%{FT L7728 4 FEU EDOBEKREREFLTWS
Z L, 5h. 3EM R, EMARENEEORARYRE Y S UERMIKREOME
ZIToTWBZ &,

@ BEADERMFHREROEHITOVT :

ERLERERICEFTOHEESRESh, HEEEI OOFRBN, AR - &
EMERFHFROTERVEMEICNT 5 EREMS, AEERPRELCBEORE
X%, SRELHLITONSEHNE-TNWE I L,




® BIER~DOXIGIZONWT
®@-1 HERRARNCBEE 2Bl

BEMMEREOEERBIERSRAE LBRIZ, 24 BEZREHRO T, LR Y
ITEERRICB\W T, RHLUZBERICER U CAREERRE O CT Z0RIER &N
BELRRBEOBRENS/YAPICELNL. ELICXISTHR2ERIBESTNDZ L,

®-2 ERUEHICLIFEESNSICETIE S

NABRICED S EMMRMBRUKELZ A T 3EREEEVBEIERAT=% ) V7
EEDOEERBORI ) —=U TEITVERE L FREZIEF TE 2F — A ERGHIHE
HENRTWBZ L, 2B, BEEHNCOVWT, BABE LEZOREICTFICAMINT
W5 &,

®-3 BHER ORETCRIGICEI LT

CBIER (MEMRRBICINZ. K% - INE% - BEO TR, FHgiEEE - Buikn
B, BEEEEZ RATHEERRASE). NMoWEE (TEMERES. FRRERE
BE. BIREEES), 1 BERRK, 59k, HK - BREHRRE, BER, EEOR
[EREE (RERBEIRERR., AN, EREES). infusionreaction, A4 - BEIRAK.
BEIEMHESE. MEREE (X7« XNV—EFERS), LBk, EBRLKESE (%
M/ MRBD RSB, WAER N, FRIFERES, WEERIRES) . MIREREREE. &
M5 I LT, USRS ULEERBEOEMEL BT 2 EMEEEL RBHHERD
W HIGICE L THRERVXEBZZITONIEBFICHD 2 L) | ELICERAED
TEDBHINRESTNDZ &,



5. #EXNRLLHBE

[E%hikiz B4 2 FIE]

O BFREMEHMEBEICESEIITNMAEOBRE X IIEEEOTHA Y XY v
HNEREICBWTAROFENRIN TN,

@ TRIZYTHBEICHTIEFORERVCERAFEICOWTE, A& OF B ER
L INTELT, FRORERRLRLR,
o (LBERIERBROBE,
o  HORBMEER L OB,

[Z&ttic T 5 %E]
O TREEZYTIBEECOVTIEIAFOBRENER L SR TVWEZEhb, BERT
PN b,

o AHNORERSITR LIBBUEDBERRED H 5 BE

@ BRATOFHEIZI W TTRICKY T 5 BEICOWTIL, AF RS ZHES LR
2, MMOIRERIIRB R WHEICRY , BEIZARZERATIZL2BETE 3,
o MEMMEAROEHIIEECHZBE
o JEEBRRE CEER 2R D BE R OTEEME O B SRR Bk
ZOMICRERER A ON D BE
s HOEAZFERBOED. TBEMHAZE LITERMED B CAREEROBETERED
- hHBHBEH
o [HEBHEE (GhBMRBEEEZSD) OH3BE
o RBOREIIBEAEZETIAE
e ECOG Performance Status 3-4 ®VD@BHE

(ED  ECOG ? Performance Status (PS)

Score | E&:

0 | &<MEREHTES, FERaTe AL ABABESHIRRITXD,

AR LWEBNIFIR SN2 2, BITRRET, BIERCE > TOEKIIITI Z &3 TE S,
Bl BWRE, EBEX

N =

w

ROENTZBLHOHFDOEY DI L LATER, BFO 50%UELEEZRy FAEFTRIT,

-

2BV, BLOFOED DI LFEe TERW, BRIy FARFTRIT.

BITARETEROHF ORI Y O Z LT T RTAREEAERILTERY, BRD 50%L B3~y FATEIT,




6. BEICIRLTERETR&EEH

O W XESICA, MERBEE DR T 2 BHEICE D & A O 5 K UEIERE
Al DIT HEREREHYCER L T LERTAZ L, |
TBIRBRIAIC R D, BEX X ZOFRRICAMER ERIESZ+SHB L. AEEZE
ThoRETBEZ L,

EREWER D~V AV MZDOWT

@

®

MEMEREBRR S bbb 2 ERH D DT, FRORETH - Tk, FIHHE
w (B8, FEREEE, SHE) ORI U X SREOCEHESE, BEr+
FITATH T L, Fhe, BLEIZSCTHE CT. MiF~—V—%OREZEMY
5T ¢, : -

infusion reaction 233 H iD= &M B, infusionreaction 23580 HITZHBAIC
X, BYIRAERITO L Ebic, ERVBEET I ETREEOREL +OICBE
TBHIE, :
FIRIRSEREE,. TEAKERERVRIBHBEREELIH ORI LBHDHD
T, AFNOFREBRLAET & O EHE P IXELRICA SR E (TSH., HEHE
T3. 18 T4, ACTH, M aVvFV—VEORIE) 2EETH L,
FRHESREREE . BILMERERSEHODND I LR HH DT, AHOREFMHAIRL
UM 58I i E IR AT AERE (AST. ALT, y-GTP, Al-P, BV LE V%
DOPE) EERTH L,

SEHBR IEARMMIESHEAZED) SOEERBEEND LIS
TLBHHZOT, EHNCIROREOHELHRTHIZ &, £/, ROBRENR
BOLNEHAITIE., BONCERBELZ?Z2 75X )BELHETHZ L,
AFOTEIZLY  BEORERIGICER T 5 £E X b D kX REBORER
BHobhdZ ENbd, BENBD ONHAITE, BRLEBRIZS U
HR 25 & IRBR 2 FFOER LB U OEE BRI Z 1TV, BEORKE
ERMC X 2BHERBRRON2HEICIE, RFIOKREXIHIE, RUBIBRER
NEVRIOBRESEBRTAZ L, 2B, BIRRERNVEOREICXLDEIE
AOBERRD bNRWVFEICIE, BIBRERNVE & LSO &Ml o i
LEETAHZ L,

BERTH, KRB OEVARBL T LBIERANRRT I ENB D7D,
AR OBREXRTRIZHBIERORERICTSICEET D Z L,

1 BRI (BUE 1 BERR 2 3) BNbbbh, FERFEET b7V F—v X
WKWERZERHHDOT, DB, B, BHZEOERORERLMIEFE D LRI+
SERTIZ L, | BERARGELNZBEITIIREEZPEL, 1R
ROBREZEDOBERLBEZITO Z L,

FHIOBRRBRICBOT, RERMEND 12 B LICAMMEDTFMEETT> T s
EEBEZ, AFBRERIIENNCEHBRE CHROMREIT) Z L.



BoEERHEETA FF A v
Rh7u ) X<7 (BETFHEEEZ)
(R3E4 : ¥4 PV—F K#HE 20 mg, F4 M —F REHE 100 mg)
~ PR b B~

Wrk2 941 2H (FFxcHE1 2 H%ED)
B4 B EE



H&K

XL I

AR OFH, 1EREF

B PR FAR

FEERIZ DWW T

BEXNR LD BE
BEICELTEETREFHE

SRR SR

P2
P3
P4
P7
P9
P10



1. IXU®IT :

EXKJBOESME - ZEMEOREFEOTZHIZIX, FASTEFICESWIZEIERFERSRD
bivd, 6T, IEEORZEROESIZ LY, FLAERRZR EOEHP2FHRIEAE
FEEMBPEARINIFT, Wb OERGEEICHERBEICRE TS Z L BARED
BEE L 2o TRV REMBUEE & WEDEAR #2016 (FFk 28 45 6 A 2 BRI E)
KEWTH, EFEERSOFERORBIIEEZRSZ L LI TS,

FHEARFERRIL, REERARLREM T 7 7 A VBBEFEOEERMLHALNICE
RBZENHB, 20D, BHERUEREEICETAERA+0ERET 5 £ TOM.
WUYERLOBELHMIZT A ENMFINIBEICH L TERTZ L L HIC, BIFE
ABRHALZBRICBERMNEE L 2 Z L RFRER—EOEH 2R T ERKE TER
TBEZLBREETH S,

LizoT, AFA FT74 0 TiE, BRBEESSINE TIKREON TV IEFESEY -
AR RHCESE UTOERGHORERERAZHET IBRNOLEREMR, B2
FRUOEEFEELTRT,

BB, ATA FT4 0%, MSATEIEAERLERESRASHEIE, ARERAEARR
RIS, —EAEA B ABEABESR C—RAFEN B RBRBHFZ2OH
FDb EERL LT,

B LRDERR ¥4 bNV—F REEHE 20mg, ¥4 M—F JEEE 100mg (—
' W4 RaTe ) X< (B Z))
RBEROMEHDR : BAACRRIER B U ARIGYIBRTRE 22 R LR
HRLLRABERVAR : BF. BAKKIE, “a7u) X~7 (BEFHEEZ) LT, 1
B8] 200 mg % 3 BRI T 30 RN TREFHFET 2.
& R R ¥ A MSD KRSt




2. AFN O, 1ERBF

XA M —F RREHE20mg KU 100 mg (—fi%4 : R&a7 ) A~ (EBicTHHEE
Z). BT T&All &v5,) X, PD-1 (programmed celldeath-1) & ZD Y H v FTHD
PD-L1 XU PD-L2 ¢ DA EEERET S, & Mb1gGs £/ 7 u—FAHiETH 5,

PD-1 RBEI3 T ARNE S BE AR AR s Bk 5 7o DI R AFBRR SR 4 5 72 0= )7
ZA v F T, PD-1 1%, @RERREBICEBWCEER THROMBEEICERAL. BCK
BRIGE B O ARANE AR 2B T 5, T72bb, PD-1 XY T FLf
BTAZ LI LV HESAERIC LA VS FNEEERICEHIET A S RETH B, PD-L1
OEFHBRIZBITEERIZOTHTHED., Z<OPAMIBTIE T MROB X Zi#x
HIF CBBNCFHEB L TV B, BAMARIZE T 2 PD-L1 OBERRIT. BHIAOmE, R,
FFABBaRE. JREE., FE/NBIRMIE: & Ox RBATFEAREFTHY , BWAERFR
& OHEBERHE S TW5,

BEOBADOBERETH L PD-L1 HEBEOMEEMESN S, PD-1 & PD-L1 ORKIIER
DOFRIERBHZBWTEERRENZHEI Z PR EINTEY  Hil- 2R ARROER &
LTI TS,

AFIZ, PD-1 &£ PD-L1 KU'PD-L2 O Y H v FOREEZRETL2Z &LV, EE
MNBREDROEERROMIESE T V o BRETEE LS Y, FIEEAE > BIEEL
T5Z & THIEBENREZRET D,

ARDOVERBFICESQBENRERIGIC L 2BWERSAH bbh, BEEXIIRTI
ELAEMERH B, FROBEPROERER L, BEOBELTHITTV. BESR
W HNTBZEITIE, BB L FSIS U EMR 2058 L R 2/ OER & B L TE
Bl72 8RR 21TV, BEORERGIC L 2BWERANERLNL DB EICIL, RIBRERNV
T UHIOBRELEDOFEERNBEITOLERD B,



3. ERPERRIE
DAALERIER IR LT RIGUIRAR 2 R LB OARBIEE2ITo- 24
RRBROBEE T, '

[B%hiE]

ERREFFMIAREE (KEYNOTE-045 FER)

77 FTRA 2 S LCHRIEET 2F T 2 RAETEXIIEBEORE LREEE
542 ) (BARNS2 BlaEte) ZREIT. AF 200 mg 3 BEHEBREOFEIERVNEE
M2, AbFREE (X7 ) Zx%E, FEZFE/A X vinflunine) 2 2R E L TR E
Nie, 728, BRFHMECTRBETERD bNEBAIC. KRETETITERITBD N
ROVEDERRINCEE L TV 2 BE TiX, RELIEOESFHE CREBETHRD b s
ECAHORE LT 2 Z L BAWREL S, TEFME B Ixe4F#HM (0S) RV
AR (PFS) & &, AR LB LB LT, OS 28 RBICEE L7 (&
1ECR 1) .

*1: 75 FFRA R STEERE (—RIBR) BICRBETEBLEEE. RUTFFINEZE0
LSBRRIEIC X AT - AR MBNLRIRIESR 12 0 A UNICESR L BENER AR b,

%2 1 AFTIL vinflunine IERFERBTH DB, XTIV FXF VAL FEFIFELONTHIAEZRIRL
7o



% 1 KEYNOTE-045 8RB DA L E

2<% 200 mg (4237
Q3W .
(270 1) (272 B)
osf FofE [A] 10.3 74
(95% (S 3E X 1) (8.0, 11.8) (6.1, 8.3)
PN — R 0.73
(95% I HE X ) (0.59, 0.91) -
P fE! 0.002
PES PofE [A] 2.1 33
(95%fSHE X [9) (2.0,2.2) (2.3,3.5)
AN — R 0.98
(95%f5 %R X FA) (0.81, 1.19) —
P fH$ 0.416

t
H
§
Il

: DN DT —% 120169 TRy vF 7
. BRI Cox e NP — REF T &L B{L28E & DL

:BRIm 7T I RRE

: RECIST HA KT A 1.1 fRITES S Mz e
Q3W : 3 EHMHRER 5

100 %
90 7 N\
80“ L)
70
260' o
# 50
5 40
30
20
10~

k\‘ﬁi—-“i--

e,

"-""u;‘.._,_ "
Hioa s —n

0 ererrr———————T

0 2 4 6 8

10 12 14 16 18 20 22 24
7 )

at risk#
ZEM200mg Q3W 270226 194 169147 131 87 54 27 13 4 0 O
{LFRGE 272232171 138109 89 55 27 14 3 0 0 O

1 OS @ Kaplan-Meier fi#f (KEYNOTE-045 )



[Z2tk]
ERLFIFE MRS (KEYNOTE-045 35%)

BHEBRIIAFIEE 248266 B (93.2%) K OMLEHERIERE 2507255 61 (98.0%) 12588 5
v, BHERIZENEN 162/266 B (60.9%) K UMLFEEIERE 230/255 61 (90.2%) IZFBH
bz, ARBHETREARN SUULDBIERIITRD LBV Thotz,

#£2 BERN5%LULOBIER (KEYNOTE-045 BB (LM S

FEBIXSHE (SOC: System Organ Class) Mi:kﬁlj(;/%)
FAFE (PT: Preferred Term) 26641
(MedDRA ver.20.1) = Grade Grade 3.4 Grade 5
= RIVEF 162 (609) | 38  (143) | 4 (15
wowEs )\ | ¥ _
RS ERE T E 15 .66 | . 0. £ Oy
A biRE SO, RS ey oy
Tl 24 0.0 ] 3 (1.1 0
= —== 5 {55 : T e
—R - 2FEER L URERAmORE monl| o ———
15 (5.6) 1 0.4) 0
B 37 (13.9) 3 (1.1) 0
m oo 17 (6.4) 0 T
ﬁmhlmﬁ%ﬁ% = e e e e el
ARRIR : 23 (8.6) 0 0
B L OB T AR E I B
% 5 fEie 527 (1955) 0 0
S - an = — X i

B, AFEET, BIERAE LTREMERIX 104 (3.8%) . KBBX - EEDOTH
76 2.6%) . REE (¥F7 - SAU—EEHS) 1216 (0.4%) . IFEES
141 (53%) . FIRIFHEREREEIX 23 5] (8.6%) . BIBHEAEREEIX 1 1 (0.4%) . B
HEEE (RAEREMERERE) 1214 (04%) KON Infusion reaction }X 161 (0.4%) I
Bobhi, ¥, EEOREES (REHEIREGRR, SHLK, BREES) . T
EAEEERES. | BERIR, Bk, fiKk - BSUHRARE, EREMEAE., DK, K -
PR, &L 5K, B/ IMRIBERBER., BEE &k ORFERBIIRD b
IRinolc, AEHERREBRRRIIEESFSR BEREERE2E0) 250EHBRETT,



4, HEERIZHOWNT
FAEREM L LTHERARERE (FIfFE) BMBEbh W32 et Y%AEEE
PNCERETX AMBRTHALERD D, £DLT, AEORENEY/RBEZDH - &
L., AEOBREICIVEERBERALRRA LIZBRICTHRT5 2 L BBNERD, BT
OO~QDTRTEMZTHRICBWTERTIRETH D,

@ iz T.

O-1- FEED (1) ~ 5) OWVWThNIIEETIHRTHDZ L,

(1) BEFBREIEET 5 RABREENAFITE EEFRS A ZREEIARRERT.
HitgAS A S IGE L AR BE, MU VBRI R L) (FTNTET A 1 BRER @ 436
HEFR)

(2) HrEistemik (EER314E4 B 1 ARR : 86 MERR)

(3) FERRMEREET I RABREERRE (BAR %ﬁ%ﬁmrh ARSI
BARPE. BARRESEHEERE R L)

@)%%m%ﬁﬁiéﬁﬁtf%%m%ﬁﬁm%1Xiﬂ%m%%&m%zmm REYE
WCRBEHZEITo TV AR (ERL294 7 H 1 BRER - 2531 isR)

(5) FiEMEERNTEERMEOMREEICR L BHEIT> TR (FRR 29 F 7
B 1 BEFR : 1287 FEER)

@4\%%i&ﬁwk%ﬁ&&wﬁﬁﬁ%ﬁﬁ®ﬁﬁ’+“&ﬁ%kﬁ%%%0Eﬁ
(FROWTNNICHEYT I EM) B, BEDFEROFRICETIIRROREE L L
TEEShTWDZ &,

&

o EfAFRBEBE% 2 EOVHMHELZET LRIT 5 ELLEORARROERKMHE:
ToTWAZ L, 5b, 28 EX, PAEYREZE L LERKEREZOMEL
ToTWBAZ &,

ERRIFEE%R 2 FOFRWFELET L72RIC 4 FLUEOWREBHF D BRKTHE
EToTEY. 55, 28UEIE, RELEBONAEMREEZ SR ABROE
RIHEZITo-TWH T L

@ BRADCERSFREBOEHITONT

EELIEREBICHETIEEENEE SN, BESCENLOFRED, AT
SHEILHIEROETER VEMESICHT 5 HRER. FESERRE LA OHRE
£, SERFONITONAEERIE-TNWEZ L,




@ EBIfER~OHBITONT
®-1 MERREMIICEE T 3 Bl

MEERERSOEEREERNPRAE LRI, 24 BREZRESHOT, YR Y
EERRICBWT, BRLZBAVERIZR CTAREREV CT Z0RITER DBz M
ERREOERPLUAFIELN, BELICKHSFRZERINESTHWEZ L,

@-2 ERFEER L AFESMNNCETIES

BABRICED Z2EMN 2B EUEREE2E T 3EREEENBIERT=2) v
EEOEERBDORAI )V —= 0 T E#ITVERE L BEREXF TE 2T — LAEREHIBE
fEshTnaz e, 28, BEERIZOVWT, PABELZORKRZHFICEAMINT
WanZ e, '

®-3 BWEA o2 Mr-oxt N iz B LT

BIVER (REMMZRRICMZ, KIBX - /MEK - EEOTH, ITHEES - @it
FR, BHEES (REETFMERELAS) . NoWEE (TEFEEREE. FIRRERE
BE, RIEMEES) ., | BERRA, 5SEER, X BREGRME, BR, EEOK
[EEE (REHEIBEREE, SO, BERERES) . Infusionreaction, A% « BEIES.
EEMHESE, HREE (X7 - AV—EEHS). Dk, BEELROKEE (GE
HEM/MRBAEERBER, WMEEN, RIFREE, EERIRES) . LRARERE. &
B T LT, YR UL EMERSEOBMEL A 2EMEEE L EIEA®
PWr-ORISICE L THRERUOXBEZZIT ONA2EHITH D2 &) | ELICHEERAEN
TEBEFINESTNBEZ &,



5. BEXBREBHEE

[apiic B 5 S E]

D 777 WA SRR S A 15 BIEFE U EBE O RE L0 &
B CAFIOEMERRIES L T2,

@ TEICHYT D BREICHT AR OB ER MERAFIEICONTIE, BFIDEZHER
FELENTE LT, FEOBRERNRLRLRU,
o FIFFEFEZETEBRIEC L ABREORVERE,
o FIROMBMLEERE,
o fhOFEMIEERE O,

[Ze&ttiz B4 % F1E]
O THRICEYTIBEIZOVWTIEAFORENRERE INTWEZ b, #EETT
PRnWZ L,

o AFIDRESITH LBBECKERO D 5 BE

@ IHEAMOTHECE T TRICKYS T 3 BEICONTIE, AHORE RS

P, MLOBRBRIREN R WEAIRY ., BECAREERT2 L #BETE 3,

o MIEMMEBOAHIIBEEOH S BE

o MRESHRE CRIERE2ED 5 BE R OTEBME O BRI o R %
LD REMRER R BN BE

« HBDAEKEAROAH. XTBMNRE L IBERED B EAERBROETRED
BB BE _

e lESBBHEE (GhEsfEBEEEZS) Ob5BE

. REOREIREZAETIARE

»  ECOG Performance Status 3-4 ®VDB#E

D ECOG ¢ Performance Status (PS)

Score | &

0 | £<HER2{EETE D, BRI RALABAERENHIRZITA S,

RERNCE LUVEBNIRIRR SN B 45, HITRIRET, BRIERCE - TOERITITI 2L B TE S,
Bl BRWRE, FHEE

BONEBESOEOED DI L LITERY, BHD 50%U L2y RARFTRIT.

Bl N -

2B, BHOFOEY DI LiIFLE TER, BRIy FARFTERIT.

)

BITARECH S OFDOE Y O LIXT X TRREERERIZTE RV, BFD 50%LL LI~y FATRIT,




6. BEICHBRLTHERETAEEHR

O HRACELICL, RERCEESEPRET 2EREICESEFROFER UBEIERSE
BOTDIZLERERE+DICEE L THhLFERTIZ L,

TBIRBRAIRICEN D, BE NI ZORRICADIERVEREL+7HAL, RBELZE
TOrbLE/ETEZE,

ERBIERO<RY AL MTOWT

@

®

RIEMRARS Db Z e BHBDT, KFOREITH 2o TiX, MIHE
w (B, REE, Mm% ORREUHE X #RECERSE, #igr+
ST L, Fie, BEISUTHEE CT, WE~— I —S0RELEHT
AT,

Infusion reaction 23 BB Z & M 5, Infusionreaction 258D 5 T-HFEIT
WX, BEIRABEITO L EHIT, IERNREIET S E TCREDREZ+LIZEE
THZ L,

FORIRSEEREE, TEABEEERVRIBBEEESHbbNAZRH LD

T, AR OBEBRAETR G TIEESRIC S WEEERE (TSH, Rk

T3, %8 T4, ACTH, - =L FY —VEDRIE) 2EHTHZ L,
FFSREREE., BERERRH OB e BH 20T, AFIORERER
VBB F IR ATHAERE (AST, ALT., y-GTP, Al-P, B vE %
DPE) HEHTD L,

S LSRR (IMEARVIEEREREED) EOEERBEENH OIS
TERHLIDT, EHICROREDOFEELMRTHZ &, 7z, ROEFEN
RO ONTEHEIITIL, BRNCERBELZR2 T 0B8F2HETI L,
AFOBEIZLY | BEOKEINCERT 5 &5 1 bhdHix RRESHRE
BhHobdZ b s, BERBDONTZHEITIX, BEALZERIIS L
HFR 72 L R A R OEM & U CGEEIZRERBE 21TV, REDRE
RIS X 2BWERPB DN A H/EICIE. AR OKRE TP, RUBIBRESR
NEVRIOBRESRERTHI L, 2B, BIBRERVEVOREICXVEIE
AOBERRD bNRVOBEITIL, BIBERERNVE VLSO LEmmH 0B m
bERTDHI L,

BEKTH, BOAR» LB ARBL THLEWERNERTIZ L RH B0,
ARDORERTRICHEWERORRICTDIIERT S Z &,

1 BMERR (BUE | BERFEZET) Bdbbh, BREES b7V F—v 2
KELZLRHDHOT, A, Bl BHFOEROFERLMEMED LRI+
FEBTHI L, 1 BERRARDN-BEICEREEZPIEL, 12D R
ROBEEOBNROBEITI Z &,

FEIDBRIRBERICBW T, RERHE?D 9B%., TN URITIREREML 1 £/
6 EHERR, R[N 1 FLIIL 12 BB TEMEDFEE 21T > Tz Z
EEBEIL, FHBRETIESCERBRE THROMRELITI Z &,

10



BEfERHEET A NI A v
RATBY XeT7 GREFHEEL)
(BRFE4 : A M —F BHEHE 20 mg, ¥4 MV —F BTEFEE 100 mg)
~BHEE~A 7Y T4 MREEKE

(MSI-High) 2#H3 5@EME~

YRk 3 041 2H (FFfxE1 2 AET)
BEEFEE



Bk

1. Uiz P2
2. AREIOFE, 1ERBF P3
3. EREREHE P4
4, WEERIZHOWT P9
5. EMRERDBE P11
6. BEIZELTHEETNEEIE P12



1. (XC®IiT

EEROFE - BEMOREFED DT, BAIEZEICESWCEERFERI KD
bid, &b, MEOREEMOESIZL Y, MAEERRZ Y OEFHN IR ERAE
FEERRPARBEINLIPT, ChbDEESZEICKNELRBEICRE TS Z L XARED
BEH L Ao TRV REMBCEE L EDEAS 22016 (AL 28 4 6 A 2 AMEHBRE)
W TH, BEFNEELEOFRORBEMHEELZRZZLLshTWS,

FREAMFEERLIL, BBERASEZEN e 7 7 A VEBRFEOERS EALNICE
BRBILWDD, ZOH, AHEERVEEEICETAERI+IERET 5 £ TOM.
UYERGSOBRBLHZITAZ EAMFINIBFCRH L TERTA L L BT, BIE
ARKR LB ELR SR LD e N —EOEGHZ KT EREE cEH
THILENEETHD,

LizBo T, BAA RTA Tk, BREBLINETILHELON TV S EERFEN -
FERHRHICESEX, UTOERROBERFERZHET 280 NEREH, B2
FRUOEEERZTRT, :

RE. BTA RT A 0%, MISTEIEAERLERESRGSHE. ARTEENBAR
BRRIEE S, —REREAN B ABERABES R O—REAEA B AEaRESOW N
Db LR LT,

WL RBERR ¥4 MV—F RFHE 20mg, X4 bL—F SHEEHE 100mg (—
W4 o RaT o) X<=7 GRITFHEIEZ))

FBLRAMEIDE : NALFRIERICHE L ET - BROGHEE~A 70T 54
FREEM (MSLHigh) A3 2EHE (EENRIBESEEE?
BEICRS)

HWELRABERVAE : BE. BRARKIE, Na7 el X+v7 (EEFE#RL) LT 1
B 200 mg % 3 BREIFEIRT 30 SR CTRFEHET 3,

B & R B ¥ F  MSD HX&tt




2. AF|ORKK. ERBF

FA Mr—F REFHE 20mg RUOEAFEHE 100mg (—R4 :RLs7 0 ) X< (&
ML), BAT T&HF] &v9,) X, PD-1 (programmedcell death-1) & %DV H
FT&h 35 PD-L1 RUPD-L2 L OFEEZEHEMET S, & MbigGd £/ 7 v—F L Hifk
Th s,

PD-1 R T AR BE RS s D3k 2 72 DIC B AFRRR SR 5 T2 R E i
AA v F T, PD-1 13, BEDRBIZEWOEER T HIROMIEREICRERL. BEA
BRS = E&RBEITRR 2GRS ERIET 5, bbb, PD-L XV T FE#
BTBHZ LI VRARZRARICLD VS FVRERZRCHIET 2% 5ETH D, PD-LI
DOIEFHBICBITA2HRITOLTNTH S0, ZLOBAHMBTIE T MlBOBE ZMZ
HIECBRNCRIR LTS, DAMKIZEIT S PD-L1 O&EEIRIT. B, FEIEE.
FFRBREEE, SRELE, FE/ NIRRT & DR4x 2R ATTFEAREFTH Y, BVAEFSE
& OEEBERRE I N TV,

BEOBADOBEENT% & PD-L1 HEROMBEMELN S, PD-1 & PD-L1 ORKRIXER
DHEEEEICEBWTEERBREZES Z L ARREIN TR HFi- BN AREOES &
LTHFIh TS,

AFiX, PD-1 & PD-L1 R'PDL2 O Y ¥ FORAZMRET I LICL Y, [EE
BUNBED ORESRAIRESME T U RE2E LS, RIEERE 2 BEEEL
THZ L THEENREZEET D,

AFIOERABHFICESCBENDRERGIC L 2BWERSRH bbh, EEXIRETIC
ELVEERH D, FHOBEFRCBRERICIE, BEOHEEEZTRITITV. EEMRR
D HNEHAITIE, BRUALFRIIS C-EMR 28 L RBREFFOEM & EH L TE
)22 E 1TV, WEDORERINIC L 2RIERABRRDLN ST, BIBRREFRNV
E R OBRELEOEERAEEZITOLERD B,



3. ERBRAR

BAACFRIERITEE L2817 - BROBEE~A 707974 b REEE LT

IMSI-High] &\ 5,) BT 2EMHE (RENRBRIEERBEICRD) OKFERE
\ZFHiIl 24T - T ERERARRER O AR 2 79 |

723, IMSI-High #/ 35 8% ] B LT, IPCRIEIC & ¥ MSI-High * HE X izA
#| #ERTIEA (k%) 121k IMSLHigh (PCRE) B+ 58%| LHEL. DNA
IRy FEEBBOBRER b2 E2 BT 28568 (R&). T72bBIPCR EIZLY
MSI-High X3t (BLTF, MHCIE W5 ,) HITLY I R~y FEERE
OXRE AT [dMMR] £W5H,) L¥IEINE-BE] 2BNT55412i3 MSI-High
EETHEE] LRRE L, HCIEIZK D MMR BZE & PCRIEIZL 5 MSIRED—E
RI% 96.6~98.7% BV THBH I LERMES LTS,

[B%hE]
OEREIEFE NERB (KEYNOTE-164 35R)

T oEe ) I VURBMEER. XYY I FURCA Y T CEREARTIY
IZ & DLFERERE D b 218 EIBRTRRE 2 1T - B D dMMR XX MSI-High (PCR )
@) 2RI - BEBEEE L F (BAANTHIZET) 2RHRIT, FH200mg3 8
B (BT TQ3W) Wn3,) BEDADMRUCERSEIBRN SN, 2B, EET
i TR BEIT D DN B AL BRERETE R TIERSRD SR WEDRERIIZE
E L T2 BETIE, REPAEOE ST TREETRRD b b £ TAA OB 5%k
BT AT EMNEREE &N, EEFMEE THAHEHE [RECIST H1 FF7 1> 11K
TS FRYEIC L B5EEES (CR) IHAHEY (PR)] 225\ T, ARBRICRGE
SN 61 FIORERZIIR1IDEBY ThoTr,

&y Lindor 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.: J Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

) EgEmm I B\ T, HC HBIT L Y I X v FIER S V37 Th B MLHI, MSH2, MSH6 X i3 PMS2
DVTHADFERPTED bNRWEEIT AMMR, PCRIEICE Y 208l kD~ A 2 ahT 54 bv—H—T
B EFREOYA XOERBRE SN ZEAIC MSI-High (PCR¥K) L¥IEENT-,
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%1 RERAHERUCEHR (KEYNOTE-164 BRER)
(RECIST ver.1.1, AZMERRITHBRERZ, FRYUE, 2017E28 1035 —F by bF7)

o P BlEx (%)

< b 61 4" 39 4
5E2%E% (CR) 0 0
waEs (PR) 17 (27.9) 9 (23.1)

ZE (SD) 14 (23.0) : 10 (25.6)

i#17 (PD) 28 (45.9) 18 (46.2)
HERRE (NE) 2 (3.3) 2 (5.1)
#=%) (CR+PR) 17 9

(ZHE [95%EEXM™] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

*1 : ARMEEATRIRER., *2 : AT SRER O 5 © MSI-High (PCR k) #F T 585,
*3 : IEAETR
QEREELFF NI+HRE (KEYNOTE-158 35k)

—RIGE L L TIEENREERIEREO & 3 1B R T E2EIT - BR O dMMR XX
MSI-High (PCR %) ®2 2A+2EHEEE @ 204212, A% 200 mg QAW 5 0H
R OREMEBRET &N, 2B, BRI CRAETHRD b-Halc, KEE
ITRRTERPRD bRWEDRKRIICEE L TV 5 BE Tk, IREILAEO BN
TRBEITHRD DN ETHRADOBREEZMFTT 5 Z L NFREE Sz, T EMEEHE
THDEZFE [RECIST A FIA v L1 RICES RRBEBIC L 35E£5F% (CR) X
IXERER) (PR)] 122V T, MSLhigh & 2MrShi-RIARBRIZREI N 83 Fii%

(FN—TK) OFERITER 2, FRBRICBRFE I N 904 BIEICBIT 2 BERN O RITE 3
DERBY ThHoTe,

322 RBRADERVEDHR (KEYNOTE-158 R, 1V —7K)
(RECIST ver.1.1, AT NSEMS, PhUE, 201744 2885 —F v hF7)

P B (%)

e 83 {51 28 512
5825 (CR) 4 (4.8) 3 (10.7)
;o= (PR) 25 (30.1) 8 (28.6)

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

#1717 (PD) 24 (28.9) 9 (32.1)
HEETRHE (NE) 10 (12.0) 5 (17.9)
=% (CR+PR) 29 11

(ZFE [95%EBEXMZ] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*L: AT RRE, *2 : AT NRER O 5 b MSI-High (PCRE) 2H T 2 BE.
*3 : IEERETE .

B3 S8 2 21T A~T 1243 T2/ M —T R U MSI-High OYETEHBAE ZRAI AN I N—7 K 5 bl
BREN, ZNA—7 A CIRIIPFE (RELRS). FL—7 B il (BERVIEEORE). ~FL7
7 — 2 —BRHEBZRL, FV—7 C Tidhh, BRE, /B, WB. EBERURIEBSEOMRANSIWEE

(BB ST P AL BRI SWEEE) . 7V —7 D CIRITFENES (WERVOBELEEYRL), 7
N—7E TRFETE RELEE), 7V—7F TS RE (BELEE) . ZV—7 G Tia/MNBFbE.
IN—7 H CIRPBEE, 7 —7 1T CIRRREBE. 70— T TR S (REX I REEEEEIIR).
IN—7 K Tii MSIHigh # 5T 2BEHE (B - EBEZR) BEMBAANLNE, IV—7 A~]
ICRE SN BE DO MSHHigh IZ2WTIK, vV bR ARZ T 4 TRETIC X VB &N,
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# 3 MSI-High % &3 3 BB OMER] DL (KEYNOTE-158 38R)
(RECIST ver.1.1, AZhEARTRIRERLE, FRHEE, 2007E£ 4 28 BT —F v +bF7)
B (%) #=%h (CR+PR) FIE (%) #Z%) (CR+PR)

i 94 " (ZFhE (%)) 39 52 (ZEFHE (%))
FENEE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
BB 13 (13.8) 6 (462) 7 (17.9) 4 (57.1)
/N EE 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
i3 10 (10.6) 1 (10.0) 1 (2.6) 0
FRIEE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B R 3 (3.2) 1 (33.3) 0 0
- hHEE 3 (32) 0 1 (2.6) 0
ZINKE R B 3 (3.2) 2 (66.7) "0 0
FESEE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRI N S WA 2 (2.1) 0 0 0
R BRI 2 (2.1 0 1 (2.6) 0
R¥ EFE 2 2.1) 1 (50.0) 1 (2.6) 0
RRRE 1 (L.1) 0 0 0
PRI 1 (1.1) 0 0 0
BT ST R 1 (11 0 1 (2.6) 0
#EEEE 1 (1.1) 1 (100) 1 (2.6) 1 (100)
VR BRI 1 (1.1) 1 (100) 1 (2.6) 1 (100)
P fE 1 (1.1) 1 (100) 0 0
FERIEE 1 (1.1) 0 1 (2.6) 0
JREEE 1 (1.1) = 1 (100) 1 (2.6) 1 (100)

1 AR RER, *2  ARMEMITIRER® 5 5 MSI-High (PCRE) 2B T 5/8%E



(2] _
OEERLFZE IRE (KEYNOTE-164 #5k)
BHEEARIT 60/61 ] (98.4%) 12, BIERIX35/61 6l (57.4%) [TRRH LNz, HER
N 5% EDOBIERIITRO LB Thot,
#3 RBHABNS%UELOBWER (KEYNOTE-164 3R) (ReMARFTHRLER)

BERIASH (SOC: System Organ Class) B (%)
HARFE (PT: Preferred Term) 61 4
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 35 (57.4) 9 (14.8) 0
BBREE
TH 8 (13.1) 0 0
B 9 (14.8) 0 0
TEH: 5 (82 0 0
—i - EFEER I UREEMLORE
HESIIE 7 (11.5) 1 (1) 0
B 6 (9.8) 2 (33) 0
REgHTRAE 4 (6.6) 1 (16) 0
BERRER XS AEMRES
EA&E 10 (16.4) 0 0
B LUK TSRS
% O FEEE 7 (11.5) 0 0

2B, FEEMES 16 (1.6%). EEOREBESE (REHEREREE, S,
BREES) 14 (1.6%). FTHEREREE 3 5 (4.9%). FRBRBSEERES 2 i (3.3%). BE
%36 (4.9%), Fdk - BREUEPRAMARIE 1 7 (1.6%). A%k - BEIEZA 1 61 (1.6%) B3RDH 5
Nic, £, KIBK - EEOTH, MREE (¥F7 0« NU—EEHS) . TEAHER
=, BIEMREREE, | BERKA, BiEES (REEMEEBRS) . EEFENE. O
%, MM/ MR MERELR, WEE M, JRIFEREE. infusionreaction XS E H
RRIIRD bnlehoTe, ARWERBRRILIBESTS: BHRREEREF2ED) 28
TEFERE R,

QHEEHEMEE I1EAE (KEYNOTE-158 #ER)
HEEZIX, 91/94 ) (96.8%) 12, BITERIL, 58/94 ) (61.7%) \ZFBD bz, I
KN 5% ELOBWERIZITRD LBV ThoT,



R4 FHERN 5% EDOBIEA (KEVNOTE-158 RR) (LA REH)

BRERIKSEE (SOC: System Organ Class) g (%)
EAFE (PT: Preferred Term) 94 4
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEH 58 (61.7) 12 (12.8) 0
BlpEE _
TH 9 (9.6) 1 1.1 0
B 8 (8.5) 0 0
& - 5 (5.3) 0 0
= EHEER LURERIORE
HTIE 8 8.5) 1 ¢R)) 0
EE enlogll 11 (11.7) 0 0
B LUK THBES
% 5 PERE 11 (1.7 0 0

723, RIEMRRE 48] (43%), KBXK - EEOTH3IH 32%). HREEE (7
Ve N —EREREE) 2 61 (2.1%) | FFHSREREE 8 91 (8.5%) . FIRIREEREFESE 8 £ (8.5%) .
1 BUMEERSS 1 5] (1.1%). infusionreactionl ] (1.1%) »RH &Iz, Ein, EEOKE
BEE (RMEREIRERER, SRAN. BEREES) . TEEREEES. BIBHEES.
BHMEEE (RETEEMEBRS) . BA, Bk - BHRARE, EEGENE, OfF
%K. M - BEREAG. SEMEI/ MR MESRBER, WAL, RFREROS L I ER
IR LN o7, ARERRRERIIEESRES BAREEREZED) 2808
HHERETT,



4, FERRIZOUWNT

AREGL UTERAERTICRIT 20 - EFBEZR< MSH-High 283 5 BEREIC
N HEARERESEELNTVD, AREZEY., BEXRY X7 EHHE (RMP)
WE I AR O ERLZEEEHRBE~OBAEHN S 2R ThH > T, AR OKZKEN
BYRBELZZE - BEL. AFOREICI Y EELREIERAZRR LIZBICHETS 2
ERVERED, UTOO~QDT R TCEmETHRFBICEBWTERTAIRETHAS,

@ mERizoWT:

@1 FTREo (1) ~ B5) OVWTINICHEYT IR THDZ L,

(1) 5&%@kﬁ#%m?5#h*ﬁ@%ﬂﬁf&%Cﬁﬁﬁ%mh 2 BB L AP BT
HiE 73 A RS BRI AU RS, MU A BRURIE R &) (AFITE T A 1 BREA ;436
M%)

Q) BrEHREmEE (ER3144 B 1 BERR : 86 HisR

() FERRAFNLBET 2XPARRKEERRE (BARREEREERP. DADRKESE
Bk, BABREEHEERP R L)

4) SRACEREEEZRE L. AR CRRIEME 1 XI5k 2RIEME 2 Ok L
WA EHEZIT> TV AR (ERi294:7 A 1 BRER : 2531 HiR)

(5) MEMEEHINFEREMEDOHREE RS BHEITo TV AR (K 29 £ 7
A 1 BHERFR ;1287 HEsk

D2 NG L 3 EETOERERVEERARBRRBOMGNICHoRmE e R 2R
DER (FROWTIIIEYTIEM) 28, YZENOXRFICET 2I8EOEE
HELTEHREBINTWAZ L,

®

o [EMMGIFERGE 2 EOMEWHELZET L-%IZ 5 U LELORAIBROEBRIHE L
ToTWBZ e, 5b, 28R, BARYEELZE L LZBREEZOWES
fToTnBZ L,

«  ERRIFRER 2 EFOTHIEZET L7RIC 4 FULORKRERZAE LTV
&, 56, 3FEULR, NRLRDIEEFERTORAEMREL LB AIBRO
BRIERIHEZ T > TWB T &,

@ BRADCERMFHREROAHICONT

EELBEHRERIIRETIREENERB S, RESCENSOFREQD, AT
EHERENFROBFERR NEMEICHNT 2 FHREE,. FESEBRE LGS OHE
£, ERESLHIITON B EHIPE-STWHZ L,




® BIMER~DOHIHITONT

@®-1 fERRfAEHICEE T2 EH
MEMRRBEOEELRBERBREA LZERIT, 24 BERZEEHROT, YUk X
IEEMERRICB W T, BRLULEERIE U TAREER O CT S 0RIER D&%
ERREOCERPYBRITE LN, ELITHSFIRBRAERNE TS L, :

@2 ESREHIC L5 EEEENSICET 5 EE

RABII Hb 5 EMRI R MR O Y T 5 EREEEREERT=4 ) Y
EEORERDOAL U —=0 FEITVERE & EHERE TE 5F— AEREHNE
BENTOBZ 2, 723, BHEHIOVT, RABRE L LOFHCHSIC B ST
WwWaZ e,

®@-3 EBIVERHORE-CRIGICEE LT

 EMER (REMRRRBICL. KBk - MNEK - BEO TR, FFEEREE - 5{iER
B, BHERE (RMEIMENEEBAZ), NWOWHEE (TRARERE, FiREE
. BIBHGERE) . | BUERR. B Y )Mk, 5 - MERARE. Mk, BEEOR
B (RRHIIRERE., SALHE, FRAM). infusionreaction, % - BEIEAS, |
EREGENE, BEEE (50 - SAL—EERES) . LNk EEROKEE (s
MM /MR ESEBER . BRI, ARIFERE,  SERIRES) . hIRAAEGRR. &
B Rt LT, YR UL ERSE 0PIt 2 A 2 BN L EE L BIERD
SRR L TSR OREEZ 2T NI EMECH S &), BHICHENARLER
TELEFINRESTNWDBI L,
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5. &REXHBRLRDBE
[(BhiEiz B+ 2 51E]
O TROBFZBWTHAHOEDENRINTVS
o DBAEBRERICHEELLET  c BROBEE~A 7 uYT T4 VN AREEM
(MSI-High) 287 2EME @ (EEARIBRSEEREAICRS)

723, MSLHigh #2835 Z LiIRAT7n ) X<7 (BaFlilz) oar =3
ZE (R5E4 : MSIRES v b (FALCO)) ZHAWVWTHAIET S Z &,

@ TRIZEHTIBEFICRT 2RFORE R OERFHEIC OV TIE, AFI OB
ﬁiéthBT AROBRERR L RO,
o FROMBIRE
o MMOMEMERH AL TREINIBSE

[ZaH %#5?@1

O TREEETIBEFCOVWTEAADOBRENERE SN TVWEZ b, B#EETT
PRnwZ b,
o AE|ORSIZH LIBBREDOBEER O H 5 BE

@ BRAIOFMIB N TTRICEY T 2BHICO VT, AF OB S TR SN2V

. MOBRBIREBS 2WGEAICRY . BEECARZ2FERT I 2E8TX 3,

o MIEMMRBOEHIEZBEEOHIEBRE

s METEGRECHEER wwéﬁﬁﬁvﬁﬁﬁwﬁ%ﬁ%@%¢ﬁ%&%ﬁ
BOMITRIESRER A LD BHE

«  HDABEROAHE. TIBMMRE L IIERIED B ERERROBERED
HBHEE

o BEBHEE (EnEBMIEBEELS) OboBE

o MEORRXIIBEFEEETIERE

«  ECOG Performance Status 3-4 &5 ¢ @B#

®0 MSIHigh 2475 BHEBEDO—EIL) L FEBRRTHD 2 LNBESH TS (Latham Alicia et
al.: J Clin Oncol. 2018; JCO1800283).
#5) ECOG ™ Performance Status (PS)

Score | S

0 | 2<MERLEBTES, #FATLFELRAEERIHIRRITLS,

1 RERCE LWEENIRIR SN D523, BITRRET, BIEECE - TOEERITS Z N TES,
Bl BVWRE, FHBIEE

BITFIRECHROE DR O Z LI+ _RTAREL BN EZIXTE 2V, BHRD 50%L FidXy RFATRITS,

ROENZHSOHFDOREY D & LATERY, AR 50%UEEZy RABFFTRIT,

BN

LBk, BA0HOREINOZ LT TER. B2y FFF ORI,
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6. BEICELTEETREHR

O HASCEZTmL, BEREEE VRET A EHEICE S E RE O OBEIERE
DD LERERETDICEBEL THhoERTEZ L,

BRERRIZEY D, BEXRIZORIBICAEIEREREEZ+LBHAL, AEEZE
ThbRETHZ L,

EREHWERO~R YA MTOWT

@

®

@

RIEERERRD LPNEZ LRHBD T, AROREIZH - Tik, MIHE
R (BYIh, PR RS, W) ORERE O X REO RS, BEL+
SEAFH b, Fie, HECS U CT, Wi~ —r—%0REs Efid
BTk,

infusion reaction 233 H I 3B Z L MR B, infusionreaction 5B HNTHEIT
X, BB EITO & L biC, ERAEET S E TREORESY 5B
TAHZ L,
$%ﬁ%%ﬁ%ﬁ?@¢%%%§&@@%ﬁ%ﬁ%ﬁb6bné:kﬁ%é@
T, AR O EBEEHT RO SEH R FIXEMRNC NS REREE (TSH., Rk
T3. WM T4, ACTH, P anNF YV — NV EDflE) 2EHETH &,
FFEEIEE . BLERE RN S bbhd Z L 23 h 50T, FEI DR ERIRETK
U5 P I E R AT HEERE (AST, ALT. y-GTP, Al-P, Y'Y VE V%
DRE) BEHTDIZ L,

SR EARCIEEREEAZEE) SOEERREERS bbb
TLBABHBHOT, EPNCROBEOFEELHETHIZ L, £z, ROERER
RO LNTCHEAIIL, BN EFRBEE2Z2 T LBRELHEETSZ L,
ARIDOHB/EIZ LY BEORBERIGTREET S &E X b d1x REBOFE
BHLLNDZZ RS, BRENBDONEHEESICE, BRALEERIIG LR
EB R0 L RREFOEN & EE L CEYRERRE 21T\, BEORE
B & 2 BWER BB 2 HEICE, AR OWREXZH L, RORIBRESR
WEVRIOBREESEERTHZ L, 2B, BIBREFNVELOREIZLD BIE
RORERRD BNRWEEIZE, BB RERNVE VLSO E o8 hmn
LEETH L,

BEKRTEH. AR OBV ARB L THLREMERRRETAZ LR H LD,
AR OBEXRTHRICHRERAORBRICHSICERTHZ L,

1 BRI (B 1 BUERBE2ET) BNbbbh, BRFEES F7Y F—v X
WKELZLRHBOT, OB, Bl BHEOERORBRS MIEED LFIT+
SEBETHZE, 1 BERBARDNHAICITREEZFIEL, AR ) U]
ROBELEOBHRAEETTI Z &,

AF|DOEEFRRERIZIBV T, KEYNOTE-164 35213 98 = & . KEYNOTE-158 3

- BRCIRERSE,S 1 FMIX BRI L, 1 FLRR 12 8 L ICAEOTM

EITo TV e Z &2 8B IC AR ETIIEHNOICERRE THROMBERZITI Z

&
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Bl 1

EERAEETA F5 A v
Rh7nl) Xv7 (BEFHEBZ)
(R74 : ¥4 MV—F BT 20 mg, ¥4 b —F ST 100 mg)
~ R R ~

FRTE L2 A
BEEYBE



Bk

1. IXL®ic P2
2. AFOFE, (ERHER P3
3. ERIRAAR P4
4. HEFRITHOWT P8
5. BEXRLRHEBE P10
6. BEICBELTHEEITNEEHR P11



1. IXE®IiZ ' :

ERHOAIE - BEMORBFEOT-OIIE, FATESICESIWZEERFERANKD
bihd, EbIT, IEEORZEEMOERIZ LY, FURKERL R K OFEHR2 TR MR
FEELVPERINAIFT,. IO DEEMFEICHERBEICRET 2 Z L NRED
RELR-oTEY BREMBIEE L WEDOEAFE 2016 (FEK 28 45 6 A 2 AEHBRE)
RWTYH, EFREEMEOFEHORSHELZRZ L LIhTW3,

BRERAMFERERIT, RBEERACRZER v 7 7 A VRBEEOERS LHLNCE
RBIENRDHB, TOED, AHERVOREEIZETAERE+SEET S ETOR.
UHEESORB LR ZIT A ZLNHMFINIBB IR L TERT S & L LI, BIE
ANRBBRLZBRICKERRIGE & 52 L RA[RER—EDEM 23 EREE CE R
THIENEETHS,

L3> T, BRUA P74 Tk, BEEBLZNETIZRON TV D EREREN -
BEHRMICESE UTOERLORERERZHET 2B RN OLELRER, £2
FROEBEEELTRT,

RE, BHA FTA0%, BITBOEAEEMERBRGSHEE, A8EMEARER
BREREFS. —BEEEA B RBRRARES RO—BLEHEA B ABREN 2SO
ADb EAER LTz,

KL IRDERS XA M—F BEE 20mg, ¥4 bL—F SEEE 100mg (—
s NaTn) w7 GEEFEBRZ))

AR L RDIMEUIPE : BIFEIBRTER I IEERS 1 0 B

HNELRAAERVAER : 7V F =7 L OHAITBVT, BE. BRAIKE, Ra7r ) X<
7 (#EfaTFRE#RZ) & LT, 1200 mg % 3 @ERET 30 4R
N RTEERET B,

BLE IR T ¥ F . MSD BRR&4Ht

(&%)

AT ZEE 1 mg, FSESmg (—R4% : 7FVF=7) OMEXIIHE, BERVH

& .

ZHREXIIZHE « RIBEIRTEEIIEEB M 0 Bl

RERVCHE :BF, RACHET7HFvF=7LLT1ESmg% 1 B 2ERAOKRET 5,

2B, BEORRBICKVEERET 52, 15 10mgl B 2EE THET

x5,




2. FFIDHK, 1ERHA

XA MV—F RIEEE 20 mg X ORVRFEFE 100mg (—4 : a7 v ) A<7 (&
e z)., BAF T&A] £v5,) X, PD-1 (programmed celldeath-1) & Z DU H
FT#%%PD-L1 RU'PD-L2 L DR ZEHBAET 5. & MEIgG4 £/ 7 m—TF /L Hufk
Thb,

PD-1 fRE&IT T ARG S BEARMAE D DN B e DI AMBRASFI R 3 5 72 0 EHI1H
ZA v F T, PD-11%, BEZRBICEWTEER THEOMIEREICHAL, BOR
ERIGZ2 SO RME BRI 2 aE KIS T 5, T72bb, PD-1 XV H o NefE
BETHZLIREVPMRZARIC LBV I VEEZRICHET 2% /K TH S, PD-LI
OEFHBRICBITZ2RRITLTNTH IR ZL ONAMBRTIEITHIROBE MRS
IEEBRNCEIRL T 5, BAMIRIZEIT S PD-L1 OFEBIL. BHE, FiEE. iT
DR, DRELEE. FE/NRRARERE R & OR 2 RRATFEARRFTHY | BWEFRL
O HE ST 5,

BEORADERETFHE & PD-L1 FEIROFMEMD S, . PD-1 & PD-L1 ORBIZERED
B ERIC B W TEERBREIZHE D Z LISRREIN TR Y 2B ABROEN & L
THEENTVD,

AKX, PD-1 & PD-L1 RU'PD-L2 D@V v FORAZRETZZ LIk, BE
W NBEE T O B ROOMREEN T U VR E2EE(L S8, FEBR R 2 BEEbT
%2 & THRIEBHR ERET 5,

AHIDOVEREFICE S BEORBERIGIC L 2BWERSR S bbiv, EEXIIFETIC
BEALAEERD D, AFOREFRUBRERICIEK, BEOBEL+7ITITV. EEXR
D OENTHEAITIR, BRLULBERIOG U-EMMNR R e BRRE R OEM L B L TF
YR ERZE 2TV, BEOARBERINC X ZBIERRRDN 2 GEICIE. RIBEREFR IV
EURIOREEDOBEIRAEBE LTS BERH B,



3. BRERARE
RIGOIERT B X &M O BB O AR FHIE 2 1T - T E R RKRBR O R %
w7 |

[(B%hiE]
EPEIEFE MR (KEYNOTE-426 #5)

{LZRERIERE O 72 VRTB SRR R U ERRB I O ¥ BAF AT A B MR AR AR 861 ] (R A
NofBlzEt) Zxtgic, A=F=7Y IBK UT [R=F=7] L5, ) *%&
HBELT, AR TXF =T L OARE UTIRR/THFF=71 L5, )
DAEDER CREMEBRRE SNz, ZEFMER IX&LEFHM BT Tos] &), )
OB BATFRIRE (LAF TPFS) W5, ) L&, AR/ THFRF=T1F, A=F=.
T LB LT, OS RU'PFS ZFBICIER LTz,

*1 : American Joint Committee on Cancer #E1 2 3EIZ F-D < mHAIV

*2:50mg 1 B 1[4 BE&REE 2 BFEKREK .

¥3 : A% 200 mg 3 BREFEMR LT Q3WI &5, ) TEIRAERESL, 7% F=7%5
mgl B 2@ (LIF IBID] &5, ) BARELE, THFVF=TOREEIL, Smgl
H2RITEfET S 22— (6B LLEAEENRHY, Grade 2 xBX27 FF=
TORWERNED ST, 2 oMmEMN 150/90 mm Hg A FICEB I =H4A . 7mgBID
~OWEEZFRRE Lz, EfROEELZRAV, 10mgBID ~DOEELFEBE L, 7
¥F o713, BEROER., BEEESICG U THREIIRE (3 mgBID, KIC 2 mg
BID) HR[REBE L7,

#£1 AMERE (KEYNOTE-426 3RER)

EF/ T X F =T A =F =78
(4321) (42941)
hofE (B) NE NE
[ (95%CI] [NE, NE] [NE, NE]
OS™ | N¥— KL 0.53 :
[95%CI] [0.38, 0.74] -
P fE" 0.00005
hofE (A) 15.1 11.0
[95%CI] [12.6, 17.7] [8.7, 12.5]
PES™: ™| N — Rpp7 0.69
[95%CI] [0.56, 0.84] =
P " 0.00012

Cl: fE#XMH. NE : #EART., *1: PEFTREOT—F (Q018F8H240 1y A7) | *2: 8
Bl Cox KBINY — RETFMC LB A=F =T B L O, *3: [BRIu S T 7 BRIE, *4: RECIST
A RTA LI ES ERTRILP R E



100
1 AF200 mgQBWR U7X F=T
90 - ﬂ% —
—- m‘.‘ lh‘.ﬂﬂ
80 M&-n%
70 _- -.-"tﬂ-m L LITER |
— ] A=F=T
& 60
HM‘-: 50 .
l.IH_ 40 .
30 7
20
10 1
0 B A AR e N Rl e R WL A A Y LR ks R AR R B RS AR AL AL R R
0] 4 8 12 16 - 20 24
at risk#y SL1FHIRE (A1
A#1200mg Q3W BT
FEYF =T 432 417 378 256 136 18 0
AZF=T 429 401 341 211 110 20 - 0

K1 OSOHREMENTROKaplan-Meierfi#ft (KEYNOTE-4263R8)

100 ooy
90 -
80 1
£ 70
# 60 -
gﬁ@ 40
8 30 1
20 -
10
0 4 8 12 16 20 24
atrisksy iBREAFHRIA]

AH200mg Q3W 432 357 251 140 42 3 0
RU7FyF=T
A=F=T 429 302 193 89 29 1 0

X2 PFSOHEfZHTREDOKaplan-Meierfhi#i (KEYNOTE-4263ER)



[Z&it]

ERIRFE MR (KEYNOTE-426 RER)
BEBRIAK/7THFVF =T BE 422/429 Bl (98.4%) ROA=F =78 423/425 Bl
(99.5%) IZRBD LI, FREL ORRBHENTE TERVWEEFEEFRIL, TNEH 413/429
Bl (96.3%) KX 415/425 ] (97.6%) IERD BTz, WT IO TRIEREN 5% L
DOEWERIXITRD LBV ThoT,

#22 WThAOBTRERN 5% EOBHER (KEYNOTE-426 B  (REMAF»#MaMH)

BEBRGER Bisk (%)
(SOC: System Organ Class) AR/ T X =T A=F=T R
#455 (PT: Preferred Term) 429 7l 425 4l
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
£EIER 413 (963) 269 (627) 4 (09) 415 (97.6) 244 (574 7 (1.6)
MEE LY R REE
=yl 12 @8 1 (02 0 69 (162) 13 3.1 0
3 BRI fiE 5 (1.2) 0 0 37 87 6 (1.4) 0
HFRERBDRE 6 1.4) 1 (02 0 79 (186) 28 6.6) 0
/MR E 8 1.9 0 0 94  (221) 22 (5.2) 0
A WEE
R IR AR TIIEE 52 (12.1) 4 (0.9) 0 14 (33) 0
PR IREEREIE T HE 135 (31.5) 1 (02 0 119  (28.0) ]
BEEE
i 23 5.4 3 07 0 16 (3.8 0 0
EMW 31 (72 0 0 29 (6.8) 0 0
T 210 49.0)0 31 (72 0 175 @12) 19 @.5) 0
A NER 17 4.0) 0 0 2 (52 0 0
HERR 12 @28 0 0 48 (113) 1 0.2) 0
BRE MR A 6 1.4) 0 0 34 (8.0) 3 0.7 0
B 91 (12) 2 (05 0 11 (26.1) 4 0.9) 0
o 61  (142) 3 (.1 0 86  (202) 9 @1 0
LA ¥ 79 1 (02 0 56 (13.2) 3 0.7 0
—iR - SEHEER X REIIOWREE i
ESIE 50 (117 6 (14 0 54 (127 12 (2.8) 0
%1 130 (303) 10 (2.3) 0 142 (334 21 4.9) 0
FEREDRIE 55 (12.8) 4 (0.9) 0 9 (212) 7 (1.6) 0
FEEL 16 @37 0 0 24 (5.6) 0 0
ERRRE
ALT 3870 102 (23.8) 52 (121 0 54 (127 11 2.6) 0
AST38hn 97 © (226) 29 (6.8) 0 59 (13.9) 7 (1.6) 0
M2 V7 F =88 24 (5.6) 0 0 30 (7.1 1 0.2) 0
i A RR BRI ARV E BN 2 (5 0 0 2 (52 0 0
BRSO 3 0.7) 1 (02 0 48  (113) 29 (6.8) 0
M/ MRER A 14 (3.3) 1 (02 0 76 (1790 31 (7.3) 0
RERD 41 9.6) 6 (14 0 36 (8.5) 0 0
A i BREek > 1 0.2) 0 0 37 8.7 11 (2.6) 0
KRR X URRREE ;
BERBIR 94 (219 9 (@1 0 106 (24.9) 2 (0.5) 0
&Y BRI IE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
HERRE L UHESRGES
RafnE 52 (12.1) 3 07 0 15 (3.5 2 (0.5) 0
B 23 (54 0 0 16  (3.8) 0 0
R REE
RREY 40  (93) 1 (02 0 129 (304) 0 0
GEE 35 8.2) 3 (0.7 0 33 (1.8) 1 0.2) 0
BRI UREES
EAR 66 (154) 11 (2.6) 0 39 (9.2) 6 (1.4) 0



BRERXRSER Bl (%)

(SOC: System Organ Class) KR/ T X F=T8 A=F=THE
#AZE (PT: Preferred Term) 429 4 425 %)
(MeﬂDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
PRI R, BIENIS L UHERIEE
K 32 (15 1 02 0 12 (8 0 0
RERE 98  (228) 1 (02 0 12 (28) 0 0
0% B 28 (6.5) 2 (0.5 0 16 (3.8) 2 (0.5) 0
L Yasiik 19 44 0 0 2 (15 0 0
KRB X UR THERRES
BRI 27 (6.3) 1 (02 0 35 (82) 0 0
FE - RERFARTFLESRH 119 (77) 22 G 0 168 (39.5) 15 (3.5 0
5 B 53 (124) 1 (02 0 18 (42 0 0
RE 46 (10.7) 1 (02 0 38 (89 1 0.2) 0
mEEE
L E 179 @l 91 (21.2) 0 184 (433) 78  (18.4) 0

B, AR/ T X UFoTHICB O CHEEMRS 1261 (2.8%) . KIEX - /NESK - BE
DOTFRI39 6 (9.1%) . MRIEE (T2« N —IEREREE) 241 (0.5%) . FFteR=E (ALT
B AST 072 & OFFHSEEREMBEE &) 150 #1 (35.0%) . HIRIRHEREREE 165 4

(38.5%) . THRAEHERESE 56 (12%) . BIBHMRERES 104 (23%) . 1 3ERAE 1 4

(0.2%) |, EHEREREE (RAETIEMBLLE) 94 (2.1%) | 5 - BB RMEE 4 61 (0.9%) |
EERESE 4 51 (0.9%) . DK 26 (0.5%) . SEIBEL 16 (0.2%) K infusion
reaction2 il (0.5%) BB bz, Tie, EEOKEEE (FERMEIRIERN. S,
BREES) | Bk, Mk - Sk, EELMKEE (GEEM/ MR IERBER, At
A, REFEREE, WEERENE %) . MRAREFERRUBERIIED bhiahofk, RBIER
ZHERMIIEESR (BAREEEFE230) 230EMERETT



4, HEERIZHOWT

EERGED X7 EEEHE RMP) ITESX, KEOEELLEEERIEE~DEH /1154
NHDHERTH- T, FFOBRENEIZBELZRHE - HEL, AFOREICLIVEE
REWEAZHER LRI T Z EPMERTD, LTOO~@DFT T &Mz
BRICBWHERTARETH B,

O MRIZHOWT

D1 TFTgEd (1) ~ (5) OWVWTFRILTHEUT IR THD Z L,

(1) EEFBRENMESET 2 NABREENRSAFRE EHERRSAZREERL SR,
HiER 28 AR HL AURPE . HIRSA BRI L) (SfmE 78 1 AR : 436
5.3

(2) BEMEERIE CERR314E4 8 1 BERA : 86 FERR)

() EEFRAEREET S RADIOEMIR (A DROERISERI. ARG
BIRkE. BABRESEHEERBR L)

4) P EFREZEZRE L. SAREERENE | IR CEREME 2 OfERERE
WCRDBHETo TSR (2947 A 1 BRER : 2531 fEgR) ‘

(5) MEMEEAQAGEEMEOMRERE BRI BHEIT> TSk (FRk 29 4 7
A 1 AR 1287 MERR

®-2 %‘%HB@%(D%#‘%&&U‘EM’EE@%%H—?0>$<‘J‘M'I ol s BREFOEM (T
ROWTRPIEZE T DEM) 25, BRBFERNOAXRICET HROBEE & LTERE
EhTn3d L,

&

o EMRTFEREBR 2EONIHELZET LBIZ SELL DD ATREDBERNHE 21T
STWBZE, 5b, 28U X, BAERYRIEEZ XL LIZBEBKRESEFOMELIT
STWABZ &,

o ERGHFIRES 2 FONPTERZET L-BIC 4 £ LOWMRBRIEOBKRIME LT
STEY, 95, 2FLA X, BHEREONARYEREZE TN ARROBRIME 21T
S2TWBZ &,

@ BREAOERGKBFHREHEOEHIICONT

ERMERERICHETIEEENEB S, BELENLOFEHBD, B - &
EWSEZNFROETER CEMSICHT 2 FRRM, AFERPIRBELILBEOHRE
EFE, SRECHITITONDIEHINESTWH I L,




® BHER~OXRIGITOVWT
@-1 fERRfEHIIC RS 5 B4

MEMEMEBEOEEZBEIERRTA LRI, 24 R REH O T, ULk XX
EEBRIZCBWT, BHRLEZAERIZE U TAREER OV CTEDRITEADERICHE
RBREOWHERMY ARG LN, EHICHNATRERER RSB TNE Z L,

®-2 EFRREEFICII3FFFSMNSICETIEHF

BABRICED DEMMRAEBEROERBE A T 2EREEENBERE=42) 7
EEODEERORI ) —=V TEITVERE L FREZILF TE 5 F — LEREHPE
fEENTNWBZ L, 28, BEEFICOWT, PARELZOFRKRIZHZITAMIhT
WahrZ &,

®-3 BHEROBERCHIRIZBELT

BIVER (MEMEFRBICNZ, KBK - NER - BEEO TR, FFHEEREE - LR
B, BHEEE (RATHEMEERE) . AowEE (TEREMERS. PRk
R, BIBMRERESE). 1 2ERA., S OMBE, B - BRHRARE, Bx, EREOK
EREE (REHRIREMREE, AN, HREHES). infusionreaction, B - BERESK,
HEFHEE, WRES (X7 - AU—ERES) . LR, BERRLKEES (A%
HEM /MR TESREER . R, FRIFEEE, MIEAERIES) . MERAREREE, &
E) WXL T, SRRSO EMERBEOFMEE AT EM L EE L EHERO
PRSI L THERUXEEZZT ONI2R&HICH D 2 &) | EHICEEIRAED
TEEHIB-o-TND I &,



5, RENBLRDBE
(F2hikic B3 2 %E]

O (FRERO 2 OWRIBEIRFREXIIEBEOBMIEERE BN T, A&l 7
F=7 L OFFRAREDEDEINRENTVS,

@ TRICESETDBREIHT 2AFORER CERF BT OV TIL, AR OFZIEN
ML SN TELT, FARORE[RLRLR,

o INBRWBIRIE
o FElOBEMBS

o OTHAOEEIR SN TOVRWIMORERIESEHR L 0ftARE

(#2252 5E]

© TRIEESTIBEFCOVTRAKORENHER L ZW TV Z kb, BEET

birnwz e,

o AFIOSFITR LIBBIEDBEER D H D HBRE

@ BRAIOFHEICIES W TFRICESE T2 BE IOV T, AR OBREITHR S L2

7,

MOBERBREB2VBEITRY , HECAREZERTI L 2BETE 3,

o MEMMEBOAHIIBEEDH D BE

o MEGRE CHEREZRD 5 BE R UERIE O HEHR IS/ 0 R Yuts: ffi%
LOMICKERERA LN S BE

« HEZABERBOAH, UXEBHAZE L BEREED 8 DA ERDOEERD

HoRE

o [BBBERE (EnEMEBEEEST) ObBE
s RBEOBRNIBAEEZETIEE
*  Karnofsky Performance Status 70%:R% &0 o g

1 Kamofsky Performance Status (PS)

Score

it

100

E%, BRRICHT2BEOHRZNR, BEERSE L,

EROTEEIN AL, FoRBERSLER, 90

BEWERARIERNII H 545, IEHTEBFIRE

80

2272 Y BRRIER B 6 B 23, B L TIER DIEBI PEE

FET 5 LIIRAE, BETERFTET, B 70

BOESOHREIITE 32, EXOES - BB+ 2 LT HE

BILIZEALPEANRERIZEZ DOTHB, | 60

BOICHNERI LIITEDH, LEEENMBPAMNE

Brx RBEONBEVNELTS, 50

FREFZER L -FHEL L OEPNRERITANNE

40

BT, BURERB LUE#ESLE

FOEY DI L 2HLTTERNY, HRHSBW| 30

2T, ARBMKELRFEIZE LEE TN

WRROBRLRASOEELZVEL T3, KB| 20

HFRICEE, ARELETHRANRBRALE

NRFITHEIT LTV ATTERENH B, 10

A B - TV S

5t

10




6. HEIZBLTHRTREER
O HXESICMZ, BUEREES R T 5 BREITE D X AH O R R UEIER

BOEDIZHLERERETICEBL THOERTSZ L.

@ TREBRMRICIEL L, BEIITOFRICEDER EREZ +IHA L, REZ2E

ThbRETHZ L, : -

® EREWERD=RIY AL MZ2NT

o MBEMMEBRRNSLLNEZLEHDDT, ARDREIZH o TiX, FIHIE

ﬁ(%@n FEIR R, W) OREERUMIEE X SRE O RS, Bige+
WATH 2 &, Fie, MBS U THE CT, ME~—V—S0RELZEH T
6 &,

e infusionreaction 23% H D Z &2 H B, infusionreaction B H LN/ EIT
X, EERAEBEITY & & bIC, ERPEE TS CTREORELZHICERER
THIE,

o  FURIBHEEREE. TEAMEEERVRIBEHEREER LI LEHDD
T, FAH O EBIERTR ORS8RI ELRIC NS WEERE (TSH, HEEE
T3. B T4, ACTH, MF aVF Y —NVEDORIE) 2FEETHZ &,

o JFHEREREE. BLHERERARHLLLbNDZ LBH DO T, RAOREERIARI R
U&%%ﬁ¢iﬁ%%kﬁ%%ﬁ§(MH\Mmyﬂnqu\EU»BV%
DRIE) ZEHTHZ L,

o REIER MEARVIEEREREZED) SOEBRBESERH LIS
TEMRHBZOT, EHICROBREORELHRT LI L, 7o, ROERER
BOLNZHEITIE, BONCERBELZZR T I 5BEZRETLIZ L,

e FHOHEEIZLY ., BEORERIGIC tw#ae%zanaﬁa&ﬁ@¢rm
 RHLLNBZZ LR, AERTEDLNEREICE, BELEFRIIS L
%W%&ﬂ%kﬁ%%ﬁoﬁﬁkﬁﬁbfﬁ@&ﬁw SWT ATV, IREDRIE
RIS L 2BHWER RN RN 2B EICit, AR OERETPIE, RUBIBEE R
w%/ﬁ@&%%%%ﬁ?é L. 2B, BIBRREANVEDREICLY BIE
BAOWENRRD LNRWVFEITIX, BIBRESAVE DS OGREIRIE OB
LEETHI L,

o FEHRTHR, BORMNLEIABRE L THLEERRRERTAZ NS D0,
AR OBEKRTHRICHEWERORRITTSICEET S L,

o 1EUBERIE (BIE 1 BBERFEZ D) Bbbbh, BRBEES P TV F—V R
WKEZZLRHZHOT, AR, Bl EHZEOEROFERLMPEED EFHIZ1
SEETHI L, 1 BERBREDNESEICIIREZPIEL, 4R ) VR
KO ESOBFEIR2OBEITH Z &,

@ ZAFHFOBEERFARBRIZBWNT, REFHND 2BB, UHIXS4BEETRIL, %@

%128k ﬁﬁﬁ@ﬁ%%ﬁofmt;&%a%u\$ﬁ&€¢im%m

BRETHROEREITO Z &,

11



RIS 2

sl REETA A v
Rav7nl) X< (BFEmz)
(B4 : A4 P—F RIEBIE 20 mg, ¥4 FA—F R 100 mg)
~ FESE LRI ~

SFITE1 2 8
B4 B EE



Bk

U BHIZ

B DR, (ERMEF

B PR FRAR

i A e AN

BEXGR L R DEBE
BEICE L TEETREEH

SRR ol e

P2

P4

P11
P13
P15



1. IXL®IC

E%&@ﬁ%ﬁ-ﬁéﬁ@ﬁ%@twuu\%ﬁi%%ugdwtﬁE&ﬁmﬁib
bb, EBIT, ITEORFEEHROESRICL Y., FIBERR: EOESRIZHRIERE
FEEMPEBINSGPFT, INODEERGZEICNERBEICRET S Z L 3EEO
BEL2-oTRY BEMBGEY L EDEATE 2016 (K 284 6 B 2 HEEHRE)
IBWTH, BEFNERGEOFERAOREIEEEZRZ Z L L ENTW3,

PHRERBFERRIL. BREASREN S0 7 7 A VBBREFEOERMEFH L MnicE
RBZERDD, ZOD, ARERVREEICETA2ERR+SEET 5 TOM,
UHERROBRBE TR RITAZ LB INIBEICR LTERT S & L b, BIE
AR LB LE 2 hE &5 2 LR —EOEM 2k~ EREEE cHEH
TAHZENEETH A,

L7zido> T, BIA RFA4 0 Tik, BRBERSLINETIZBELN TV S EFEREY -
AEHRMICESE UTORRROKERFERAZHEET 2B AN MNERER, 2
FROEBEEEEZTT,

RB. BATA RIA Vi, MIEIITBREAES EREHRREEE, ARTFEABAR
BREEYS, —BREEEA B ERERARES, —HEAEA B AEEEGER 2SR
NIEHEAEAN B AROBEARIZEZOBIIO b LB LT,

KL IR DERSR XA bV—F JEH#HE 20mg, XA bA—F KHEFHE 100mg (—
B4 RNAaT ) AT BEETFHIEZ))

ARERIPENIPE  BRIULEREGYS A 2 EEEE -

NRERDAERVHE  BE. BRAK, RoT7nr ) =7 (BEFE#BEz) LT, 1
[B] 200 mg % 3 BREIRIRT 30 RN TRESRET 3,

& & AR 5E ¥ F : MSD BR&tt '




2. AF 0. 1EREFF :

FA M—& FRIEEE 20 mg R ORI AREHE 100mg (—% : ~a7n ) A<7 (&
T x). BT TAA] &vv5,) i&. PD-1 (programmed celldeath-1) & ZD Y F
K& 5 PD-L1 RKINPD-L2 & D& L EHERET S, & MEIgGs £/ 7 u—F 1 hifk
TH b, .

PD-1 R ¥&I% T fHfaf B RS D DIk 5 72 DI A MRS R 3 2 72 sa e il
2A »F T, PD-1 1T, BEREBICEBWTERR T MlsoMRREICHERL, BEAR
BRGSO RBE LRI AERINEHET S, T7hbb, PD-1 XY Vv R
BTBHZLICEVRARZARICL DV I NVEERZAICHET 2 AETH 5, PD-L]
OEFHEBIZBITERBRITO TN TH IR, ZLOBRAMIETIE T MROBE 2z
HIELBRNCHKBR L TS, NAMBIZEIT S PD-L1 OFEEIRIT, BHMEE. RS,
FFHERQRE. DB, JE/ANIARAIE 2 & O 2 B A TTFEARARRFTHY | [EWAEFR
& OHEBERRE I NTVS,

B DA DERITH & PD-L1 BEOMBEMEHN S, PD-1 & PD-L1 ORRITERE D
FEEEBICBWTEERREZE D Z LARBRINTEY iR ARBROERNE L
THRFEEINI TS,

AKX, PD-1 & PD-L1 RO'PD-L2 DY Fv FORAZMET A Lickv, EE
WONREF OIS RAOMIEENE T U oS REBIEL S, FEERRE 2 BEEL
TAHZ L THERDRERET S,

FENOEFIFIC LS BEOKBERINIC L 3BIERZ R S bbh, BEEIRELI
ELRER D S, AFOBREFRORERICIE, BEOBELTHITITV., BENIR
» BNTEAICIL. BB L 2BRICS U MR L RBR 2 OEM L EE L CE
IR ERBE BTV, BE DAER ST X 2EHERRRDN A2 BAICIE, BIBRESV
ELHIORELEOEN 2B EITO LERDD,



3. BREERE
BREYIDERGEE AT 5 BRSO KRBT 21T o - 2R BERBRORE S
R,

[A2hiE]

EpELRIEMFARER (KEYNOTE-048 ER)

{CFRIER O 7220 JRFEEALA AE, & - THEER OMEOBR XTI EREE 2 H 3
LEESEER I LR AE 882 B (AARAN 67 flegte) 2RARMNIZ, EYFU~T (&
i z) T eyFo<=T7)] EnWd,), ZArdev i (BT I5FU) &
9.) ROTIFFTRAOHRAERE ((LFERER) 2Z23tBL LT, 5-FU L7558
FOGERAT THARE RAIGFRRE#) ° R UH| 200mg % 3 BREIHME (LT TQ3W]
WV H,) BE (RFIBEMEBE LR OFMMERVTEESKRN I, FEFMEEBED
— DL INTREFHR LT ToS] & ),) oW T, ITT £EFICBWT, ARFH
AREIMEERE S B THERICER Uiz, o, AFBEMBREIbERE L i L
T, ITTEMICBWT, 08 iX3ELHEE R L, combined positive score™ (LT TCPS) &
W9, B1ILUEDBEEFIZBNT, OS OFERERNBD b,

*1: RFTREIKT 21K L L TEFREEZ SDRRBER S TV BE T, 43%6
BROBMIBEANPL67 AU ERB L TWAEAIL, AANTREE Shi- (2L
WRTRRE T H#6» A UNICRBEST LIz Ha13kR<),

Y F w7 (FEM00 mgm?, 2[E B LLEE250 mg/m?), AT T F 100 mg/m> i A
NVRTFF 2 AUC S5 (mg» min/mL) K TR5-FU 1000 mg/m?%/day (4 B & R 5)
DRI Q3W (Y F I ~7 oA LBERER) THRRK6a—2A|E5HE, BV X ~7250
mg/m*% LARKFR THE Lz,

*3 : AF200mg, AT T F U100 mgm2XIEANVERTTF 2 AUCS (mg * min/mL) K Trs-
FU 1,000 mg/m%day (4 B BIFLRERE) ORI QAW THR A6z — & 5%, AF200
mg ¥ Q3W T&RE LTz,

*4 : FEBAAMRICIIT D PD-LIZRE L -EGMRECREMIR (27077 —C R0 &~
73ER) OBERIEBMRECERL, 100% % Uz KiE,

R1 FHGHABEOEERSE (KEYNOTE-048 3RER)

ARG (bR kR
(28141) (27841)
g (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3, 11.7]
os™ NP — R 0.77
[95% CI] [0.63, 0.93] —
P " 0.00335

Cl: EHEXRH. *1: PREFEDOT —42 (Q0185F6H 13RIy "4 7).
REF M K B{LERIERE L OB,

B ERIn TS5 IRE

*) : BRI Cox Lo P —




100 | h. )
a0 - i, ’
80 "y
70- \-‘-:;_ﬂ\ : ;
;‘; 60 1 _ A#200mg Q3W, 7 7 FF BHI K Us-FU
~— 50 ,\‘\: g | : /
30| //
'“"I y “ " L L TTERTES
04 wyxv~7, 75FFBHRVSFU ”
10 Mg »
0 I = I I I T T T T
0 5 10 15 20 25 30 35 40
AFHRF [A]
at risk#X
A%1200mg Q3W,
27':@ ?_)_ég“ BUSFU 281 227 169 122 75 40 10 1 0
;Ze; 3—7{;&%&0 5.FU 278 227 147 100 51 20 5 1 0

1 #ARIEBBRED OS O EfEHTERD Kaplan-Meier ¥ (KEYNOTE-048 3AER)

£ 2 FHBEMERESOAMRE (KEYNOTE-048 3RHR)
AF| B 3 5B U IR
ik 30141 300451
HhofE (B) 11.6 10.7
w1 | [95% CI] [10.5, 13.6] [9.3,11.7]
TR | O5™ I T 0.85
[95% CI] [0.71, 1.03] —
. P fH" 0.00014
ks 2574 255451
e (B) 12.3 10.3
CPSZ1D | o [95% CI] [10.8, 14.9] [9.0, 11.5]
BEEM MNP — R 0.78
[95% CI] [0.64, 0.96] —
P & 0.0086

Cl: {(EHEKM. *1: PREMBHFTROT —% (Q018F6H13AV v b4 7).

REF T K BCFHRIERE L DB,
v RRE (BEE P 1E)

*) - JERI Cox Hef) N —
*3:BRIn S o RE GELHEPHE)., *4: BRln S5



100 |, ==
w_ \_1]\
80+ | ‘_“ll_‘
70_ I.II"\.
~~ .\-,
° 60 1_1: ) A #1200mg Q3W
v 50 A
B \I ~ /
& 40- T,
H 30| / H|| ”I IIII I|
Uy umnn"
1|||| |H||||||| ||| -1
D wyxv<s, FIFFMARVSFU - 11
10 _|
0 T T T I [ I T T T
0 5 10 15 20 5 30 35 40
AFHR [A]
at risk3%
ZAA200mg Q3W 301 225 172 125 81 37 18 2 0
Y FeT,
>S5 FRREUsFy 30 245 158 107 57 26 10 1 0
100 |,
90- 3 y
[
80 |
70- .
g 60 | | A#200mg Q3IW
50 S
40 l"l] “I
#H oo / it Ih 'I i
» gy
YRV, T 5FFHER US-FU I |H=|H < T
10- | Hﬂ_i____1
0~ T — T T I I I T [ P N
0 5 10 15 20 25 0 35 40
AR (A]
at risk%%
AF1200mg Q3W 257 198 152 110 74 34 17 2 0
VX7, 255 207 131 89 47 21 9 1 0
75 FF B R US-FU -

2 AHBEMEED OS O HEENRED Kaplan-Meier Ei#t (KEYNOTE-04835%)
(ER : ITTRMEA, TX : CPS210BEEH)



(PD-L1 FEEARILBI DA ZHHE)

EpLL RS MARRER (KEYNOTE-048 3B) [ZHAAN LI BEDOT —FICET X,
CPS BRI 21T o 1B 3hE (BRI 2 8T) RUBREMOREIILLTOLEY
THoT,

AR EEEFFB OBZMIZE LT, CPS 23 1 RiOBAITALFRIERE L IZIERBRD
wWEThoTz (3. K3).

AFIEMBE 5 OFSMIZE L T, CPS 2MEVWME S LSRIEREIZ ) 5 AN K B 5.8
O — RERK X L 2 AERANED b, CPS B 1 REOBAIIEZANAY— R 1 %
LBl (R4KRUVEA),

2B, PD-LIOERRIICE 6T, AFOREET 0T 7 A VIZRRTH o T2,

%3 KEYNOTE-048 BBz 317 5 AAN S0 AR o CPS B ¢o 08!

PD-LI 55 R gy T Dl gl
A

1=CPS<20 Kﬁgzgi;ﬁ 1;: 192_'97 [[89_2’ 1115.'53]] 0.75 [0.57, 1.01] " 0.25
CPS=20 Kﬁggﬁ;ﬁ ﬁg E; E;();}l;go;] 0.69 [0.51,0.94]

Cl: fEHEXR, *1: FHIRITEOT—45 (201846 A 13 BA v bAT) *2: #EH Cox LINF— FE
) (RFRAUMRIT). *3 : ECOGPS (0, 1) RUVHPV B¥: (Bik. B 2EHIETF L Liz Cox iy

— FEFNV
100- ' fo] o
hm mf -

L ?:.L\ . L

© o i M

- "\. 70 iy . -
< A AH200mg Q3W, 77 FHMFIRUSTU <3 = Y FyvS, T7FHURRUSFU
< @ g S e lLL
M 8 \\1 / W @ L/
5 ||| ik i

- / ﬂ1 LR TR oy / it

& Wi 2] T

ol EYFVIT 7ﬁmﬁuwsm 11§ H_H—I—‘—i o4 FH20me 3w, 77 FHMERUSFU | i

0

T == T T T T T T T (4] T T T T T T T T
0 5 10 is 20 25 30 35 40 0 5 10 15 20 25 ) 3B

ot risklc AEER [A] at skt ATFHR [B]

7l 200mg Q3 W, ) W,

foﬁfwﬁm 242 187 14 100 67 % 9 1 0 %i;ﬁ%ﬂﬁ&w o® a R 8 4 1 0
W

s B WM 2 ®m e 18 5 1 L £ 3 26 17 ® 4 0 0

3 KEYNOTE-048 BRBIZ BT 3 AABERR 5B CPS BITD 0S O HHARHTR D Kaplan-Meier iR
(K : cPs21 DRELF, AR : CPS< 1 DRELM) -



# 4 KEYNOTE-048 BBC 1) 5 &4 BM#E5 0 CPS B¢ 08!

PD-L1 35 fER ik EP:M%;;S;ACH ’E:;;ﬂclgh ﬁfﬁf @
i I R

1SCPS<20 *ﬁiﬁﬁ;ﬁ Eg igf E?g }iﬂ 0.90 [0.68, 1.18] *2 0.028
e A T

Cl: {EHXEM. *1: PREETFEOT—F (Q0I8FECAI13B A v A7) *2 : 3EBRICox L BIANF— FEF A (I8
REIEAT) . *3 : ECOGPS (0, 1) RUHPVEY: (BB, i) 2EHRFE LiCoxtbfingF— FE57n

EFER (%

EN -
80 Ty
.
0
. W \"'_\
- Y- | Am2mgQaw
) R
N -
@ . . ll['"!ll[ i
2 /"Ili Iy
4 gy
0| BYFYTT FTFIUMBUSTU L AT
{

0 T T T T T T T T T

0 5 0 5 AW X N % L

AR [A]
257 196 152 110 7 ) 17 2 0

at risk¥
7% #)200mg Q3W

TV FLwT,

75 #+aRUs U =

207 131 89 a

21

1

0

i =
80- 1
70+ i
? Lt kY FUed, T7FHEARRSFU
2 60+ L|
.Lg\l_ 50 — X "|_!/
o Y
# o ow Pt e
24 A #1200mg Q3W I 'I“HI -
10-1
c T T T T T T T T
0 5 10 15 2 25 ] 3%
. AFHRA (A]
at isk ¥
7% 7 200mg QIW 15 7 3 1 0
EIH~S, 18 10 5 1 o

75 FHuER s ©

4 KEYNOTE-048 BRRITIS 1T 2 AH MR 5/ D CPS BITD 08 D H TR D Kaplan-Meier Bhigi
(EX : CPsz1 oBELHE,. £X : CPS< 1 DAEHM)




(Z2tE] .
OERRLLFEFE MR (KEYNOTE-048 35R)

HEESIARIGEREEEE 271/276 4] (98.2%) . AFK|BEihREEE 290/300 1 (96.7%)
B OYLSRIERE 286/287 4] (99.7%) ICFEH b, ERE L OFRBERAETETE RV
HEEHIT, FNEN 263/276 41 (95.3%) . 175/300 i (58.3%) KUt 278/287 fil (96.9%)
WEH BN, WTENHORETRIREIEN 5% LOBIERIZTRD LB ThoT, -

#£5 VPO ORTRESEN 5% EOBHER (KEYNOTE-048 #BY) (ZZ2HEARNT X SIRE)

LERKSIR (SOC: System Bl (%)

Organ Class) AHIGFR R ERE AFI B 5 R (LIRS

HAEE (PT: Prefenmed Term) 276 Bl 300 287 4l

(MedDRA ver.21.0) 4 Grade Grade 34 Grade 5 4 Grade Grade 3-4  Grade S £ Grade Grade 3-4 Grade 5
£RIER 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (LO) 278 (969) 195 (679) 8 (82)
mEE LY v REE

E=qiil 133 (482) 52 (18.8) 0 12 @0 2 O 0 118 (41.1) 42 (146) 0
BT PIRBE 21 (76) 21 (76) 0 0 0 0 12 42 12 @42 0
A i B E 34 (123) &8 (29 0 2 0.7 0 0 38 (132) 16 (5.6) 0
HF BRI FE 91 (33.0) 50 (18.1) 0 3 (L) 0 0 90 (314) 59 (206) 0
i/ BE 75 (272) 24 (87 0 4 (13) | (03) 0 63 (22.0) 24 (84) 0
BB X UKREBES

Hig 15 (5.4 0 0 0 0 0 16 (5.6) 0 0
N WEE

PR SR TE 35 (12.7) 0 0 39  (13.0) 0 0 1 (03) 0 0
BEE

B 28 (10.1) 0 0 9 (3.0) 0 0 31 (10.8) 0 0
TH . 49 178 3 (1) 0 16 (53) 1 (03) 0 75 (261) 5 (1.7) 0
B 124 449 15 (54 0 12 (40 0 0 131 (456) 16 (5.6) 0
AN 67 (243) 22 (8.0) 0 2 0.7 0 0 69 (24.0) 10 (3.5 0
MR M- 75 Q72 7 25) 0 7 (23) 0 0 64 (223) 5 (L7 0
—i% - REEER XGRS OREE

IR 33 (1200 8 (29 0 7 @3 1 (03) 0 30 (105 6 (1 0
b33 84 (304) 19 (69 0 43 (143) 3 (1.0) 0 83 (289) 11 (3.8) 0
Bk 18 (6.5) 0 0 1.3) 0 0 9 @3.1) 0 0
HERE D JEAE 77 (79) 26 (94 0 8 @7 2 (07 0 76 (265 14 (4.9) 0
B 16 (5.8 0 0 10 (33) 0 0 12 42 0 0
RRYAE 33 X UVErAE HRE

% 0 0 0 0 0 0 33 (115 0 0
BE, PERIURNBATHE

FEACHES RS 2 0.7) 0 0 1 (03) 0 0 6 (56 3 @10 0
BRERIRE

ALT 3870 10 (36 2 07 0 7 23 0 0 15 (52 2 ©7 0
M s V7 F=8m 30 (109) 1 (04) 0 2 0 0 0 15 (52 0 0
SRR 46 (16.7) 28 (10.1) 0 1 (03) 0 0 54 (188) 35 (122 O
T/ NR SR ‘ 51 (185) 14 (5.1 "0 1 (03) 0 0 46 (160) 9 (3.1 0
EERL 21 (716) 2 (07 0 9 (30) 1 (03) 0 30 (105 1 (0.3) 0
A M R 36 (13.0) 15 (54) 0 2 (0.7 0 0 43 (150 22 (1.7 0
Rt L USRS

RERBLE 62 (225) 12 (43) 0 16 (53) 1 (03) 0 62 (216) 8 (2.8 0
&Y v AMmE 16 (58 8§ (29 0 4 (13) 1 (03) 0 36 (125 11 (3.8) 0
&~ 7 X0 b 29 (105 4 (14 0 3 (L0 0 0 95 (33.1). 11 (3.8) 0
f&F vV ¥ L sE 23 (83) 10 (3.6 0 9 (B0 6 (0 0 20 (700 9 (3.1 0
RIS Tk 6 22 2 (07 0 1 (03) 0 0 19 66 5 A 0
HRREE

RERE 16 (5.8) 0 0 6 (2.0 0 0 15 (5.2 0 0
FHMERE=2—oXF— 15 (4 3 (1) 0 1 (03 0 0 6 1) 2 (7 0



ZERIKSE (S0C; System B3k (%)

Organ Class) ARIGFH% S AF B S {LERRIERE
HAZE (PT: Preferred Term) 276 #l 300 %1 287 451
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade 5
BRLIURREE
SHEEE 15 (54 4 (19 0 4 (13 1 (03) 0 6 @1 1 (03 0
BERE IR THRgESE
SEREL G4 1 (04 0 0 6 (2.0 0 0 82 (286) 6 (1) 0
i 173 5 (1.8) 0 0 6 (2.0 0 0 27 (94 2 (0.7 0
Ei P RERARAETEIE 4 (14 0 0 1 (0.3) 0 0 20 (700 2 (0.7) 0
% O EE 14 (5.1 0 0 21 (7.0 0 0 24 (8.4) 1 (03) 0
%5 2 B0 1 (04 0 25 (83) 2 (0.7 0 101 (352) 17 (5.9 0
id R 2 07 0 0 0 0 0 36 (12.5) 0 0

B, AAGFRARERICE W CHESEMER 13 6 (4.7%), KIBK - /NBK - BEED
THI9 B (3.3%), #WEIEE (¥ T « NU—EERES) 96 (3.3%). FHrErmE=E 27 i

(9.8%) . RRBRHEREREE 40 41 (14.5%), TRAAHBEREE 1 61 (0.4%) . BASAREE (R
HEREMERRE) 21 61 (7.6%). LaF% 151 (0.4%) RN infusion reaction3 1 (1.1%)
BROLNT, £, EEOREEE (HEHERERNE, SBAK. ERXEES).
BIEHEREREE. | BUREIRP. Bk, fh4k - BRI RMARIE, BUEMEE. M - AL,
FEOBER, EERMKEEE Gt/ MORHERITR, BOER N, RIERE, &
FHRIERAES) . MEREBEMSRBER ORZIRD b hoT,

AR BB ERICB O CRIBEERR 16 5] (53%). KBE - /NB%k - EEOTH 4
Bl (13%) . EEORMEE (REHERERRE. SHAK. BEXREES) 14 (03%).
ATHERERESE 15 7 (5.0%) . FIRERESEEREE 42 7] (14.0%) . TRAMEAEEE 1 4 (0.3%) .
BIBHREREE 1 ] (03%). BiEEE (RUMERIEMEAZ) s6 (1.7%). Mk - B
B 18 (03%). SESMEK 161 (03%), BEH 245 (0.7%) KT infusion reaction1 i

(03%) BBOLNT, Fiz, WREE (FFv - NV—EERS), 1 BERK.
% - BNV RARIE, EEGENE. OHR. EERIKES (Gt MRk
. iR, RIFREE., EERERES), MEREAEERRORERZITED b
<7,

FEIFRREZRIIEEFS (BRREERE2ED) 280EHBREZTT.

10



4, ﬁﬁiﬂu’)b‘f '
AROBENEIRBELZZE - BEL., AROREIC LV EERBIERZREA L
Bk 5 2 L RSERTD, UTOO~@DTRTEMITHRICBWTERTS
_R&ETHDH,

@

®-1

0y

@)

3)

C))

)

HERRIZ DT

F@ED (1) ~ (5) DWTHNIEETIMRTHDL I L,

B A BB E AR ET 5 N A EEE LA RIS ERERFIRAS A BRI R B,
HIs 28 A S O HELSR PR, MU AN AR &) (FFmE 7 A 1 BREA @ 436
MEER)

K ERSREREE (ERK31 44 A 1 BRRR : 86 FERR
HEFRAEREET 3 0NADREERRE (BSADRESEERR. BNARREHE
B, NARREEHEEREER L)
S RACERIERE L RE L., SRCERENE 1 IS G ERIENE 2 OERAELE
ICRBBHEETo TS ER (ERL29F 7 A 1 BRFR @ 2531 FERR)
PIEMEREEAL T E A OMEREREICR D BHEIT> TO DR (PR 29 4 7
A1 BRER ;1287 fEER

O-2 FEEHE O LFRER ORIERARZR O IG +A&ﬂ%&W&%ﬁoEﬁx
EBER (FROWTRAICEY T 2 EF UIERER) 2. YR OARAIC
THEBEOEEE L LTRBENLTWS I L,

=

ERiZFmREE 2 EOMBHERET LI-RIC 5 EUEORAREROBRKRIHE:
FoTWBZE, 5b, 28U EIZ, BAEMREE L LEBREEEZOWER
fToTnABZ &,

EffGTRES 2 FOMPMHERZET Lic®ic 4 £ LEOFE SEMERGEIROER
FHEXIToTEY., 5b, 240 T, BAKYREL & CIRREREEES RO
ERIRIHEZIT > TWVWH Z &,

E s T ERHE MR RES OMBFELET LeRIic 5 £ Lo nEAH
DEEFHELZIT-oTEY., 9 b, 2EU LI, BDARYREZ S REARORA

BROBERHMEEZIToTWA T &,

2B, AR L ABEICBWTIREERASO2ENEEELET L7120, BEDORRK
1M AERERIT EOROWTRNTRT &ML M-I EM EEEREBEOLFER
EROBHERRREEORMISICH2R2 MR & BRBREFOEM) LOREREEDOD L
WK THZ L,

11




© BRENOERMEFEREHEROMAHITONT

EERLFREBIIESTIEEENRE SN, REMENSOBREBQ. A%
2MERZIEROEER VEME AT 2 1FHRIRME, FEEENRAE LIZBEAOHE
EE, ERECHIITONAEHINE-TNWEZ &,

® BHWER~DRIBIZ2OVT
®@-1 AR BET 5B

BEMENRBEOERRBIERPRA LR, 24 HHZREH OT., Yk X
IEEERRICIBV T, BB LEWERIE U TAREER O CT £ 0RITEA DRI %
ERREOERVPE BHIZELI, ELITHGARERERHNE-TWE Z &,

®-2 EREFEFICLIAEFSRNGICHETIES

BABRICED 2B RMBREOREELE T 5 BREEENEWERE=4) 7
EEOERDOAZ ) ==V 7 2ITOVERE L BRE LA TE 2 F — A ERERHI N E
e TWD Z L, 2B, BEERICOWT, BABRELZOFRKRICHFICEMESNT
WwWasZ &,

®-3 BIEAHORETLRINIZE LT .

BIVEA (RIEMEMREBICINA, KIBE - MNBK - EEO TR, ITHEEES - #E{uttn
ER, BHERE (REETMEEBRSE). NOoWEE (TRAKERES, FiRigeE
BE., BIBMERES) . 1BBRK. 5L EL, Bk BUGRRE, Mk, EEOR
EEE (RERERIRERS, A, ERAEES) . infusionreaction, 7S - B,
EEMBENE. WERE (F7 2 NV—EGHS), DHX, EBLRLREE (R
MM /MRIRAESRBER, IR M, RIFRE, EEAEHRES), MERAREERE, &
B%) O LT, URERSULEBERBBEOEME 2 AT o EMEEEL GIERAD
ZHOISICE L THERUOXEEZZITONA2EMBTH DI L), EHITHET LB
TEDEHBRELSTNDI L,
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5. BENRLRDBE
[Bzhitic B3 5 HE]

@

@

®

[LFRERORVWBREXILERGES 8 T 2EEHMRE ERBEREITBNT, &4
BN N AF S-FU RO I FFRRIOKAERGEOFNMERTIN TN S,

AFNIEEAL RS MAERE (KEYNOTE-04835R) 2B\ T, &LV TE
YEwT, 5FU RO 7 FTRAOHRARES LB LT, KA 5-FU RO 7
FFRHN O AR E R OAFEMBEEOFPENRINT WD, =72 L, EEHER
23T B RIEEMREN AT 5 PD-L1 & RE L/ BB R Oe iR (v 7 e 7
7 — TR RER) OEIE (CPS) WLV ARMENERRAERPRRINDER
BRLNTNDZ L (p7~83R) 5. CPS bR L7 ETAAIR S O AIEDH
Wiz 22 EBEE LY, CPS BIRBETH D Z & RHERINTZREFITB VT,
AR OERCRTE b EBT 5.

* . AF|OBWEE L LT, PD-L1IHC 22C3 pharmDx ¥ =) (BRFE4) MBAFEIHTW

B

TRICKY T 2 BB T 2FFORERERFIEC OV T, Zliﬁ'J@ﬁ;deiz‘P
FELIhTRLT, FROREREE RGN,

o IRRMBIRIE

o OTHDUEINRIN TRV IOTBEEES & OFRES
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(ZeticiE7T 5 5H]
O TRREIATIBEFICOVTRARORENRERLENTVDIZ 0L, BEE{T

biznwz k. ]
o FEORESICR LBBUEDEEREOH 5 BE

@ WHRAOFMICINTTFRICEY T 3BETOVTIL, FFOREGITHR SN

B, MOBFBITEBRVIBEICRY  EEICARZERAT I L 2BETE 3,

s HEMMEBROSHXIIBEECH ZBE

o MWMEBRECHERZRD 5 BER UTEBIMEO KA BRI gL 4
BORCREREE A DNDEBE

o BERBERBOEH. XITBHERLRE L XERED 8 B RBOBRERD
HHEBE

« [EERBERE (EnEMlEBREEZS) 0bsHBE

o WEORRIIBREEZETIAE

*  ECOG Performance Status 3-4 &0 D BE

®  BCOG ¢ Performance Status (PS)

Score

R

0

B2 ETE 5, EFAMLFALAREERHRZRIITL .

1

AEFENCE LWEBNIHIRE NS 28, HITHEET, BIEESE- TOERIITI LR TE S,
Bl BVWRE, FHEE

BITARETERZOFOED O Z L3 T X TAREESMERIXTERY, BFO 50%U EizXy FATRIT,

FRENEZBEBSOHEDORID DI L2 LNTEAR2V, BFD 50% U L2~y R EFTBRST,

Alwln

2B, BOOEORED DI Li3eL TERY, E2ty R RFTRIT,
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6. BEREBELTERITREER

O WRAASCESCMZ ., MERFEEEBPIRET 2 BRI D X AR OFMER USEIERE
RO DITHERERET+DICEBRL CHhLERTAZ L,

@ BEBRMRICEY D, BAEXIXZORIBCADEREREL+SBHAL. REZE
ThoRETHIL,

ERWEA I, AROEROBE 2 EICHET L ETRETDZ &,

® CPS bRER L LT, AFOREFEE2HWTT 5 ENEE LW, CPS BFERT
@

EREHWERDO<=RT Ay MTHWT

RIEHMRERRD bbhb Z EBH DD T, FEOEREIZH > T, YIHE

'%(Eﬂh W PRI | WW%)@%*&UWWX%&E@%W%\ﬁ§%+

TS 2k, ¥, MESUTHEE CT, E~—V—50BRELEHT
6_&
infusion reaction 733 5B Z L2 B, infusionreaction 235D LI T-BEIT
X, EE B ERITO L L b, ERBEE T S E TCREDREBEH5ICHE
THI L,
ORI REREE . TRSSAEREER CRIEHERERSL DN E L RH DD
T\Kﬁwﬁﬁﬁ%w&Uﬁﬁﬁﬁ¢ﬁmﬂm NS sEERR A (TSH. HERE
T3, #Ef T4, ACTH, I anVF V' —NVEORIE) 2T L, .
FFEsREREE . LIRS AR H bbhBZ e ¥NH DD T, AR ORERRBITK
O S8R T R R e (AST. ALT. y-GTP, AlP, BV L E &
DORIE) EEHTHZ &,
SEIER WEARIEERELZED) EOEERBEERH bbILD
TLRHBZDOT, EMHICIROREOFEEHER TS, £/, RORFEN
FOONTBAITIL, BONIERBELZ2TLOBELHEETIZ L,
ARIOBEEFIZXY ﬁﬁwﬁfﬁm;tﬁfék%anéﬁ&&%%%FE
NHobNAZeRnH5b, BRENRDONEBEIZIE. BRLEZBERIIG U
%W%&ﬂ%kﬁﬁ%ﬁotﬁaﬁﬁbfﬁ@&ﬁﬁwﬁ%ﬁwx@Ewﬁﬁ
Rz X 3EERB RPN 2 HBAITIE, AFIOREXIFLE, ROBBRES
NEVRIOBRESZERBTHZ L, 2B, BIBRERNVEDOREICEY EIE
R OWENTRD BNRVEEITIT, BIBRERNVE S0 &M OB
LEETDIZ L, \ .
BEKRTE. ZER»OEVARBL TCHrORERBRETAZBHH1D
AR OBRERTHRICHBMERAORBIC+SICEETHZ L,
1 BRI (BIE | BUERB 28T B bbh, BREES V7 F—2 2R
WCELZERHBOT, DB, Bl BEHZEOERORERLMIFED LRI+

DEEBTHZ L, | ERRRGEDN-HEICEREEZPLEL, 1 R /B
FloFxELED@EERNEELITO &

® ﬁﬂ@%ﬁﬁ&kkmf\E%ﬁ%#69ﬁﬁ\uﬁﬂlﬁﬁi?6ﬁik‘%@
# 9B LITHEMOTEZIT > T\ Z & #8E 2, AFIREPITEHNICE S
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