.r’/rﬁ\\
T e
K;ﬁm)
\kf?f”
BEAIRFER 12208 5 &
ST E 128 20 H
HOE K K
Fl REFAIRET (HEETENS (B E OB
% B X

BAGFBREERE AEHERERLFETHEER
(& & B )

~hTn ) AT (BETERZ) MEORBEEREESS PS4
> (EEHRAGE, EESEEDE) OIER R URE#AHEES v 02 (3F
AR, BEREE, HHMARTUX ) L E, REEEER
UEE~A 709774 PREEE MS1-High) 2545
B O—HMEIEIZDWT

REMBOER F EOERFE 2016 (PR 2846 B 2 BRIENE) B\ T,
EFREEROEROREICHEEZRA - PRV AEN- L 22T C, &
FEZSR Y EIILERBECRBEI 20 REEREE Y A R4 0 % 1{E
BT AT EELTWET,

S, NAavnl) A~v7 (BEFHEBRL) BA (BKES 54 b— &80
T 20mg Jr OVRLAEREERE 100mg) (20T, BHIOE R USESEME oo L TfF
A4 HBOBESRELY, FNFRINGO LB BEERMEET A RS540 L
TERDELDELIZOT, TOERICHTZ TR, BHA RFA4 il TH
Band L), BENOEFRBBROERIZHNTIEMEBENLET,

£, mLATu ) X7 (BEFEBRL) WA RBALA 24 bA— X EH
Bk 20mg SOOMEETEERVE 100mg) A 3E/NARMIRE, BMREME, Sk oS
VB, REEEERVEEE~A 70T 54 FALEE (MS 1-H i
gh) ZFTLEBEIZS L TUERTABOBEBEEE I DWW TIL, I<Aa7oY
A= (BEFEEZ) 8AOREERMEET A NI 1 G lameE, &
HERERE, HHRIRCF ) E REEEBERUVEHEE~A 7 o455 4

FEEME MSI-High) B4 5EEE) O—FMEEIZOWT) (&
TEHE 6 B 6 BAHTIARER 0606 B 5 FEAVEAER - AFEEBERLE




HEHRERA) KLV RLTERZEIALTY,

Lfy. NAT Y Xwd (BETFEGRL) BRI ORESIEOMM LoEED
By BT T BB, MY A FTA vk, ERENBERO &Y &IEW
FLELEOT, BERNOERBBERCERCHTAMzBEVLET, &
¥, BIEROREEMEEYT A FT A 0%, BRBEOLEBY TT,



L H L8582 §ak) W L2 HHG

W AW O I & L WIS SET Y (9)
(FEBYO¥eT - Wkl T

H L =82 k) WG D - L2 HE Y

HH WO C AT TS
R E Ay VBRI ERBENAG (V)
AM@_uJﬁﬂm%ﬁeé,$gR

L e R R T s S

Mt E G %@%in%%ﬂ%@dﬁﬁmv
xR

CREH T B 60 3Hk) MMEEREE (2)
(FE0
8% P W H T H ot 3d) (7 /3
BRGNS M e M O R Y S

S TR Y O )

I H /sy 67 Xizk) BB S AD. & L) B I By
W2 g T SRR o RN B L B TR Lhmv
(FEWY TEGZ @ wdiH T
H L d7 60 Xdak) B G A2 LR HE G
Dl ﬁ@mmgﬁﬁwé%ﬁﬂwﬁm
M A AN "B EHEEDNAS (V)
(0 S| F BB HGR Y < VL
AT GE Y M BRI E <)
MM GF B RUGE Y G BRI RS (€)

(25

WL (2)

(2

B Ocy - WhA I H LT ) (7 Tk
Y T 4| S e T ST R Y <
"M B e T S USSR Y SCOH B ETR) 0l

LikeH T BT 2y 1€ Jk) Zibk

SIS EGE Y ¢ LB EHY @ ETE (1) LTSRS LR CHEY BLEE (T)
‘TIPS AT GRS
LR UL (8) ~ (1) 0l T-O LRFENSL UL () ~ (1) 0EL T1-O
2NCNFET (D R B 2NCUEER D L 61
(B R R ) LR (BRErdsd -l ) SR
2] i

(FEBE P HIgE)
WY

BLERWA L LA b FE R EE O T EY e




TR Y B0 ENO (WA B
) W T D © SR D By
DTG T T QUG DR UBRHIEE -
LRCD A A Gk 2 OMANETE ©
@ O
R BB THNE 9

S 80

BEAY X BN WEEH @ (W% ] it
VAR ) RIS T D ¢ Y@ O O
LGP R T YU QYRR .
2NCI A Sk OHIMERE ©
% @ D)
ErdE 2w LEBIONEIIEX 9

R

"X TN CFR

Y 2 WRWHHEIGE (I 2@ HES
UG EZEXOWEE BN HEO]
A48 N gE R A b B R R b o B B
ORI MR 2T (REE CHEETNYR
B (TR ThEN A0 TTHERTE "
TSR R Yy BRI EE
IO (AT — 1 - 2 L) SEEe TR
CHAYER CGHMEY - WH[ Cuorioeel UOISNIUT (&
FBEE A S A IRNE TR ) B
HOFE Wil TR - Y CMEIC S
€ CHOMHGE T C(EEEMENE E SRS
CEEEHE ) B (R E B R
M) BEf¥E Y EBITIE - S5EiNdE ik
d OHEHE - WEY CEROVEGWHERD BHHE
AT SEECHAE €O

Lo 00

LY R

2 UBEWHEEIGE (R T @IMF U L
R OWEE D IS HE @A E)
VEE 7 E S B % R hd e OB RS O
KWL 2N (BA NI R
S (S A TR e TR RN M
GO T ERY) REPWLHE "R (5
M-y L) BREE TR
“XENEY - WY CuolloBSI UOTSNIUT (L BEELIN HE
Ry E ISR ) SREH AT
A A O - 2R Tl C A MK
MU C(2FAEMEN 238y d =25
YL ) B8NS T EHREMERIBRY) Z5
R T EEITI R - 2REIE L OHE
C EN - I F O E R E R BEHE
DA HEOHAE -0

72— 08

(ZLRY-O67F © Srdy H

(¥EWY 1821 © T & H




2AACTIEERE (D

7> Gl

PRl b-c

WD

Jr=>r G1

(R TR

P

(SEEIIREE )

o R

E]

1

(ERREE) WBIERQ A b L] PRI O R e

(54)
TG EMES (oA
i “d-TV “dIo-4 "LV “LSY) FE 33l
20 GRER 2R o () M 55 3500 30 0H 8 e 5 3 o [
Y O@CREIT T OUEG QY EHTERH o
CRTCERES (Tos
PL 3T el A CHSL) FESERRMtAEiGH
5 20 Fdch [ -G RO 3 MBS B ol T
DG RYR TGUG DL Yk o
TR LEENC RGO REL R £
BIE G G 7 7 C LB G T
TVE ST P8y U0TIoRAT UOISNIUL °C
nmmmﬁ Mu - @\_\WN\WQ mmmn@_ Uotjoeod UOISNJUL
TG L MES
¥ OoE—g—2800 10 dg86F> 1102
AOOAUE PR TSR T EWEW

LG LMEL (Ao A (A TV
LS4 LV CISY) BLEBERAA 2 GH Y ) o
[l B W ISR B QI 2. 0 T @
12 G UCE Q@Y E TN 2 B 3R

°7
SO LMER (Ao —A LA m
HLOV VL3RI CCL BEEr CHSL) HWEEEA
£ R 2 G Y00 o (68 M3 - 38000 T DB B el 57 3
DY 2L @G @Y R T U@ EEGE

B0 Y ety E] "2k
T LEEIE RN OFEL R b
BT "R 7 4 C L RBWH(GE T
NG E 9 @R UoTIoBIT UOTSNUT G
@il 7 T U Q@ UoTIoRad UoTsSnjul

TR E
B — g —=8 10 WO 1 E
FUNE T DU ZEE CENEY

(50)




CEEEEYEL ) BRNGM T (BY R E R S P ) FENMON (BXNEHEREEERY) 2
W) SIS Y AETR R - Ea3uE Ty R %mﬁ_%w .%m\_mmﬁé L%ekw
J O - ENY AU E HMWTIEERD BEE CGEM - BEINY AU S A E ) BEE
27 B o e e @E& # e-© A= 91 Vq BT U R BEOHAE €-© 2> 91
(FUmI-H6FF © dnH (FERY 1821 © uidu O
1 H B8 %ak) MG 12 DR HESY T H Ly 63 ¥ak) G A LB HE S
H 2 EW OB 2 L WS E R (S) W R o B NG W E SRR (9)
(Fem-o%e7 © weaE T ZEMTeCT - whaH 1
H 2 282 W) MW AL LR RE W H L g3 62 M) BB G A2 e LR HE G
DAIEEYW @ ENCRHEEN R LIN T E DIFEN T I HEEN RN T HE
WSy T BRESERHENNKAY (V) Nkl ks N BEEREA#LE A HEY (F)
(R Fr 2| e SR W TR (7 Ul P magE Y ¢ "M
FHSFELE Y U | B EE Y <) WG Y Y M Y BRI GE Y <)
W SSH B ¢ O b BRI EE (€) | LR R R U G LB R IR (€)
TEy (x2my
€8 WA H 1 Ho 68 Wak) 24305 i (2) ORI EEHH T H ¥y 1€ Yiofr) AI4ZEBIEL (T)
(3% it
0% L WENE 1 Mot g Qﬁﬁ_h E@«@ R E T H L L) (7 T
B2 T M I SRR A&ﬁﬁ GRS S %i@&@meéﬁﬁ
,HE,,_‘%%H B2/ SR ENENR) & CHMe T SR Y R B RN B
ek S B é@fvwm%,.ﬁ.m%@%% A ) S R Y L LR &ﬂﬁ@%ﬁtﬂ AS
TR MG RTC@OFEMG
LEAEUL A (S) ~ (1) oiEd 1~ R LNQ () ~ (1) 02l 1-O




D08 E TG Y UoTI0RaT UoTSNJuT °G
@R T QLG @ U0TI0BOT UOTSNIUT
RIS
BY @b — g — 2800 10 e 1 WD
WONE TR CUNNELREE CEWEO
BErY X BELO W EER G (% 1 N Wy
VAR WG B X U R E S QIE
D OG@W R T UG @R A S .
2NN A A LR AQHAYELE ©
M @ O
HE2-LERONEHIIGH 9

o> 81

DNEZ TN g UoToRaT UOTSNUT °G
@Y T CUCEG @ UOTI0ROL UOTSNIUT o
ML LHES
BHOE— -~ 1D $EFd 1 W2E
VYR T D NG REE CEYWEQ
BER X B0 W RERQ (S 3 M ot
VAR W 0. ¢ Y @ E RO
QORI R T QUGG RF AT L .
2N A Gk OHAYELE ©
B @ O
HeE x> PEBEIEIGE "9

o= 81

"TNSR
W RLWBWHEF IR (R 2o@MWES
VI HNEZHFOWES D NHEII S HHECH
AHME) N EC 7 M @ B b QO Bl B
PN EHAR 22 (A HENEE
W © (R ohiily A TTTE RIS "k
BT RN TR 35S ) Sl HE "l
I (BT - 2 LX) BT IO
YIE CHBE - Ky Cuoiloead uolsnjul (&
HEHXE "HTAHE TR R EE
HOoFE " Tl - 0 e R
W OHGMEGRR T C(SRIEREIE 23R v

TIEVCHEIEYT R
D WEWHGREN QR " (7 2 LUHF U
R HFOWEE 2N BTN E O B34 0E)
THEAAWEY B2 OB EE IR
AXEBZER 2D (sdy TR g BT
(S TR TR s TR T B SR
TR SEATLEE "LHY (B
HAI— v - A Lk) BERG I EEIE
“RHEE - R uoTioeoIUCISNIUT (& BB HY
WAt IR R R) SRR OHE
A CERHETOGH - Y TR C A THREY

i [ (SRS SR8 e 2R3




) 8 IR RSB C(%S0) 14 1T (HEr

i 8 LIS EiBEREH " (%S 0) [ I 1) (eI

— AN e A L) BEEE D) M ETIEL @ —AANe s A L) BaF TGP 4 ETIML O
HE - WEY (%6 °7) 6 o RhE MM ER ToE Y FHE - 244 (%6 °0) 49 RN MURIE L Tk
(5) {(SH)
(52 L80-ALONASY) ¥HYEE 1T 86 [ 5F i (5 L80-HLONATY) w&y2BY I €8 (=33
[#22] Gy § [#HTZ] A= 9
(H B R) SRR (BEEEdRE ) SR
=] 1gk
(EXHE) WEIERNG )LV EFHHFEE QR 2 0~ ARG R
€:0))

TG EREE (REos A

(A d-TV “dI9-A LTV CISY) FEEREIH

DGR R T b B i 5 R0 W HE G B H B (o [
0@ R T QU QR YET R .

RO EMES (o

V13RI CCL I CHSL) B ESHEREtATTIcH
M R o (M S 3 W ISR S B O "o
DG @Y 3T CUEQ DR AR

TG LB NS RERORELE Y4

Bk 219 7 7 c R EmIGE T

RTGLAMEE (oA A Y
dI9-A LY CLSY) HE U T GHIH L T
G ShO W IHBIH & 2O "2 0 T Gl
7T Gy @ s ST e T SRR .
'3
T LMUES (oA LV h
CHLOV VL ¥dE el #EI CHSL) B FUHEEM
EOTA DY GHIS 200 o B -G 30 30 DH Gy el & 3
DY 2T T UG Q@ s EEaEl
FEEQVEgE T "SRl s .
AT LB OBRELE 4
BIEs 3% 2L 7 7 ¢ LR E S AR T




gty Y | A BB GE  Y)

PR E R U LR ENCRICHMER (8)
(2,

98 HRIH 1 Ho=h 60 k) FMBEMIE (2)
(%

1EF WA T iy oe¥id) (1 Tl

RN R RS S U S R G2 Y N Y

A VRO Y (R B ENR) 5 0

LT EHGE W LB RN @LETE (1)
TGS

SERFEDNYU L@ (S) ~ (1) w2l 1-O
LC IR (D

= G

g
Ml e g2

S BESE R Y W)
o L RERCERCE AR (€)
(328
98 WhHH T H ¥y 16 %) LHAEMT4 (2)
xH
BYOTY C wEr T H 2 SOyl (3 ks
HEGENY M I B U S B Y S X T
R T S B RO VO B TR 2k
WIHERA Y Y LB CEYWETE (1)
TR
LR UW EAQ (8) ~ (1) wd 1-0
2GR (D

. /ey
UG QRER M N W W B R T8 R38R
N3 SR R 11 R A U 4 T g ]
W (B HEHMBEE SR FiigE MY
Hie 1 "EEEBEE CSHMYEL (B3R
XHE M E TR ) BRI FHe
HE CUE CUUIRES (%G°0) 4 T R
N %0T) MERIREC A2 (B8 g LT R
UOTIOBAT UOTSNJUT (%0 1) (14 ¢ 1) kil o oy
- W HH (%8 °CT) 4 62 BIE BN Yh ek (%8 °€)

Tl G BER Oy (R EEH
BENME) SR T K Ey 2o
TG QBTN E LN W MBI Mg 3e T
GRS TR - RN IO Y
HE T (H¥EREBEMERRY) SefiRE Mo
Faie T CERGUEEE "SR AEHYE L C(S8B
MHE WA IR ) EREiEHo
HE R TUUDREED (%S0) g T R
I (%071 T RIVHEC TS T%T°8) g LT R
UOTI0BAL UOTSNIUT * (%0 1) (4 © T b Rl b sy
< ¢4 T (%87ET) 4 62 RIE B Ykeh " (%8 7€)




YW ROWEWGGENQRE (I 2¢@THES
WY NEZHBEONEE DB UWESHEON
AE) 7 HE 7 W B R Thhdf O R =
TR X WA O D) (BN HEmEE
N (S TRRTRERN C4oldel TME WS M
B R RT3 ) SR EE "R
(T — Ay - LK) SEIT TR
GHAYER MBS - Y CUOTIOROI UOTISNFUL C(dg
EYE T TSR ) 2R
FHOFEE W TR - W TG A
¥ CMGURETE T (2RREREE 2R A
CEEMMYEL) SEROM T (S EHE RS
W) SRS W EEIFA e - 2R K
d GFE WU YUV EHWTIER) BEHE

2B X IFEOREAE €-©

L

2ACEWRGETIGE (T EHEETUD L
E R H O EEE T BTN IR O A )
HEE o WE B Rl fr o B S
AHAAE LD (BAR TN E T
(& TR TR M TR TIEE C Mehe i
OR[Ny (5
My - A LK) BT IO EETE
“EHRY - FEY CUOTIORIT UOTSNIUT (& BT EY
‘M E HTREEIME ) SRS OHAE
A CIRTEENYY - M CEIC 2 THRY
e 1 C(BHSEEEE 2Rl e 2R3
Pl ) SN C(EREFHBELIHNY) =37
HEME N ETHTE - SEREY ML oFHE
C N - R CTRUDE TR L) B

2B SRR -0

L= L

ZET06ZT - wd

T H 282 Mik) BB G D LA
WO ErE B OB L R (G)

(RED(O¥ST - WdHE T

H L 82 Y4 WG AL LB HE G H

DI RO T HUCHEEN) RN T
Iy pd=)3ds " BRER EREEN (F)

(R Fr | e Gt Y < Skl

(AR L8ZT ¢ Wk H

T H L3560 8d) B2 LB HE G
O FEW O I EE Bl (S)

(FEWTCGT © udud 1

H L= 60 i) BT D LR HE G Y

DI FEN O HUESEA R YRR T E
W F LN ¥ N EREERSLIEY (F)

(o7 37 2| e PR G g <




ROCLBES (ROE <AV
iA “d-TV “dI1o-4 "LV “1SV) FEHaum-y
DCHHE T o G EOQ W HGY B H 3 0¥
¥ LOZYE T GUE DL BB .

T EREY (Mo
Pl EHIE €l BRI CHSL) FE¥SEERdAwErIcy
BT ch 65 RO I R G R & S Ol "o
DRI T GUEY LY ER BT Ay -
BRGNS |- VA RS- -RITEE- 2 S RE g
BIEl AT " 7 % ¢ LEBWHGE T
DIEL TN GriYEcy UOTI0RAT UOTISRIUT °C
@R T UG @ UOTIOROT UOTSNJUT o
IR N - o
B8O —r—28T 1) 862 12
AR R T CUNELZEW CRUEY
EER X BTG (S¥d FE i
TGS RIS TR 2 Cc Y @ E Oy
DGR R T QUGB CE W .
LACDIN AX G2 QHAIBLE ©
(@ © "©)
HrE R LEEEIEH 9

{2 B

SdEO-A LY CLSY) SRS BHE-H DGR R Rl h
B S B0 WEM B & B Ol "D 0@ @
T2 QU QR SR B B
B
SeeBES (Ao v—A L= hT
HIOV Pl 20 CCL I CHSL) FE¥EEEm
LOTA 2 GHEH 0 00 o (R 5 2500 30 B 5 B 5 354
OEY " DOZRY T TR YEEZE
MEEOW EaetyE L " EEEEHE Y E .
AT LB REYOREEL R
BEGYNE DY 7 7 ¢ URBW AR T
IO o @ sy uoTyored uotsnjul °g
m% QN uw - nM \Vwﬁ\w ﬂ“_ m% MR uotrjoeosd UOISNJUT
TG L M Ex
B &g —2 8000 1D e 1M E
WONE TR T OO REHE CSWEO
BERR X BN W RH o (Sa 3 Fidd
“EEE) YW R D © U@ B O
DLW RY T TG Q@E G TR .
2ACON AL G2 QEAIERE ©
2 @ O
Hisf v L 8B NEEH S0

L6

@

TR T CERW M

TN CHEEHS R




AR
VWG @RERI R e W I B WIS Mg s 5o
PRI S W C s CHER - R ¢
Wy TR AR CIEA TR - 2
MM EATE T SRR E L T (RSO TS
He HATRRBHEH) SRS HOHNE UF
CTIVEQQ@EET) (%7 C0) g T Ef UOTIORST BOLSRJU]
%W %P0 MIE GYEHEREENY) 23
HEAE (%P 0) 4T LIEEBRBIENE T (%0 8) 4
07 DI EZERE YRy (%€ 7)) g PT RIS EISE RN
C(%F0) ) TR (R -y L) BRI
“(%9°2) L R OFE - FEY T (%8¢ [
0T BIEFURIE R D 7 A E D ey "o ¥

Tl B MIEROGEy (ESEWHE
BT BTN S Y T e
WG QRO W WE TS Bl
ORGSR CWEC R CWEIRY - 2R ¥
Yl IO E TR TR G ) - 200 e
CHOHETE T CEREIRY I C(E BB T
A CdREIRHEINEE) SRSHOFHE HUE
T @RED) (%F0) g T Fj UOTjIORSI UOTSNFUT
N %P 0) T E (BSREWEHSHEY) =5
e %V 0) ¢ 1 LIFEIZUEEE (%9 °8) g
07 IR mBEEEvk g T (%E ) 19 VT RIS A
COF0) M TR (BRI L) SEEIT
C(%9 Ty N L R OFE - WA T (%87E) e
OT TIEMFUNTIE B O N 7 B8 23Sk ek

(S (S
(¥ SPO-AIONADY) ¥ HY T 56 (=) 3 551 (=] (Y52 GYO-ULONATY) ¥&wERY HISE (257 S E
{(#EFZ] L= 9 [#T7] L= 9
(4 [ B R ) L= b g (REEEYE ) SRR
=] I
CEBHHNE) WRIEXG.2 L b LB HEE BT 85
(9H)

30 LBE Y (OB AANV (A TV




W) sFEEs ¥ EUHE - F

EHECE s

WA CNEEHE - SEAMY Ml oFE

%e&% Y TENE T E AN E D A U WY X T B R B
2B FEOHAE € -© > 8 2ED &?&S @E&@ e-® A= 8
(o622t - Bde H (FEW 1821 - wmm
T H L3780 ¥k) WG A R G I H L9560 k) B G A <« L2 i E
s kTR ﬁ@%%@ﬁ@@ﬁﬂ%ﬁﬁxﬂmv ISR Ae%%ﬁﬁkgﬁh@ﬁﬁkﬁmv
FEW-OFET O BRI T (FEWTESE © S&nH T
B b8 M) MM G L cUBHE W H L <y 60 Xak) WS A2 LB HE Y
D REWO CEIAHNEN KRN 18 I HF WO HIHSENEYIN T E
UF LAy N B SEREL A (P) Ot E=E0 3Ny " BT ERHEN KA (V)
(of T2 S T (7 TR TR Y T
At Esae o " BRI ) A B L ¢ S B B GR Y <)
MM Y G LB RS (€) M W G L B CE N MBS (2)
(¥ED, (¥2
€8 TR H T HoS68 2ad) HMBUFIIE (T) 98 WhNH T H Py 16 40sk) LMaumaEy, (2)
(32 bt
287 T WRIH T B hoe-dad) (7 Sk BOCT | WA H T H L HITHE) (7 Sk
- U 147 S [ 13523 18 2 i EAGR ST e S W R B E  CN
RIS T B Y s PR ) 3l ,ihm§£®%<eéjmwﬁvti
HUSE Y %{g%m+@RﬁLA ) SRR Y S & %MK@%ﬁEAﬁV
‘T2¢ mgw TGO ENS
%wﬁuéi%;gmmvzﬁﬁvgﬁ% 1-D S RBENCU LD (S) ~ (T) 0L 1-0
2ANC-DIEERY (D ) 22w O )




QYR T QUGG P UOIIOBaL UOTSIFUT o
‘RT QLTS
B i — 2B V1D RO W DNE
FONUE TR T OG- BEW CsHE
B X SR WHEM @ GBHA TR
VAR ) I R ¢ @I E B @Y
DGR R T QUG E TG .
LACDIN A X Gk QBN T ©
8 @ @
2w L EEDNEIER 9

2> 01

@m ,».Q nw .U A.N\Vwﬁ\wnm_ n%.,m\ GOqummM Coﬂwz%c.ﬁ .
RGN N - S
Biio&——28T0 "1 18D
R R T O R CEWNEC
FERG X EENO T RER G G 3N Hoa
VGRS R D - L@ T QY
DO YWT T UG @ E TR .
2NCDN A Ak 2 OlEHBSE @
S @ @
HER LERLNHIEEH 9

S O

R T
Yo ROWEWMHHBEIGHE (R 2YNHES
WD LAEZEXONEE D BTG
AE) VHE R Y B R b O B R
TR EmrAA R 2N D (RS 4y E
BT (T E A TECR TS &
ST BN R ZYS) S HE i
QU (EEE -y - ALk SEITW T
mﬁ@%m ,V\\Wmmﬁm . Wﬁmm ,COWHONQM COﬁmﬂwz..m * L‘.WTM
BECE A4 iR IRIRINE R =RE
HOFE "W TR - 2l TR o
& CHOKHTE T C(SRBURAEE TR EIREERE R
‘s ) SEINEG M T (HE AR

TN CEEMY e R
QL EWHGEDGE (7 2@ETUa
ZREY N EEE D BTN I @ ) )
NHHE 7 U8 E b B % T bd o B B A T T
HEERAE DD (SHEHY IR
T (& TR T ok TITE NS T
TR PR AE ) BE IS HE W T
HFMT— 1y - N L) FETd CTOE IR
TGRS . 3R uoTioRSI UOTSNIUT C(fy BITHNHY
‘WA E A IRIENEF) 2B FHOFER
VAN IR - 2 T C 7 THRKE
il (EaEiEEE TSR e TSR3
YEL) BEREN C(BREWBLEHY) £5




NS ESME Y S LR EY L EE (1)
TRTG YO FEMG
ERAETREUY LW (§) ~ (1) @2l 1-D
2GR (D

M HE YU LR ENY @A (1)
TR
SREDN YLD (S) ~ (1) 0L T-O
2CiEl O

G 6

)

(S iRk S )

(BEETIEE )

o3

HI

I

CEEIE) WEIDRG0A b Lo b i B B R
OBHES £ BT (UBTU-T SIW) BT S £ Lbn 4 ) FHES

(5
AL EMESL (RO TA
(1A “d-TV “dI9-4 LTV “ISY) Ry
2GR 20 oh B f 350 3 I SY B 5 3 O i
LSRGy SV S P {6 U RF JUS A ELL 2T
RTCLMES (Hiios
PLBRIE €l FBIT CHSL) B SEndher IO
HE R rh B B 3O WIS -G 3 Ol "D
DTG T T GUWE DG YZE IR Yk
R LEENE YO EF LR L
BEhLCfE "% 7 7 ¢ 2B AR "1

D1 (PR U0T1I0RAT UOTSRIUT °G

(5i)
LG EWES (Ao A 0A DTV
“dL9- 4 TV CISY) B HEERH DI GUHE 2 T ok
B H B W IBS B X Oy "2 0 @ @ W
12U D@y BETE B R ESEEL .
07
Lo bWER (RMesv—AL£A =T
THIOV Pl BHEE Sl #HE CHSL) H¥3iEm
LR 2GR YT ch B 5 S0 3 DE Gy e 6 3
DY "2 OGEYR T QUG yEEE

R Y =g EL 2R Y d .
AT EEBOA ARG OREL R
BHal A "2 2 @ C LR EW L GE T

THEEE TN O ey UOTI0RDT UOTSNIUT °C




BB e AR ERel
WOOBE WM CIRRESE - YU CHEC o
WOMGHETE T (SRR TR h
‘EEEE ) SN T BV R RS
W) BEIBEEIE VSR A - ERsUEd i
L OFE - YUY CFICCTEHMHER) HEHE

2SR AIE -6

e 01

“HAE CEEIREIN A ) ERB X oRET
Tl TR R - R TG 2 TMRYE
el N (ERdMENE CEEsisiEt el TSP
YL EEREM (S EMNEMENY) 2o
MEE W EEIHEA - SR WMl 0FE
< CEN  WEIN CTXO VR M B ) B
PJEUEK&%@@%E@T@

s 01

(FEO6TT 50

I H 2588 ) BB 2« LI HEY
W el TR I B A W B R (S)

FEWOVET - e T

B 2 4387 Adak) BB G2 o L ZHE G %

VN FHEW QUL TN T8
gkttt "1 BEREZETEEN KA (V)
(7 SPGB Y LS

TR GE Y S A B RO GE Y <)
VS HAGE Y ¢ 7 LB B AR (€)
(F2my
e8I WhIH T H-9H6C Jok) HMSRIL (2)
(Y
e D WAIE T Bt th) (9 Sk
HhGE M MO T R G2 7 (RN
| S U SRR Y (O BN ) S

(XEmy LQTT  grdy
T H 262 Mad) S 2o LBEHEG
W B O E IR LW RS F T (9)
(FEWYTES7 - e 1
H L35 62 Xzk) ZEB SN0 G LB TG 3
DEEY QT EUCHEEAN T TS
Nk " B2 EREEN ¥ (F)
(0 T 24 e TGO RGE Y <Y TS
WASEE B/ Y "2 e T B S RO ZE Y <)
MM B E Y U G L BRI MBS (€)
(32T
08 WenH T H vy 1€ 30Ar) 28Ty (T)
(3
AOCY ¢ A H T H L HIIIS) (7 Sk
FGEN/ LT R S T S R G Y AT T
e T R G Y (OH BB o R




OZRY R 2 GUE DR EEERETE Y -
T LEEIY RN OREIEC L
BECRTE YR R C LEEWmRGE T
1B E YU D QLY UOTIOROT UOTSIJUT °G
P 7T QU @Y UCIIORST UOTSHIUT
RO EIELY
B OoE—g—280 L0 BES QW&
WOUNE TR T2 CEWE
BEE X BRONHEB O (s T M i
“UIERE ) WEHE G R D ¢ Y@ EH oY
DGR T UG QL H LTI E R .
LNC A Gk 2 OHANELE ©
& @ O
B R L EBEONHEHIGS 9

Lo il

BB W E30 Y | TEE MY .
RTG LB YO EEY R T 6
BlEE 2192 2 ¢ UEREWNGE "R
VI R uoT10Bs T UOTSNJUT G
@m wQ n_v - @\rwm\w& Qhﬁﬂ Go.ﬂpommh HOTSNIUT
‘LG LEBES
BEHOE L~~~ "1 B\ M5
AOOUE T T UGS CEWEQW
FER X 960 WG (S 3% F Wk
VAR ) YEERHEIG R D o U@ DV HE O Y
DO RYR T UG QE G B .
DGO A X Ak A OHEAMNBERE ©
S @ @)
HrE 2w LREINEIES 9

6l

R TS C
YW ROYBWHBREIGHEH (3 2¢@HET
UG NEEZHEDFERD T EII MRS HEOH
FHE) R W @ b BB R ] d O B B
RN EMWAER "2 (SR Ty e
WU (HI0MTEE e TWERII i
BIZ BN T30S ) BEalgl Wy EE "v Yy
U (EFEI— Ay LX) ST TR
mmmw%w% ;V\Wmmmm_ . W.M._mm zEOﬁPUmmM Eo.wmﬂwﬂt.m ,ﬁwmlr.wl\

IO CEUEY T R
DLWEWRABEI9E (7 2 ¢LHE U
TR0 W EEED N B D) R IR 0 B ) 1)
VST T HE ) B R b 0 B B IS IR

WEAE DR (BN M BT
(T TR S BT T
TP TS SEMWGHE VWY (%
T — v - 2 Ld) BB TN YT
“YHDY - R TUCTIORAT UOTSNIUT (& BYBA B




RO ABER (oA

G d-TY “di9-A LV CISY) EH2ERLY
) GE 2 R b B 3 W DR S B B0 (i
YOG YW T T QUGS @R
CRTGALBES (HHEoE

PL I L 3T CHSL) B MSEECAE I
HF ) oh MBS 3RO WIHG B B ol "2

(531)

PR EBEE R (RMOE A 1A TV
“dLo- 4 LTV CLSY) B EEEIAH DI CHIf 2 T oh
(S H B0 WIHEIB G 3 Oy "2 0 G @Y
ARV {8 e AR T NP T ELE 22

°3

T fWEE (Mo — L= hl]
“HIOV "L EWIT ol #EIf CHSL) FMAREAM
EOTA 2 R 200 b (I 5 3O S BH S B 3
DY DO @UT TGk 9@ g

(54)




REFERMEETA N5
RaT7u ) X<v7 (BEFHEEZ)
(BR7E4A : A bA—F KWBE 20 mg, XA M —F AREHE 100 mg)
~ FE /1N B i R ~

YRk 2 92 A (ffxcdE 1 2 AKED
A HEE



Bk

S

U HIZ

ARF DR, TERET

BRf A R

fBE iz 2T
HEXG LR HEE
BEICBRLCHEET ~&FH

P2
P3
P4
P19
P21
P23



1. XLl

RS OFDME - BERMEOHEROTOITIE, BAESITE- S8 IE A E RS R
%h7né%:\ﬁ¢wﬂ“&mwgﬁ’ L0 PUREER 2 & oSS TR e R b
FREFEMPAGRINIP T, IO OERGAEI IS EABH IR T A - L 2SR
&E&tofkﬁ;W§WWE&£&5®%$T%QMQ$&2M£GH2E@%&E)

CRVTYH, EFVEESEOHERORBELHBELRAZ L L XL T 5,

FREREFERR T, BBEARPEEN T e 7 7 A ADRBHFEOEEL LB LR
RLEZENBDL, o, H9MRUCESMIZETOERN T SEET A E ToR.
YHETELHOBELZMZT D I EANMFENLBH L L THHET A L 412, Bk
RSB LB BRI L B 2 L DS E R - m®%ﬁ%ﬁtﬂL%%%fﬁ%
THIEWEETHD,

LTciioT, BHA RT A T, BIRERECINE TIIBELILTWLDHESERY
Brm Ao ®E- %, UTFOERLORELER2HET 285 o pEmrElt, £
HECEBEER L RT

IRBL R A RT A ik, MWSLITEUEANEEMERRISA TS . A35EA B A&

BRI 2. — A IR A A RBRENEES, $EIRERIESE A B AME e RO
***** et ElEA B AR OB oL L ER L,

HERERDERS ¥ A M F S HRE20mg. FA MA—F SEFHE 100mg (—
s a7yl X=7 (BiEFdkz))

HEERDPETHE  YIRCRREZRETT « B8 0 IE/ NIRRT 5

SRERAMERUHE BE, AR, NaTv e ) XY BETEBRZ) LT,
il 200 mg % 3 MR R T 30 Mt TERENE T 5,

s BR 7E ¥ & MSD BRla




2. FH O, ERBF

o R & SRR 20 mg R ONRLAGE SR E 100mg (— 4 ~a 7 ) Xv T (H
(ZT-M2) . BT TARR) 2va,) 13, PD-1 (programmed cell death-1) & £ 4 >
RT#H D PD-L1 RUPD-L2 & OfEAZEHAET D, & MuIgGe £/ 7 w—F LIk
ThHbH,

PD-1 $RUEIE T #EAR G B i o 0 kA 2 72 D12 28 AR 23R A 3 2 T 2 s g8 il
24 v F T, PD-1 . EEEAEEIC SO TEER T MEoMinRmcREL, AR
B RG A G i AL E DRI SRS R R T A, TabE PD-L XD A R &k
et h T I L HESERIILD Y I GEERICHET AZERTH DS, PD-LI
OEFAG BT ARBIZDTHTH AN, HLOMAMETIT T MO E 2 MA
703 CBEIIRE L TWA, BSAHIRRIZIT D PD-L1 ORREELL, TS, RS,

& OMBAMED U ST S,

BT A DB T4 & PD-L1 SO S, PD-1 & PD-L1 O ILES
OAEERH B O T EE A BRI A S 2 EARM SN TE Y, B A TR O &
LTHfFan D,

AFiT, PD-1 & PD-L1 LIXPD-L2 i U > FOFAEFMET D 2 &Ik v BE
e NERBE T O RIS E RAVHIIEEME T U SR TR L &, PR e A PG ML
T4 L CHMES R T D

AT AR I S < B ORE RURIZ X 2RI S S St BRI
5 AR B B, RFOR PR U G #%ITIE, BHOBEE 00T, BE R
AV HEA T, B EL U RIS U 7D PR A il & R A RO BERT &l L Tl
B AR SRR 2 4T\ BB ORISR E ARWER A BN 2 AT, RIBRE AV
T HIOE G HOHUILME LT O LERH D,



3. ﬁﬁiﬁiﬁ
IBRHE
R,

[ & %hit]

- FE3E O AN HIRR At O FRFE

DEFELE S 4B E (KEYNOTE-024 3 5)

BRI A 4T - 7o E R BIAEREBR O %

{LAFHERR O 72\ EGFR 85 TR, ALK S EETFIRM%ER T PD-L1 Bt (PD-
L1 238 L2 lEEMIas S AEHE (BUF TTPS) L 19H,) 250%) ' oo GIBRAHE 72 ik
17« FROHNIBIELE 305 5 (RARAN0FZED) 25R10, AH 200mg3 i
MimbE (CUF TQ3w) & a, ) BE5ORIMERUREWN, 7F F iK% 5 ol i
PHLEERE (LT [SOC) &vvd, ) #6BRE LTHEESHhE, fofs, BT cER
ETT ARG LN EEIs, BUEET 2T TN b ARV EO BRI EE L TWn

DB T, RELBEOBRTM CREETARDOND £ TAR R 54 ke 5 -
ERFRE L SALV FEEHIE B S A TR (BUF TPRS) 205, ) L RilkER
A 32 HFWM (LT T08S) 235, ) & &n, FANLT I F k% 5tk
BB LT, PFS, RUNOS (hAEST) #HBICER L,

oz Rms ik & U T IERFEER S TV A PD-L1ITHC 2203 pharmDx [ 4 =2 |
EHwTHREIR:E,

¥2:24 WAFTHRSENLEVIRFOREEHIE L £ 0%, FREITERD i
BBEHEMTEL DL SR,

1 AHEEE (KEYNOTE-024 BE)

AH 200 mg Q3W 7/,_:7 ?'}‘Ji'}’é%l] ;5:
(151 4i)
HyfE [A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS’! A R 0.50
(95%CI) (0.37,0.68) —
P " <0.001
Rl (A NE NE
(95%CI) (NE, NE) (9.4, NE)
0s* AP R 0.60
(95%CD (0.41, 0.89) —
PiE"™ 0.005

CESEIEI, NE . #5277, :RECIST # A F74 07 1.0 BUCE-S< phsrsfig . *2 -
fé;'-%u Cox el — Fes iz CL T F ARSI e, 3 BRla T
TR, ¢4 PEIREREEOF — % C2016ESHIRB Iy AT



100 &
aQ - \\ — AR QIVY
80 - I
g70
E‘H!t 60
& 50 |
B 40 - {
@E ] %
B 30 Yot
20 ) T n%;‘ B ey
Q 3 6 G 12 HE) 18
3 e
at risk piiid b e a2
FH200mg Q3W 1654 104 89 44 22 3 1
FEFFEERSCEERE 151 99 70 18 9 1 0]
E1 ST & B PRSO BRI O Kaplan-Meierfii#f (KEYNOTE-0243R)
(PD-LIBHE (TPS=50%) OAFEH)
100
g
B
Ih
i#H
20 | — mmmomg aw
10 T FHERESE O
0 : . . r -y v . o
0 3 6 9 12 15 18 21
at risk¥ TR (A
AHFI200mg Q3W 154 136 121 82 39 11 2 0
TS5FFERRZU(LREE 151 123 106 64 34 7 i 0

E2 OSOHEMHTREOKaplan-MeierBi#t (KEYNOTE-02438R)
(PD-L1BEME (TPSZ50%) DRFEM)



OEBEHEFEFE T /IR (KEYNOTE-010 A5)
7T FFRA &R 28T 5 PD-L1EYE (TPS=19%) 2 O e/ e
17T - BREOIE/IBIEMEER 1,033 6 (BEA 91 fl2E) 2510, &% 2 mgke

Q3IW &5 TN 10 mgkg Q3W G OHMERTE SN,

K& vk (LT

MDOC) Lvh,) &xBELTRF SN, 28, B TR BETRERD Lk
Bais, REBETHRTERBIRD S A WEORRMNICEE LTy A BE T3, &kl
LA DB THEBET RO LN D F TRAIOER Sk & TTRE L A/, FEE
EH L OS LU PFS & &, AHIIDOC S L T, OS2 HAEICHE L=,

*]

*2
3:24 AHETREINZSBREFFOEELPIL L, TOH., FEEETHRED OGS

D EGFR B TEEBM T ALK BEEEFEBLORE T, 7S s+ g

FRRIC L AR A £ F 1 EGFR [LEME T ALK [EERE 4 F 3 A58
BEAICLLBEREE T ARFNHAAN LN,
PD-L1 IHC 22C3 pharmDx T4 2] OFAEX » P& HTRE S,

DICREGHERTEL L Eah,

2 BYMHEE (KEYNOTE-010 RER)

AA 2 ma/kg A 10 mg/kg DOC
Q3W Q3W
(344 7)) (346 ) (343 #1)
drdetm (A 10.4 12.7 g5
(95%CI) (9.4,11.9) (10.0, 17.3} (7.5,9.8)
0S | /~HF— FEET 0.7 0.61
(95%CI) (0.58. 0.88) (0.49, 0.75) —
p i < 0.001 < 0.001
Cl: fEIER L, *1: BRI Cox IL#l " — FEFNIZL S5 DOC & Ok, *2: BRlo 75 v 71
100 “wﬁ e ’ e e e e
901 ™ e P T MEFKE QAW
80O - o EE gtk QW
70 - e EESFLI
® 601
ﬁ 50 - e,
# 40 " %%&& ity l@izu EB.E.‘f!I : 8t
30 1 .
20 A Bib 0
10 -
0 5 10 15 20 25
at risk¥ SRR (R)
47 2mg/kg Q3W 344 259 115 49 12 0
FR10me/kg Q3W 346 255 124 56 6 0
REsFE 343 212 79 33 1 0
X3 OS DEMMHTEFO Kaplan-Meier Bi# (KEYNOTE-010 3E)

(PD-L1 BBt (TPS=1%) DHBEFEM)
6



@E LR 5 A 38R (KEYNOTE-189 3U)

IEREmE O A, EGFR M TR RERYER Y ALK @G E TR oulkR R
17+ BEROMIFE LRIESaE B ole 6l (AARAN 10 WA EL) Z68i, AH
200mg (Q3W) . A Lt NF U T akFl WF T4 RLFE R Evd,)
BT S F A (CATSF AR TITF ) OFREYE (RRIFEED Yo
MR OSSR, 7R, A Mt FRUT I FRAONHRRE (L5
R T EREE U TEERBRBR TR SN, MEEE b 75 RIS R
INRHE T LIORIR L, BEIER 4 a2 ETE Lz, A2k, FMEFHETRAET SR
WO A T R A R TR RS O NV EOERMIIZEELTWIEET
. RELARR O S ETAG TIBEIT AR D LD E THA L A b LRt FOEATRS
kR A D LN ERE R N FEIMEEE L 0S RUPFS & &, ARAL ~A b
Lt RERDT I FHREOHEARSET 2R <A hdt FROT Z F 8RO
S &b LT, 08 K UVPFS - BIDER L7z,

#] KA 200 mg, LA B LEE FS00mgm?, PRTY T F L TS mgm? T A ART T F
AUCS (mg* mL/min) OEIZ Q3W (Fz— 2@ 1 HEIZIRE) T4 a-28E5%, K
#2200 mg BG4 R LA 500 mg/m? S QAW TR ST,

#3F SR LA R L FEE R S00mgmE, AT T TS mg/m® XA AR T T F s AUC
5 (mg- mL/min) OHEIC QAW (F=a—A@ 1 ARIRE) T4 a—2fghfk, 791
RRUASA b LFEE R 500mg/m® ¥ Q3W Tl & &z,

¥3:24 7 H E TR SIS RANOES & PIE L, Fok, REETSREO LRITE
B HNATCEL L EENT.

#3 HHEEE (KEYNOTE-189 #ER)

ARFIOE R Lo BRI
(410 1)) 206 f5)
Hrakefie [H NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
0s™ NH— WHT 0.49 '
{95%CT) {0.38, 0.64) —
P g™ < 0.00001
rhdefE [H 8.8 49
{959%CI) (7.6,9.2) (4.7,5.5)
PFS™ ™ A BT 0.52
(95%CH) (0.43, 0.64) -
P {E"? <0.00001

Cl: {E4HKA . NE @ #4579,

B Cox @Y — FEFIIC

Lo S

KAETTER, ANA P LxY
DFREEE & DIE:, *3  BRIE 7 ) B,

AT F -2 2017 E NN B S Ay MAT,
WR UV 7 - B L Bk
%4 . RECIST # A K54 1.1 hiZ




L6
340 ' '
30 7
207 ——— sE200ng QIW. SARLE ERRUTSFH BN RILSEGE
10 7] e IS0, KA ERRUT ST HREEEEEE
0 T 1 L) 1] ¥ T
0 3 6 9 12 15 18 21
at risk2 ==red SELHE)
FE200mg Q3W, ~
ARLFERRUTSF 410 377 347 278 163 71 18 0
TERIGRLRESR
FI3th, AKXt
ERUTSF raEIHS 206 183 149 104 59 25 8 0
{teES

B4 08 OFMEMRHTHEO Kaplan-Meier #i# (KEYNOTE-189 35%)

at riskE
FE200mg Q3W. R
AbECFFIGL
KERRUTSF R
FStE, RXMEY
FIPUDLKRERU
TrFruE

100 poo
219 :afﬂ% ERWLery OB, rprL S Urrhuo nEmn o ss r s
&0 -+ - -&w‘ s FRREL AL ek T R U T 5 R
B 70 - ‘
g8 60 -
gyi—z
i 50
g;_«; 40 N
30 ke, SR
20 - boa
10 1
¢ 3 6 9 12 15 18 21
RIEREFIRIE]
41C 322 256 148 60 i7 5 0
206 140 8O 40 16 3 L ¢

K5 BERTHIHEEIZLS PFS OFEAENTRO Kaplan-Meier Iﬂﬁ

(KEYNOTE-189 8B



(@[ B 2 ) 45 IAE R B (KEYNOTE-407 3U5)

(2R IR 2o v IRRANAE 70 AT » 5 O R P2 L A FE /N Aa iR i 559 Bl (A AR
MOS0 RS T BRI, AHKI 200mg (Q3W) . AART I F RTINS ) FEEL
Widsss U 2 F A (FAT I CBES) (LT Tnab-PTX: &0 9.) OfffERE OR
FBEME) " OFHMEERUOEREMRN, TR, AARTTFRUAT N T FELR
' nab-PTX OUFE S (b3t 24 M e L “EEREB ol shvz, Wil
Lb . o%Z U 2 00T nab-PTX b, BMEMRBE Z L ICEBRL ., RETRN4 =
—AETE Ui, 25, B CHRAGEIT AR Do e BT ek
PRELD B WEDEREICEE LTV A BE T, RE RO M EFE TR EET S
W LD E CTAERIOER G RMET 5 2 SN FHES Sh”, FERTHIEE R 08 kT
PFS b &1, AFl, AAET ST F o RUAT ) 2 H 10 T nab-PTX ORI G 177
TR, BARTIF RO U Z X E A nab-PTX OFHHE G & ILIL T, 08 &
U'PFS #HEIZAER L7,

*1 ¢ ARA 200 mg, 237 U ¥ F L 200 mg/m® T nab-PTX 100 mg/m?, AR T T F L AUC
6 (mg - mL/min) ONEIZ QAW (K#l, +$7 ) # FLARUGIART T F L HLET—2
1B ECERS . nab-PTX IEE&=Z— 20 1, 8, 15 RERY) T4 a—25E. &
#) 200 mg 75 Q3W THEHE I,

%2 0 ST A2 Y & 200 mg/m? U3 nab-PTX 100 mg/m?®, BT T AUCE

(mg - mL/min} ONEIC QAW (KRHE, /327 U # XX A RUHAFRT T F L ilfa—AD
| 3 EICHY, nab-PTX i2&=—RM 1, 8, 15 HHIZEY) T4 2—2GH%, 77
RN QW TR &,

%324 4B CRESNAHSERFOBEE RS L, 20K, RBRTAEL LALE

BICESHEATELA L L SN

F# 4 HIOMERBE (KEYNOTE-407 3 ER)

AN G TR (St 3v e
(278 ) {281 #1)
daofefe (A 15.9 11.3
{95%C1) (13.2,NE) (9.5, 14.8)
Os™ oA — BT 0.64
{95%CI) (0.49, 0.85) -
P ™ 0.0008
Hedef [H ] 6.4 438
(95%C1) (6.2,8.3) (4.2,5.7)
PFS™ ™ AN 0.56
(95%CH {0.45, 0.70) —
P <0.0001

Cl- EFAKIE. NE: HEEAA, *1: REAENHEOF —2 201844 A3 A Ay A7, #2018
P Cox Bl AT — REFAILLH T TR, ANETZF RO ) F FE/0 03 nab-PTX
O F Ok, %3 BRI ST S TE. %4 RECIST #4 K7 A » LTIZE-SL B
TR AT P S



100 7

30
80 -
70
& 60 1
ﬁ 50 -
# 40 -
30 T
20 - B
i e EERME GW. DT IFURENI U LU S S L
18‘“ e e F 3R HLETSFURUENTU S AR nab {7 USRI
0 3 6 g 12 15 18 21
at risk¥y R A]
AZ00mg QIW. HLK
ISFURUATUSERL 278 256 188 124 62 17 2 0
Qtnab-i7Y 9340
50k, HVETSFY
RUAIUSHELRE 281 246 175 93 45 16 4 0
nab-N7 U 9%t

6 0OS ORI Kaplan-Meier 18 (KEYNOTE-407 38)

— FE g QW DR TIFIRUNDU SF R s P US STl

e e FEQE, ALHTEF VRN TUIFRAR nab-t2 U S £

o wl,

100 =
90
80 .
& 70 -
ﬁi 60
50
gg 40
g 30 7
20
10 1
O .
0
at risk$l
FE200mg Q3W, BlLK
TSFURENIUIFEI 278
Rbgnab-n2U g%
T3tk HLRTIFY
RURIUSEELNG 281
nab-1T7 U9+

3 6 9 12 15 18

HERETHRR]
223 142 57 23 5 0
190 90 26 12 4 0

X7 ERTHRHEEIZLS PFS OHRARITRED Kaplan-Meier

(KEYNOTE-407 #B&)

10



O [IJ i.l\<

1b+ﬁﬂi—1ﬁ@ v, EGFR Bin 1%

HEITARD 6L &

Bl Tl 2,

2024 7 B £ TR SRES
BB EEETES D

(54 M AH 3SR (KEYNOTE 042 nzt%'ﬁ)

el ALK b EE a1 iatE K UV PD-L1 BBTE (TPS
Z1%) " OUIEEARE A IELT - ﬁs%éd)élc ﬂﬁﬂ@ﬁﬁ&%éf 1,274 5] (B AN 93 i) &51e)

12 ASH 200 mg Q3W 5 DA IER UV
ZwtBR & LU TRET Sz, e, 11%{222”115'6%33%5’%??“7»
TR AR B A WEORREMNIZEZE L T T
¥ TAK O R

0S & Xh, AFliL7 I F Az RR e LT, OS ZHE

*omoonsmr CBEER L L TEREAGE S TV A

/AN

7 FF A E TRk
Lh b r:l NN PGS T
P iRl DL o 46 S il T

- & SR -r;--'g;ﬁ%waﬁrfi A%

BAFIOREEPIEL, T0E,
LLaEnhi,

CIEE LT,

PD-L1 IHC 22C3 pharme [4 )

HEFTAVEE W BT

£5 HFYMAKE (KEYNOTE-042 RER) (PD-L1 B (tps=1%) OBEREH)

AH) 200 mg Q3W

77T AT

{LFEHE
iLE 637 1% 637 17
; R FoafE (R 16.7 12.1
U])'ES?;LTH 08" (95%(:1) (13.9,19.7) (11.3,13.3)
(4 4 ) AV IS 081
(95%CI) (0.71,0.93) —
P i 0.002
IR 299 {7 300 4]
~ e [H ] 20.0 12.2
TPS=30% | (gn (95%C1) (15.4,24.9) (10.4, 14.2)
O HB T BRI o
- R 0.69 B
(95%CI) (0.56, 0.85)
ks 338 {1 337 {1
- e g (A ] 13.4 12.1
Sg;T ZS%L/ | osT (95%C) (10.7, 18.2) (11.0, 14.0)
- ot R 0.92 _
(95%CI) {0.77, 1.11)
Cl - EREIKR. *1 : ARG oF -4 2018 82 B 26 00 » M4 7, *2 2 BAY Cox Hefil

— FET L L‘ BT WA B SR E & O TR, %3

11

JERin 75 s T IRE




100
90 1
80 1
70

& 60 1

B 50 -

s 0 ]

H# 40 1
30 1
20
10 A

0 6 12 18 24 30 36 42

at risk#k ERFRR A

AE200mg Q3W 637 463 365 214 112 35 2 0
TSFTEEESCLPEL 637 485 316 166 88 24 1 0

EH200mg QIW
o e e ISP RBESUIEEE

8 0S8 DHEEHFEO Kaplan-Meier B1# (KEYNOTE-042 2B
(PD-L1 BBt (TPS=1%) OBRHEHEME)

12



[Z2tE]
DER LR AR (KEYNOTE-024 3X50)
AEEGITAFITE 148/154 ) (96.1%) KU SOC # 145/150 5] (96.7%) (ZFd® Hiv, 1A
B L OE SR AT E T E S WTEESIL, FREN 113/154 7] (73.4%) KT 135/150
(90.0%) I BLRE, WTFRHhOBETREREN %LU ELOBIEMEITROLEN Th-
ot
#£6 VWTRHAORTREER 5% EOBER (KEYNOTE-024 R (RSN N S 4eH)

#wEBIRSH#H (SOC: System FlE (%)
Organ Class) A Fl SOC B
HAZE (PT; Preferred Term) 154 {51 150 {7
IMedDRA ver.20.1) £ Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
FRUER P13 (734) 40 (260) 1 (0.6) 135 (90.00 77 (513) 3 2.0y
MEds LTR RS
B 8 (5.2 3 (19 0 66 {44.0) 29 (19.3) 0
£ BRI R 1 {0.6) 0 0 8 (53 2 (1.3 0
FE R ER 1 (0.6) 0 ] 34 (227 20 (13.3) 0
AR A 0 0 0 17 (113) 8 (3.3 0
PR A i
LR RS RE T " an ] 0 0 0 0
B RE IR T 12 (18 0 0 1oomn 0 0
el e
R 6 (3.9 0 0 17 (11.3) 0 0
T 22 143 6 (39 0 20 (3% 2 (1Y) 0
i 15 (9.7 0 0 65 (433 3 2.0 v
REOE 4 (2.6) 0 0 18 (200 2 (1.3) 0
et 4 (26 1 (0.6 0 30 @0m 1 (0.7 0
fi’” . %Hsu 4 LU S ER O
5 {32y 1 (0.6 0 73 2 (1LY 0
16 (104y 2 (1.3 ] 43 (287 5 (3.3} 0
e 12 1 {0.6) 0 ] 9 (60 0 0
FieEh 16 (10.4) 0 ] 8 (53) 0 0
JIIJ)\-{.}J.
ALT 1840 10 (6.3) 0 0 7 &7 ¢ 0
AST 80 § (52 2 (1L.» e 5 (3.3 0 0
i 7 LT = 3 (1.9 0 0 15 (10 1 07D 0
o sh R4 0 0 0 20 (13.3) 6 (4.0 )
1 AN sl 0 ) 0 18 (1200 9 (6.0) 0
v i B AL 0.6 ¢ 0 16 (107 3 (2.m 0
{88 LU EE
frknR 14 (9.D 0 0 39 260y 4 27D 0
{f-e 2 3oy A fUE I (0.6 0 0 9 (6.0) 0 0
R AR LU SRS
E2NeiET 13 (8.4) 0 0 4 2.7 ] 0
TR RIEE
R A I 0.6 0 0 15 (10.0 0 0
HE= o T IF — 2 {13 0 0 9 O 1 ©D 0
REOE B ERERdS J U R I A
I A2 8 (32) 4 (2.6) 0 1 ©n 1 ©7n 0
K5 L UUR TARmEE
A 0 0 0 12 (8.0) 0 0
F R v 8 (5.2 0 0 0D 0 0
=R 12 (8 0 0 KN X 1)) 0 0
e noIn 1 {06 ] 3020 0 0




7pd . ARBEZ BV CHEEEMES 9 ] (5.8%) . KIBAK - EEOTH 8 #i (5.2%) |
MRS (FF7 2« S U—EREEEE) 261 (13%) | FTHREREE 22 6 (14.3%) . Bk
MREERERES 21 41 (13.6%) . TIRARHEAEREE 1 41 (0.6%) . 1 TUBERM 14 (0.6%) .
WHERERR S URMIEITEIERAS) 1 (0.6%) . BEFR 16 (06%) . 548 - RERUT B
fEREI 161 (0.6%) UM infusion reactions ) (3.2%) HER®HLhi-., -, BEOKE
E (BERRARE R, S0, ERMES) | SIBRAERE | SRR LA, M
g% - BEELR . R D BEA, DR, BRI AR MR . B i M 0 ORIEER
BIRS b e o, REMEARBRIMIMEEES EEREERATEET) 251
EHERETT,

CEBEIEFH T/MERE (KEYNOTE-010 #5%)

A EFZRIT 2mg/kg Q3W & 331/339 7] (97.6%) . 10 mg/kg Q3W BE 330/343 %1 (96.2%)
BT DOC ¥ 297/309 8] (96.1%) 2@ bh, BRI oREBFEATE CE VA E
BT, ThEN 215339 ] (63.4%) . 226/343 #1 (65.9%) R TUX 251/300 6l (81.2%)
[ZF8 BTz, WITN OB CIRED s%UL EOBERII FRO 280 Tho 7,

£7 WTHhHORTHEIENE 5% EOBHER (KEYNOTE-010 BB  (R&NRITSREeR)

FBERIATE (SOC: System g (%)
Organ Class) 2 mp/kg Q3W 10 mpikg Q3W 3% DOC B
HAREE (PT: Preferred Term) 339 41 343 4 309 #i
(MedDRA ver.20.1) % Grade Grade 3-4 Grade 5 & Grade Grade 3-4 Grade 5 % Grade Grade 3-4 Grade 5
SRHEA 215(63.4) 41 (12.1) 3 (0.9) 226 (65.9) 33 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) S (1.6)
fkds X O LoNEREE

i 10 29 3 (09 0 14 (4.1 1 {03 0 40(12.9) 5 (1.6 0

R 1 (03 0 0 1 (03 0 0 44 (14.2) 38(123) 0
PI4yilhE ' ' ' '

R e T I 25 (7.4y 0 0 2367 0 0 1 {0.3) 0 0
B ik

T 24 (7. 2 (06 0 22 64 0 0 56 (18.1) 7 (23) 0

Bl 37(109) 1 (0.3 0 3t (9.0) 2 (06 0 45 (146 1 (03 0

K198 13 38 0 0 TR0 1 (03 0 430139 3 .0 0

NEn: 12 (35 0 0 13 (3.8 1 (03 0 24 (7.8) 2 (06) O
—i% - BEIEEL I U Ok

48 F1E 20 (5.9) 1 (B3 0 19 (5.5 2 (0.6 0 3513y 6 (19 0

e 46(136) 4 (12) 0 49(143) 6 (1.7) 0 76 (24.6) It (3.6) 0

HiftEiEE 5 (1.5 0 0 4 (1.2) 0 0 21 (6.8) 0 0

b3 10 (29 1 (03 0 4 @4y o 0 17 (5% 1 0% 0
Rl A ' c ' '

1 TP ER SR _ 0 0 0 2 (06) 0 0 24 (7.8 19 6.1y 0

FRERE 309 0 0 3089 0 0 17 (5.5) ] 0
RERE 5 1 ONVE P RRMEREE

B AE 309 0 0 206 0 0 101327 2 (06 0

F 5 JERE 25 (7. 0 0 32 (93 0 0 5 (1.6) 1 (03) 0

ik 20 (86) 1 (03 0 44128 1 (0.3 0 14 (4.5) 0 0

7835, 2 mg/kg Q3W BERUN 10 mg/kg Q3W BEIC B WTZ i, VMRS 15
(4.4%) KU 146 (41%) . KIBZ - EEOTH S B (1.5%) KU 24 (0.6%) . &
FE oo RE IR (RREHEIERRAE Bl 2T B, JAFIEIESE) 1 91 (0.3%) KU1 1 (0.3%) .
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AR (T 2 - S U IEERES) 26 (0.6%) RUN3H (0.9%) | ITHEREREE 23

(6.8%) K221 (6.4%) . FUILIREEREREE 32 1 (9.4%) RU35#) (10.2%) . Tk
RHEREREE 1 3 (0.3%) TR 1§ (0.3%) . “IJWM%H.; BEE 2 4 (0.6%) LT {0.3%) |
T AUBEERE 1] (03%) TN 2 ) (0.6%) . BHEREIEE (RMETHEMES RS 4 1
(1.2%) RO0F, a1 (03%) RO F, 9 - MREGHAMEIE 1 # (03%) RO
O {4, infusion reaction 2  (0.6%) FUre6 il (1.7%) 23R &z, Fhm, WIEALH
fE. W% - BERESS . S & HIEA, DA, rErhif MR R SREERS, dE i YR il B O
FRIFEREE IER O b hviehoTo, KR 1’5%%&%4&:&& EEES (BRREMRAEEED)
BobEiRE R AR,

B[ P[5 8 M AH A KR (KEYNOTE-189 545%)
4% i 334% FLASEIOF BT 404/405 71 (99.8%) ?xU\x]‘ FREE 200/202 ] (99.0%) (238 5
TEERSE L OB EBR AT E TE RWEERRIL. TN 372405 1l (91.9%) K
U“ 183/202 5] (90.6%) 12§ BTz, b\*e‘*‘:m’mf)%ﬁﬁ“@%{%ﬂ%%iﬂi 5% EORIERIZ T #
OEEYThat,
£8 WThrOBRTHEEEY 5% EOBEH (KEYNOTE-189 BB (AT NSEM)

$3E W57 B (S0C: System 3 (%)
Organ Class) AN R LR
HAEE (PT: Preferred Term) 405 #4 202 #
{MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 2 Grade Grade 3-4  Grade 5
S EIEIR 372 919) 193 (47D 9 (2.2) 183 (50.6) 80 (39.6) 2 (1O
Mipeds LU o ARRE
=yl 154 (3800 55 (13.6) 0 77T O(38.1) 27 (13.4) G
EEMEAT B BRI 25 (62 24 (39 0 4 (20 4 (2.0 0
£ B b B 22 54y & 20 0 12 39 1 {05 0
4 v b A 101 (249) 59 (14.6) 0 45 (22.3) 22 (109 0
Lzl~$fx?}3€f} i 69 (V7 31 (1D 0 27 (13.4) 13 (6.4) 0
22 (54 2 {0.5) 0 3 (L) 0 0
51 (12.6) 0 0 14 (69 0 0
67 (16.5) 0 1} 24 (119 0 0
78 (19.3) 15 (3.7) 0 22 ¢109) 4 (2.0 0
Bl 187 (46.2) 12 (3.0} 1} 90 (446 4 (2.0 0
s 26 (6.4 2 (0.5 0 15 ¢4 1 (0.5 0
Mg - 74 (18.3) 70N 0 39 {193) 4 (2.0 0
— B - AR S L O S T
N IE 53 (131 16 4.0y ¢ 31 (153) 3 (1.%) 0
e 134 331y 20 (4.9 0 62 307 3 (1.9 0
FhEE Y AE 30 (74 30N 0 4 69 1 (05 0
FAH IR 27 (6T 0 0 12 (59 0 0
THER 24 (5.9 1 (0.2 ¢ 4 2m 0 0
IR G TN A U
FERES 20 (4.9 1 (0.2) 0 10 (5.0) 0 0
ERfRiR
ALT 8470 3 (9.4 2 (03) 0 16 (7% 3 (1.5 0
AST 0 28 (6.9 0 0 L 1) S T (1 ) 0
mrhz LFFmmm 32 (1.9 102 0 12 (5.9 0 0
£ R 22 (5.4 7 (L7 0 12 B9 6 (3.0 0
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ERERIKSYHE (SOC: System A ¥ (%)

Organ Class) A FI A {b s kit
EAZE (PT: Preferred Term) 405 i 202 7
(MedDRA ver.20.1) % Grade Grade 3-4  Grade 5 % Grade Grade 3-4  Grade 5
TR LR E
RERLR B 207 4 (1.0 0 42 (208 1 (0.5 0
Bv 77 ARIE 22 (5.4 5 (1. 0 3 (L5 0 0
IR o ' C R R
BERE 37 @D 1 {02 0 14 (69) 0. 0
RN s X U AERkEE
T I g 05 1 2.0 0 0 12 (5.9 0 0
FHEE 37 (9.1) 0 0 12 (5.9 0 0
BB 51 (12.6) 35 (1L.2) 0 17 (84 3 (1.5 0

7R E | AR TRIBEE MRS 16 1 (4.0%) . KBB4 - B O FH 20 4 (4.9%) .
HIRBEE (FT o« NL—REERS) 10/ (2.5%) . FFHEEREE 62 ! (15.3%) . AL
IR aREE 32 (7.9%) | FEMMBEEEREF 2 61 (0.5%) | BIBREEERSE 1 41 (0.2%) |
PARBERRS 1 1 (0.2%) | BMEBREREE (RMMERTEMEEAS) 2501 (6.2%) . &2 H

(0.5%) B Ulinfusionreactions 41 (1.2%) 2388 bhi=, 7=, BEOREEE (KE
FIRRARAE G RE, TZRIBE, JERRIES) | 4G - BRI RERARAE . EEFSMESE . MMt -
BEREZE, S E MR, LR, TR M R SR BT, IR e i B DR R R
WD BV T, REEA BB IR ESR (BEMERRS 4850 2 8e8s

@EAE R MRS (KEYNOTE-407 548

A B RILAAINE 273278 1 (98.2%) B UNGHREAL 274/280 ] (97.9%) 28 oh,
B - ORRERATETE 2V EEHSE, Fheh 265278 # (953%) K
249/280 # (88.9%) (RO L, WTHHOBETEIRFEN 5% U LORBERIITED
ERDTHhoT,

F9 WO TREEN 5% EOBIER (KEYNOTE-407 BE) (B2t as)

BRI (SOC; System B (%)
Organ Class) AAN 3 R {EE Rk
HATE (PT: Preferred Term) 278 280 7
(MedDRA ver.20.1) % Grade Grade3-4 Grade5 & Grade Grade3-d  Grade
EEIEM 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1)
IS LR RS
el 123 (442) 38 (13.7) 0 117 41.8) 43 (15.4) 0
TR T ER A 14 (500 14 (5.0) 0 0 36 10 3.6 0
F3 a0 BR 4 o 23 (8.3 12 (4.3) 0 19 (6.8) 12 (4.3 0
T P BRI E 97 (34.9) 39 (21.2) ] 86 (30.7) 63 (22.5) 0
i R E 81(29.1) 18 (6.5) 0 58207 16 (5.7) 0
P E '
FR 4R R B A TR 17 6.1 1 (04) ] 2 (0.7 0 0
SERTN T S 16 (5.8 0 0 3 (L) 0 0
i £
{HEE 31 (112 1 (04 0 25 (8.9 0 0
T 61 (21.9) 8 (2.9 0 47 (16.8) 4 (1.4 0
Bl 85 (30.6) 2 (0.1 0 71 (254) 3 (L1 0
W it 36 (129) 1 (04) 0 25 (89) 3 (1D 0
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SEBAEE (SOC: System it (%)

Organ Class) A B {LmiE
EAZE (PT: Preferred Term} 278 {51 280
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade3 % Grade Grade3-4  Grade §
TR R RE R L O G ML e .
4% 46 ¢16.5) 3 (1.D 0 41 (146 6 (2.1 0
" 54 (194) 7 (2.9 0 52 (186) 7 (2.9 0
PR A TR :
AST #8/m 14 (5.0) 0 0 5 (18) t (04 0
i R EREGE 24 (8.6) 17 (6.1 0 28 (10.0) 24 (8.6} 0
i | HE Rl 23 (8.3 5 (1.8) 0 16 3.7 6 (2.h ¢
B ri B 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
1 DO RES
BREGR 47 (169) 5 (1.8) 0 37204 4 (1.4 0
= P2y AIE 15 (5.4 1 (04) 0 9 (3.2) 2 (0.7 0
?HJ i ﬁ% B LU
36 (12.9) 1 {04 0 24 (®6) 2 (0.7 0
32¢1L5) 2 0D 0 26 (93 1 {(0.4) 0
23 (8.3) 0 0 7 (2.5 0 0
- R — 35{19.8) 3 (1.1 0 37¢13.2y 2 (07) 0
15 (5.4 1 (04 0 13 (4.6 1 (0.4) 0
i —@ 8= 31 (11.2) 0 0 36 (129) 2 (0.7) 0
4 F ¥k d\hz_ fﬁﬁfé‘i!é[iﬁi%
B 0E 126 (45.3) 1 (0.4 0 100 357 3 (LD )
F 5 RERE 29 (10.4) 0 ) 15 {5.4) 0 0
3695 28 (10.1) 0 0 20 {(7.1) 0 0

Fpds . ARFIREC SO TRIEMENR R 14 51 (5.0%) . K%K - ?L-‘{CD MR 14 B (5.0%) .
HpRPEE (T v - N L —fEEREEE) 5501 (19.8%) | ATHERERET 26 {91 (9.4%) . WK
s EEREE 31 ) (11.2%) , FIRAHEEERETE 2 1 (0.7%) . BHESRENSE R HEE
o) 6 (2.2%) )}(Umfusaonreact:on(i@l (2 20%) MERH ?)jbto Fm, SO
FhaE (R ERSRRAE R0, 2RI, *E’U\L &) | RIRRERERCE. 1 AEERI. I
g5 W - RERUTTERARIE . EEMIE T, ML - BEIRAE, B & DML, DA, SEE
LSRR D PSR B mMHﬁm&Uﬁxw4 VR B in o o, AREITER RN
BB S (BEREMRN 2 S FEURIRRE ST

EFE B LR B MARRER (KEYNOTE-042 35#)

A T AR 6107636 1] (95.9%) R UMESEFRLEE 606/615 7] (98.5%) IZRBa 6
M. BB L ORBBEAEETE RVEERERIT, TnEN 399636 7 (62.7%) K
TR 553/615 1] {89.9%) (ZERH &7, W mb)oﬁzéf%ﬁfﬁ E0% S%LL EORHERIL T

DEBHTHI,
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10 WTFRHORTREREES 5% EOBER (KEYNOTE-042 B8  (Z2EEirdesl)

BERIAEE (SOC: System g %)
Organ Class) A L5 mEER
EAZE (PT: Preferred Term) 636 15 6135 17
{MedDRA ver.20.1) % Grade Grade 3-4  Grade 5 % Grade  Grade 3-4  Grade S
LRI 399 (62.7) 104 (164) 13 (2.0 3553 (89.9) 246 (40.0) 14 (2.3)
M LY o REEE '
i 35 (55 4 (0.6 0 229 (37.2) 80 (13.0) 0
=8 G N d 10 (1.6 0 0 35 (57 10 (L.6) 0
& kT 5 (0.8 T 0y 0 88 (143) 46 (1.5 ]
AR TR 305 1 02 0 56 (9.1) 10 (1.6) 0
B R Bk TR 37 6.8 1 02 0 1 ©2) 0 0
AR SRR TR 69 (108 1 (02 0 2 (03) 0 0
EhelaE '
EE 8 (1L.3) 0 0 68 (11.1) 0 0
T 34 (53 5 (0% 0 46 (7.5) 0.2y 0
i 31 4.9) 0 0 184 (299 7 (I.h 0
ar 7 (LD 0 ] 31 (5.0) 0 0
IR 15 Q2.4 0 0 97 (158) 2 (0.3 0
—E - EEEER LU E MO E
7 AE 27 42y 3 (0.5) ] 60 (9.8) 10 (1.6 0
e 97 50 (7.9 3 (0.5) 0 102 (166) & (L3) 0
BT
ALT #5450 45 I 9 04 0 53 (86) 5 (0% 0
AST #3/m 41 B4 4 (0.8 0 2 68 2 0 )
I P ER B 2 0.3 0 0 86 (1400 34 (8.8 0
i /AR b 203 0 0 64 (104) 20 (3.3 0
A i ERE L 3 0.8 0 0 71 (115 32 (5.2 0
{CEdS K UM R o o
JEXH RIS 40 (63 5 (0.8 0 1098 (11 9 (LY ]
BRI L U Sl
R finim 27 (4.2) 0 0 46 (7.5) 0 0
et 20 (3.1 1 (02 0 50 (8.1) 0 ]
R R B
it 2 — @ vF— 1 (0.2) 0 0 56 (8.1) 5 (0.8 0
T = o — s F— 3 0.5 0 0 41 6.7 6 (1. 0
MEDR SR, BEshds L UMERREE ‘ Co _
Fitilig g 43 (6.8) 19 3.0 1 (0.2) ] 0 0
BRSO TS
Wi 9 20y 0 ] 136 (221 7 (1.1 ]
5 FERE 46 (7.) 2 (0.3 ] 15 (2.4 0 0
ik 46 (7.2y 3 {0.5) 0 27 (4.4) 0 ]

72 ¥ AFEEC B O TRVEEMER L 49 61 (7.7%) . KIBZ - EREEOTHI 10 #1) (1.6%) |
BEOKERE (REHERIBAEER, SR, BEXEES) 16 (02%) | HiREE
(F7 o« NU—JEEES) 161 (0.2%) . FHEREREE 76 1 (11.9%) . ARipkgeEns
Fo2 il (14.5%) . FERMAEEERES 3 # (0.5%) . BIEHEERE 3 ) (0.5%) . FHHeE
e (RAEMREEERASE) 36 (0.5%) . BEd 1 ] (0.2%) . DfEd 1 (0.2%) &
N infusion reaction 6 7] (0.9%) MERO LT, F7o. | BRI, B - B RAERE,
BAEMMEDAE, B4 - BRI, 5 DML, Stk /AR 36 BRI B i &
VIR RO b e o 7o, REWERARBLRLIIBEE S FEAREMEY 25 1)
EEUHEIHERERT.
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4, HEFRIZOWT

2F¥m0>ﬁiﬁk?mga LT, ARERAIE E L UERAGERE (R A oh Ty
AL Linh, YHHEABEYICERE TX IR THOLLEND D, TO LT, B;‘i’;é’nU
zﬂ%ﬂﬂT(mw) IS E . ARH OEE G S ERIEE O S B D fiaak
Tdh T, ARIOREISHES R EBAEZ2W - FEL. FRORSIC ;U?ﬁtmﬁﬁ%
BEL Lokt D T e R ) L FOO~@ O TRz iR B T
BRI A& THD

O WRIZOWT
@1 TR (1) ~ (8 mw-ﬂmm IR T AR THA L,
FIEL A

() A @ RKESEETS RO SRS (BT A RB i HE L AR BT
bt 7% ARz il i%%)."?-ﬂl}m\ i’(ﬁhljcﬁ“/vﬁﬁfﬂlﬁlvu&&) (GEIGAE 7 H 1 RS L 436
i)

Q)%&Wmﬂm({&BV?#ﬁlWﬁ . 86 Kiik)

(3) ANERF RS EE 278 AR IR (DS A S HOBLIETE B RBE, Y AR TR

W i, s /U‘/”\?!ﬁLfl’)‘%ﬁf-lLﬁlg}th &)
m)%km1%&+%ﬁﬁb PAAR AR EEINE 1| LA e (bR 2 o M fL v
AR R AETT - TV AHERR CERE29E 7 B 1 HIEFRL : 2531 FEgd
G)M%&m%ﬂkbg@wﬁWMaﬁﬁ TERDH AT T B Mg (CERE 29 7
1 B 1287 Bigk)

-2 Mﬁwmiﬁ@&U%Wm%ﬁwmﬂmv+%mmﬁk&%%%o@%{Fﬁw
DRSS T A ER) AL YERERORFICE T 2RROBELE & L TRE S
TWnWbH Ik,

#

o [ERESEFIREE 2 EOMBME RS T L BIT 5 L EO D ATRRR O BRRIHE &
FroTWA o, 35, 2N Rk, PAMMERLER I8 UERIEE S OHE &
&

fT>TWa o
o [EMGENREE 2 FOUMBHEAE T Lok 4 SR EOMKBERAH LT D
e Bt AL, B O M A SEMEE A E T IR 8598 T O BEAATHEE 2 1T -

TWB &,

@ %W@E%%ﬁﬁ%ﬁ@ﬁﬁmowr
BESE S S A TR i S A B E AR A S h, BRSO OMREN, 179 - &
L@%%?“M%@ N CNERN TR AT MR, AESEAARA LS oHE

R, HNELHTOROERBE TN D Z L

>
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® BHWER~OHIRITONT
®@-1 HEREHICEET S BN

IR RS OBEELRIWER S RA LB, 24 RFRIZHEEEH]| 0T, Sk
WIEE R BV T, B L ZEIERIOS U TAREEE U CT T 0B ER OB &
MO REN Y APIZE LR, BTN ERIAE S T WA b,

@-2 ERNEECLIATESAIGCETEMSE

WAL AN A MB R VLSBT AERESEREHEN =2 ) o/
EEOIEROALZ ) — = FETOERE LIERE LT TE D F— AEBREH
S Tna =k, 2B, BiHEICOWT, BPABRE L ZOREIZHSICAMANT
WA &,

@-3 BIEROZECHSIZE LT

BITER (UMM I . KB - B - EEO TR, IFBEERE « kiR
B, EHREREE (RIEREEERS) . NowESE (TRESEERE, TR E
BEEE . RIEHERERETE) . 1 AUMEIRIA . B DR, B - BREUMEMESE, IRk, EE O
FEIRE (B ASIEIRIE R . ZIH0BE, BOKEIES) | infusion reaction, iM% - Bl
FEIEREEIE, MRIEE (X7 - N —EERE) DR, BB ML (i
MM MR B TR SRR, A ., ARIEEREE, MEERRIERIES), MmERE SR, &
) (Cxt LT, SRR UL B E SRS O Mt A T A AR L L (BHEEO
BIRRRICE L TSR OEEEZZ T ONARMICHD 2 &) | L@ 0@
TELEHNE-STWD I b,
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5. BERRLRLBE
[tz 5%
O AFlOBEMBRST TEORFCIRBONTAHAME N RENTHD
o (EEEGEIED 2, HHRE%T%E@@HuKﬂﬁﬁLT@%&WPuu&%
M (TPS21%) DUIBRAFAEZMEST « B30I/ NI i S
o TIFFRRIA S LLFRER AT 5 PD-L1 BtE (TPS=1%) OUIERAGERR
AT - R OIS MAESRE (A, EGFR BEFERGE T ALK BEH
GT Mo BF T, FFEN EGFR F o 3% 7 —FREH it ALK Fo
v F—PHEAORERE T HBE)
¥, TPSIE~AT Y Aw7 (BT Oar =4 o2 (REA
PD-L1 IHC 22C3 pharmDx  [#'= ) ) 2JHNTRMETH Z &

@ AFOMOFESIEES & OFRR S TROBF IO TEME RSN T

B,

o AR NLFE RROT T FHUFE QS (LR EGFRIE
G2 RN RO ALK A BREFEE ORI AT - BROERF LY
/AR R B

o HARTIFLRUVIS U A X nab-3Y U H xRS e
EEEREIR O 20 O IBRRRE 2R HETT - TR R ORI LB/ it AT

@ ALAERRHIE O 22 BT - FREE O A IR R 1, PD-L IS C PD-LIESLE (TPS
=10 THRIE. KFIOBEME S BERT L% Thh, £l MLk &
T+ BN W EF AN A BA A LT, PD-L1I%E 5dﬂ&m=ﬁ‘ﬁ%30
P FAFILOHERIC 6 U TR A B bR L ot AR S A B R T D 2 &8
T%éu@ﬁ\ﬁﬁwﬁﬁﬂﬁtofmgmﬁ$%ﬁ4P74/%Dm$%%ﬁ%)
SERBET LI E Y,

D FRICHEET 2 BEI KT DA ORI RO IR 2 T A O S
BRAL S AT b, ARIOR RS 22 B A
. AR

RV o BHEEBEY A BT A v (H AR SR 1RV T ST A R IE D> DECOG Performance
Status 0~ 1 2 T 75 200 b A EECOG Performance Statys 2 7Y O BE T, B I #EAHER (FES
Fb L) OESEEAHELAh TR, 10X RBHE T, SRR H T D FAE RN &
HEEZLILS,

U2 pe0G o Performance Status (PS)

Score M

0 E{HERGEMTED %‘éiﬁiﬁf&ﬁﬁEﬁ'f—tfﬁfﬁﬂfﬂﬁﬂfﬁ< TA D,

AR L VEBIH ll% Ehoas, BIIAE T, BERECE - TOIERET ) ZLRTES,

Ul s, wEsEER

2 HIFTEECASOF ORI D O BT A THREEAERIITE 2L, H u}m 50%LEL Sy FA TR T,
3 BOLAFEASOEGEY DS 2 LITE fgt\ B dien SO%LM:%N\ v BT ;& e
4 ECENT AV, BaOgnEN O Eidel TERL, BRIy ] ﬂh?rr Ti| I,
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3
0]

@O THRHMOFDMENR RSN TV O EMEIEER & O RS

Z MBS 2 $0IE]

?E_Mﬁf BEIZODVTIARFIOREPEZ L IR TWD 2 Enh #5427
kT AN

o EFIORSITH LIREBUE DB ERE D H D EE

BFEAIOFHmIZ BT TS uw(ﬁ"?‘_;’ BEIZOWTIE, AROBR GEHIZ S A

AL ML OTEFERIRES 2SR | HECARZEHT L 2 ZBETE S,

«  MEMmEBEOLH R&igﬂ:{j?@&b BE

o ISR E AR R ORI E R & 5B 2 B R ONE S 00 KU AR B 2% R R B ik i 45
HORZRAEMNE AL L b D BE

. E CAREFRBOGH, B MEA2E L UTEREO B SR EBROEERED

LRE

. ”m@ﬁé‘@ CEIMErHIBERE - S ObABE

+  WEEOBREEREEAET RS

*  ECOG Performance Status 3-4 “2 o8

22



6. HEZBLTEETREEFR

@

AT SR TN A, BOERR T H R 2 BRI D & KR DR B UE

e EaY i SYNEIAT R £ %+ﬂ_@MLT#bEWT6:&

AR SIC A S RE T OFEICH R OERME oA L WE L

ThbESTDZ 8,

FARAEHO =37 A MIHONT

. Fr#’il’gi‘?ﬁiﬂiﬁ%éﬁj‘ﬁ‘i%%bﬂ TENBHADT, AFOBEIZH T T, FIHE
1:’& (B, PRI REE. W) OREGERR TS X SRR O %, Blgy

WATH Dk, £, SECSU T CT, fiiF~v—- 2 —F0RELERT
%.6 e,

 infusionreaction 73&% & it D Z & 33 A, infusion reaction 2358 %ﬁ’btiﬁ{a\if_
i, h‘-‘é@liﬁkm BETH & & LI, JEEARIET D F THREDREBE 57 ICHE
THZ

. W\ﬂfkfréz cfEdE . FEAEERERCRBRERERL DN EBHD
T ARA OB 5B RART R O 30 I P R E HI YIS V\ié}wi%%i*b A (TSH, ‘"*fg
T3. l:i;ﬁg T4, ACTH. i A-F ' —nZBofllE) 28T 528,

o IFREREREE . B{EIRE KRS L DRA I E BB DO T, RAORGMGETR
U 3 E IR I TR (AST, ALT, y-GTP, AP, B U5
OME) HHEETHZ L,

o BEIER GDEARCIEERERE G SORBLRREE L bR D
T ERHAGT, EMACIEO R oA I8 fEE J“ ZE, Em RORER
WO LB IO, ERIER N AR T O L BFE R EETL 2 L,

o ARAIOPEIC L0 O GIERSCERNT A & B X SR DA AR RE
7’13‘&% LA ERHS, BENED LRSS, BB ULERIINLT
HLRN Y A0 S E b FRER & FEOIE AR &gk U TSI Wi R 1T R o
RO L ARHER BN EDR 25 AT, AFRIORE P IE, RUBIHE R
/E/-'E«/ﬁlja)?‘“‘} A EMT AL, Ikl RIS "‘ﬁ*&w%/a)}ﬂ Bz 80 RHE
F D AR LAV A I, BB BV R e RS S o0 B
LEETD L&

o BERETH, RO O AR LT L RNERIR %ﬁ"ﬂm‘ TERBDIY,
AR OB A THRICBRTEN ORI 2T EET D

o 1UBERLRE (BEE | BERR A T Db Db, #ﬁﬁi‘i‘f‘ériff Py k=R
CEA D EBHAOT, N, B, @ OEIRO SBER MAED LRIz
SEBETALE, RBEREN ARG EPIL L, A AT R
A5 Eo@El i@l is2iTH 2 8,

AA) O EE BRI 3 T, KEYNOTE-024 fR5R & UF KEYNOTE-042 X3t Ti34% 5B

e 9/ T, KEYNOTE 189 Rk Tl & 5B e HE ARG 12H, U

ik 48 WEETOWMIT L, FO% 12 2L, KEYNOTE-407 38R Tidix SLE

e eHE, 121@5&0181@&1 PBIT4s REETOR T, 20k 2B IS

AT ORI B 1T TV D & BB, FAIR G PILE SRR EH R A TR R

DFEREITH Z &,
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EEERHEETA FT A
RoA7nr Y X<T (BoFirz)
(BRFE4 : A M—F HIEHE 20 mg. ¥4 ML—F ARBLE 100 mg)
~EHRAE~

YR 2 982 A (FfiidE 1 2 A%ED)
BAEHEE



ER/S

R SR SR

LB

AHN DR, (ERT

Feft PR R

MEskiz oW T

BEMRE L DBE
eI L TREE T N xHIE

P2
P3
P4
P15
P17
P18



1. FU®IiC

EHEMHOFDY - TREOMROEDIZE, B CESICES W EERERARD
BID, LI, EFEORSEERTOERIC LY | PUREIRS 7 & O E R
F%E%Emﬁﬁ;@(ﬁ@émé FC, ZNEOERERFBEIZLERBEIRMET A2 L8R D
ML 2o TEY BFEMEBEE L W EOEARTEH 2016 28 4 6 H 2 HElERE)
ZEWTEL, EHNERSEOEAORKECHERZRLZ L LS TWE

%ﬁﬁﬁmﬁLKmMpk@Wﬁ%yé&7m774»m%%®ﬁ£ &%&b lE

LIZEWHD, oD, AR UZSEICETAERSTSEET L ETOM.
%ﬁ@%%@%ﬁ%%<%ﬁé:kﬁ%ﬁéﬂ7ﬁﬁuJLTﬁ%# & &I, BIE
BRFRE L2 BIC B xtIn s & A 2 & SARER — TE 0 B A3 7= 3 B B = B
THIEREETHD,

L7=dinT, BHA FZ4 0 TH, BRBERRCINAFETIZELNL TV AESRIREN -
ey Rz S % | UTOERESOREZERLHOET 2@ o 088, #2
HRCEBEHERT,

B, RTA KT A4 0%, MIATEGENEEGERERR SRS, ASHEEARR
BN S 2 — At A H AR N BHE & ROV HEE A B A ERE2 0B N
DH EfER L,

SR & e DEIES XA P— FAETHE 20mg. FA FA—F sUERRE 100mg (—
B LT w U X T (BT
HEERAMENIDE . EEREE
WRERIRERCEE @, A, NAa7 o) Xv7 GBETHEBL) LT, 1
- 5] 200 mg % 3 A BRI T 30 B2 0 TREENET D, =770
i BhFEOE e, BREFMIZ 2 VA ETET 5,
W 3E MR oY ¥ #F . MSD e

it




2. AEIORMK, EAEF

F A b SUEEE 20 mg L UEAERE 100mg (—fikf  ~bHT e ) X7 (]
o z), LLT TAA) &vv9,) iE, PD-1 (programmed cell death-1) &£ D U # -
KT&% PD-L1 U PD-L2 & O SR EEME S5, & Mb1gGd £/ 7 u—F ik
ThDH,

PD-1 FRFEIE T HAR (o BE TR 2 5 RN 2 7o W0 13 AR 23 B T & 2 Za S AR
AA wF T, PD-1 4%, EREZREICRBOCENER T ElRofEaRmiz i L, Adit
Fﬁﬁ a@%%ﬁx1ﬁ%&%&rmf%ﬁ¢7oT&b% PD-1 {2 U # v R4
BT 5 CEOHHSBERIILD VS nER BRI AR ETH S, PD-LI
@ﬂ_rh%ﬂ{ﬂu_ibh‘ RHLL Pb'hﬁ ThDHN, £ DOBAMETIE T a0 x &z
HE BRI L TS, AAMENIZEIT S PD-L1 OERBIT, BAIEE, R,
FEfBRasE . BH B %»m%%ﬁwwﬁ&ﬁﬁAf%%4EM%r% LRV ER L
OB ST

i on /Vovﬁmbklﬁﬁfrﬁ& PD-L1 é&iﬁmm k730 PD-1 & PD-L1 ORRIIIEE
OREEN IV TEEAREAHE S Z EAnE I TEY | B R ATBROER &
LT EN TS

AFNE, PD-1 & PD-L1 B PD-L2 O U o FoofE &AW 2 2 2L 0, Mg
OB P OSSR RAHIREEM T U o ERA TR S, BUES IR & sl
15 L THIEESRABET S,

ﬂiﬁflM’l—-—‘}%’—J{f%:%Ff‘l*;f—t/5< MAE O QIR RS LA RIER SN S B iy, BT I
LAHENED B 5, AR ORGP RS %IZE, BEOBIEL 57217, B E
wﬁﬁmt%%>_- CHEBLL/-H S LJMLtﬁﬂﬁm&Jh&kfﬁ?éﬁroumm&Lﬁ LTl
G A2 BEREREH 21T R ORISR X ARIEH B 25 G120, BIRRE R
RO ESEOBYMEERTOLEN DL,



3. BRI
B B O ARSI &2 1T - /- B A B R 0 S A,

[ 2hi%]
OEANE 1 b 5B (KEYNOTE-041 FER)

{LFFREO RN UTA CY AT EEFREZ) LT IA ) a7 205),)
EEERN2 VYA ETOFRIERE2E T RGBT GER B R IERE 42 6

(HZIERRAT AT 8 37 f1) Fxd BT, AHI 2 me/kg 3 BRIME (UUF TQ3w] 2vv5.)
REOHEDER ELESRE S, 28, BT TREETERD LA B
BT 2R TR bR WS OBENIZEE L TV A BHE Tl mELEORE
Al TR BT AR LI A E TRA OB S 2R 5 2 & AR L ézhf:n FEGY
HEE T HBEDFRIRECIST H A FT 4 2 LIIRIZE-S < iz - 27 (CR)
RILERAr3Esh (PR)] 11, 24% (95%IEHHIXTE : 12~41) Thotz, 7. iﬁu R E L
TZRMELT 10% T - 1=,

QWA EIN "ﬁ%ﬁ (KEYNOTE 002 FAHE)

A KV Lw T EDIGERE AT ARGV RRE e B EAEBRH 2 R, AH 2
mg/kg Q3W ;f&—am)\ iOmg/ngBW B ORI LMD, {L5gEk (5(;’3/1//\/
IOTES VIR, ANRTTF N2 ) EXANNEBINRTSF o+ 80 1) %
0, LT TICCHE] Evva,) AxdRE LCRE S, 7ol BRI o5 Btk
;’Eabfsnf_iﬁ%\ HEREI T A R TR SN WEOHEENICZEL TS BRE

T IREILAFE OB FEL TR BMITIRD LN D E THRB OB L L35 2 L 230
m& Sl FEFMIEE L RETEN (U T0S] Lvvd, ) RUMEEMBEEA 72400 (21
T IPFS; & 95,) & &, AFNISERE: L i LT, PFS 2 H BIZHEE L=,

#z1 HPHHERE (KEYNOTE-002 38k)

A 2 mgikg A 10 mg/kg {2
Q3w Q3W
(180 f51) (181 {3i) (179 14))
HrdufE [H 13.4 14.7 1.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
08 | ~HF— K™ 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P {i* 0.1173 0.0106
TroefE [H] 2.9 2.9 57
(95%C1) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | P — 72 0.57 0.50
(95%C1) {0.45,0.73) (0.39, 0.64) —
P < 0.0001 < 0.0001

Cl : BRI,

*1: RECIST #A W7 A 2 1.1 BRICES < B A E L DB SR 1D &L A 2.

*2 1 FE5U Cox BBl — NEFAAZ L DALSERIE L O, %3 BIIR 75 v 2 RE




at risk¥

(L EUE

100 -

90 —_— EF 2mpfkg QIW
80 _- e REE VTG R QAW
70 ] {bpast
% 60
ﬁ 50
# 40 -
30 ;
20 A
10 -
0 3 6 9 12 15 18 21 24 27 30 33 36
SE77HARS (A1)
#% 2mg/kg Q3W 180 131 95 70 61 11 0
F&H0mg/kg QW 181 138 o9 79 67 12 0
179 115 80 60 48 9 0
1 OS® Kaplan-Meier Bi#t (KEYNOTE-002 38)
—— R Imgfkg GIW
- FEbmglkg Q3W

at risk®y

e

#2mg/kg Q3W 180 153 74
#&/10mg/kg Q3W 181 158 82

=227

17¢ 128 43

pisshi oAl E
53 26
55 3%
22 15

9 4 2
15 5
4 2 1

B2 PFS @ Kaplan-Meier #1## (KEYNOTE-002 38)




OMsE TR (KEYNOTE-006 3(5#)

AV LTI L BEEROZNIIIA ) A7 25ER200 1 LA LETOL
FRERE AT AR EAREYBAERE 2 14U, KA 10 mgkg QW B & K
T 10mgkg2 WA (LLF TQews Lnd,) BEOFMERTEEMEN, AU 4
< 7 hRBE LCRN SR, ek, I TRBETARD LG EIC, El
T AR RS SN2V EOBEREMNIIEE LTV A BRE T, KBGO &2
THBETRRD OGN D ETARORE 2T 2 Z 2N TRE L Shiz, EEEEA
X OS TR PFS & &, RANIA Y A7 B LT, OS RUSPFS 2 AEIZEE L
7.

#2 BAHHEREE (KEYNOTE-006 3ER)

AAl 10 mg/kg AF 10 mg/kg A LwT
Q3W Q2w
(277 #5) (279 1)) (278 1)
Wi [H] NE NE NE
(95%CI) {NE, NE) (NE, NE) (13, NE}
os™ e R E2 0.69 0.63
(95%CI) {0.52, 0.90) (0.47,0.83) -
P i 0.00358 0.00052
ofiE LA ] 4.1 5.5 28
{(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ & | ' — REE™ 0.58 0.58
{95%CH) (0.47,0.72) (0.46, 0.72) —
P A < 0,00001 <0.00001

Cl: {EHXE]. NE: #EAR. *1 : PRGOS —4 201543 A3 80y bA47, *2 . B
Cox Weff| A PF— FEFNAZL DA E Y Ao 7 bkl *3: ghile 7% 2B, *4  RECIST #
A RTA 2 VMU ES AT U7z B B BE B BRI R MR |2 & 2T, *5  Piais o 7 —
# (0M4EIRIBH v A7)



100 BT
90 e
80
70 7

& 607

8 50

& 404
307 —— FImmg/kg QAW
20 FFmg/kg QIW
107 —— svur=o

ke

at risk#
FH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
SHE10mg/kg Q3W 277 266 251 238 215 202 158 71 i8 0
AEULTT 278 242 212 188 169 157 117 51 17 0

3 OS ® Kaplan-Meier fi#t (KEYNOTE-006 &)

v 220 10mg kg QAW
FEN g kg QIW
CEULTT

D -""“"'I"'"""l""""‘E'""""I“‘"""l"““'”i"" Ty
0 2 4 6 8 10 12 14

at riskE B EFRARA]

##110mg/kg Q2W 279 231 147 98 49 7 2 0
A% 10mg/kg Q3W 277 235 133 95 83 7 1 1
AEULTT 278 18 88 42 18 2 0 0

B 4 PFS @ Kaplan-Meier % (KEYNOTE-006 38R%)



DEFEELFFEI/RFE (KEYNOTE-054: %)

FEURZEORT -V W oEMBOEEE (ARNSHEET) xlfic, ik
B E & L CARA200 mg QAWHREOF IR ILENEN, 77 R 2 0B L LCHh
Afei, FHEERER T EERAFNE (LLT TRFSE EWv),) &, Axlikr5
AR EHE LT, RFSEAFICIEERE L.

3 AR (KEYNOTE-054338%)

AA200 mg TSR

Q3W
(51415) (50541)
hfie LA NE 504

(95%C1) (NE, NE} (16.2, NE)

RFS™ A R 0.57
{98%CI) (0.43, 0.74) _
pE® <0.0001

Cl: {BfEXE. NE: HEERR., ¥ FHEREOF —4 20178108285 » 47, *2: B3
CoxleBi At — FEFNILED 7T TR EOLE, *3 @Y 77w 7 HE, Q3W : BSEREEE
%45, NE : Not Estimated

100 -

——— EE 2000 QIW

] ISR
O T * Y T T i T
0 3 6 9 12 15 18 21 24

EERCTFHEA]

392 313 182 73 15 0
323 264 157 60 15 0

at risk%
AEI200mg Q3W
ISR

514 438 413
505 415 363

B45 RFS®Kaplan-MeierBi## (KEYNOTE-054348k)

1 AFCC (American Joint Committee on Cnancer) FHEDHE (8 7R (CR-S<FEH. %57 YA TtV

2o SERN IR B | mm OS2,



[Zatt]

OEME b HRE (KEYNOTE-041 545k)

AHEGELIT, 4142 8] (97.6%) (CFH LI, ERE L ORGSR EETERVEE
Wit 34421 (81.0%) RO BN, BEELS %LU EORMEMITRO LB T
ol

# 4 HEEN 5% EOBER (KEYNOTE-041 BB  (ESMART M SaEm)

fFixk (%)
2 mg/kg Q3WHE

SYERIA4SE (SOC: System Organ Class)
A (PT: Preferred Term)

(MedDRA ver.20.1) 42t
2Grade Grade 3-4 Grade 5

PRIEH 34 (81.0) 7 (16,7} 2 (4.8)
M4 IS _ B o _ o :
fF %m& & T 4 (9.5) 0 0
T Fj 3 (7.1 0 0
—fy REEER I UERGEMOWRE. _
Rig e 5 (1.9 0o 0
MmRE T - . R VLR
AST Hehn 3 (7.1 0 0
GTESER D 3 (7.1 ¢ 0
FLRE 33 & OV TARAEE . e

5 FElE 6 (14.3) 0 0
DRk BB B 6 (14.3) 0 0
HEE A 3 {7.1) 0 0

Peds. RVEIPEATEREL ] (2.4%) . KWL - FEO T2 6] (4.8%) | NTHEREREE 3
W (7.1%) . TIEEHEEERE 2 M) (4.8%) . HUERBERERER 6 41 (14.3%) . infusion
reaction 1 ] (2.4%) B UWR Y 54 14 (2.4%) MR b, o, mhigkEd (X7

Lo S —EIEREE) | BHMEEREE URHMERIEMTB ) | AIERGE. | TR,
Tl oo pE R E (M BRI AE (R SIRARE, BUKRDES) | BEgE. AR - RO
e, FARASEE N, MM - BRI, AR, SRt /DBL?&’} LSRR, It E ﬂiL
Fo URHERES IR LA v Ty ARRIEM S ER B R Fr g GRAM R T %
i) wG U?{iuiuuv R,

OfF A T AR (KEYNOTE-002 5:05k)

A ELL 2 mykg Q3W T 172/178 11 (96.6%) . 10 mg/kg Q3W B 178/179 441 (99.4%)
FOVICC B 167/171 #1 (97.7%) 1T b, AR ORREBRSTETERWAE
Folt . FHLFR 120178 18 (68.0%) . 133/179 Al (74.3%) KU 138/171 i (80.7%)
TR bR, WTRAORBETRBEDN UL EORIERIETRO LB ThoTz,



£ 5 WP OFETRARED 5%l EOBWER (KEYNOTE-002 BB) (%SRS M)

- . A% (%)

BEHIRITM (SOC: System 2 mg/kg QIWEE 10 merkg Q3 Wi ICCHE
Organ Class) 178 41 179 51 171 {5
HAZE (PT: Preferred Term) -

(MedDRA ver.18.0) 4 Grade G;aie Grade 5 & Grade (:r;(ie Grade 5 = Grade G;a;ie Grade §
2EIER 121 668.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0O
Mids LUV LR e T T T T T T T
#Hil 5 (28 1 0.6 0 7 (3.9 0 0 35 (2051 9 (5% 0
F3 i BRI 0 0 0 0 (0.0) ] 0 14 (82) 6 (3.5 0
T e iR 1 (0.6) 0 0 1 (0.6) 0 0 14 82y 6 (3.5 0
iR SE o 2 (1 0 0 1 (06) 1 (@6). 0 16 (94) 4 (23) 0
P40 T s PR TR
AR RIS T % s 0 0133y 0 0 0 0 0
iR 5 (2.8 0 0 9 (5.0 0 0 14 (82) 0 0
T 15 (8.4) il 0 19 (106) 2 (1L1) 0 4 @32 3 (18 0
Bl 8 (4.5 0 0 6 89 1 06 0 56 327y 4 23 0
M st 2 ¢ty 1 e 0 10 (56) 1 (06 0 26 (152) 4 (23) 0
—fE - RRBEERLURSSGOLE T e
e 2 4E 6 (34 1 {0.6) 0 g @5 1 08 0 10 (58 1 (06 0
W 40 (225 2 (.1 0 52 (2910 1 (08 0 62 (363) & 47 0
BEER 6 (3.4 00 11 D 0 0 8 @7 1 (08 0
MR B _ _ 0 0 0 1 (06) 0 0 13 (76y 5 29 0
BARBEOR 8 (45 0 0 17 (95 2 (£1) 0 26 (152) 0 0
BT L U S E R ' I o
B & 13 7.3y 1 (0.6) 0 12 6.7y 1 (06) 0 9 (53 1 (06 0O
Py 9 Gy 2 () 0 T (39 0 0 10 (58 1 (06 0
SEREE ERTRTAT 4 . o I AL B v
M 2 -2 /8T 2 (LD 0 0 ] 0 ] @) 2 0 0
SRR 1 (06 0 0 2 (0. 0 1 (64 O 0
B XU TasRE o B ' ERE ' ' T
A 2 5 (2.8) 0 0 1 (0.6) 0 0 [ 205 1 (0.6 0
R RE RIS 9 (5.1) 0 0 9 (5.0) 0 0 2 (1.2) 0 0
D ERE 37 (208 0 0 42 (235 0 0 6 (3.5 0 0
B 21 (118 0 0 18 (10.1y 0 0 8 @mn 0 0
[Fb T i F Pk 5 (2.8 1 (0.8 0 10 36y 1 (0.6) 0 i} G 0
SEPEAn 10 ¢5.6) 0 0 9 (5.0) 0 0 2 (1D 0 0

7eF. 2 mgkg Q3W BER TN 10 mgkg Q3W BEIZRWTE N FIL, BEMNER 14
(0.6%) KU 4] (22%) , KEBE - HEO THI 1 (0.6%) RU6H (3.4%) . #Pit
BEE (X7« ASL—EREES) 241 (11%) RUV0 ), IHEerE= 13 4 (7.3%) &
U157 (8.4%) | BHEREESE (RAMEMEMEERS) 161 (0.6%) RU 16 (0.6%) .
TRANEEEEE 1 #] (0.6%) RO H (1.7%) . BRBEEEEREE 14 51 (7.9%) K1N1S
il (8.4%) . infusionreaction2 ffl (1.1%) K U3 (1.7%) . BIEOGKEES (FE
BRARFFERE . ZAEE, BEREIESS) 1 6 (0.6%) RT 18 (0.6%) . 48 1 65 (0.6%)
B rofil, EIEANIEAE 0 MR B (0.6%) . AN - BEIES O (L0 1 ) (0.6%)

10



WOz e E 504 0 WM 2 f] (11%) AEDH SN, /-, BIREEE. | BUEERM.
% « BERCTRRRARGE . DR Ze, Gt/ MR MESEBER . it i B ONIR SRR 1
b LNt REWERRIUEFIIEESRS BEMTHEEE 220 23085
HR AT,

@yEsEMAERAE (KEYNOTE-006 #5k)

AESGT 10 mgkg Q3W B 264/277 171 (95.3%) . 10 mg/kg Q2W HE 275/278 41 (98.9%)
Fe UV IPL B 2397256 18] (93.4%) IZiE B, HBEEE L ORBERBEETERVWEEH
EBIX. FNFEN 202277 (72.9%) . 2217278 ] (79.5%) TR 187/256 5 (73.0%) IZ
T Huis, WTRBORETRREN S%LL EOBERIITEDO LB ThoTo,

F#6 VLTRPOBTRRE) 5% EOBHER (KEYNOTE-006 RE)  (REMRFTASER)

g (%0

PR AR (SOC: System

Organ Class) 10n1gél;%§§\\’ﬁf lomg/ki(éjwﬁi ;Is’lﬂﬁj
HAFE (PT: Preferred Term) 27, ,6§
(MedDRAver.18.0) £ Grade G;"je Grade 5 %Grade (’;afe Grade 5 4:Grade (’;"‘j" Grade §
RNVEF 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)
PRATIRIER L ) : T
F 4 B B YO 7 2.9 ] 0 17 (6.1) 0 0 6 (23 1 (04 0
FR I RS T E 21 (7.6) ] 0 25 9.0 1 (04 0 2 (0.8) 0 0
Bl L N : .
e 5 (1.8) 0 0 10 (3.6) 0 ] 15 (3.9 0 0
BN § 29 5 (8 0 4 (b 4 (04 0 19 (7.4) 16 (6.3} 0
TH 40 (144 3 (1N 0 47 (165 7 25 0 58 227) 8 3.1 0
LN IER 1o@.m 0 0 20 (7.2) 0 0 1 (0.4) 0 0
A 31 1 (04 0 28 (10.1}y O 0 2 86) 1 (04y 0
4 5 (1.8) 0 ¢ 10 (3.6 1 (04 0 14 (5.5 0 0
— i - EEREE S L MR A O RE _ _ o
I 31 (11.2) 0 0 32 15 1 (04 0 16 (6.3) 2 (0.8)
I 53 (19.1) 1 (0.4 0 58 (20.9) 0 0 3% (153 (1.2 0
B - _ - _
AST H##0 6 22 1 (0 0 14 (5.0) 0 0 6 (23) 2 (©8) 0
Rekial o 18 (6.3) 0 0 17 (6.1 0 0 20 (78) 0 0
B R X OE Ak s e S L o .
ESNEnE ) 32 (116) 1 (0.4 0 26 (9.4 0 0 13 (5.1) 2 (0.8) 0
IpEET) 6 (2.2) 0 0 19 6.8 1 (0.9 0 5020 1 (04 i}
RS X O TR E _ S o L _ o
% D R 39 (14.D 0 0 40 (144 0 0 65 (254 1 (0.4 0O
B 37 (134 0 0 41 (14N 0 0 37 (145 2 (0.8 0
FHEVEOH 31 (L) 0 0 25 (9.0} 0 0 4 (1.6 0 ]

#2¥5. 10 mg/kg Q3W BEM TN 10 mykg Q2W FHZHB WV TENREN., WIHEHMEMIE 4 57
(14%) RO (0.4%) . KB - BIEOTH 106 (3.6%) RUV13 4 (4.7%) | 4#
BEEE (X7 - S L—EEES) 28] (0.7%) ROV0 #, HTHEREREE 14 ) (5.1%)
B U 23 B (8.3%) . EHEEEMTE (RAEIIEMERE) 24 (0.7%) KU1 i (0.4%) |
TRAEEEREE 1 ] (0.4%) KR (0.4%) . HURIRBEREREE 28 (4 (10.1%) K Tr33
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Bl (11.9%) . BIBEEF (0.4%) RU248 (0.7%) . infusion reaction 7 4] (2.5%)
OS] (1.8%) . 1 BUEEIRIS 1 ] (0.4%) RUNOF, EEOKEEE (BGHEFEIRE
EHE, ZRALHE. JERAIESE) 0 IR TN 1 17 (0.4%) . BESE 1 61 (0.4%) U1 41 (0.4%) |
% - AU RARAE 1 7 (0.4%) JRUNO B, MNZR - BERIR 0 BIRR TR 1 ] (04%) | FR
AR E IR 3 (11%) BT F (04%) PRRO &R, $£o, EEHEE. L5
P, EME M AR HEEBER . AR I R USRI RIS D hvie o 1o, AREHE
ARBRRREAEEFS (BEREERTEEL) 2 30EHERETRT,

@EHELRFE LR (KEYNOTE-054 358)
BEFEITRAIBETIL 475/509 7] (93.3%) 2, 77 wR8ETIE 453/502 ¢ (90.2%)
IZBB LU, BRIELORNEBEESATT TERWEZTHERIT. RHFETIE 396/509
(77.8%) 12, 77 BT 332/502 ] (66.1%) ZHE Lz, WO CRIESR
5% EORIERIE TRO EBD Th o7z,
#£7 WTAPOBRCTRERRN s%L EOBIER (KEYNOTE-054 BR)  (FE2MARN T RER)

%BE R K 58 (soc g (%)

SystemOrganClass) A FIHE Placebol

HAEE (PT: PreferredTerm) 50941 502145

(MedDRAver.20.1) 2Grade Grade 34 Grade 8 £Grade Grade 3-4  Grade 5
EEIfEH 396 (77.8) 74 (145} 1 (0.2) 332 (66.1) 17 (3.4) 0
Wﬁ\?ﬂﬁﬁ% B - 3 S N B B S . . e
R R R R EE FLIEIE 49 (9.6) 1 (0.2) 0 4 {0.8) 0 ]
HRORIRBREEIRTAE 73 (14.3) 0 S0 13 (26) 0 0
T _ L N T L : e
T 94 (185 4 (0.8 0 82 (163) 3 (0.6) 0
EEEW 58 (11.4) 0 0 - 43 e 0 ]
—f - BEIEEE X OB S Ok e S
A A7 48 9.4 0 0 4 (6.8) 0 0
Py 143 (28.1) 4 (0.8) 0 135 (269) 2 (04) ]
et I > TN I s
ALT H850 26 (5.) 3 (06) O 16 (32) 1 (0 0
WEBGRLORGMREE T e B
EayliEe 51 (100 3 (0.6 0 47 (9.4 0 0

i PO % (5D o0 15 (30 0 0
HiIERIEE D s L e R v
B 37 (7.3 0 0 33 (66 1 (0.2 0
MRS WESRESEUWEEREE e i
Iz bR 27 (83 1 (02 0 14 (28) 0 0
b & O TS LT T e e T e '

5 HEE 85 (16.1) 0 0 49 (9.8) 0 0
Wi 40 (9.6) 0 0 32 (6.4 0 0

Ak ARBHIRB WO THEIEMEMER 158 (2.9%) . KSR - BHEO TR 23 # (4.5%) .
WHEREREE 46 1/ (9.0%) | BHREES (RAEMEMRRE) 26 (0.4%) | THEEHE
felEeE 11 ) (2.2%) . HRIREGEEE S 105 41 (20.6%) . BIFRHEEEREE 5 B (1.0%) .
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| ARG S ) (1.0%) | 5 E DRSS 2 B (0.4%) | ARZS - FRBUTEREARSE 1 61 (0.2%) |

HES 2 ) (0.4%) , EAEFHEESNE 1T (02%) . DR 1 Fl (0.2%) 3TN infusion
reaction 2 1 (0.4%) 23FE® LTz, Fi, MEREE (F 72 - AN EREESE) | B
DRRGREE (FFREHARIRAE e, SIATEE, RIS | Mt - Bk, it
BRI MESR R . ER I i R DR EE R 3R DAL o o, AREIE A BB LB
WS (REHREMRE LS 2E0RAERE T,
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Rk - A&]

RIEUIBRRe R EE B OB R 2 & & Lo RRRB (KEYNOTE-002 38 )
RKEYNOTE-006 3BR) O HE. 2 mg/keg Q3W., 10 mg/kg Q2W K TF 10 mg/kg Q3W
OWTRORE - ARIZBDWTHARIOEIER CZEEIIERIGRD N
7o

AH O DIEFED BB O R, BHRBEAEERIIEBIT S 200mg QAW 50
AUC e GEFIRRBIZ IS D 6 BB O R i FERD) O PRE [10%45, 90%
A} mgrday/mL) 1% 2.16 [1.45, 3.04] mg-day/mL TH Y, 2 mgkg Q3W 5K D
AUC 6wk (1.32[0.722,2.06] mg-day/mL) &R L. 10 mg/kg Q3W 5D AUC; su

(7.49 [4.32,11.3] mg-day/mL) % FE -7,

EMEREOERE 2 L LRSI ORERUSET ORE R, matsh =Bk - HE @
mg/kg Q3W 5. 10 mg/kg Q2W % 5. U810 mg/kg Q3W & 5) DFEH T AUC 0w
LR O L ORI BEEE R B o T,

14



4. HRIZOWT

RIGUIR T e e BB AR D GRS & L'Cﬂfﬁhkfﬂnfﬂﬁ (RFERA) et
HENTWAZ G, MEMBELZBEICEETEDOIMRTHLLERS S, TO LT,
LA, U A 7 FME W (RMP) (D% z*%’]@[‘_tﬁﬂuﬁ/\fm: W ARG Bh ~ 8 T A 23
HLRERTH- T, AROBEREYRER LW - FE L, AFRORGC LY EER
RIfERZ R LB T 5 2 & B3 278, LT OO~@D 4T &t 4 bk
B TERT L& THD,

D WRiz-oW\T

D1 Fieo (1) ~ 3) OWTFRpIEE T AR THDL I &,

(1) BEAESHB R AR 5 40 A S FOE S BL SR BT (AR AT 3 A R B AL TR B |
i A5 A LR HEHL SRR MBS A BRI e &) (FNoAE 7T H 1 HEF AL 436
Fig%)

2y HFEHEEET (A 31454 H 1 AR ¢ 86 Huak)

(3} FHERFVAME AR T B 2 ARG (08 ARG ERE . S A R
B 71k, A5 AR HEUEN R 2 &)

(4) AL R A R L ARSI SRS SR E AN 2 O KRR AL
ISR EIT-» T Bl CEEE 2947 11 BFG 2531 AiEik)

(5) PUEMIEES AU EFINE ORI IECR S ML AT > TSl O 29 5 7
H o1 HERE - 1287 JEix

D-2 %i'f‘rl-":ﬁﬁf-’lﬂ?(f){li""f"%?f&(ﬁ?% e BB O RIS 50 70wk
(Ff‘éwt N J jlfi" ulu( 13 l) F[ ) 7’)\ —iuxu%ﬁ"f-}@/i\fﬂ E‘#’ﬂ 'IL\
dill ENTWAIE,

& FRYE e R (Bl
MOHEEEFLLT
l"i

o EERSRATEEE 2 HOWMIIHESAAE T LRI 5 LD AGROBHENE 2

#%
ToTWH I &, b, 24EL g, RAZEREIEEE T L& U7l IER O iE %
FFoTnAZL k(-.

+ EMSRFTEE EOHINRME 28T Ll 5 A0l Lo RIS IE R 2 o B
AR A A L '5 &,

@ BRACEXRMFREEOGHIZONT

EELESERICHESTAEER SRR Sh, WERE» O oFRE D, A9 - &
AR R O E B R CYE R *&'C'XH“ R, AEFRPBELEED f”‘
B, BRERTORARR B ST T L,

H
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@ BHER~OHITIZOWT
@-1 BIERRRBEOX S EHIHET 28

MEMEWERSOEBLBEMHAIE LBIC, 24 BRMBREHO T, %3 ‘}JF’“
(BRI I VT BHL U EHERIOE U TAREE KU CT & OFIER ORI &
LLRBORBRSGAPCE LN, EbBICHISARERERINE-TWvAa 2 L,

@-2 BERUBEHFIZIAAFESNSCET ES

WABRIZEDIEN B R UCEEE AT 2EELEENBERT=4)
EEDTEFROA V—o v F T TRELERzEETE S % LSRR 38
HENTHWD Z L, 2B, BiEESIZH>NT, BABRELFOFRIZTSICABRINT
WhH Ik,

@-3 BIfFRoRECHRIZELT

BITER (MEMRER M, K% - ADNEK - EO TH, GRS - m{ki:he
B, EHERREE (RMEREEBRS) | NowkEE (FEEREseRE, TR
. BIBREEEREE) . 1 BUMEIRA. S OB, Wi - MBTIR AR, M. mEO

WEE (R RERRRRE (A, 2R, HXEHES) | infusion reaction, AM#S - i
9%, EAERN IR, MREEE (¥ T . AV“ﬁﬁH% CLERgE. EEAMIKEE (G
VR MM VESRBER . TSR R M, AR, EERRERES) | MEKERAEER.
FEAESE) 1T LT, RN RS ST B E A AR o0 BE P A rﬁ?7EW&ﬁ%L(%¢m
OBWPHICIZE U TIRE R OSR 22T D h B R ZE) | HbBIDEW s
INTE DR TNDB D,
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5. 5B L HHBE
[ ahtkic B9 2 3TE]
® F"ali@!'at}*f EBOWTAROEIMEATENTHD
o AbEEREREO VR TMES ﬁﬁﬁm@émmwn4¢a@m$@ﬂ%%
o SERUR%O AT — U WY OEMEROEBRF IS DRI
Fd5. BRAF B{ETIERAYHT HBHAICHB T, BRAF BRI L 216 L EE
THT &,

@ TEATHEU T HAF OB S R UCHBHEC W T AR ORAESELS N TR

L. REloFeERGR L LRV,
o OB SR L TRESNDEA
[z eviic B4 % ]
© F
DTk,
o ARHFIORLA R LIRBIE OB REO & 5 B

) %ﬁ%wﬂWEﬁwfkmmme

mww&ﬁm&ﬁawgguﬁw‘M$
o HIEMRESROS %R@%m@%é%%

o JaEpEifERE CHREE 2
Oz ”;EJJL'F?}W{L/J%L & zf‘{,
. H SR DG
7

7 B

. ”"iﬁfﬂé BE O J*ﬁ&?’lﬂé% &itr) OBHDHBE

. ~Pwm%x&%ﬁxﬁ % I8
+  ECOG Performance Status 3-4 % O E#H

412 BCOG ¢ Performance Status (PS)

UM TARE IOV TRARAOREBEZR L SN THE I Eh D, 5 EIT

BE IO TI, BAH oS ITHERE Xl
ARG RIS T

LEEREBFETED,

7 o B UM B R o0 WO LI A R R e it ¢

EOF, SUTABER 2285 U IERPRIEO H O B o BT o

R

Score

0 |E<MER FBTE S, RIMEILE LB ERAERSERL TAS

["HM!’L B RENLH SE ENDHA,
CEVWRF, FHEE

BRITEIRE T,

BRECEE - xﬁﬁf’r%’i Y EBTED

2 %L"\ﬁ T 8 OFOE Y O LT A TEHREESERITE 2V,

A 50%00 Bid-ty FAATIB I,

Raoh-B40ao0R 0l & UL TERN,

By 50%L L&y Rl Tl I,

4 BRE AV, BHOFOED O EEEe TERY,

SR FhET- Tl 2,
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6. BT L THET%E

O R SCERIT N A R S DR B R T B & AR DM R OV T
0> 7 iz LB A 8 A 443 L FRAR LT s B 5 = b

BRI . BE UL E DA DR ORI 2 T 58 L. AE48
THLBRETAHT .

ERBERO R 2 2 MoonT

@

®@

MEMREBRRHLbhA 2 ENLADT, KBOBEIZ 57 - T, FHE
W ARSI, PR, ) OB UNIEL X BRE OERYE, SlEr+
SIATH T k. Eio, HBINU T CT, MiF~—0 —% ok & £
LIk,

infusion reaction 23% L LD = & 3 H A, infusionreaction Z3EEH v 1B-&(T
B OEDRAEETT S & I, ERBRET S E THREOREL - oicEs
THI &,

KR RER . TERABERER CBIBMERENH O DONE I NH LD
T, RBOF L B AET R OB G IR S E 0 IS RER T (TSH. 520
T3, WEE T4, ACTH, frf o/ BORE) 2FES 5o &,
NTRERERS T, BLHIRE RSB H LN D ERH DD T, KA OE 5 BLER &
DNZ G TSI AT sERR 2 (AST. ALT, v-GTP, AP, V') A8
ORE) #EETAHZ L.

S E S WTZRE R ORI ERELEZETD) SOEBERIREEND L A
ZERBHDHOT, EWMRCIOREOEMEHERTA L, £, BoRgs
RO BNHEEICE, B IEREREF SR I L BREA Y D
AAOEGIZ LY REORERICICERE S 2 LB 2 L A4 4 R iE BRI
BHobRAZERNH5L, REPEDNALEAIZE, BRLAFS IR
HPRE 2R IR & AR A PO R & U Ol IR 21T SR O
RO & B RHWER B 23581213, BRAOERE 390k, R URIBEE
NWEARIOBESGEZBETH L, eB, BIBERERAVE L OBEIZLYEIE
R OUERERD LIV E ST, BB BB R LA O R iimGiAl o8
LHEBTDHZ L,

BERTH, ERELE ARG L THLEERANERT A b B0,
AR OB G THRICHRVEROBRICHSICEET 22 L,

1 AUpELRA (BIE 1 BUSEIRIR 2 5 0) b bbh, BREMY 7 =
CELZERBLOT, A, B, ESOERORRLLEHED LS
SEETL L, VEERNARDNEZESCERESERIEL, 42 L8
BORGEORYIZMEEIT) Z &,

RIGUIERA R B R AR EE AT S BUL, RAOBRIKRRIC BT, &4
BARAZ D 3 4 A LI, ZRERRE, BERENG | F/RIE 6 AR I L B0
MlZAT > TWie 2 L 2BEIL, FABS PIEHICNROMBREITI 2 L,

SERUBREOEEBAMBE ~ONBMEERE L L THEAT 2B, KH 0K
ABRIZRBWT, BEMAGREBREE T 12 BA Z & ICH DO AT - T
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2D ERBHID, RRORETILERMAICHROMREITD T &, ol Wik
Y LTERT 25, ARoRSHMT A RETETSH I L,
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REFERHEETA FFA
Ro7n ) X7 (BEFHEBL)
(BRRL : 4 PV—F SRBE 20 mg, ¥4 bb—F SR 100 me)
~HHREOF XY LoYE~

YRR 294118 (Ffx&dE1 2 HikED
JBAE 5 B



=R/

A

LIz

REN DR, ERET

B R AR

AR IANE

BB L HBE
BEIELTEET R EHEE

P2
P3
P4
P6
P8



1. ZL®iZ

EEMOR D  ERVEORROZ DI, B CES RSO 7B E 22 # AN KD
LiIvh, o, MEORFHIFOESZ LY, PUSEZER A ¥ o7 5iE/E
ﬁ@%&ﬁ.mén7¢f\_hb@§%&%ﬁhﬁﬁmﬁz_ﬁﬁ¢7wkwwﬁw
AR E IRo THY BREMBOEER L EDEER# 2016 CERK 2845 6 A 2 B MERE)
ZBWTYH, SEHMEEGREOEBORKEBEHGEZ KL L L2 TnAE,

ﬁmﬁmm#t%mm;R@W%%féu7u774w#ﬁ#@E£ LRI TR
AT ENRDHD, ZOid, AR CEEMIZET AEWRA S EET A £ ToM,
UREERORELBZT A LN/ IRABECH L TER T L L LT, BIE
HRFH LB B e % & D 2 LR —E OB T E R TE
THZEPEETHD,

Licio T, AAA K74 T, FBBRERPZE TR LTV B ESIESN) -
HENRMIZEDSE | U TOEREMOFRBRER #H{ET 2B BB, £
FRUBEFHEETT,

B ARTAFZ A 3, MIITBOE NESN RIS, AWREA R
BRI | — At EREN A AR AR ES R O AL IR A B RS oWl o
t EERC L 72,

WHBERDFERES  F A P—F SHEE 20mg, ¥4 b F SEHIE 100me (—
B4 LT n ) X/ GBETFHRZ))
HRERABEOTAR - R IUIEEREOHIAYE % U S E
WEEDLHERVHE B, EJZ)\&:%-:L ARhTa ) AvT (BTl S LT,
[[] 200 mg % 3 Il T 30 AT CRETR T+ 5,
F o MSD e

e MR

[":IH

f‘“k

B




2. FEIORKHE, (ERBF

g Nl T 20 mg BTN 100 mg (kA AT Xv T (EE iR
%) LU TAAI 2vvH.) (X, PD-1 (programmed cell death-1) & Z DV H Y FTHD
PD-L1 A PD-L2 & OREAZEBEMHET S, & ML IgGd T/ 7 u—F ARk Thd.

PD-1 6B T SR As B AR 7> & EAL 2 72 0 10 3 AR 3R 37 2 22 e SR il 6
AA wFC, PD-1HE, BEEEAINREIC BV UENR T MlnoMInR ISR L, doR
ﬁ&m%ﬁﬁ$M£Xiﬁﬂ&%&&m%ﬂwf . bt PD U REES
ATAHZ LY HIFEAERIC +w@ﬁ%ﬁ T AR BERTH D, PD-LI
@E%@%mﬁc@%ﬁibTﬁfﬁém\%<®m&w%T@T%MWm&%%mi
Z0F F@ELC R LT A, BAMIAIT D PD-LT O@ERRELL, BN, PR,
BRI, BANLER . FR/ AN 2 X Ok 2 S AT THRARNT THY | RWAEEFER
OB HRE SN TND,

WAL O OEEMTEE PD-L1 BROMBMES S, PD-1 & PD-L1 OEIEILIEE
OGP TR B T BB AR A S I AR ENTEY  Fifn B AREOER &
LTI an T 5.

AFIE. PD-1 & PD-L1 U PD-L2 Oiff U A oS EZMET D X,
MU P OB R RO EE T Y SRR TR L S %LH?ﬁ%ﬁLf“ﬁfﬁ]kJVi{L
+A I THINEES R RET D

AN O VRIS RS @ ORIE RS X ARWER S H 5 i, R CIT
Z rJﬁEﬁ%ﬁ\zb o AFOR S P RO SR IC, BEOEEE FRIllITV BESR
'mbnkga o BEEL L7 G LTI U P 20 R & AR A O IERIN & il LT
ARSI A 17\ IREE OHBIERIC D EEH RN S 53T, MIRRE R
F RGOS SOREAEET O LENS D,



3. ERPRREE
FE3E S BRI o AR 9 o U B O R ERIRIZEE 21T o B R EERE RO
AT,

[#2hik]
FEF B AR (KEYNOTE-087 #5R)
FHE ST RO B R & ) oERE 210 51, BA N 10H 2 58) LT

D3 -oOaFr— MG AK] 200 mg 3 WRAFERE S O E R UE 2 BKRE X
.,
HEEMBMIEBMEETRIS, 7L oYX~ RRF LR EBEESITA
# (g h1)

+ HZE AR EEIS TH v,
gﬁt*%(ﬂTﬁbm

FEMEEMMBREEITRIC, 7YX vy SNRF L BEE (- BRE
1&&& SEED—RE LTOT L x o~ SAFF DL ARNEEILS i@
W) BRI EBE (ak—h3)

MOT VYT RNRF L AEREY

Zpds. WG REAN TR EELT b%ﬂt%éu RGBT 2 R D S R A
%@%%%Kﬁitfvé,f' T REILIEOBEEE CESEBITRARES LR A E T
ARAN O T kT A ‘kﬁﬂpkkﬂtclﬁﬁmﬁﬁfﬁ Fiha (&JIWG

criteria (2007) 23S P UIEIZ L HFE2EY (CR) XILEVGZR% (PR) OEIE) |

é(]mkﬁbxﬁOﬁo@k\$muﬁiéﬂtﬁL§ﬁ%‘\WThwﬂﬁwb%
20% T o7,
F#1 OEBMESRE (KEYNOTE-087 BRE)
2R -~ 2 SR b3
(6941) (81451) (60f1)
FE®FEE) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
| B (PR) 35 (50.7) 35 (43.2) 27 (45.0)
{51 %k —
(%) ZiE (SD) 13 {18.8) 9 (11.1) 13 (21.7)
iy (PD) 3 (4.3) 17 (21.0) 7 (117
R NG 3 (4.3) 2 (2.35) 0
FHFE (CR+PR) (%) 72.5 65.4 66.7
(95%({5 HH X [H]) (60.4, 82.5) (54.0, 75.7) {53.3,78.3)




{42 ei]

LS O A% (KEYNOTE-087 #U5k)

A TR DA T 202/210 ) (96.2%) 1ZRRM L, FITEMIT 144/210 Y (68.6%)
IZER BT, BRI %L EOBHERIIER 20 LB Thot.

%2 BEEN 5% LEOBHER (KEYNOTE-087 BB (Rl tSEam)

(g4 (o

ERIR A (SOC: System Organ Class) fi‘f%;‘/g&

AR (PT Preferred Term) ? 2“10%
{MedDRA/T ver,20.1) & Cnde Grade 3.4 Gaics
FEIHER] 144 {68.6) 23 (110 0
Mg LR o R T o

KT P Bk T i (5.2) 5 24 |0
P Ay s L SRR A

RO B AR {RTTE 26 {(12.4) 1 (6.5} 0

H Bk . R R e S

T 15 {7.1) 2 (1.0 0

Hols 12 5.7 0 0
— i REEER L URSSAORE _ . _ BT

W 19 9.0) 1 (0.3) 0

TR ' 22 (10.5) 1 (0.5) 0
i s rates _ :

BEE 13 (6.2) 0 0
REDRES. KBRS K OHiE R : _ : AR

Ao 12 (5.7) 1 (0.5) 0
RS LUV TAAMRIEE L o

B 16 (7.6) 0 0

Feks. TVEIMERZHOE 6 £ (2.9%), KIBH - EEEO TR 3 ) (1.4%), PhigpsEss
(%%y-Avamﬁﬁ)iim(ow@ Ik nemE b 8 4] (3.8%) . HUPKIREERERE
""" =0t 29 {41] (13.8%) | 1 4% - AT MERARAE 13 2 9] (1.0%) . Infusion reaction 13 17 4] (8.1%} .
m&)kkiZﬁ(H%)&U@%ﬁil{ﬁw%)%wb%htnif WRE ORI
R (P RNIBRRAEMRRE, SREATIE, HMFOEES) . TEARERE, RITRRERETE . 1
HUBERR . REHEREREE (RANEIEMEE A% | TR, BUEMEE, Bt - B, 0
FEVR LR MR SRR . TR PR i B ONIRBFERES 1L %%bﬂ&motGVMWM%%
Vo iabe S (BERMAERE 250 250 RHEz T,



4., BRIZ2oNT
ARERAME S U T HAGERE (2FRE) BB TWD I s, YiElEsE
VICERTEAMBTHALERS D, 20T, KFOTWEIE T2 8E 220 - 45
EL, AROFECXVEELEERAEZBRULBRICHIET S 2 L BB D, LT
DO~BOF R TEFBTHERXICBOWTHERTA?RETHD,

O mWBRIZOWT

D-1 Frio (1) ~ (5) OWFRNIEET IR THDIZ &,

() BEAEFSEBRKERMEETINAR %@%mbﬁ%%-ﬁﬁﬂm LS TR SRR
B R ARSI B, MBS AR HEEE A &) (BFncEE 7 B 1 B 436
Hig%)

(2) UECEEEERET CERL31 424 H 1 BERE : 86 Jgdk)

(3) EEFFEMBESIEET S RARFHOENR (BARFIEIEERB. 25ABHGEE
ke, BAREEENGER R &)

(4) AR FRHEEAZERE L, A FREINE 1 USSR FERIENE 2 ORia

ICHRAHREBE T T AhEak CERL 2947 A 1 HEERL: 2531 Kisk)

ﬁ)h%&@%mﬂi SEMNEORREE/RIBEET > TS HiEr (K 29 4 7

BT B 1287 MGk

O-2 HEMART X U RO R ER ORI R RO IG5 e mEk b &
BAFOEE (FROWTAMISEYTHEM) 22, BESHREOARACET 2580
BEELLTHESNTWD Z &,

x®

s BRGNS E 2 FOEHERET Ln%iZ 5§ S EON ABREOREIHE
fToTWAZ L, ot 240 Bk, A GEE 18 U BRI 0%
T TWAHI L,

%
=

o ERMSREEGE 2 FOMEBHEEZET L-EIZ 4 FLLELOERERERZ2H L TW1D
Z&, b 3EELEE, i AR EEREE 0O 2 A M RGE T B DIRIR R OFHE
PFoTnNSHI &,

@ BERNOERGFREFEROFMHIZONT

ERLERERICNETIFEHESRE S, BEEERE,LOERED, A - %
SR EREROE L CEMS ST HHREN FFER0RBAE LSS OoRE
¥, SREPLHCTONOEHBE - THDH I L




® EBEHER~ORBIZONT
@-1 HRGRICET 5B

R IR S O T2 BIEH N34 U, 24 BFRMIERERIEH O T, ‘Jzi;‘:‘cfrm%%}l
FLEE R ST, B UAER IS UTAREER N CT SORHEA ORI
SHAREOHES S AR CELR, EHICHIETEERR RS- TS 2 &,

@2 BRAEEF I 5HFFEAGICETEG

MABRICIEDL L HPM 2 i R O RA A T AEFREREPRERE=F ) 7
BEWEROAT U TEATOERESFRE LA TE L F— L EREHHE
HEITWD Z &, 2k, BEEEILoNT, PABE L FOFRICHmcEmah T
WhHIE,

@-3 BIHER OB IRIcB LT
E’i'H’Ffﬂ (£ ILﬁsnﬁ\‘%”’fJEx_ PN 73 RN "@ YOO R, BTHRREREE - sl tin
e, THEGE 5"‘5 (R RVEET RS . Wk (FRMEREIESE . FIRGE
I 5% m'l* SHEREREE) L 1 ?—Eﬂf;‘iﬂzjdﬁa\ SESER, Eﬁﬁ’iﬁ?ﬁfﬁ&fiﬁﬁr’-’ﬂi BEde, BiEOR
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ETHZ kL Wﬁﬁa’fﬁs%”*fﬁ; IEDV T AEER AT AR RETH S, PD-LI
ORI 1T D RBL izofm ThAHWB, < OBAMTE T fiaofifhx 2z
zsci&:;@ﬁuu&ﬁ LT a, RAFIICISIT A PD-L1 O FEEBUL, BHENE, RS,
IFFABERE, IR, JE/NIIRNTRE 22 Y O A R A TTRARRK - TH D | BV AFF
EDOHEBERRESR TS,

IO A DRI & PD-LI %ﬁfﬁ ORI S, PD-1 & PD-L1 ORI IIES
ORFERREHI B W THEERERI AN S Z EAURIBENTE Y B 2B ARBEOES &
LTHfFEN TN D,

A#L, PD-1 & PD-LI })w\ PD-L2 B U H Y FOFEEHHESA - ik | g
Mo BREE R ORISR RO E M T U N ERA TS L S, PIESE GIE & iim bl
TAH & THUEE A R A

AFNDAE I I 30 GREEOSHIERITI & @ﬁi'!ﬁﬂ:ﬂ’?z‘?iﬁ% sk, HiE LI T
FELHEREMED 3D, ARAOEREF R ORESHRIE, BEOBEL i, BENGE
W BN RITIE BB L RIS U T E'#J/&ﬁﬂnnkc‘:f}%ﬁ%hﬂ5.?? ML T
W) Zp BB W 2 1TV i ORIERIS I L ABUWER st b S e, RIERE R
OGO MU B 1T O LN D



3. ERERERAR

BALFERERICEBELLERT - BREOBHRE~A 70375 4 MATEN (UTF
[MSI-High) &vv5.) 2#FTABEFBE GRHENIBELEEERE SICIRS) OAEE
WDERM AT o T R e BB O R B R T,

70%, TMSI-High # &3 283 IZB L T, TPCRIEIZ L D MSI-High & HIE S /-8
F RBRT LS () 1213 TMSI-High (PCR ) 2758 LRLL, DNA
LAy FHEEEBEOBER LD BEENT 256 (LA#), 77205 PCR i kY
MSI-High T el (UUF. MHCI & WD) BITED 2 2w v FEERHE
DRE LT TdMMR] & 32,) CHIEENBE] 2EHT L8820k IMSI-High
EFHTADRE) LRI LA, IHCHEIZ LD MMR B & PCREEIZ L5 MSIREBED—E
H11 96.6~98.7% ' THB I LERARE S THD

[HB2h]
OEER LR DR (KEYNOTE-164 305)

7ok LU RBEMAEER, AX Y T IF RO ) T h R KT

HALFEFREERE O 3 A BB IR RE 27T + F1% D AMMR X% MSI-High (PCR i)

Y AT AN - BIHEAE 61 B (AARANTHEET) &38RIz, 4955 200mg 3
MRS (CLTF TQ3wl &) HES0oRDERUTESEIRE SN, o, BEFT
M THRBETARD bR HEEI, EEET 2 TR bW EORRENIZE
LTS BE T, RIE LR O BEHE R CHEEEITRRD LIL D F TAHRA OB S A
A EMEiEr S, TEIMEER THAESE [RECIST 4 FJ7 4 1.1 i
(ZHDS PRI XA FEREE (CR) EE43EE) (PR)] (22T, ARERIZ B
AN 6l FIOMREIR1OLEY Thoai,

Y¥1 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.: ] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017: 3: 1197-203

BE2 phpran e o1z 35T JHC BRIZ 2 S 2w o FIEM 4 » 32 T A MLH, MSH2, MSH6 i3 PMS2
TR ORBNRS LA ARSI dMMR PCRFZL D 200 Dv o st F T A fo—t—T
R ST RO A AOELARE Sh2EE IS MSI-High (PCRE) SHEEEn,

4



£1 BRERSURRUENHE (KEYNOTE-164 HER)
(RECIST ver.1.1, BAgrBEmM%, thifE, 2007281087 —F vy A7)

B 0 A 1T B (%)

B BigAshiE 61 fi"! 39 {2
FEeEZ (CR) 0 0
Hir%E% (PR 17 (27.9) 9 (23.1)

#E (SD) 14 (23.0) 10 (25.6)
##17 (PD) 28 (45.9) 18 (46.2)
HeE= 488 (NE) 2 (3.3 2 (5.1)
#Z=%h (CR-PR) 17 9
(75;;«)144 (950 {ZHAX T (%)) (279 [17.1,40.8]) (23.1 [11.1,3937 )

| AL ARAT R G R *2 o BRI R R HF O 5 b MSI-High (PCR ) 2ET58H,
*3 IRt P

@DEPELFEE RS (KEYNOTE-158 a5

—RIREE & LTI e (LR RO & 5 {ﬁiﬁii]lﬁa*/f fE7pETT - FE O AMMR XiE
MSI-High (PCR ) @2 24T 2 EFFEE 7Y £ 810. KK 200 mg Q3W #5047
x)J PER OME R B S, Aeds, iR Jﬂhﬂw*iﬁfﬁbx B bV, B

e AT R AR G W EE ORI EE LT A BE T, RIpI LA o mif% S
”Gﬂ{-:@j\@ﬁﬁ*- B HILEE TAROI S A kA I EAERE L Xt SR mTE
T HIER [RECIST F A KA 2 11 BIT IS PHliEis L 2584238 (CR) )z
A EEL) (PRY] (20T, MSI-high & P2Hr S AU/ 1% I AR IZ B e S 7 83 S
(Zn—7 K) Of§EILA 2, ARBRICEE S 04 IS ISR 2R oo Bk a3
DEBYTHT,
#2 BERSHRRUVESDR (KEYNOTE-158 #E, /1 —7K)
(RECIST ver.1.1, FEhEMATGSERS, PRYE, 200784 A 28RAF—F D v b3 7)

. I3 (%)
i BB R

83 {7 28 "
SezEd) (CR) 4 (4.8) 3 (10.7)
43284 (PR) 25 (30.1) 8 (28.6)
WIE (SD) 20 (24.1) 3 {10.7)
#F7 (PD) 24 (28.9) 9 (32.1)
A A aE (NE) 10 (12.0) 5 (17.9)

#%%) (CR-+PR) 29 11

(FEhse [95%IAFAKIM] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,594] )

1 AT R, *2 AR 2ER @ 5 B MSI-High (PCR i) &7 H8%,
*3 . FREE

WED) grpl = 0T A~ ] (DA e b RO MST-High O IEFT BB 20 AT 2 b— 7 K B
rk’x;h, ZA—" A GRS (LIRS, 77 B TS (EEEUVBEEORE ., AL~
7 — 2 —MERIEE £, FA—7 0T iﬂr W, B, RERE. W HF&(: TR pl e OB AR P 4 T A ,,;

(B AR SO S e RR TR AT S . Z— 7 D THTEHNERE ( ﬁi&o&mm@ww)
N7 E THFESEE (RY LR, /1 —7' F Cilf i (f%-’!]i..t}fiﬁ) TN F G T iz}wﬂmﬁw
2 e H G IE, 7 TR Z 7 T CRIEE R (Pl I IENE RS TR <) L
F—7 K T MSI-High # &4 2 E0E# GRS - BBBE4 RO BFPEAANLRE, ZA—7 A~]
I ESE S B O MSI-High 1200 T, b b AN T o AT K O OFE S,
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#£3 MSI-High #7572 BREOEENOREHR (KEYNOTE-158 #HER)
(RECIST ver.1.1, FEHMERITIRERS, PRYUE, 2007FE 4B 28 RF—F D v bF7)
P B (%) #%: (CR+PR) FlEE (%) #=5h (CR+PR)

94 7" (FEHE (%) 39 5|2 (R (%))
= NS 24 (25.5) 13 (54.2) 11 {28.2) 6 (54.5)
BHE 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FEERR 10 (10.6) 1 (10.0) 1 (2.6) 0
REE 9 (9.6) 2 (222 4 {10.3) 1 (25.0)
mE R 3 (3.2) 1 (33.3) 0 0
H Rz B 3 (3.2) 0 1 (2.6) 0
71N B 3 (3.2) 2 (66.7) 0 0
F-E S 2 (.0 1 (50.0) 2 (5.1) 1 {50.0)
TR N A W N TS 2 (2.1) 0 0 0
FELLR R 2 (2.1) 0 1 (2.6) 0
PRI b R 2 (2.1) 1 (50.0) 1 (2.6) 0
ey 1 (1.1) 0 0 0
DR B 1 (1.1) 0 0 0
GURYA, S35 1 (1.1 0 1 (2.6) 0
% M EEE 1 (1.1} 1 {100) 1 (2.6) 1 (100)
M4 i 1 (1. 1 (100) 1 (2.6) 1 (100)
P flE 1 {.bD 1 (100) 0 0
i BN 1 (1.1 0 1 (2.6) 0
FRER P (1D 1 (100) 1 (2.6) 1 (100}

| HEMERAT R BN, 2 WM SRER O S B MSI-High (PCRIE 2E T AR



[Z4iE]

OEREILFES 1B (KEYNOTE-164 #5)

HEHEZIT 60/61 7] (98.4%) 2,

5% FORWERIZTTRO LB Thoi,
#3 REEMN % EOBER (KEYNOTE-164 BB (RS SER)

BUVER I 35/61 4] (57.4%) 1Z3deh bz, IR

ST HIA S (SOC: System Organ Class)
BAEE (PT: Preferred Term)

Bl (%)

61 {51

{(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5
ERIER 35 (37.4) 9 (14.8) 0
%H%ﬂ%% R NN Y
T 8§ (13.1) 0
B 9 (148) 0 0
WeRt 5 B’ 0 0
Lo SREES L OREWATOWRE oo s [l o
WS RE 7 (11.5) I (L6) ]
Y 6 (9.8 P 53] ]
AEIRE 4 (6.6) (6 0
HERAE J‘:b\r’fﬁﬁ'fﬁﬁ%&ﬁﬁ% S RSt Tl DAPEREVOCRSUATTING [IGRTNINAITE
P iR _ 10 (16.4) 0 0
. EFEB FOUE T b ey [ e
5 PR 7 (11.5) 0 ]

7pks. VBRSO (1.6%), BEEDLEREE
BIAIES) 10 (1.6%) . NTHERERE S
253 65 (4.9%), §i2¢ - BRAGHRMEAE 1 7 (1.6%) . MRz
M. $f, RIS - EEOTH, M
EOBIE AR 1 RUBER, EHEG
Al 4% feethin /R M SRR . R E M, ARIFERE, infusion reaction B TRAE D

S

ki
5

HE (F T

sk ORAE

{FZ R RERSIHRE B . 2 TALBE,
34 (4.9%), WARIREERERRE 2 41 (33%) . JE
- s 1 (1.6%) A3
S L—EEREE) | T E{AReRE
MR . EEME E, O

N
BRI B Lo 7n, ABIEREBRRIIREER S (BERERRE &0

LR RE T

OE e S N3 (KEYNOTE-158 #t5#)

IrEESIT. 91/94 18 (96.8%) 1T,

IMERIEL.

T SUEL ORI FRD LB Tho1e,

=

58/94 17 (61.7%) 238

b, I



F4 BEHENSUIULOBHER (KEYNOTE-158 BB (&MRirgadsnm)

MEMXSIE (SOC: System Organ Class) FiE (%)
EATE (PT: Preferred Term) 94 {5
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade §
SR _ ) 58 (61.7) 12
e e
TH :
B 0
e s 0
ek RFEERBLUSSRLORE | s
M i
CEERBLUEFERREE s e
5 EIE 1 0 0

Ieds, MIHEEREE 46 (43%) . KB - BEOTH 3 (3.2%), WRMEE (¥5
Ve S —IEREEER) 2 51 (2.1%) T HEREREE 8 f5] (8.5%) | HURIRHRHEREE 8 7 (8.5%) .
1 AUBERRSS 1 41 (1.1%) | infusion reaction] #l (1.1%) #2338 bz, £7-, BEEOLE
s (BEERLIEIRE (R, SRAEE, ERES) . FEAEERES, JIBMEESE,
EHERERE T (RN BIEAVES SR | BEge. AhA - WRACITROATAE . EERR AR E . O
#K. JEgE - BEMAR, Sere il bR SRR, Vi AL, REFEE R ORE
MR Linvieino o, ARRVEARSRNIIEESS BERETEEE LG 25048
BriE R AT



4. BRITOWT

ACRAM E LT ERTIZRT AFS - EBEZ < MSI-High 244 2 B8
W A HAMRERATEABE O TS, AfELEZD, Q;‘I\im) 2 7 AEEE (RMP)
2B RA D E L BB RIT B A~ W IR 23 5 2 iR T - T, KA O ’g i
WO BREEZBW - BEL, AFORSICLDEE iﬁm’H’fJﬁ e ROl 7 S T B
LRI, UTOD~@0 5 R TEMTHRICBOTHEIT2 8 TH D,

@ #ERIZOWT
@1 FTZEn (1) ~ (5) OWTFRMHCEST AR THLIZ &,

(1) A S REAEET D0 A BB RUTIRIE S CERIE T IS ARSI B R B
iLhJUb‘ /Vn/’ﬁe &—‘}fg% = JEG ",TL. ﬁtjﬁk‘ﬁ) /v He fff?fi:’r[’iﬁ 7‘# é:) { *E--DLLF‘ 7 ﬁ 1 H u'\"f‘ .'g'.’\ 1 436
i)

(2) FrEtEeRiE CEaE 314 A 1 BRFE - 86 Milak

(3) BN BREMENIEET 25 AR (PSABTGEEIR TR, 25 ARSI
W AR, A ARSI 2 &)

(4) SRR E AR L, ARG 1 A A b R REIN T 2 oo fuix FL i
CARDIB I AT > T A MERE (ER29F 7 H 1 BIREE 2531 RiEk

(5) PrEEM: FEGEAI AL 5 PN O Mk B TR D RN & 4T » T D hiae (k29 27
ot BERAL 1287 fwEk)

D-2  wtB & 7p B T O R ORI EEREO RS- ”-‘*iﬁlﬂpitéi R0k A
SEH CFEOWTIMIZEY T A EMD 25, Mg iH o BRI BT SRR O#E T
FLLUTRBESRTHNDI L,

o [EAEIGEEFIEE 2 EOYIMTHE 2 MET L&D 5 ARLL OB AR OBREUHE 2
ToaTWAI Y, 95, 280 L, PAEDERE L L UZBEEREEZOuEY
o

ToTWD

o EffimiuEe 2 EoBBHEZE T LR 4 FLLEOBREKREE AL THD
&L OB, 3 M 1T, mtE kA AEEERER T O N A B A E L N AR
BIHTRHE AT o T B 2 &,

@ BEAOCERSFREFHOMEHT>VT
B S SR B I A T A R BUSHE e 57 0 OSSR, A9 -
LbE ST RO TR DR AT 5 I?:; SR, FrE G R L uwm
}”a'n SRR TOR AP E > TS T &,




® BUER~DOXIZOWT
@-1 HERRARICET 5 EH
fRIEMAEREOBEELZBEREARAE LS, 24 BRZEEHIO T, Yz
TEERRIZRBWT, BELZEEB IS TAREE LV CT E ORIWER DERZ ¥
%&*ﬁﬁ@ﬁ%m“’ AFRizEoil. BHICHIERERERIPE T D I &,

@2 EREERCLI2FAEFSANCETIES

BABRIIEDDEMB 2B A R E AT A2 ERESEEREWERE=2 ) 2
EEODIZEROAZ ) -2 FETWERE L HREY LA TE D T AEEKH
fRINTWDZ &, B, BREIIZOWT, BABRE EZOERCHFSIIRAmMENT
nWaZ &,

@-3 BlIERORZE-PxhRcEL T

RIER (BIEMEMREIMA . KK /MR - EEOTH, FHGEREE - mlMB
Mg ERREREREE (RIS TTEMERAR ) . NWREE (FIRAHEERE Pyl
P2, BIEHERERESE) . | UBERIE, R OB, 4% - BIEUTRATAE, B, BEIE oK
EEE (R EREIREREE . 2RI, HEIES) | infusionreaction, 4% - ’Blﬂﬁﬁ'%
BIEFH DT, MREREE (F5 2 - AL —EERYS) OHR, EELOEES (G
PR MRS SRR . It E ., ARSFEREE . ERRIERIES) . MERE ﬁﬁfb’%ﬁf\ &
)f?z £) 2R LT, WMENERE SULE BRERARM o B M A T A EM Sl L (BUEH o

ZET NI L TR R OEEAZ T o528 esH 2 2 ). BHIET2AE R
’C%f R D38 T B T L,
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5. BENRLRDLEFH
(A5t B 5 HH]
O FTROBFIZBWTRAOFEDEN R TVD
o BAALTFEERERICEE LT BROBEE A 7 YT T4 M REEN
(MSI-High) % &5 2B ™ GEESGRN/KERESICIRD)

7235, MSI-High #F 75 Z £ i3~a7 v U X< 7 (#EETHEZ) a4
B (IR754 - MSI#EF v b (FALCO)) #HWTHIETAZ &,

@) TEICHEY T ABREIIT DARBN OB E N OUEH FEZ W T ARO AR
W ER Tl bT, KAOFEGHR AL,
o FilFe IS
o fhoOFUIRMERRER & EE L i S A BE

O FRIEEYTALRE SO THERBOBREREZ L INTNDLH 2 s fHE 2T

@ HRENOFRIC BT T RIS AT D BE OV TEL AR o8 TR Siven

A3, O TREORIRIE R 2SR Y | MIEICARZER T2 LB TED.

o MHMEMEBOSUIMIEOH D HE

o HaERii{R R E TRVE S AR D B K ONGHENE O KR BB 2 S0 i g
E ) N Shli N | AT ANY (AT T

o HOHEEROAHE, BN L OIEEEO B AR B ORI
AHBE

o IR GRMEMIRRRIEE G ObH LEE

o FMGORE AR AT A RE

»  ECOG Performance Status 3-4 ' @R

Gt MSI-High #77 2 BFERE O LY o FREERTH S Z ENRESN TS (Latham Alicia et
al.: J Clin Oncol. 20185 JCO1800283),
4187 BCOG @ Performance Status (PS)

Score | EFE

0 | B<CHEREHTE L, BHENERAL B EARE NI TR D,

PR LV RN HIIR S A, BT T, BIERCE - TOEEIIT I T &3 T& 5,

Dol emess, sBER

2 BITHRE T HSOFOE D O L ST < TAEEZAEREIL T vy, B 50%EL IR~y FACIlE T,
3 RBHA-HAOEORY O & LATERY, Bl 5% Ed -~y Kk il 27,

4 MRV, BOOHOEYOI LEEC TERy, BRIy FiEFTR I,

11




6. BEBRLTEETREER

0

@

AT SCEFII R WS TR R SR A ERE Eﬂ%iﬁ@%ﬁ&@ HHISEd

RO DIT LB E Ry ol B L THhLERT S

BIRFRIAIZ LD | BE L DORIK! éﬁi&oﬁ@&%+ FRBL, RERE

ThbiRE5T52

FREMERO<=2 Y A Moo T

o MEMBERAH LRSI ERHDOT, AROEFIZH - Tk, WHE
(B, R R, W) ORI U X FRTE oS, a1
TCATH 2k, F£7n, BEIDGUTHE CT, Mif~—F —S0oBE4+EkT
HIT &,

¢ infusionreaction 3% H 10415 2 L A3 H B, infusionreaction 25 D L ALIZIE A
LW A E AT O & LB IERASEHE T A TRFOREY [y
THZ &

. %%%Waﬁ%\TEMW B e N %&huwhgbm7’&ﬁ%
T, AREI O F A O G BRI E IR LN S I BE R R (TSH, r%
T3, T4, ACTH, M$:w%/—»%@ﬂi)%ihf Dk,

o IFHREREREE . LMHBEERLBHSDRAZLENHS . RO 5 BRERT K
UM 5 HART 2 E WAL TR RERRTE (AST, Mfyﬁﬂ’AW B L s
DPE) BEMTHZ L,

o SEOER WERARCIEERBRESD) SOREREREERLLPRD
ZEBRBHBHDT, i@%*ﬁ@ﬁﬁwﬁﬁ%mﬁ¢ ok, it ﬁmﬁﬁﬁ
WO LNTEEILE, EeIIEFRIEAAZ2T o L0 BELRYET S

o FRFOEHIZLD BEORIERIG tH#?&%KBma&b@&$¢ﬁ%
NHLbNAIL ENDHE, BENEDLATESICE. BRLUAFRIIILU
AR 72 AnEE & RR A B o PR A & I U ORI IERIZ I 21T BE s
RS X ABUWER B DA AFRIOREESUT ik R OB E
NEVHEIDRESEEEETL L, 2B, BIERERAT o058 v EfE
m@uﬁﬁ @BM&WEQL@£% BB TR NE LIS O S OB
HERTD

. &@%T%;ﬁ@%ﬁ%ﬁ%ﬂﬁﬁLTﬁ%ﬂWﬁﬁ%ﬁ?é:aﬁhétw
Ao TRICOCAMERORBEBIIA-SITEET D Z L,

. mﬁ%%(mﬁlm%wrf Eir) bbb, HERFBMY P T PR
WWELZEnHS LB, B RS OERORELmEEO RSt
TEBETAZE, L mﬁﬁﬁ»ﬁbhtﬁn JEREEHEL, AR o
ROBEEOBEERNEEITI Z &,

AFNOBEEFEBRIZR VT, KEYNOTE-164 38 TIX 9 8 2 & . KEYNOTE-158 &

BT SRR G 1 ﬁf‘eﬁii 9 ER Z &L 1 ELERI 12 M D L H R REE

BT T T E 2 BEI, AAERE i;T:ﬁ;{iEl’J THEERE THROMEEIT O
&
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RIS 1

BREFEHEET A FZA
Ra7nl) A</ GREFHEZ)
(R4 : FA PA—F ABHE 20 mg, ¥4 PA—F AR 100 mg)
~ B A B A ~

SFfiTE1 2 A
JBAEF @A



B

oIz

AEN ORI, TEREE
B PR R

i e AN
BEHB L HBE
BEIZBELUTEET

==

~EHIE

P2
P3
P4
P8
P10
P11



1. {TUBHIT

EFEEOEIN - ZREOHEROTZHIZIE, B LFT RSB FELRERS RS
BILD, ST, EEORFERIOEERICL Y FUAERS A ¥ oSy 2 5 0E
FEERHES VBB ENAZH T, IR L OERGNEEICGERBEIRMT S 2 L ARED
B E 7o > TR REMBOESR L WFEOEARFE 2016 CFAL 28 4F 6 A 2 AEZHLE)
EWTYH, EHHEENEOFEROREEEL AL L LS Tnd,

FrEUERMFEIRL, EEERSCE2N T e 7y A VB FOERER LN R
BB EDRHD, oD, A EURSEIZET 2ERA BT L EToOR.
UREENOBEZBRITA I EAMEIh2BFIHGUTERTA L & L0, BHE
BB LB LE RN A & D 2 L RARES — OB & 7 R e i A
TAHLEBEETHA,

L7zho>T, KHA KT 4 Tk, BEESINAETIZELIL T D EFESH -
B HAMIZE-SE | LT OEENORE ER 2 H#ET 28 58 by ailemipk £2
FEOCEEBESEAERT,

WRE, BAA VT A i, MSIITEGE AR BER E SRR, AREMEARE
FRERIEESE S, A EEN B ARRNEIE S RO — A A 8 RREHE2 0w
J1o 6 R LIz,

B EIDEIEMS A M A— B 20mg, ¥ M A—F H T 100mg (—
g Rav el Xe7 GRIGTHEZ))

W MR ¢ RIGYIBR AR SO LI R O R R

HEERARERVER . 7% o F o7 L offficin T, lE, AR, ~a7n ) v
7 (B{E-FEER ) & LT, 1[E 200 mg & 3 BB T 30 45
T TR EHET D

BIE M EE  MSD RS

(%%)
AT AFEE I mg, WEESmg (A4 . 7R UF=7) OPREISE. BERUA
El,i

BRE ST RN A - ARIE BB RE SRR OO B

R UHE B AT F =27 LTI Smg% 1 B 2EROES4 5,
7pds, BAEOREIZ L v EEHERT 245, 16 10mg1 20 CHEET
x5,



2. FFIOE. ERBF

o h— & Y 20 mg B OV SETEERE 100 mg (— %% - A7) X7 G
LA . BUF A &5 ) 1, PD-1 (programmed cell death-1) & £ U 7
RC# 5 PD-L1 RIAPD-L2 & DFFA#EEEET L. b MLIgG4 T / 7 v—F /iR
ThD.

PD-1 #E851E T HIAa GBS RIS 70 5 B 1o O IC S AR S T 9 2 32 70 fe s thiAe
FA wFT, PD-11E, @ﬁ&#ﬁ‘mwT@&WTMMmﬁﬁﬁﬁm%%L\Edﬁ

%Em H%M%Ki@%aﬁrrn%%ﬁ o AP PD-LIF U Y R &S
535 U#ﬁ IR /7%»@%&ﬁ WHEET A EETH D, PD-LI
@mmmﬁ %ﬁibﬂ#f% PLEL OB KBTI THROE X A5

ik@%hﬁﬁhbfmé B ARz 3507 % PD-L1 D@ HEELE, BMam. P, IF
AN . DREARE . FE/NHINRME f2 O RSATTEARRRFTh D | RV AR L
OFMEIPES STV D,

B OB A OBENT %L PD-L1 BIEOMBMENG, PD-1 & PD-L| OFKIZEE O
SR B W T REEARSIAM S Z LAVREIN TR D #iiceBAmREOEN S L
TR STV D

AFHNE, mn&PDM&Ummg@mjw/bw%ﬁ%m Sl &ciw N5
%dﬁ%wmﬁ%%%meﬁﬁmTj/ﬂﬁéfHmﬁﬁbmww B PG PEE T
Ak THNEED I A s

K%WWW%WK%6<ﬂ%®%§JtELémwm%ﬁ%%bmwﬁﬁii%tr
ELHARAENR DS, AFlORGFROESH%ITE, BEOBISRA 1010070, B ER
%bﬂﬁ%ﬁ» ‘%LLJ%Kbbﬁ%%%&ﬂﬁ&ﬁ%xhﬂuw&&ﬁLTM
B A Mﬂnw m&m BEROSIT & B REWER s b 258100, BB IKES
E Al @Jr”' BAEOBEIREEITT Y LERH D



3. BRERARE
MBI GE LR OB A OEGER I 2 T o =B R RO RE Y
A B

[ 5hE]

EHE L RS AERES (KEYNOTE-426 #5%)

{L IR IR O 70 WR IR BT BR S RE MU BRI O i A M e B R AR S FR 25 861 131 (A A
Ao BlEaTe) BBz, A=F=T Y oIl (UT (R=F=7) L, ) 2%
HEE LT, AR ETH O F=7 e OFRKES UUT AR/ TH L F=Ti 809, ) 3
OFDER LR EENRF S 7z, FETEE BT REFERE (LUF oSy 2vwa . )
R OB AR (BLTF TPFS) &9, ) e&h, RF/THFF =71, A=F=
TEHEL T, OS KU PFS & HEICEER L,

*1 : American Joint Committee on Cancer i {1408 10 25 <SRBIV

*2 0 50mg 1 A 1 E] 4 RS 2 M ARGE

*3 0 A 200 mg 3RS (LT TQ3w) Zuvva, ) TH#lRWNRG L, 7 oF=7%5
mgl B 20 (LT IBID) $vo. ) RAHBE L. T F=70EEEIT, Smg!
B 2laCH#my D2 a—X (6EH) UERFWRHY, Grade 2 2257 ¥ F =
FORMERLERD BT, Ao 150/90 mm Hg LA FIZEH S A5E . TmgBID
~OEREATREL Uiz, $RHEOEES B 10mgBID ~ BB L aREL Lim, 7
¥ F =7, BEROMER, EERSOE U TRFESUIME 3 mgBID, KIZ2mg
BID) L A[fEE L7,

#1 FEHMEAEE (KEYNOTE-426 3ABk)

ARH/ T X F =T A= F =T
(43215} (42915))
il (H) NE NE
[ (95%C1] INE, NE] [NE, NE]
0S" | W FEE7 0.53
[95%CT1] [0.38,0.74] o
P it 0.00005
haE (A) 15.1 11.0
[95%CT] [12.6,17.7] 8.7, 12.5]
PFS™- ™| /AF— RE™ 0.69
[95%CI] [0.56, 0.84] -
pE" 0.00012

Cl: {EMEXE. NE: #EFRA. *1; PEINOF—% Q018&E85 4R > 7)) . 2 /8
B Cox B AW — FEF AL DA =F oL g, *3: Billn 75 7 1E., *4: RECIST
H4 K74 LIRS G TR PR



| ~ A ARHE200 mgQ3WB U T ELFT
S0 - -
80 ”ﬁw‘%&%aﬂw@ -
N 70 x:$:j‘ AR A Y R b4
2 60 -
%’t 50
a0
30
20 -
10 i
O 4 8 12 16 20
at risk#y 4-7EHARS (A3
AF200mg QIW BT
Pk F T 432 417 378 256 136 18
AZFo T 429 401 341 211 110 20

E1 0SOHERTE O Kaplan-Meierfi#f (KEYNOTE-426348%)

FHFN200 meQBWER U FXRLF=T

Y 4 8 12 16 20 24

FH200mg Q3W 432 357 251 140 42 3 0
RUFPxLFZT
AZFIT 429 302 193 829 29 1 ¢

B2 PFSO SRR OKaplan-Meierti#f (KEYNOTE-426338%)




[Zc4k]

[EER IR MRS (KEYNOTE-426 #U5)
AEFERIIARE/ 7 X F =78 422/429 P (98.4%) RUR=F =7 423/425 {5
(99.5%) IZREM LA, RBREE X R BEFERNGTETERAVEEHERIT, ZILF 413/429

Bl (96.3%) TN 415/425 5] (97.6%) IZ38& Lalz, Wi ORETRREMR %L 1

DEERIZTRO LBV THh ot

F£2 WTNIORTRILEN 5% LOBER (KEYNOTE-426 BRBR) (20 8 £5)
BENKSE BEL (%)

(8OC: System Organ Class) R/ T X F =T AnF=TE
HEASE (PT: Preferred Term) 429 {#) 425 %

{(MedDRA ver.21.0) % Grade Grades 3-4 Grade 5 2 Grade Grades 3-4 Grade 5
SRIVER 413 (963) 269 (627 4 (09 415 (976} 244 (374) 7 (18
s L) S REE

# i 12 2.8) 1 (02) G 65 (162} 13 (3.1} 0

A i B b 5 {1.2} 0 0 37BN 6 (1.4} 0

PR 6 (1.4} T {G2) 0 79 (186 28 (6.6) 0

i AR 8 {1.9) 0 0 94 (225) 22 (5.2) 0
Ay o

B R AR T EE 520 (12 4 (0.9 0 14 (3.3} 0

BH IR TR 135 (31.%) 1 (02 0 19 (28.0) 0
ks

R 23 (5.4) IO 0 16 (38 0

B 31 (12) 0 0 29 (68) 0

< 2100 (49.0) 31 (72) ¢ 175 (41.2) 19 {4.5) o
=T 17 (4.0) 0 0 2 (5 o

HILT R 12 (2.8 0 0 48 (113 | {0.2) o

SRR Y 6 (1.4) 0 0 M (80) 3 0N o

ML 91 (212) 2 {03 0 11 (261 4 0.5) 0

1y 8E 61 (14.2% 307 0 86 (20.2) 9 (2.1 0

B R 34 {7.9) 1 {0.2) 0 56 (13.2) 3 0.7 ]

i REEE R L GRS OWE

I 50 (117 6 (1.4} 0 34 (127 12 (2.8) 0

BE 130 (30.3) 10 2.3 0 142 (334) 21 (4.9} 0

o TR S 35 (12.8) 4 (09 0 9 (21.2) 7 (1.6} 0

BEH 16 (3.7 0 0 24 (5.6) 0
FEH I

ALT #8715 102 (238 52 (121} 0 54 (127 11 (2.6) 0

AST 1870 91 (226 29 (6.8 0 56 (139) 7 (i.6) ]

w7 F = 24 (5.6) 0 ¢ 0 (1.1 1 {13 0

P BRI 2R L3 22 (5.1) 0 o 2 (52 0

I o 3 0N 1 02) Y 48 {1t3) 29 (6.8) 0

d R 14 (3.3 1 (02 0 76 (17.9) 31 (7.3) 0

R 41 (9.6) 6 (1.4) 0 36 {8.5) 0

B g R 1 {0.2) 0 0 37 (87 it (2.6) 0
1S R USRS o

foNGER 94 (219 9 {21 0 106 (24.9) 2 (0.5) 0

Y AR E 6 (14 2 {03 0 2% By 11 28 0
T T LU AR : ' '

Ealite) 52 (12D KR (V) 0 15 (3.5 2 {0.5) 0

ek 23 5.4 0 ] 16 (3.8 0
WAL '

MR R 40 9.3 1 (02 0 129 (30.4) 0

GH 35 (8.2} 3 (0.7 0 3 (718) 1 {0.2) 0
i X UREES

EAR 66 {154y 11 Q26 G 3% (9.2) 6 (1.4) 0



BE IR )

{SOC: System Organ Class} R T e F TR AmF TR
HBAEE (PT: Preferred Term) 429 {5) 425 {5
{MedDRA ver21.0) £ Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
BERE SR ELES L U R
RERIK 32 (7.5) 1 (¢.2) 0 12 28 o 0
EEEE 98 (228) [ ()] 0 12 (28 0 0
RO T B 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.3) 0
Hitim 19 (4.4 0 0 32 (15) 0 0
B LR TR
i A 27 (6.3) I (t¥3} 0 35 (82) 0 0
FH - BERGRETRERTE N9 277 22 (5D 0 168 (395 13 (3.3 0
% PR 53 (12.4) [ (£33 0 18 (41 0 0
3 46 (10.7) [t 0 % 89 i 0.2 0
179 @1n 91 (1Y) 0 184 (433 78 (184 0

fris. AR/ T EF o TEICEWL TRIE RS 120 (2.8%) . KIBSS « ADIGZ - EaE
03 T 39 5 (9.1%) . PRRREE (¥ T L —IEBRRFE 20 (0.5%) | ITHAERE (ALT
RN AST 9007 O RPRSRERGE A F 2 Fde) 150 # (35.0%) , HUHIRASERERSE 165
(38.5%) . ~4Ir:f7h#%‘znbl’m‘-ﬂ 50 (1.2%) | BIBHEREETE 10 40 (2.3%) . 1 TRUEERRE 1B
(0.2%) . BHERERE GEVERE IS RS o F (2.1%) | AH4¢ - BB RIAEEE 4 41 (0.9%) |
FREARMEIE 4 8] (0.9%) . LFR 28 (0.5%) . BYSMEEE 1 # 02% MU infusion
reaction 2 5] (0.5%) AF2¥ iz, £/, EEO MRS (BRI e, ZRZH0H
AR SY | PR, I « BliIESE T Ao mikha s (sl dn MR ESREEIE .,
TN, AR ERE f‘“-‘#t-hifwb}‘diF Y | MERE IR R R U :tl; Wi ko e, AENHER
FELFIL GBS ERREEREEEEH) 2B 0ERHERE T,




4. HERRIZOWT
EIES Y R 7 FHEFHE (RMP) ICH-3& | AFIOEIERR SUERE TG~ i 71 (&5
BHAMRTH T, AFOEEPENLBEZDH - FEL, AROTRSICL L EE
RERMERARBRUABICHIET 5 2 LB LERZD  MWTOO~B 0+ T a3
BRUIBWTHEHNTL~RETHL,

O HERRizoWT

@1 TEO (1) ~ 5 OVWTFRMIESTHIMRTHD Z L,

() BEAFEBRKEREET 25 ADEEENGRRESE RN RIS A REE IR R
@ﬁ#h SHLEHERL A, HURAAREREER E) (ST T H 1 BEEE : 436
i 5%

@)ﬁiwmrh(P&m&4ﬂlaﬁr 86 HEi%)

(3) FEMREENIEET 5 ADREEFRRE (05 A BRI E R, NA DR
e, AR WL%Wﬁfh&&)

@)%%k%&& BRE L, ﬂiﬂ+ﬁ&%%121%%&%%&%%2@%“%?
K%é@&%ﬁofbé%m(?&%ﬁ7ﬂ]ﬁﬁ : 2531 JiEk

@)m%ﬁ@%ﬁwb%ﬁMﬁwwﬁﬁﬁbﬁémm%ﬁofwéwﬁ(%&29¢7
A1 HBEEE 1287 i)

O-2 By O SRS B ORI FE R FEELEF OO & 1 ﬂ\ﬁm&&ﬂﬁéﬁOE%(F
FONTRPIZESETSEMN) ¥, YZ2EROARIIBTRECELRE L LTER
ENTWaZ L,

%

o EMGRFRGR 2EOVIIHERIET L LRI SFELLLOAGHR C’Jli'".’?aﬁ“:@ﬂlk%"_
STWAHZE, Hb 28T, NARYREE E L LRI T OUHE 217
STWNDH I L,

o [EMIRFFIRGE 2 EOPMTHELE T L &IS 4 FLLEOWIRISEH L OBRBHE & 1T
STEY, Hb, 28N Hix, B0 S ABEMTRE TN AREOBRHE R 1T

S TWA T &,

@ BRNOERSEREROERIZONT

AR TUCE R T A TR P E S h, REERENLOBFRED, U - &
MR OB R EMS T 5 HF RS, A EESRLRE LB G0
5, SNESHIZTON AR E-TWEZ L,




@ BIER~OXIToWT
@-1 MR ETHEMN

R PERG R RS O B2 BIEH AR A LRI, 24 RSB EH O T %.lxhﬁ;r&
PRGBSV T, BB UBIVERIZ ﬁbrAV“ﬂkUCT%wﬂwmmﬁ m%
PR O Y B RIS O, ISR AR E S TV A Z &,

@2 EREETICLI2AFESXINICET 5Bt

WABBRIZEDL S SN2 MR AT T A EREFENEHEN T2 U 7
EEDIEROARY )= FETOEIRE LG E G TEDHF— LEBEEEHHE
HENTWD L, 2B, BindlliconT, BABRE LZOZEBIZHSIBAmEh T
WAZE,

@-3 BHERAORBCHINIZBE LT

AR (RVEMEMZ BNz KIBA - /N - RO TR, ITFRERRRET - il tei
wa, H f%é“ﬁ% (FRAMEMEME SRS, WowEsE (FEEEEEE. FURsEE
Bl WIRERSARREE) . 1 BURERRE . S E O ES. WA - BREGHRERE, B, RO
sl (B’df’#;%ﬁi&ﬁi)ﬁ” . LR, FEIUEIES) | infusion reaction, 4% - BlREA,
AR B E WWW%(%?V-AV_EBﬁr):Mm%\%%ﬁmﬁwm(ﬁﬁ
PR AR A SRR, VAR E M, FREEERE, MEMEREGESE) . MUERE RIEMRE,
B oo LT, MREHIERY S LT BRE R B O PR AT S [ &EEE L (RIPER o
BRI L THEE R OSSN A RN E A I L) | DR AR AL A
TELEMPBESTWDL T &



5. RENRLRLBE

[FaEIz B4 5 $1H])

O ALFHREREO VRGBT AR IR OB MRS AE 2B W, AR 7% &
F o7 OB EOEBHEITREN TV D,

2 FRCEHEMATIRZ T 2AROREEROERFEIZ OV TR, KF O
E*éhf%&# EN AT SR Rl A SIS
o HTRARBE L
o AREOHEMEE
o OTERFOFIMEITEN TV 22 VLD BIEMSIRER & O HPES

[tz f+ 53]
O TFTREEMYTAIBRFISVWTHRARNORENBE L ERTWA b, BT
FoFay TR

o FRAIORSICE VIBBUE DR &H 5 8BE

@ ‘ﬂfﬁﬁﬁ@?ﬁﬁﬂ‘i:iﬁb"fTﬁL IZHES T ABRB LDV TIL, RIS ﬂlﬂﬁi’%éﬂfo@b‘
« MBOTEFRIRE S 2 BB IT\”O %i AR ERT D 2 4EBETED

. W% iR B OB %R@%ﬁ@%éﬁf

o B mGR AT E 2R D R R UNEBIE 0 B A 25 S m s il 4%
DM SIENEE A3 Ed’b%’oﬁﬂ%

. Ei CAERB OGO, UM L ISR EO B C R BB OO

Y%

. lﬁl"“%’v’rﬁﬂ?’f (M epAIMLFEAERE 2 5 10) ObDHEE

o RAEOBRUIME A H T A RS

. Kamofsky Performance Status 70%#5 “F) O BE

(50 Karnofsky Performance Status (PS)

ScoreiFETR

100 {IEE, EBICHTLZREORZ BV, BEEW S L,

EREORREATHE. BRI EN LT, 90 MEVEERERIID BN, EEIRE AE

%0 fJ\fﬁ OEERERS B D, BH L TER OFE#hE

FAry A Z SIIREE, BT TAEBTE T, BT (ASHFOYURLTE LR, EXOED - 8352 2T

BT & A CREARRBRIZLZLOTHS, | 60 EJ IMIMER I LETELRE, LA FENELE

BaBEOMBIEL B LT 5, 50 A EELLERB LR RETARLE
40 (@S9 GEW R K EH SN
HORYOIEFESTTELS, BRHH ] N |ECEN T, ARSSEESEEI LY E o T
TR OEE & MEOREELEE T, EE| 20 FERICEE. ARBSE TR RS LE
DEREILET L T D WEEMS S D, 10 |ZEEAE-STVD
0 |3

10




6. BEELTHEETEWIE

WA SrEE TN 2 UG R E N R AL D BRI D £ RH O R B UNE T
MOT- DI LB R A DI LT ERT L 2 &

TR BRI e b, BE T F OFRICHE DR AR +aEP L. RELE
TholEET D&,

FARIEROw R A MZ20T

@

@

MEMEERA L O bNE 2 ERHL DT, KFOEFIZH T » T, YIHE
B (B8, MR, WEEE) OMRERUITE X #REOFEE, Blea
AT T &, Eh, MEZEU T CT, miF~—r —F0REeEint
HI L,

infusion reaction 33 S5 I £ A& 5, infusion reaction 7358 BV 2 HE T
PR B AT O & & LT, ERAEE T 5 £ TRA OREA I
TAHZ L,

MU R AR RS | TR ERE SR CRIE#EREE N H L PN 2 EBHLD
T ASHI O G- B RGOSR H L E RIS N TR GERR A (TSH., i
T3, #FEE T4, ACTH, M= A5 — Aol #3358
IFHERERS S, LB RN H S b 2 ERH DL DT, RAOF GG
U 5 M 2 s IS L REHERER S (AST. ALT, v-GTP, AP, V') A&
ONEY BERETA DL,

SE A TR UMEEIERRE &) SodR2REELL LD
TERBAOT, THMIROREOFEAMET D2, £, ROMRFHR
W LA AIIE, He I CERERE A 2R T A L BELEET L 28,
A OB G L0 BEORIGEUSIZEMT 5 &5 2 LD ix R IRBROME
NhLbhd I ERhs, BENEDLIENICE, B UZERIINC
HEPY O 70 a0 & SRR A O I & U g A BB A AT RIS O
BBl LaptER AR a8 AR, ARAOREGTR IR, RURIERE R
NECHIDE SR EET A, R, BIRRERLT OB LYETE
FH OB AR 5 A2 VBRI, BT BB AL B S A 0SB
LEETH L,

WEs T BB S8 ARRE LT LRIERMNRBET LR DHTI00H,

HRIDE THT AT S BIER ORBUC I EET 5 T L.

IIEA LN HAOT, %, Bl IR ORI O BEBL mMAHE O A
BT AL, 1 EMERRARDR SRS AL, AR B
RO EEOBEIRNME LT Z &,

A OBEIRER DIV T, RERENS 128E, DB s4BEEETORITE, £O
W12 WD RO AT o T & ABE, RAR S PIES I E
A CHROMREEIT Y Z &,

11



BIES 2

REFEREETA R4
RATEY X2 (EETFEREL)
(RF4 : 4 b—F RHEHE 20mg, ¥4 FA—F EB#E 100 mg)
~ R SR R ~

SRTE1 2 A
=R B



SR/

AN e

LB

AHF| ORI, EREFE

g8 PR AR

Wizl T
BhEtg LA HBE
BEIZBR L THE T & IR

P2
P3
P4
P11
P13
P15



1. LBz

ERMOFEME: - BMOMR O OIE, T XESIESNBIE 2 KD
BA, S5, ITEOREEHFOESC L0 PRERL R &0 B0 fris /e
FEERDERINLGT T, INOOEERZEIILERBFIRMT 5 2 L 3R
L 2o TR Y BFMEGER L S EOEARSTH 2016 (EXK 284 6 B 2 A EFHRT)
RN TH, BHNEEREOHEHOREEZRAZ L L X TV5,

AR EESL. ERERSESE T 0 7 s A APEEOERL EH O MIC R
RBEZERHE, o), AR CESMICETOERS FOEET S ToM.
UHEELOBREL BRI I LB INA BT L TERT2 & L4, #E
ARRE LB LB e wting L A2 L B —EOBSZ /-4 ER g T
THZEREETHS,

LinidoT, BAA KT A Trr, BBERECINE T LN TV HERIELY -
MR RMICESE | UToRRLOEMAER L #HET 28 A0 o R sl £
FROCEEFERL T,

R, RHA KT A T, WIATHE AERGERESRERE, ARHEREEARAR
BRANEE e . At RN B AR AR E S . B EEA B AR T AWER SR T
NIFHEEAN B ARAQBEARFEDOR IO b E{ER LT,

T &I AEES XA b — X HEEE 20mg, ¥ b A S HEERE 100mg (—
fed o a7 ul XvT (BmFHERL))

MG ERAMELTDE - BRI LR & 4 T A SR

WREDARERUAE - EH., AR, X7l X7 (BETEBZ) LT 0
[E] 200 mg A 3 MERIRE T 30 SR CHEFRET 5,

Bk IR GE ¥ MSD Bkle




2. ARIOKM, fER#MT

A b A T 20 mg R ORLEHENE 100mg (—i% a7 m ) X=7 (&
GFfRE) . BT TARF) &vv9,) 13, PD-1 (programmed cell death-1) & £ 0> 7 r
KT#d PD-L1 RUSPD-L2 & OfiE 2 EBEMET 2, & ME1gG4 £/ 7 a—FAdiK
Thh,

PD-1 #RBS1E T M S e B HRAAE A 55 2 72D 122 AR R 4 2 Je 2o S e il 4
Z A F T, PD-1 1L, BRI BV TIEHER T Mia Okfn i 881 L, E (A
fmm ""iymz BB ERICERIET S, Tbh, PD U A R ERE
L\T Ik HIRSEERILS /?ﬂ‘zwﬁé%ﬁi flET 2% ERTH D, PD-LI

E# ﬁ‘ﬁ: B ARRTH TR THDLIE, £ OBAMETIE T Mlaofxa+iz

ié:aﬁﬁﬂw%‘éfﬁbﬂ\z)c AAHIRLC F3 0T B PD-L1 OmRHIE, B R
WFHIBS IS . DRELEE . /) NHEERIRE 22 & O 2 B A T THRARRETTH D . B AEf#
EOMBEESHE I TV,

RO A DBFEAGT% S PD-LT BHOMBIEN S, PD-1 & PD-L1 ORI
IE RS BT HEEREE A ) Z EAURE SN TE Y $ilc SR ABTROEN & L
THAFF SN T 5,

AKIL, PD-1 & PD-L1 RUPD-L2 DV o ROFESHIET S L1080, B
MRS O MR BASHINE S T U R AT L S #nﬂ?;ﬂ,,aafsg%ﬁﬁé’;'rﬁzm
A 2L THAESSRERET S

/NﬁiJ@{’Fﬁﬁﬂ%ﬁ’i 2HS GREE ORI RURIC L 2 RIMERI S & b bdy, BRI

HETEEM S H D, AROR S ?EU“T&%—?&G:@\ B OBEEE AT BEARR

bb B:}lt%{j‘ :k FEER L 72 HEAR TN U7 B AY A ik & R A - R AT &l LT

G172 BERIEE W A2 4TV N Jr‘“ﬂ%tﬂ%%ﬂxmm AHEEMREDLN DBE L, RITRE R
OB EEOBUILNELT ILEND D,



3. ﬁﬁ‘iﬁkﬁ
BT
R,

PR % 4 2 BESUHREE O GRSl & 1T o 72 2 2o R BR O IR %

[H251]
ERR I F AR (KEYNOTE-048 3U5%)
LA FEERE O e TRIEERAL S DI, « TURSEE UWEEE OO BEES LR IR 2 A
LUATERRE LR B 882 ] (AARAN 67 flaElr) 260&T, ¥YyFi~7 (&
mT##Z) (UT Tevdier) 2nd), 7rFuvFen T (5FUs &
D) RUZ'ZFFEAOHARE (L RER) 223 B L LT, 5-FU & 75551
A OO T TAFFE G ORFIGEA B ETE) ° R UWA] 200mg % 3 B RS (UL F Q3w
EWVD.) E (FRHIHEMMBESH) OFERUREEARM N7, TEIFMEA O
—okahl2AFEE (LUF T0s) &vva) 1220, ITTEMICE T, AR
RUEEIME P RRE S I L THBICEE Uiz, 7. RRBMEE S b el L
T ITTHEIZBWT, 08 133EE M%7 L, combined positive score™ (ULF TCPS; &
Vo) BT LEOBEEMIZBWT, OS OFEBEAREERED B,
1 RATREILE T ARE L L TIS3REL S iﬁ‘?‘*fﬁﬁ"?@ﬁtéh‘i‘L\t%%’"ﬂi‘ ETE
BWOREBERPLEDEU BB L TWAESIE., HAANEREL X (27270
YT T H6H A LINICEBRETT L8541 CH%K Yo

2 Y F w7 (FEL00 mgm?, 2[5 H LIRS0 mg/m?) . RS F 100 mgmi X H
R T F o AUC S (mg - min/mL) R US-FU 1000 me/m¥day (4 B RS SR 5
DIFLZ Q3W (Y XU ~7ORLAMEE) TRKX6=2—RAEE#, Y3 ~7250
mg/m*x DEMBR TRE Lk,

¥30 AE200mg, AT T F L 100mg/m T AR T T F 2 AUCS (mg - min/mL) K UFS-
FU 1,000 mg/m¥day (4 H RIFHGRIEIRS) OB Q3W TR A6 2 — A L%, AF200
mg & Q3W TR E L7,

*4 : REEMANZ BT 5 PD-L1E B L BB R CREHRR (w77 7y — PRIV
IR DR BIEEANESCTER L, 100% % U5,

x1 FRAGERBREOFDESE (KEYNOTE-048 2E)
AHN G R H-8 [ e=si=20 5 3
(28141) (27841)
il (A) 13.0 10,7
[95% CI [10.9, 14.7] (9.3, 11.7]
08" AN R 0.77
[95% CI] [0.63,0.93] —
P LEA 0.00335
Cl: 1;%’15&:?&’] PR ROT —4& QO8FE6AI1IRD v b4 7). *2: BH Cox LEfF " —
Rz om%ﬁﬁﬁEmm@ 3. BRle YT IRE




m._
80,.
70 -
SRS
" 50—
& o0
H 30~
20_
10-
0,
at riskEx
AH200mg Q3IW,
75 F o BRI ROS-FU
tUFERLTT,

7 F AR O-FU

&
e
T AAI200mg Q3W, 7 T F 5 AN USFU
/ Wy LR T TR
R A L VST Iy |
NN
o

T T T T T 7 T T

0 5 10 18 20 25 30 35 40

gerea SINEN

281 227 159 122 75 40 10 1 0

278 227 147 100 51 20 5 1 0

H1 ARGEREESD 0S OhEMEFT O Kaplan-Meier Bi#f (KEYNOTE-048 3U8)

%2 AKEMBEOHEYERSE (KEYNOTE-048 BER)

A F| B R (L REE R
%k 30114 30017
Hidefli (H) 1.6 10.7
“ [95% CI] [10.5,13.6] (9.3, 11.7]
ITT 4 08— e e
[95% CI [0.71, 1.03] —
P 0.00014
5% 257171 255
i (H) 123 10.3
CPSZ1D | oy [95% CI] 110.8, 14.9] [9.0,11.5]
BN N R 0.78
[95% Cl1 [0.64, 0.96] -
P i 0.0086

Cl- (Z3R[ZR. *1: PRIFEEOT —4 QOISR 13RS v M4 7). *2 1 GBI Cox Hef ¥
RS L ALSEREN L O, f3 . BRIn YT o BuE GRSM P, H BRI ST

P HERE (R P )



60 "\\xl: . A K] 200mg Q3W

| . ey
30 / unu I Uy,

A (%)
i

“n -

D9 pyx ey oI MR USTY |EH||§ bt
10+ T |
0-—— T \ T i T T \ T
0 5 10 15 20 25 30 35 40
L (A
at risk#H
AH|200mg Q3W 201 295 172 125 81 37 18 2 0
TYELTT,
S5 FrmmR oSy 0 M6 w07 57 % 10 1 0
00| |
90
80 1
g 60+ t Y # 711200mg Q3W
i .
Jh'“'% 40 - ik
LR / i iTm
gy M
20~ , e lif ”III I Tl
e T T T WAL US-FU LR T I
10 - I1E .
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