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NBERAFERVHE  B@E. BRARIX. Xa7n) Xv7 (BaTHEz) & LT 1
[B] 200 mg % 3 WM T 30 2T TRIEFET D,

R ¥ A MSD KR &t




2. AR, ERBRF
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AFiX, PD-1 &£ PD-L1 RU'PD-L2 DV H v FORAEZBET I Licky ., [EE
BREFOEBEREOMIRGENE T V o Ek2EEbSE, REEREZBEEL
T5Z L THIEEDRZRET 5,

AFNOERBFFICZES BEDORERIGIC L 2BIERERD bbb, EEIETIC
ELWENEYRSH D, FROREHRUBRERITIE, BEOBEL +SIT/TV., BERHE
0 LIV EITIE, BE L BRI U MR 2508 L BB & o ER & L Ol
DI2ERZE 21T, BEORERISIC L ZRIERRRLON 2 HEICIX, BIBRESV
EURIOREFEOBEIRLBEZIT I MBERD D,



3. ERPRAR#R
Y1 RE 72 EEAT « B3 O FE/ NS D KGRI IZ R % 1T - 7= E R ERARABR O KR &
2N IS

[Foh]

OEEEI;FRIFBMAARRKR (KEYNOTE-024 ER)
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¥ ay=F kg e U TRERFEAR STV 3 PD-LI IHC 22C3 pharmDx 4 =]
AV TRESNE,

*2:24 WAFTHRESNEBERAFOREEZFILL, TO%, KRETIRDONH
AR EFBETED L ENT,

#£1 BYERE (KEYNOTE-024 #EER)

75 FFEK| &
e S OV STl
(151 )
g [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NP — K2 0.50
(95%CI) (0.37, 0.68) -
P fH"3 <0.001
o [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os*™ NP — R 0.60
(95%CI) (0.41, 0.89) —
P fE" 0.005

ClI: 28K, NE : #fEF 8. *1 : RECIST H1 F5 A > 1.1 UCE S ML IpE, *2
BRI Cox }kBINY— FEFNMC L B 7T F BB 2 ST bERIEL O, 3 BRIv S Z

TRE. *4: PEBTEOT—F (201659 By AT




100
90 —_— EROmE QIW
80 753+ NRESGIL YL
€70
B 60
g 50
3 40
& 30
20
10
0 - . : .
0 3 6 9 12 15 18
at riski INEEEM B)
FA200mg Q3W 154 104 B89 44 22 3 1
75FHUAERGILER®E 151 99 70 18 9 1 0

H1 HSEIC X B PFSOBMKAZNT R D Kaplan-Meier#i#f (KEYNOTE-024382)
(PD-L1it4: (TPS=50%) D BHER)

100 =

90 | .

80 s

70 Mg,
£ 60 e,
H‘ 50 Y oamey
f a0

30

20 | —— =mowmg aw

10 TS FFRMRRGILYME

R 0 3 6 9 12 15 18 21
$EmiA)

at risk¥
FA1200mg Q3W 154 136 121 82 39 11 2 0
TSFHUAERRUIEESE 151 123 106 64 34 7 1

o

X2 OSSO HIMESTRDKaplan-Meierfi#f (KEYNOTE-02438%)
(PD-L1ftE: (TPS=50%) o BFEM)



OEE LR I /MAERE (KEYNOTE-010 #ER)

75 FFRR 2 S LFRIERY 2875 PD-L1 B (TPS=1%) 2 OYIBRAR 21
1T - BROE/NREMEEAS 1,033 f (BARA 91 flzEte) ZRRIC. FH 2 mgkg
Q3W #HER N 10 mykg Q3W B EDOHEMMER NEZEMN, FEF Tkl (UT

DOC) & 9,) ZXREE L TR SN, 28, BRFHM TERRBETIRD LN
BEIC, KRETETRTIERIED SRRV EDBRICEE L TS AE T, KE
PLRE O B AR TR BEITAERD b b £ CARIOER ML FiE L Shi®, EEFT
MEEEIX OS XUPFS & &h, AFZDOC L L T, OS #FEICER LT,

*1 : EGFR B FEEBMEXIT ALK BAEBETHECBRETIX, 7 FFRAEZSMLE
BRI L BIREBICIN ., N1 EGFR FAEMEA XU ALK FAEER 2 BT 28
BB L2 REREE A T5BENEAAN LN,

*2 : PD-L1 IHC 22C3 pharmDx [# 2| ORfEFx vy hEZHAVWTRE S,

*3:24 WA FETRESNESAERFFOTRELPIEL, TO%k, KBETHABOONIZE

AltREFRETCE I L ENT,
£2 AHMERK (KEYNOTE-010 3RER)
A#| 2 mg/kg AAl 10 mg/kg DOC
Q3w Q3w
(344 f) (346 #) (343 #1))
PoflE [A] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
0S | N"¥F— RFik" 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) =
P {E* <0.001 <0.001

Cl: EHEER. *1: BRI Cox AT — REFNAICL S DOC L OB, *2: BRI/ TS 74

E

100 ———
90 ——— AW 2 mg/kg QIW
80 e ZER10mg/kg QYW
70 - — Kues%un

60

50 |
40

30

20 e

10

0 tre , T s
5 10 15 20 25
at risk#y ErFmmA)
M 2mg/kg QAW 344 259 115 49 12 o
FA10mg/kg QW 346 255 124 56 6 0
Ko+t 343 212 79 33 1 0
3OS OBRFMNTE D Kaplan-Meier gh##t (KEYNOTE-010 #)

(PD-L1 Bt (TPS=1%) D BAEHEM)



QEEEIFRFMAERER (KEYNOTE-189 )

{LFER D72\, EGFR B TERBHR U ALK MARETRREOEIERTRiE
1T - BROFERFE LR NBIEBRSE 616 5] (HAAN 10 flEie) BXRIT, AH
200mg (Q3W) . A FLFE FF Y Takf CITF <A MLk R 20H,)
BROFFFFRIK (VAT SFURIIAINRTSF ) ORRE (RRIGHREE) Yo
BEMERORZEMR, 78R, A MoFE FEROTI7FFRBIOFRRE (LFER
ERE) VERBE LEZEERAR TR IR, Wi b, 77 F T HANTHEYER
DEBRETLIOERL, REFTBRK4 a—RFETE Lz, 2B, BN TRABETHR
D ONEBAI RRET2 R TIERPRD b N2 WEDOBEKRIICEE L TWABET
1. REILEOESFFE CRBETHRD 5N D ETHRAIE <A it FOAK S
EREBET 22 EAFREL ST, EEFMBIERIX OS KUVPFS & &, AA, ~X b
Lt REROTSFTFRAOHARGIITTER, <A FLFE FROT T FFHREIO
BrRZE L LT, 0S RU'PFS 2 FEREE LT,

*1 1 AHK 200 mg, XA FLFE R S500mgm?, AT FF IS5 mgmE RITANRT T F
AUCS5 (mg+ mL/min) DNEIZ Q3W (F=a—AD 1 ABIZKE) T4a—2x&EH%, K
#1200 mg RO A P L FE K 500 mg/m?2 A Q3W THRES T, '

*2: FFER, A R LFE R S500mg/mt, VAT T F 75 mgm? XixH VR T T F 2 AUC
5 (mg+ mL/min) ®JEIC Q3W (HFa—RD 1 AEIIRE) T4 a—X¥EHR, 7%
REORA L FE F 500 mg/m? 2 Q3W TREIhT-,

*3:24 WA ETRESNIZHAIAFOREGEFIL, Z0%, RBETHBRD NS
AIEBREFEBTES L LS,

#£3 AR (KEYNOTE-189 HE)

AR RRE b PRIERE
(410 1) (206 )
HifE [A] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
0S’! NP — REE2 0.49
) (95%CI) (0.38, 0.64) —
P fE" <0.00001
HFofE [A] 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™ ™ N — R 0.52
(95%CI) (0.43, 0.64) =
P ff" <0.00001

CI: 15X, NE: #ERT, *1 : PRIBIEOT —4 12017 11 A8 By bAT7, *2: /8
Bl Cox WBINY— FEFTNMZ LB T FER, A FLFE FROT T F+HRFIFRILERED
BERAREE O, *3: BRla S5 ZJBRE, *4: RECIST 4 FTA4 2 11 ICESKERT
JRST A SRHTE



100

90
80
70
g 60 -
i 50 e,
I a0 e
30"
20 7| — EEOg QW RANLFRERU TS S EmR LR
10 7] ——— 73, AN ERRUTS ST+ RAHM RS
. 0 3 6 9 12 15 18 21
at risk#t £ (A
FM200mg Q3W, A
AP ERRUTSF 410 377 347 278 163 71 18 0
TRRHBILLEE
T5EK, AApLEE
FRUTSFHERAHA 206 183 149 104 59 25 8 0
2 73
X4 OS OREAFHTED Kaplan-Meier Bi#f (KEYNOTE-189 B#k)
100
90 \ — Mg OIW, AR AT SF R
sgo{ ——— T8l A RRRUTSFHE AN
& 70
4 60 “‘l.
50 L
L 30 Yol
a: 20 - \.—H w','h —
10 -
o ; ' ' \ , '
0 3 6 9 12 15 18 21
at risk®y RIS EEFER (A]
FR200mg Q3W, A
AbLFERRUTSF 410 322 256 149 60 17 5 0
FRANA RN
T5t#, ALFE
FRUZSFFAAA 206 141 80 40 16 3 1 0
&2 B3

5 BERTHRMEICL S PFS O EEHFFO Kaplan-Meier Bhi#R

(KEYNOTE-189 BBY)



@EEILRFMAERER (KEYNOTE-407 3ER)

{LFRIER D 2\ UIBRAEREAT - B ORFE LI/ RS 559 # (AR
A 50 BlRETe) ZXRIT, AAI200mg (QBW) | INKRTTF LRI Y F%E L
X2 ) XN (TA7 I EE) (LAT Thab-PTX] & 9,) OffRKRSE (&R
FIGEREE) " OBMEROREWR, TR, IVARTSTFUoROA2 ) FF:ELY
I% nab-PTX OHFAE S (LFERER) 2B e LE_EERABR TRET S N7z, Wi
Ebh, N7 Y ZRENRIE nab-PTX 1T, HYEMPBE ZLIBRL, BEEIRK4 =
—RFETE LTz, 2B, BGFHI CREAETIRD b I2BEIC, KBETEZTRIER
DR BN WEDRRKMICEZE LTV 5 BE Tk, WREILIEO BN C&K BET )
BOONDETARDOEGZHMFET DT EBFAIREE 7B, FEFHMBEEBIX 0S K
PFS & &, FE, INVET T F U ROVT ) F FE/0 ik nab-PTX OHERBEILI S5
TR, INVRTFF L RORZ ) X ENXIL nab-PTX OFFAERE L LT, 0S &
U'PFS # ARBICER LTz,

*1 : A% 200 mg, /X7 U ¥ /1 200 mg/m? X I nab-PTX 100 mg/m?, B AR T F 1 AUC
6 (mg* mL/min) DNEIZ Q3W (KA, 7V FXENROINKRT TFUEEa—R
® 1 BRICKRE, nab-PTX3Fa—AD 1, 8, 15 BBIC®RE) T4 a—AREHK, X
#| 200 mg 2% Q3W TREEh iz,

#2 0 7T AR, N7 U F ¥ 200mg/m? Xid nab-PTX 100 mg/m?, /AR 7 ZF > AUC6
(mg * mL/min) DIEIZ Q3W (FH|, 7 VI XFENVRVINKRTFF L NIKFET—AD
1 BRERZE®RE, nab-PTX iZF=—AD 1, 8, 15 BEICKRE) T4 a—2AREHR, 77
EARN QIW THRE Iz,

3:24 TR ETRESINTZBEIIFFOBRELPIEL, £0%, RAETARD b5
BICREHEATE L L L &N,

£ 4 BB (KEYNOTE-407 3R

AFIOF AL [ R===3 Ea
(278 ) (281 1)
FoRfE [A] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ NP — R R 0.64
(95%CI) (0.49, 0.85) —
P fg" 0.0008
PRfE [A] 6.4 4.8
(95%CT) (6.2,8.3) (4.3,5.7)
PFS™ ™ NP — R H7 0.56
(95%CI) (0.45, 0.70) -
P " <0.0001

Cl: {E¥XM. NE: #EART, *1: FEMAEOT —F :2018FE 4 A3 By F7, 2. B
Bl Cox B NY— REF M LB 7T R, VRIS FTF U ROVIZ ) # XXk nab-PTX
OPRBEIEE OB, *3: BRIe Y5 ZHE, *4 : RECIST A 54 v LIRIZES BR
TS H SR E



90 -
80 -
_70-
& 60 -
# 50 -
& 20 |
30
20 -
10 -
0
at riski
FHW0mg Q3W. HilH
IS5F /R IFE 278
Qignab1t2 U 9% 21
75tk ATS5F
BURZUIFENLRE 281
nab-i{7USF N

100

— Mg QIW, ML ST IRUNIUFREA S Hrab- T2 VT R

.
Wy
‘-.I.~_l

——— 753ek ARTIFARTAZU I RLREnbI TP 0T A

3 6 9 12 15 18 21

£ (A)
256 188 124 62 17 2 0
246 175 93 45 16 4 0

6 OS DOHEIARITEED Kaplan-Meier Bi## (KEYNOTE-407 38%)

— ENE I, T AF IR T EA T a2 97+ 2
——— 73tk ARTIF/RUATUFFELRENDAZ YIS L)

Mo _
l—

100
S0
80
R 70-
B¢ 60 -
50
BB 40 -
[u]
30 -
20 -
10 -
0 :
0
at risk®%
FH0mg QIW, AR
ISF/RURUI%EN 278
RUsnab-1t7Y 7% Ll
738k MRTIFY
RUNKFUIEELRIB 281
nab-N7)FF il

3 6 9 12 15 18
HEIRBETHR (B8]

223 142 57 23 5 0

190 90 26 12 4 0

7 ERTHREEIC XD PFS O RN Kaplan-Meier Bhifi

(KEYNOTE-407 38%)
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GERILFRFMERER (KEYNOTE-042 7RE#)

{CRZRIERE D72\ EGFR Bio R RN, ALK A EEFRMER U PD-L1 % (TPS
Z1%) " OYIRAFREREST - BROFE/NMIRMEESE 1,274 6] (BARAN 93 HlzEs)
ERBRIZ, AF) 200mg Q3W B E-DHER NEZEMENR, 77 F K 2&te{b PRk
XL L TRE SN, 2B, BRFEM TRABEITHNED b BAI, REETE
RTIERAFRD BN ARWVEDEEERMIZEE L T\ 5 B3 Tk, KIE LI O Bl &K
BETRRO LN ETHREOR S 2T 2 2 ENFREL Shz, EEHEEA X

0S L &, AR TFFFHA L ETMLFRIEL R L T, OS 2 A BIZEE LT,
¥1: o R=F BB e U CTRERTEAR STV 5 PD-L1 THC 22C3 pharmDx [ =)
rRAVWTREINE,
¥2: 24 A A ETHREINTZHRIAROREEZFIEL, 20%,. RRETEARD NG

AIIREBETEIZ L ENT

5 AHHERE (KEYNOTE-042 3R) (PD-L1 Bt (TPS=1%) DRHEHM)
T I7FFRR e
A% 200 mg Q3W ey
ks 637 45 637 $
o hRE [A] 16.7 12.1
g;s;% 0s*! (95%CI) (13.9,19.7) (11.3,13.3)
( é?zt%) NP — FH 0.81
(95%CI1) (0.71, 0.93) =
P " 0.002
I 299 300
| hRE [A] 20.0 12.2
;};;zi%o% oS! (95%CI) (15.4,24.9) (10.4, 14.2)
N AN — R 0.69 -
(95%CI) (0.56, 0.85)
Ik 338 337
o FRiE [A] 13.4 12.1
53;%5;”’ oS’ (95%CI) (10.7, 18.2) (11.0, 14.0)
1 NP — R 0.92 ol
(95%CI) (0.77, 1.11)

Cl: EHEXER., *1: PRIMITIEEOT—F 1201842 H 26 B~ b4 7, *2: BB Cox EFI N
— REFMCL BT T FFHRAZELLRRIEL O, *3: Bilv /T 7 RE

11




100
a0 N\ — 2000 QIW

80 - Yol ——— TIIIRNERUILIN

70~ .

£ 60 - N

# 50 ‘u\~

¥ a0 .
30
20
10

o,
H'“q“
ﬁq%

- e W —

0 6 12 18 24 30 36 42
at riski LA

FH200mg Q3W 637 463 365 214 112 35 2
TIFFENRRGILEME 637 485 316 166 88 24 1

o0

8 OS DOHLEAENTRD Kaplan-Meier Bi#f (KEYNOTE-042 #E)
(PD-L1 B, (TPS=1%) D EHER)
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[ZZ42tt]

OHEBELRZMERER (KEYNOTE-024 HR)
HEBRIIARKEE 148/154 B (96.1%) KU SOC & 145/150 £ (96.7%) 1258 b, 18
BRI L ORRBBENVEETERWVWEEFEFRIL, ThER 113/154 i (73.4%) KU 135/150 Bl
(90.0%) IZRD BN, WTNDRDOHTHRAEREDN 5% U LOBWERIITROLEBY Th-

e
£6 ODTFNHLOBTREERN %L EOBWEE (KEYNOTE-024 38  (Z2&MErtfe)

#RERIRSHE (SOC: System Bl (%)

Organ Class) AF B SOC ##

HAEZE (PT: Preferred Term) 154 B 150 41
(MedDRA ver.20.1). 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
2EWER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
mEL LY >/ REE

HifL 8 (52 3 (19 0 66 (44.0) 29 (19.3) 0

B BRI E .1 (0.6) 0 0 8 (53) 2 (1.3) 0

F R E 1 (0.6) 0 0 34 (227) 20 (13.3) 0

/MRS RE 0 0 0 17 (11.3) 8 (5.3) 0
NRWEE

R RS B TLAETE 11 @1 0 0 0 0

FRR AR BRI TE 12 (7.8 0 0 1 (07 0 0
B kS

&) 6 (3.9 0 0 17 (11,3) 0 0

T 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0

B 15 9.7 0 0 65 (433) 3 (2.0) 0

A% 4 Q.6) 0 0 18 (1200 2 (1.3) 0

M H- 4 26 1 (0.6) 0 30 2000 1 (0.7 0
—f - REEER X TR B OREE

W 5 (32 1 (0.6 0 11 (73 2 (1.3) 0

Y 16 (104) 2 (1.3) 0 43 (287) 5 (3.3) 0

e 1 (0.6) 0 0 9 (6.0 0 0

FEEL 16 (10.4) 0 0 8 (53) 0 0
FRERIRAE

ALT 30 10 (6.5) 0 0 7 @47) 0 0

AST 370 8 (52) 2 (1.3) 0 5 (3.3) 0 0

M7 V7 F =8 3 (19 0 0 15 (100) 1 (0.7 0

RS 0 0 0 20 (133) 6 (4.0 0

i /NR BB A 0 0 0 18 (12.0) 9 (6.0 0

A Bk R 1 0.6 0 0 16 (10.7) 3  (2.0) 0
RBtR L URBESE

BARIBER 14 @1 0 0 39 260) 4 (2.7) 0

&= /%0 ALfE 1 (0.6) 0 0 9 (6.0 0 0
BERRR L R ARREE

g 13 (8.4 0 0 4 @27 0 0
PR REE

BRE R 1 (0.6) 0 0 15 (10.0) 0 0

K= 2 — R F— 2 (1.3) 0 0 9 (6.0 I (0.7) 0
FRIRBR, MUENES L ONEREE

il 23 8 (52) 4 (2.6) 0 1 07 1t (07 0
KER X O THgEE

BLEE 0 0 0 12 (8.0) 0 0

b4 1 8 (5.2 0 0 1 07 0 0

& 5 FEIE 12 (7.8) 0 0 3 .0) 0 0

b2 11 (7.1) 1 (06) 0 3 .0 0 0

13



7236, AR IV TREIEMMER 9 B (5.8%) . KIBK - EEO TH 8 f (5.2%) |
WRIEE (X5 « NU—EGERS) 26 (1.3%) . FF#eEREE 22 6 (143%) . Bk
BREEREREE 21 B (13.6%) . TEEHEREREE 1461 (0.6%) . 1 BHERRE 1 6] (0.6%) .
REMREREE (RS REIEMRERSE) 16 (0.6%) . X161 (0.6%) . Bk - BREUHE
#RIEIE 161 (0.6%) RN infusion reactions B (3.2%) MRFE¥» bz, i, EEOKE
BE (FERIRBEER., SN, BRERS) | BIRWERE, BEEHENE. N
7% - BEIEA . B Y OEA. DR, SN/ MR MEEBER, AR M & OFRIFER
BIIRD bR d o, AREARRRAZEEESR (BEREHEEEZED) 280
EHERETRT,

QEPEILFE I/MAERH (KEYNOTE-010 #Bk)
HEELIT 2mg/kg Q3W B 331/339 ] (97.6%) . 10 mg/kg Q3W & 330/343 il (96.2%)
B OYDOC B 297/309 Bl (96.1%) @D S, EBRE L ORRBRAEETERVWESE
BRI, #hFh 215339 B (63.4%) . 226/343 B (65.9%) KT 251/309 Bl (81.2%)
IZERD bz, WTNADRETRERERN S%ULOBHERIXTRDOLEBY THhok,
R7 WThAOBTHREN S%LULEORIER (KEYNOTE-010 BER)  (Z2MARYTREMH)

BRERXSIR (SOC: System Bi%k (%)
Organ Class) 2 mg/kg Q3W A 10 mg/kg Q3W B DOC #
HEAEZE (PT: Preferred Term) 339 41 343 {7 309 4
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 € Grade Grade 3-4 Grade 5 2 Grade Grade 3-4 Grade 5
2EIER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
Mg LY RREE

21 10 29 3 (09 0 14 41 1 (03 0 40 (12.9) 5 (16) 0

TR ERIBAE 1 (03 0 0 1 (0.3) 0 0 44 (142) 38(123) 0
WIS

IR RS R I T E 25 (714) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B iphEE

T 24 (7.1) 2 (0.6) O 22 (64) 0 0 56 (18.1) 7 (23) 0

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

nM% 13 (3.8) 0 0 7 20 1 (03) 0 43(139) 3 1.0 0

A 12 35 0 0 13 3.8) 1 (03) 0 24 (71.8) 2 (06) O
—i% - EHEER LRSI ORE

& JIE 20 (59) 1 (03) 0 19 (5.5) 2 (06) 0 35(113) 6 (1.9 0

S 46(13.6) 4 (1.2) 0 49(143) 6 (1) 0 76 (24.6) 11 (3.6) 0

FAHPETE IR 55 0 0 4 (12 0 0 21 (6.8) 0 0

B 10 29 1 (03) 0 14 @41 0 0 17 (55 1 (03) 0
FRRRE

BRI 0 0 0 2 06 0 0 24 (7.8) 19 (6.1) 0
iR REEE

SEBE 309 0 0 3 (09 0 0 17 (5.5) 0 0
RER LR THERES

Fii B 309 0 0 2 (06) 0 0 101 (327) 2 (06) 0

O PEEE 25 (7.4) 0 0 32 (9.3) 0 0 5 (1.6) 1 (03) 0

5 29 86) 1 (0.3) 0 44128 1 (0.3) O 14 (4.5) 0 0

7238, 2 mgkg Q3W BER TN 10 mg/kg Q3W BEICRWTEN T, BEMMER 15 41
(4.4%) RO 146 (41%) . KIBE - BEEO TR 5 F (1.5%) B2 46 (0.6%) . H
BED R fEIEE (R BRI RRE . STUALEE., SRR ES) 1 61 (0.3%) KTV 1 4 (0.3%) |

14



MWREE (XT 2« NU—EGRRES) 261 (0.6%) B3 F (0.9%) . FFHREREE 23 4
(6.8%) KU 2241 (6.4%) . FURIRMERERESE 32 61 (9.4%) KRR35 4) (10.2%) . T
(AHREREE 1 61 (0.3%) RN #1 (0.3%) | BIBHEEREE 2 £ (0.6%) B T* 1 4] (0.3%) |
1 BUBERRIR 1 (03%) RO 2 Bl (0.6%) . BHEERE (RMTHEEMRRS) 4 4
(1.2%) BRU0 B, BEHR 161 (03%) B0 G, fhdk - BRACHHARE 1 6] (0.3%) RO
0 #. infusion reaction 2 . (0.6%) RO 6#l (1.7%) BRD SN, Fiz, BEEGHES
fE. Mk - B, 5 & O RK. LRk, REMEN/ORA SRR, Bk O
FRERBIIRO bhied o, REHERARRRIIIEETS (BERREEREZET)
R UEHERE TR,

QERHAFFEMIEMER (KEYNOTE-189 #Ek)

BHEFRIIAZGE AR 404/405 B (99.8%) K USetFREE 200/202 1) (99.0%) 12588 &
., BRELOREBREPEETERVWEEFRIT. el 372/405 B (91.9%) Kk
T* 183/202 B (90.6%) (Z3B8 HiLiz, WO THEIERA 5%L EOBWERIX TR
DERYTHoT,

#£8 WTFhHhOBTHREENS%ULOBEMER (KEYNOTE-189 3RER) (ot siam)

BB BIASHE (SOC: System BlE %)
Organ Class) ] AK G R {LEERRIERE
EAEE (PT: Preferred Term) 405 B 202 5
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade  Grade3-4 Grade$5
2EIER 372 (919) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (1.0)
Mg LY VR REE
2 , 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEBMT P ERIBAE 25 (62) 24 (5.9 0 4 20 4 Q0 0
B Bk E 22 (54 8 (2.0 0 12 (59 1 (0.5 0
FF BRI AE 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M/ S ERIRA E 69 (17.0) 31 (1.7 0 27 (134) 13 (6.4) 0
P s i
FRAR RRBERE AR T 22 (54 2 (0.5 0 3 (1.5) 0 0
IRpEE
IR 51 (12.6) 0 0 14 (6.9) 0 0
BBk E
1BF% 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193) 15 (3.7 0 22 (109) 4 (2.0) 0
B 187 (462) 12 (3.0 0 90 (44.6) 4 (2.0) 0
N & 26 (64 2 (0.5) 0 15 (74 1 (0.5 0
N it 74 (183) 7 (1.7) 0 39 (193) 4 (2.0) 0
—f% - 2FEER L UCRELMORE
S 53 (13.1) 16 (4.0 0 31 (153) 3 (L.5) 0
S 134 (33.1) 20 (4.9 0 62 (30.7) 3 (L.5) 0
FERE D HAE 30 (74 3 (0.7 0 14 69 1 (0.5 0
R IE 27 (6.7) 0 0 12 (5.9 0 0
FEE 24 (5.9 1 (02 0 4 (2.0) 0 0
BER X NFE RE
FERR 20 (4.9) 1 (02 0 10 (5.0 0 0
FRER IR
ALT #/m 38 (949 2 (0.5) 0 16 (79 3 (@1.5) 0
AST 3/ 28 (6.9) 0 0 10 G0 1 (05 0
M7 L7F=8Mm 32 (79 1 (02 0 12 (59 0 0
A mEkER 2 B4 71 @047 0 12 (59 6 (3.0 0
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FEBIRSHE (SOC: System BE (%)

Organ Class) AHIGF FRE L HRIERE
FAZE (PT: Preferred Term) 405 51 202 51
(MedDRA ver.20.1) £ Grade Grade3-4 Grade5 & Grade  Grade 3-4  Grade 5
R L& O Ra e
RARAR 84 (207) 4 (1.0) 0 42 (208) 1 (0.5) 0
&~ 7 XU AfiE 2 G4 5 (12 0 35 0 0
PR RS
BRE R 37 91 1 (02 0 14 (6.9) 0 0
BRI R THRGES
RIEER 11 @27 0 0 12 (5.9 0 0
% 5 FERE 37 9.1 0 0 12 (5.9) 0 0
5 51 (126) 5 (1.2) 0 17 84 3 (1.5 0

728, AFIBE T BV CTRIE MRS 16 51 (4.0%) . KIBAK - EE D TH 20 1 (4.9%) |
MIREEER (X7« NL—IEERS) 10461 (2.5%) . FFgEREE 62 #1 (153%) . Bk
BRAUSREREE 32 /] (7.9%) . TRMAMREREE 2 61 (0.5%) . BIBHBEREE 1 6 (0.2%) .
1 BUBERT 1 61 (0.2%) . BHRERESE (RMEHEMETRE) 256 (6.2%) . FER 2 1

(0.5%) R Winfusionreactions 5l (1.2%) MR OGN, £7-. BEEOKREEE (F/E
FEIRARAEMRAE, S, BMREES) | ik - BREUFRARE, BEMHENIE, WX -
B, SY MR, DFKk, M/ MRS HESEBER. PR & VRS ERE I1X
BOLNENroT, ARERARRRRIEESS: (BEREEEELEL) 280K
ERETRT,

@EBERLRF MRS (KEYNOTE-407 3U#)

BHEFRIIAFIRE 273/278 B (98.2%) K UNKHRAEE 274/280 #il (97.9%) IZFBH L,
BRELORREBERBEBTE TERWAEEFRIL, TLEh 265278 # (953%) RT
249/280 B (88.9%) IZFRH BNz, WTNNDOBETHEERN 5% LORWERIITRD
LBYThoTz,

£9 WPEhhOBTHERN 5% LOBIVER (KEYNOTE-407 3RB) (L&t f4EH)

BERIXSEE (SOC: System FE (%)
Organ Class) A FABE (=375
EAFE (PT: Preferred Term) 278 280 41
(MedDRA ver.20.1) 4 Grade Grade3-4 GradeS 4 Grade Grade3-4 Grade5
2BIYER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
B LY v REE
=g 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (154) 0
HEBPML P RRIBRAE 14 (5.00 14 (5.0) 0 10 (3.6) 10 (3.6) 0
B mEREAE 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
BRI E 97 (349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
/R E 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
NRWES
IR RIS BE TLIESE 17 6.1) 1 (0.4) 0 2 (0.7) 0 0
FIR BRI R AR TE 16 (5.8) 0 0 3 (LD 0 0
BREE
(E 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
TH 61 (21.9) 8 (2.9 0 47 (168) 4 (1.4) 0
B 85(30.6) 2 (0.7) 0 71 254) 3 (1.1 0
Mg At 36 (129) 1 (0.4) 0 25 (89 3 (LD 0
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BERKSE (SOC: System wE (%)

Organ Class) AFGF R (LR IERE
FHAZE (PT: Preferred Term) 278 45 280 4l
(MedDRA ver.20.1) 4£ Grade Grade3-4 Grade5 & Grade Grade3-4 Grade5
TR EARER & R GEMLORE
48 175 46 (165 3 (L) 0 41(146) 6 @1) 0

e 54 (194) 7 (25) 0 52(186) 7 (2.5) 0
PRERIAZEE

AST 370 14 (5.0 0 0 5 (1.8) 1 (0.4) 0

RIS 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

/MRS 23 (83) 5 (1.8) 0 16 (57 6 (2.1) 0

B M EkEE 30 (10.8) 11 (4.0) 0 28 (100) 10 (3.6) 0
RBHB L UREES

RARIR 47 (169) 5 (1.8) 0 57 204) 4 (1.4) 0

B~ R oY AME 15 54 1 (04 0 9 32 2 (0.7 0
HEHRRR X U ARRESE

b 36 (129) 1 (0.4) 0 24 (86) 2 (0.7) 0

P 32(11.5) 2 (0.7) 0 26 (93) 1 (0.4) 0
R REE

HRREEY 23 (8.3) 0 0 7 (2.5) 0 0

R = 2 — RF— 55 (19.8) 3 (L.1) 0 37132 2 (0.7) 0

SERRT 15 54 1 (04) 0 13 (46) 1 (0.4) 0
KRBT =2 —rF— 31 112) 0 0 36 (129) 2 (0.7) 0
B R X UK T EE

R BAE 126 (45.3) 1 (0.4) 0 100 35.7) 3 (L.1) 0

€ O FEE 29 (10.4) 0 0 15 (5.4) 0 0
5 28 (10.1) 0 0 20 (7.1) 0 0

72¥. AAIBEIC BV CRIEMERZRE 14 £ (5.0%) . KBS - HED TR 14 £ (5.0%) .
MRRBEE (X7 2 - NU—RERREE) 556 (19.8%) . FFHRERES 26 B (9.4%) . B
MREEREIES 31 1) (11.2%) . TEEEERE 26 (0.7%) . BHEEET (RAEHEE
BRE) 6% (2.2%) KU infusionreaction6 B (2.2%) W@ bz, £z, EEDK
EFEE (FREMIEIREGRE, ZRAH., BEXORES) | BIBHERS. 1| BIERRK, K
R, R - BBEHRARIE, BEEMHEDIE, MK - BRIER, S OBRRK, LIHR, HEHE
MR HEFRRBER . A MR R OSRIFERBHIFR D b2 o 7, RBIERR BRI
IREES RARTEETLZED) 230EHERETT.

OHEERERFEMMERABR (KEYNOTE-042 RER)

BHEBRIIAAFIRE 610/636 B (95.9%) KR OMLFEHRIER 606/615 B (98.5%) 123D 5
., FREL ORRBFEPETETERWVWAEEFRIL, T 399/636 ] (62.7%) &
T} 553/615 B (89.9%) IZFBH bilz, WTNNDORETREED 5% U LORBIERIXTR
DEBNTHoT,
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F10 WThH OB TRERY 5% LOBIER (KEYNOTE-042 RER) (RN AHRER)
2EBIKE (SOC: System ik (%)
Organ Class) A {LFRRERE
HAEZE (PT: Preferred Term) 636 % 615 1)
(MedDRA ver.20.1) 4 Grade Grade3-4  Grade5 4 Grade Grade3-4  Grade$5
2B1ER 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
mRE LY v GREE
iyl 35 (55 4 (0.6) 0 229 (372) 80 (13.0) 0
A BRI A HE 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
P ERE A E 5 (08 1 (02 0 88 (143) 46 (7.5 0
/MR A RE 3 005 1 (02 0 56 (9.1) 10 (1.6) 0
PMOWEE
FRR AR RE T JE 37 (5.8 1 (0.2) 0 1 (0.2 0
FRJR B BE ARG T E 69 (10.8) 1 (0.2) 0 2 (03) 0
B Il
LGP 8 (1.3) 0 0 68 (1L1) 0
T 34 (53) 5 (0.8) 0 46 (1.5 1 (02) 0
N 31 (4.9 0 0 184 (299) 7 (1.1) 0
(mES 7 (1.1 0 0 31 (5.0) 0
[ 15 (24 0 0 97 (158) 2 (0.3) 0
—f% - 2EEER X TR EHM ORI
i patnd 27 42) 3 (0.5 0 60 (9.8) 10 (1.6) 0
% 50 (7.9 3 (0.5 0 102 (166) 8 (1.3) 0
FRERIRZES
ALT 38/ 45 (1) 9 (1.4 0 53 (86) 5 (0.8) 0
AST 3/ 41 (64 4 (0.6) 0 42 (6.8 2 (03) 0
HFHEREE D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
o/ MRER A 2 (0.3) 0 0 64 (104) 20 (3.3) 0
A i ERER 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
Rk L UREEE
RARRIR 40 6.3) 5 (0.8) 0 109 (17.7) 9 (1.5) 0
HERARR LU AERES
RAEiE 27 (4.2) 0 0 46 (1.5 0
b 20 G 1 (02 0 50 (8.1 0
HRREE
KM=z —oF— 1 (0.2 0 0 50 81) 5 (0.8) 0
REMRE =2 — a3 F— 3 (0.5) 0 0 41 67 6 (1.0 0
FEIR AR, MIERIS X OMERRREE
093 43 (68 19 G0 1 (0.2) 0
BB X UK THBEE
IR EAE 2 (03) 0 0 136 22.1) 7 (.1 0
% 5 FESE 46 (72) 2 (0.3) 0 15 (2.4 0
B3 46 (12) 3 (0.5) 0 27  (4.4) 0

2236, AFIBEC B T RIE MR 49 41 (7.7%) . KB - EE O THI 10 # (1.6%) .
EEOREEE (REHBERERE, SHA, EXERES) 16 (02%) . #RES
(XF - NU—ERRS) 16 (02%) . FHEEREE 76 1 (11.9%) . FIRERERER
£92 4] (14.5%) . TEAHEEREE 3 61 (0.5%) . BIBHEEREE 36 (0.5%) . BHEE
EE (RMTEEEBERS) 36 (0.5%) . BR 16 (02%) . DFHEK 1] (02%) Kk
Ut infusion reaction 6 %1l (0.9%) NF/D bz, £z, | BUERE, 4k - SRS RILRE
BEEMEARE. B - SEK, S 9 BRK%, SBEEL/IMUREERR, Btk
USRI IR D b e d o Tz, ABIEARBRILIBEEF S RRREEEY 2E8T)

B UDRIRERE T,
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4. HERRIZOWT
AF|OBMPEII6 LT, ARBEELE L THABRRRAE (26RE) NBedh Ty
b, YHAEZBUICEM T OIHBRTHHINERSH S, ZOLT, EERMLY
27 EHEFHE RMP) ICES& | AR DEERBREZLUEEREBI~DOHI1EHI 5 5 sk
ThoT, AFOBRENED 2BEZZW - FEL., AROBREIZLV EBLREER%Z
HBLIZBRICHET 5 2 L B ERED, UTFTOO~@DFT X TEMTHRITHWT
ERTHIRETH B,

® mRITHOWT

D1 TFiE» (1) ~ (5) OWVWThNIEYTIMRTHDZ &,

(1) BAEFZBRKESEET D03 ADRKEEI RS ERBFR A ZREEILRIRETE,
HE S ARSI HEHL R, MU A RSIRE /2 &) (ERC 3044 B 1 BEFR 1437

MEER)

(2) ¥ EHEERPE (k294 6 H 1 AFFE : 85 MiaR)

(3) FHERRABIIBET HNADRELERNR (NAZRESE TR, SADRESE
WIRBE. A BREEEHEE R &)

4) ARCERIEZELZRE L, ARCERIEME 1 JOINRAFEFRIENE 2 Ok EYE
WCRDEHET> TV AHEER (L2847 A 1 BRER @ 2540 HiaR

(5) #EMEF%J&M?MEEJJD%@)?@ REHEICRBZBHETo TS MR (ERL 28 £ 7
A1 BEER ;1290 HERR)

®-2 FEOLEFIER CBEMRERR QXN 5 2585 & BREFFOEM (TRO
WIHINNCEZEYE T D ER) 25, YE2EBOAFICETIRRORMEE L LTRESH
TWaZ L,

®

o [ERGIFEER 2 FOMBMHMEEZIET Liz&IZ 5 FUEORABRDOBEMES:
ToTWBZ L, 96, 26U LR, BAEMERELY XL LEBEREREOMES
fToTWNWABZ L,

o [ERRFFIRE®% 2 EFOTMFHEZET L& 4 FULOBKERZEL TS
Z&, 95, 3L, WBORAEYMREESOPREBSRFEOBRIMEZTT -
TWaZ L,

@ BRADERAFREBOEKRICTONT

ERMFREBICHEFTI2HTCEIEBIN, HESENSOFREQ, A - &
SHERFHFROEAR CEMEICKHHT 2 EHRRE. FEERBIRLE LGS 08E
EE. ERFECHIITONBEHIBESTNEZ L,

19




® BWER~DOXRRIZONT

@-1 HEBERIIZEET 2 B
BEMMEREDEERBERNRAE LEIZ, 24 READERESIOT., HZMHERX
IDEEBR IRV T, R UZEERICIS U TARERK U CT HORITEM DN &4

BERRBEOKENY AFIZELN., ELICHRFIRERERINE-TWS I L,

@2 ERREHCIIABFESANTICETIEAE

NADRCHED BN 2aME CEEL2E T 2BEREFELRBIERET=F Y 7
BPEDEERBDORAY Y —=V I EITVERE L ERE EF TE 55— LERERIFE
BIhTnWaZ L, 28, BEEHICOWT, BABRELEZOFRRIZHFICAMSINT
Wk,

®-3 BIER ORI LHINICBE LT

BIVER (RIEMMERIZIME, KBk - BEEO THL, F#ERE - BmBER. B
HEEEE (RMETRIEMBAE), NOWESE (TREMERE. PRREERES. &8
REMSAEREE) | 1 BUREIRIR. & & O MRSk, gk - BRI RMRE . R, EEOREEE (K
FEREEARGE ERE . SFAIBE, T REAEE) . infusionreaction, AM% - RS, EIEMHES
fE. MREE (X5 NUERRS), L%, ERLLKEE (Gt MR
AVESRBER ., VMM, FRIEERE, EELERES) . LREAREGER., BE%)
LC. YR ULERE RS OB 2 A4 5 EM L EEE L (BIEROBE-oXE
KL THERUXESZITONAEMCHB I L) | AHLICEEZRALEDN T X 244
NESTWAEI &,
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5. B#ERMLRIBE
(BB % FE]
O FHOEMBEIITREOBFIZBWTHEMENRIN TS,
o ALFEREROR, EGFRIBLETERRMYE, ALKMEBETFRERVPD-LI B
. (TPS=1%) DEIBRARE2ELT - BR OB/ RE
o TIIFFTRFESTERIEREEZEF TS PD-L1 B (TPS=1%) OHIRTEE:
EAT - BROIE/NRIGERE (7235, EGFR 8z TERBM XX ALK A #
EFBEOBRETIE., R FN EGFR F1 L% —PREHIT ALK F a2
Vo F—YHEAIORRBEE T 5BE)
28, TPSIXRAa7n ) X~v7 (BaTHkR:) oar=F B8R (R%E4
PD-L1IHC 22C3 pharmDx [# =) ) ZRAWVWCTHIET B Z &,

® AFOMOMEBEHEER & OFRARGITROBREICBVTAIENRILTW
2o
o RAPVLFERNROTITFFHRALOHRARSE  {LFRIEROR, EGFR &
BFERRMER D ALK BEEETREDEBRTREREST - BROIERFE LK
FE/ MR AT R E
o ANRTZFURUNIY FFEN XTI nab-37 ) XN EOHRAERE b
FRIEB O 2 OEIBRARB R8T - BRORF LRI/ NSRS

@ LEERIERE D IR WELT - B3 O FE/MlIRATRE B 1L, PD-L1HRE T PD-L1BG% (TPS
=1%) ThHIUL, AR OBEMBEELERT IRETH D, T, ER(LERIEICS
THORAFMICEER 2B 2 b d BEIZR LTI, PD-LIERERRIZ» D B
T ENENOMBIIIS L CEEZ2EREBRE L OB E 2 ERT D Z LR
TE D, 2B, FFOREITH Iz > TI WEZETA N7 4 v (ARMBERR)
LEBRTHZ & B,

@ TRICHKYT 5 BETHT 5AMORER CHERFIEIT OV T, AR OH IR
RSN THOT, AMOBRERNG L 2572,
. TRmBIRIE

D)2 13 BB A KT A v (AARBEEE) KBV T BETFERRSDECOG Performance
Status 0~1 ®2 = 75 &Ll . XIZ@ECOG Performance Status 2 %2 0 BRECIE, &3 HHHAER (Fe s
FENE) OHFAARENMERINTEY, 20X 5BE TR, EBEPRECTT3AEMEICHELN D
3tEZLND,

2 ECOG o Performance Status (PS)

Score ER

0 |Z<MBELRENTES, BAAEFLRFEEENHIRZRITZ S,

1 PRRYNZRI L UVVEBNIHIIR Sh D23, BATRMRET, BAFRCE > TOERIITY Z i TE 5,
Bl BOWRE, BEEE

BRONCBESOHEORIY DT & LMTERY, BHPD S0%ALENy REFTBITT,

N

E<BIRV. BHOHFORY O LIZE TERY, B2y ROBFCRIT,
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@ THEADHEEL T N TV ARV OFUEMERA & Ot AR E

[ZZetizfEd 5 FIE]
O TFTRIEZUTIAFIZOVWTIIAROERENERLE INTWNWEZ Ehb, BEEZIT
bianz &,

A O LIBEE DR O 5 5 B

@ 1BEATOFTMIZIN T TFRRICHEY T 5 BE IOV T, AFIOREITHR S L

N
iR

fhOIEFERIRE A 2 WBSIZRY | EEICAREER T L2ZETE S,
FEMEMEROEHXIIBEEDH 5 BE

M EGRRE CHIER 2R D 2 BE & OVEBIE O B R Bl 2 R0 Gyt il 2
LOMICREMECRZ DD BE

HORERBOAG. XUTBENZRE L IZERE O B BB RBOBEERD
HDHRE

IR (SLSREREEELE) ObLBE

ORI AE T2 8%

ECOG Performance Status 3-4 &2 D f@B#E
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6. REZRLTHEETREEHR

)

@

®

WA XEBSICM L, RERTEEPRET 2EREICE S RF DKM R S IERRE

BAOEDIVBERERETHICEM L CroERT I L,

RRBAIRICAENL B, BEXIIEOFRICADIMR VEREEZ oA L. RELH

ThboEETHZ L,

FREMWERDO~R A v MZHONT

o MEMRMEBRRDSLNEIENHDDT, RKEOBREIZHT-->TIE, FIHE
W (B8, FERRE, %) ORBE U X SREOEHE, #igkr+
MTATH T &, Fe, MBS T THE CT, MiE~—V—FDORELZFHmT
Tk,

* infusionreaction 233 BN B Z EHH D, infusionreaction D3FRH L NTZFEIT
i, BB EITY &L b, ERNBEIET S E TREORESZ +oIc Bl
T5Z L,

o HURRBERER D bbb d Z L 013H 50T, AF O 5BREARI R O 5 4
I ERNIC FIR SRR E (TSH., FHE T3, 8 T4 SEORIE) 2 EET 5
ey

o JFEEEREENHLLDLND I LR H D DT, AF OB EREI R OEREHR I
EHIRICATIEEIRZE (AST. ALT. y-GTP, Al-P, BV A E U HDORIE) % EH
THZLE,

o RESER (IERRUIIEEKEREZED) SOEBBRIEERH bbLD
LENRHHOT, EHHCIROBREOREELHR T L, £/, ROEEHRN
BHONTEHAITIT, BOOICERBEZ?Z2 T2 L 5BELEETHZ L,

o FKAOEEIZLY, BECHERIGCERT S EEZ LN AL REBRE
NHLbNEZERNHD, BERRDONEZHEITIT, BRLEFRIIG U
HR Ak & BRR B ER & B U GEYRERIRZE 21T, BE0RE
RIGIZ X 2RIERAR LN 2 HEITIE. ABIOKRE ZFIE, RURIBRE R
NEVRIOREEZZBETHZ L, 2B, BIBRERNVE L OREICLVEIE
AOWENRED b 2WEAITIE, BIBRERNVE VLSO REMEIR 0B
bEETH L,

o BRERTH. ZRBHLEIARBL COLEIERANRERTAZLNHB10,
AR OBRE(RTHRICHRWERAORBRICHSICEET D L,

o 1 BURERI (BIRE | BRI A Sie) Bdbbh, HERFES TV - R
WKEZZERHDHOT, AE. B, BHZEOEROBRLMIBEED LFRIT+
SEBTDHZ &, | BERBENEDN-HEEICIIRELZPIEL, £ R V]
HloRE5%EOEELABEZITH 2 L,

AF| O BERRBRIZI\ T, KEYNOTE-024 38 K& ' KEYNOTE-042 382 Ci3#% 5B

NG 9 BT iz, KEYNOTE-189 R Cidk# 5tk 6 6 BALR N 12 8B, M

FBiX 48 BEETOWBI L., F0#% 12187 &2, KEYNOTE-407 3B T3 5Bk

o 6WE, R2BEBEEWISHEE, ARIZ4SHEBETIORITE, 20% 12 BT

WADMEDOFHMEIT > T\ Z L 2 BB, ARG IIEFNICEBIRE TR

DHERBEITOZ L,
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BEERAHEET A R4V
_Ravnul) X< (BECFHHEBZ)
(BRFA : %A P —3 EEHE 20 mg. ¥4 b — 3 SHEEE 100 mg)
~ R LA A~

YRk 2 92 A (FFITe 6 AET)
BELEHEE



B

I. ¥ P2
2. AF|OFH, ERBF P3
3. ERIRAGAR P4
4. MEERIZDOVWT P15
5. REXMBLLRABE P17
6. REICEL CTHEET REEIR P18



1. I

EEGOFNE - BEMOHEROTZOITIE, BT XEZCESWEIERFERIRD
bbb, iz, MEORFFWNOESIC LY, PURERKM A & ORI 33R VE A
FEEMNEABEINIPT, ZOHOERKHZEICNERRBEITRET 5 2 L SRR D
MELR-TRY BREMEBGEE L 0K 2016 (£ 28 6 A 2 ABRRE)
WCRWTYH, EFMERLEOHAORBHEZKD Z L LI TN,

FHRERAMEERR L, BBEERSCREME T u 7 » A VAR EOEER LHL MR
RBZENDHD, TDH, ARV REHICETAERB+0ERET 5 E TOR,
UHEEMNOREEZM ZIT2Z L NHFINIAB I LTERT L L b, B
FAMRFER LB BERRIGE & D 2 & WA —EDOEM iz 3 ER#EI A
THZEREETH D,

LieBoT, BZAA RTA4 0 Tid, BRBERLINE TZBLNLTVWSEFERER -
BERRMCESE, UTOERROKERFERZHETIBRNOMKEREG, X
FROEBRFREZTT,

B, AHA KT A 0%, MSATBUE NEIRBERBRBEEE, ARAFEARER
BEEEYS, —RAEFEA B ARBEKARES R UCASTEEAN B RRERFESOW
DY &R LTz,

B LRDIERELR XA bV—F RFFFE 20mg, ¥4 M—F REFE 100mg (—
R4 NaTv ) X< (GBREFE%RZ))
MNERERAPEXINE : BiERAME
HABLRAAERVAE : BH., RACIE, a7 n) X7 (#@aFHRz) LT, 1
[8] 200 mg % 3 @MIFEFET 30 432 T TREFEET 5, 7272 L,
W REBRIEOREIX, BEHEIZ 12 VAETLT 5,
¥ F . MSD %Rt

cit

RaE RS




2. AAORE. ERBF

XA bb— & JIEFE 20 mg R OEAETFHE 100mg (—&k4E :~La7a ) X<=7 (&
iR z), LLTF TARHF Ev9,) iE, PD-1 (programmedcell death-1) & 2DV 4
FT&% 3% PD-L1 KU'PD-L2 & DG EHEMEET 5. & MEIgG4 £/ 7 u—F ik
Thb,

PD-1 R IT T MM E BEARMAE 2> Dk 5 7o OIZ S KRR 3R 9~ 5 = 7e Se 58 il 4
AA v FT, PD-1 1L, BEZREBICEOTEHE T HaOMRREICHKRA L., BOR
BXS% & L AR MLEILRR 2 A& G 2 HE T 5, 77205, PD-1 XY T L
ATAHZ LI VHRSAERICL DV IV EEZRICHIET 225K TH 5, PD-LI
DOEFHBICBITIHBEIILTNTH L0, Z<OPAMBTIE T Mio@x 2
T CBEFNICRIEL TWD, BDAKHIKIZEIT 5 PD-L1 OEREERIL. B, BEE.
Frmaams. IREE. FE/ NI E O % 2R A TFERARETTHY | [RNERFRE
DOMBEMERHREIN TS,

BERONADBERITH% & PD-L1 EROMBMENS, PD-1 & PD-L1 OREITIEE
DHRBERBECIBWVWTEHERRENZE S Z LN TFRENTEY . iz 2B AIRROER &
LTHIfFESh T3,

AFNiZ, PD-1 & PD-L1 ZRO'PD-L2 Dilj) H v FOEREZMAETA2Z LIk Y, EE
WUNRER OEES ROMIESME T Vo ReEl b sw, NEBRE2BEH
152 L THRIEGDIREFBET D,

AEIDOVERMFICEDS BEDOHRZEFIGC X 2RIERER S bbby, BEEIIETIC
EDLFHENENDH D, FROREDROELEHITIT, BEOBEEZ 22TV, RENE
» bATEHEITIE, BB L FRITE U= MR 22l & R Fr oA L@ L TE
RERZMETV, BEORERIGIC X 2BERAREDN 2581213, BIFRERV
FUROREFEDBRY VB EZIT O LERD D,



3. ERIREGE
BN AR O ARIFIC M 2T o - 2R BERBR O KRR 2 7,

(%]
OEME I b 18588k (KEYNOTE-041 FA%R)

LRBERO R VWIA ) h<T (EaFEBL) UT A Y AT 2 0),)
BEERN2 LA VT TOERER LT AT ARIGEIRTRE2BEREAERE 42 F)

(B ShEMRAT RS 37 ) ZxtEic, AF| 2 mgkg 3 BRI (CLF TQ3W] &£\ 95,)
B EDOEHER CLEMRRH Sz, 28, BRI CRBETHIRD b BT,
REBETE T DERNED bRV EOBEERNICEE L TW5BE Tk, IREILAFEOE
B TEBETEIRD bNEE TARADKR G 2MkRT 2 Z L BAREE Shiz, EEFF
{HIEE T AESHR[RECIST HA FT A v 1L.1RICE S FRYEEIC X 55E8EF) (CR)
RIFEAES (PR)] 13X, 24% (OS%EMERMH : 12~41) Tholz, 728, FHNIREL
7-BEIX 10% TH o7z,

OESE TFERE (KEYNOTE-002 RER)

A Y AT IZEBBEBEE AT HIRBORAREZEEBAEBE ZXRIC, KA 2
mg/kg Q3W # 5 K T 10 mg/kg Q3W 5 DHF MR NELMN, (LFERE (FINAY
V. TFEVUIR, AIVRTTFL, RV EXFRANXZINRTTF o +37 7 X%
¥, BLF MNCCRE] &£V 5,) 2xRE LTR &N, 2B, ERHE CRAETHR
D LNERAIT ERET 2R TRERBRD SN R2WEDOBRICEEL TV S EBE
Tk, KEISAE O B G TR EBET RO b N D E TAR OB G 2kl 5 Z L 257
BeL Shi-, TEFNEBIT2AFHM CLTF Tos] & ),) RUEREEAFHR (U
F [PFS) & 5,) & &h, AFNILFRIEL R LT, PFS ZARBICER LT,

#1 AHHERKE (KEYNOTE-002 BRER)

AFl 2 mg/kg AA| 10 mg/kg #3305
Q3W Q3W
(180 ) (181 #1) (179 1)
FfE [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
0S | ~¥F—FH" 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
P fE" 0.1173 0.0106
i [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8, 4.7) (2.5,2.8)
PFS™ | N — R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) -
PiE" <0.0001 <0.0001

Cl: [EMEXR. *1 : RECIST A K54 v 1.1 BICES < BHHFRE R OIEEEMEIC X 5 5.

*2 : JBRI Cox LI — REF T L BILEHIE L OB, *3: BRI T T V7 RE




TR TR TR e

0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# &M (R)
% 2mg/kg Q3W 180 131 95 70 61 n 0
FM10mg/kg Q3W 181 138 99 79 67 12 0
{LP8vE 179 115 80 60 48 9 0
1 OS @ Kaplan-Meier B1#8 (KEYNOTE-002 RE)
904 ° —— MW 2mg/kg Q3W
80 i \\' ——— ¥M10mg/kg QIW
g 70 | ' P
B 60 - \
40 - \4‘_1
g Zg : + 'n.“ : ”
10 -
0 1 L T [] ¥ 1 L]
0 2 4 6 8 10 12 14
at risk# fRNmETEMA]
FM2mg/kgQ3W 180 153 74 53 26 9 4
FH10mg/kg QW 181 158 82 55 39 15 5
{L2meE 179 128 43 22 15 4 2

B2 PFS ® Kaplan-Meier Bi#t (KEYNOTE-002 #§#)




Q@EANEMARAR (KEYNOTE-006 3UER)

AVY LTI L ABEBEROLRVWIIA Y AT H2EER N 1 LA VFETOL
FRIERE L AT HRIBYBRAEREHRAERE L XRIT, AF 10 mgkg QAW &5 &
O 10 mg/kg 2 AR (CLF TQ2W) &\ 9,) REOAMER PR EMEN, () A
< T E5BE LTRSS, 28, BRI CRBETHRRD b 5EI1T, KRB
1TRRTIERFBD SRR WEORRRIICEE L TV 5 BE T, REILIE OB
THREBETHRD N E TARBNORE 2T D Z L A3RREL Shviz, TEFHHEE
i2OS RTAPFS & Sh, AFiZA ) A= LB LT, OS RU'PFS ZAEICHER L
P

#2 AHHERE (KEYNOTE-006 3BR)

AHl 10 mg/kg AF 10 mg/kg ALY LT
Q3W Q2w
(277 1)) (279 1) (278 %))
i [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0s’! NP K™ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
p " 0.00358 0.00052
FifE [A] 4.1 55 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | ~NH— K% 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P " <0.00001 <0.00001

Cl: {EMiX . NE: ¥ERT, *1: DEETEEOST —% (20153 A3 80y A7, *2: BHl
Cox HINF— REFMC L BA LY b7 L DL, *3: BRIv 7 JIRFE. *4 : RECIST &
£ RS A 2 1] BUCES M L BURRRE R CIEBEMEC L 25FM., *5 : RO T —
Z (014 9A3BIy bF7)



30 - ——— FMIOMg/kg QIW

207 - Zmomg/g QW

10 7 fvnvs

0 TR P T T T T ORI Y S T O T T e e

0 2 4 6 8 10 12 14 16 18

at risk# EFRm(A)
AMIomg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FM10mg/kg Q3IW 277 266 251 238 215 202 158 71 18 0
AEVLTYT 278 242 212 188 169 157 117 51 17 O

3 OS ® Kaplan-Meier Eiff (KEYNOTE-006 3E)

at risk#y REEamA)

FMI0mg/kg Q2w 279 231 147 98 49 7 2 0
FAI0mg/kg Q3W 277 235 133 95 53 7 1 1
A1EVLRT 278 186 88 42 18 2 0 0

4 PFS @ Kaplan-Meier fi## (KEYNOTE-006 35%)



@EEILFFEMBRSFR (KEYNOTE-054535%)

ZRYRREORT— I B oEHRAREBE (BARANISHEZET) Z2XRIT, itk
FBEE & U TAHR200 mg QAWERESEOF IR OREMN, I RExtRE LTH
stai-, FEFMMER ITEERAESR (LLF RFS| £W9,) & &, FAlIXT S

ERELER LT, RFSEEEICER LTz,

#3 HiIMERR (KEYNOTE-054348k%)

A#200 mg IR

Q3W
(5144) (50551)
HoufE [A] NE 20.4

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

RFS™ NP — RH2 0.57
(98%CI) (0.43,0.74) _
P " <0.0001

Cl: E8EKXRM. NE : #ERT, *1: PRGOS —F 1 2017F10H28 7 v v 47, *2: @5l
CoxHeffiNYF— REFNMICL D 7T R E DR, *3: BRIn 7 77 RE. Q3W : 3EME MR

¥ 5. NE : Not Estimated

100

90

80
€ 70 _
B 60 fas, WS

ﬁ 50 . 'Mh"":»

B 40

il

g 30
20 —— FMA0mg QIW

10 - FSen
0

0 3 6 9 12 15 18
MRBREFHM (8]

at risk#
ZF1200mg Q3W 514 438 413 392 313 182 73
F3tR 505 415 363 323 264 157 60

5 RFSOKaplan-Meierfi#R (KEYNOTE-05435&)

21

15
15

24

o o

(D AJCC (American Joint Committee on Cnancer) JREISE (B 7H) WESLFEM. A7 —PIMA TiRY

VAN OEBEN 1 mm BOBFED I,



[Z2k]
OEAE 1 b 8RB (KEYNOTE-041 & 5k)
HEERIT, 41/42 6] (97.6%) TR D LN, IFREL ORRBRPBEETCERVEE
BHL, 34/42 ) (81.0%) T bitiz, FHEN 5% LORIERIITERDO L BY T
HoT,

F4 RHBBER 5% LOBER (KEYNOTE-041 RE)  (ZeofbfRirxt&Em)

BB BIKSHA (SOC: System Organ Class) 5 fﬁf E)/’;i)\/ﬁ

EAZE (PT: Preferred Term) ‘é i

(201 £ Grade Grade 3-4 Grade 5
2BIER 34 (81.0) 7 (16.7) 2 (4.8)
P WEE

PR R RE K T IE 4 9.5) 0 0
=1

TH 3 (7.1) 0 . 0
—i% « 2FEER L OB OIRIE

& B Rk 5 (11.9) 0 0
FRERIRE

AST #8/m 3 (7.1) 0 0
IFEREREE 3 7.1 0 0
BRI O THERES

& 5 FERE 6 (14.3) 0 0
Bk RSN S 6 (14.3) 0 0
SEERB 3 (7.1) 0 0

7E. BEERER1H] 24%) . KBK - - EEOTH 24 (4.8%) . AFH#REREE 3
B (7.1%) . TEAEERE 2 6l (4.8%) . FIRBEREREE 6 # (143%) . infusion
reaction 1 il (2.4%) ROEEIREEK 1 H 2.4%) BB H LN, -, HREE (X7
Vo NU—ERRES) | BHREREES (REEMEMERS) | BITESES. 1 BFERR.
BEEOKREEE (REHKEREFERN, SO, EREES) | A, Hi%k - B
fiRhE, EFEFRIENAE, MZ% - BRIRZR. OFFAR, M/ IMRIBAEREERA, Bt m
R ORFHBIIRO b2 olz, RRIERARBRIIEESS (BAREERELS
tr) ZEUENEREZTRT,

@S E T AERAER (KEYNOTE-002 3UBR)

AHEFRIT. 2mgkg Q3W B 172/178 £ (96.6%) . 10 mg/kg Q3W Bf 178/179 4 (99.4%)
KOVICC # 167/171 ] (97.7%) IZ@RD b, BRFE L ORRBUERREETERWESE
BRIT. ENER 121178 Bl (68.0%) . 133/179 il (74.3%) KX 138/171 4l (80.7%)
RO Tz, WINHLDORETHREEREN 5% U LORWERIITEDO LRBY THo7z,



£5 VWTHIOETHRIARY 5% LOBWER (KEYNOTE-002 3B (R2&MEMIT L)

BEAKSIE (SOC: System LT

Organ Class) : 2 mg/kg Q3WHEE 10 mg/kg Q3WHE ICCEE

HAZE (PT: Preferred Term) 178 179 6 171 f)
(MedDRA ver.18.0) 4 Grade Gr;(ie Grade 5 2 Grade Gl;;a(ie Grade 5 £ Grade G;aje Grade 5

2RIEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) 0

MmEH LY AREE

& 5 2.8 1 (0.6 0 7 (3.9 0 0 35205 9 (53) 0
A Bk E 0 0 0 0 (0.0 0 0 14 82) 6 (35 0

BRI FE 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0

/NI 2 (1.1 0 0 1 (06 1 (06 0 16 (94) 4 (23) 0

P oI E

K R R R T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0

BGkEE

ER 5 (2.8) 0 0 9 (5.0) 0 0 14 (8.2) 0 0
TH 15 (8.4) 0 0 19 (106) 2 (1.1) © 14 (82) 3 (1.8) 0

B 8 (4.5) 0 0 16 89) 1 (0.6) 0 56 (32.7) 4 (23) 0

Mg 2 (1.1) 1 (0.6) 0 10 (56) 1 (06) 0 26 (152) 4 (23) 0

—i - 2HEEL L URESEORE

98 7 AE 6 (3.4 1 (0.6) 0 8§ (45 1 (06 0 10 (58) 1 (0.6) 0O

V%1 40 (22.5) 2 (1.1) 0 52 29.1) 1 (0.6) 0 62 (363) 8 47 0

FEE 6 (3.4) 0 0 11 (6.1) 0 0 8 @47 1 (06 0

FRERIRAS

i/ SRR 0 0 0 1 (0.6) 0 0 13 (76) 5 (290 ©

RE#@E L UREES

BHHGR 8 4.5) 0 0 17 95 2 (1.1) 0 26 (152) 0 0

BEKRREL LS ABRES

&S 13 (7.3) 1 (0.6) 0 12 67 1 (06) 0 9 (53) 1 (0.6) 0
ARk 9 (5.1) 2 (11 0 7 (3.9 0 0 10 (58 1 (06) 0

1R RIEE

K=o —a F— 2 (1.1 0 0 0 0 0 14 82 2 (1.2) 0
SERRH. 1 (0.6) 0 0 2 (1.1 0 0 11 (6.4) 0 0

R X O TR S

P 5 (2.8) 0 0 (0.6) 0 0 35205 1 (0.6 0
Bk 9 (5.1) 0 0 9 (5.0) 0 0 2 (1.2) 0 0
% D ERE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0

5 21 (11.8) 0 0 18 (10.1) 0 0 8 4.7 0 0
B BB R R B 5 (2.8 1 (0.6 0 10 (56) 1 (06) O 0 0 0
SEMELR 10 (5.6 0 0 9 (5.0 0 0 2 (1.2) 0 0

7233, 2 mgkg Q3W BER TN 10 mg/kg Q3W BEIZRBWTZENEN., MEMMEKRE 1 4
(0.6%) B4 22%) . KIBA& - BEOTH 1 6] (0.6%) K6 HI (3.4%) .
BEE (X5 - NU—SERERS) 28] (1.1%) KROV0 Fl, FFgEEREE 13 6] (7.3%) &
15 61 (8.4%) , BHEREMES (RAMEMEMBERSE) 1) (0.6%) KU1 # (0.6%) |
TRAMEREE 16 (0.6%) B3 H (1.7%) . FREBSEEREE 14§ (7.9%) KRTO15
%] (8.4%) . infusionreaction2 il (1.1%) KRO3H (1.7%) . EEOKEREE (KR/EH
BERRE R, STEALBE, BRIES) 141 (0.6%) ROV B (0.6%) | BEK 161 (0.6%)
FOro B, EREAGEESGE 0 BIR TN 1 B (0.6%) | s - BERESS 0 BIR O 1 51 (0.6%) .

10



P BESREL 0 BIRD 2 Bl (1.1%) BABRDH BN, -, BIRREE. 1 BUERA.
g% - BRECRIRARAE . DFAR. SoRelE /MR PESRBERT, YA MAER M F U 35 Bk 1%
BOoNRPoTe, ARERARBRILIFEESESR RAREERE2EL) 250K
BRETRT,

@S FEMAAER (KEYNOTE-006 k)

AEELIT, 10 mgkg Q3W B 264/277 H11(95.3%) . 10 mg/kg Q2W &f 275/278 451 (98.9%)
B OVIPT B 2397256 ] (93.4%) 2D b, BB L DREBHREVBEETERVWEESF
B3, FHEN 202277 B (72.9%) ., 221/278 il (79.5%) KT 187/256 #i (73.0%) (2
BN, WTENNOBETRRER 5% U LOBERIZTRO LB ThoT,

%6 WIThAOBTHEEARY 5%LULORIER (KEYNOTE-006 BER)  (Z2tMirx&sum)

- B (%)
SEBIKRSIER (SOC: System 10mg/kgQ3WEE 10me/kgQ2 WHE 1PIFE
Organ Class) 27741 27841 25641

EAFE (PT: PreferredTerm)

(MedDR Aver.18.0) £Grade Gsraje Grade 5 %Grade G;a:e Grade 5 4Grade G;a:e Grade 5
2BIER 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)
NOWRESE
R BRI B TUE R 7 Q2.5 0 0 17 (6.1 05 0 6 (23 1 (04 0
PR AR RE IR T AE 21 (7.6) 0 0 25 (9.0) 1 (04 0 2 (0.8) 0 0
B BhEE
it 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
NS 8 (9 5 (1.8 0 4 (14 4 A4 0 19 (7.4) 16 (6.3) 0
TH# 40 (144) 3 (1.1) 0 47 (169 7 (25 0 58 227) 8 (3.1) 0

H R 11 (4.0) 0 0 20 (72 0 0 1 (04 0 0
TN 31 (11.2) 1 (04 0 28 (10.1) 0 0 22 (86) 1 (04 0
&M 5 (1.8) 0 0 10 36) 1 (04 0 14 (5.5 0 0
—i% - RHEER XGRS ORE
Fiyatn 31 (11.2) 0 0 32 (115) 1 (04) 0 16 (63) 2 (0.8
B F 53 (19.1) 1 (0.4) 0 58 (209) 0 0 39 (152) 3 (1.2) 0
PR
AST #8/n 6 (22) 1 (04 0 14 (5.0 0 0 6 (23) 2 (08 0
Rs X RS
BARIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8 0 0
BERRR L UHEARBES
R &R 32 (11.6) 1 (0.4) 0 26 (94 0 0 13 (5.1) 2 (08 0
AR 6 (2.2) 0 0 19 (68 1 (04 0 5 20 1 (04 0
B X O FARRREE
% 5 PERE 39 (14.1) 0 0 40 (144 0 0 652541 (04 0
R 37 (13.4) 0 0 41 (147 0 0 37 (145) 2 (0.8) 0
e =g 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mgkg Q3W BEKL TN 10 mg/kg Q2W BHIZBWTEFNFh., BIEMEMER 4 4
(1.4%) BV 14 (04%) . KEBA - BEEOTHI 104 (3.6%) RN 13 41 (4.7%) . #
RIEE (F72 - NU—EERS) 26 (0.7%) KO0 G, FFEEEE 146 (5.1%)
RO 23 i (8.3%) . BHREREE (RMEMEMEBRSE) 26 (0.7%) U161 (0.4%) |
TERAWERBEE 16 (04%) RO 16 (0.4%) . FIRBIEAEREE 28 1] (10.1%) K133

11



) (11.9%) . BIRFEE1H (04%) K24 (0.7%) . infusion reaction 7 il (2.5%)
RO H (1.8%) . 1 BUBER 1 61 (0.4%) R0 H, EEOCKREEE (FREMEIRE
Rt ZBIALBE, FERREE) 0 BN 1 B (0.4%) |, BESR 1 61 (0.4%) ROV 1 ] (0.4%) .
% - BERUHRARIE 1 61 (0.4%) KO0 B, Bds - BEIRZK 0 BIR O 1 f (0.4%) . N
WEE SR 3IH (1.1%) ROV A (04%) BRO b, £, BEFHEE. OF
2%, SaEtE i/ MR BT, il R M & OPRFERBIIR O bk d o7, ABIE
ARIRIIBERFSR (BRAREERYEZEL) 280EMERETT,

@EELRFEMARR (KEYNOTE-054 FER)
AEERIIAFIBETIX 475/509 B (93.3%) 12, 77 BARBETIT 453/502 1 (90.2%)
B L, BRELOREBRNIBTE TERWEEERIEL, ARIBETIT 396/509 H
(77.8%) 12, 77 B RBETIL 332/502 B (66.1%) IZHB L=, WTFNHORE TRERE
N 5% EORIERIITRDO BV Thot,

£7 WTNROOBETHRERN 5% EOEWER (KEYNOTE-054 3RB)  (REMEMIT i RER)

BEMX & E (soc FlEx (%)

SystemOrganClass) AFRE Placebof¥

HAZE (PT: PreferredTerm) 50951 50245

(MedDRAver.20.1) “Grade Grade 3-4  Grade 5 42 Grade Grade 3-4  Grade 5
2BIER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
RS WEE

FUR IR RE L E 49 (96 1 (0.2) 0 4 (0.8 0 0
FRIR R BRI T 73 (14.3) 0 0 13 (2.6) 0
BEBEE

TR 94 (185 4 (0.8) 0 82 (163) 3  (0.6) 0
B 58  (11.4) 0 0 43 (8.6) 0 0
—f - EEEER X CREELOREE

9% FIIE 48 (94 0 0 34 (6.8) 0 0
it 143 (281) 4 (0.8 0 135 (269) 2 (0.4) 0
FRARRE

ALT #8750 26 (5.1) 3 (0.6) 0 16 (32 1 (0.2 0
HERARR L URHAEREE

RAEH 51 (10.0) 3 (0.6 0 47 (9.4) 0 0
P 26 (5.1) 0 0 15 (3.0) 0 0
EREE

BRTE 37 (1.3) 0 0 33 (66 1 (02 0
FER SR, MRS L OWERRES

IO R g 27 53) 1 (02 0 14 (28) 0 0
KRR LU TGRS

% 5 EIE 85 (16.7) 0 0 49  (9.8) 0 0
%5 49 (9.6) 0 0 32 (6.4)

¥ AKIBEIZ BV T RIEM IR R 15 6] (2.9%) . KBS - BE O TH 23 i (4.5%) .
FFHEREREE 46 5] (9.0%) . BHREREE (RAERIEMEERSE) 26 (04%) . TESHE
BEREE 114 (2.2%) . FRBAEEEREE 105 6] (20.6%) . BIBHEREREE S ) (1.0%) .

12



1 BUBEERIS 5 B (1.0%) . & HIER 2 6 (0.4%) | FHo - BERUHMARAE 1 61 (0.2%) |
BES 2 B (0.4%) . BEIEMEEDEE 1 6] (02%) . DFEZ 1 #1 (0.2%) I TUZ infusion
reaction2 ] (0.4%) NW/WH LNz, T, HREE (X7« AV—EEHS) | BE
DR ERE (REHEIRERERE, S, BEREES) | BK - fiRE, &M/
R MESRBER ., AR R ORIFERBIIRD b2 o 7o, RBWERRBRIIZE
HEL (BAREERFELZED) 230EHBRETT,

13



[Fi - FEZ]

RIS EE B B AERE xR & LB KR (KEYNOTE-002 AR K&
UKEYNOTE-006 3%%) OfE%. 2 mgkg Q3W, 10 mg/kg Q2W & O} 10 mg/kg Q3W
ONTNORE - ARICBWTHERFOFER CREEICERITRBD b2 o
e

AH O RBEFEDBREMFIT O R, BHERAEREICRT S 200mg QW &5
AUCqwk (ERIRRBIZHSIT B 6 W O W EE-ReE thiR TEE) O RIE [10%R, 90%
A1 mgrday/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T»H V. 2 mgkg Q3W #EKFD
AUCs 6wk (1.32 [0.722,2.06] mg-day/mL) & 3E{LEL L 10 mg/kg Q3W #E5-FFD AUCs pwk

(7.49 [4.32,11.3] mg-day/mL) % FEl->7z,

EMREEREENRE LAROBRBERIGHITORR., R Sh =Rk RE Q
mg/kg Q3W ¥ 5. 10 mg/kg Q2W 5 KT 10 mg/kg Q3W #5) DFuPH T AUCs swk
E AR O RSN L OMICHARZBEIIED bhviaho T,

14



4, HERITHOWT

RIGEIBRAE R BB ORI T 5 &AM L L THERABERE (2FFRE) 2R
BNTVWAZ &b, YEHELBEUICEBE T IR THAILERDD, TDOLET,
EFMY 27 EHFE (RMP) [ZE3%, XFDERELLTEHERIRE~O W 4&H 23
b O TH > T, AROBRENEDRBELZLH - FEL, AFOREIZIVEER
BERZRE LRI 2 2 L B3N E 27D, LTOO~Q@D T T &M TR
KBWTHERTERETH S,

© Mz T

@-1 T@@(U~v6)®wfnm_vé?5m&f%é R

(1) BASBRKENEET D 08ADFEENRIRS EHEFIR S A BIREEIL SR,
HiE S A S HEHL ST, HURAS AR ) (BR300 44 A 1 BREAR :
437 Kigk)

(2) ¥rEKRERE (ERL294E 6 A 1 B : 85 fask

(3) FWEFRMBIIEET 2NADRELERE (BADREEEERB. SADREE
WIkE, AR EEEHEERER L)

4) ARACEFIEZELRE L, SR ZRIEME 1 IR FRIEME 2 OEgr R
WCREHZIT> TV aiEsR (FAC284 7 A 1 BEFR @ 2540 fEFR)

(5) PiEBEEEALSLERMEOHREREITRDBHEIT> TV AHEER (Fk 28 4F 7
A1 BRFA : 1290 fEs%

02 EHBAEO(LERERVBIERBBEREORISICHo 2 mis & RBR 2 FOEM
(TROWTINITEY T HEM) 23, YZ2REOARICET I2BROBLEL LT
BEEINnTWnaZ L,

*

o EMKRHFRGR 2 FOMHFHELET L7RIC 5 EULEOBAIRROBRKIHE L
ToTWBZ L, 55, 24EL RIZ, BARMERELZ XL LZBREGEOIHES
fFToTWBZ L,

o [ERGEFFEREHE 2 FOMNMPMELZIET L-BIC 5§ EU Lo R EEMEEZROR
RRBRER LTS Z L,

@ BRENOEXRRBIFHREHEOMEKHICONT

ERLBERERICET2EEENEB SN, NESCELLOFERED., A - &
EMERFNFROBER VEMEICHT 2 FRIRME FEBRLRRLE LZHE0HE
EE., ENESCHIATONEEHINESTNEZ L,
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® BHER~DORITONT

®-1 BIEARBERFOXSEHIZET 2B M
RIEMERSEOEEL2BERRIAE LizERIC, 24 REZRERIOT. MEERX
IEERRIC IV T, BB LBEWERIZS CTAREERE O CT F0RIER DERNIZ &

HL2RBEOKBRENY BPIBEON, ELICHIGFTRERERINES-TWSZ L,

@2 ERUEFEHFIZLI2HFFRNGICETIEHF

NABRICED 2EMBM2ABE R E2 AT 2EREFEVBIERE=4) 7
REDZEROR I Y —=r FE2ITVERE L FEREZIEE TE 5 F— AEREHDE
BENTWBZ L, 2B, BEAHIZONVT, BABRE L ZOFRECHSICAmESNT
WwWaZ ek,

®-3 BIfEH OREORICE LT

AMER (REMRRBAICIE, K% « BEO TR, FHERSE - LIRS %, &
WREEE (RMIEMEMERAS) | NOWEE (TERAMERSE, PRBMEES. 5
WAEIEE) | 1 BUERA. SO0 BL. K - SEURRARE, Mk, BEEOREEE
(R HIEIRAEBRY . STUATHE, BRI E) | infusionreaction, M7 - BEMIJ, HfE
AR, WREE (X5 AL—EERS) | Lk, BEELLKES GeEitn
AR VESREER . YA R, FRIFEE . MEPRRIERAES) | MERAAUEMRRE, fEI%)
R LT, MR TR E RSB O I 2 B AT & s L BIER OB
SHSIZE L CTHREROXRZZ T ONAEEFICHAZ L) | ELITHENRQABNTE S
R ST =k,

16



5. BERRLRBBE

(A2t BE¥ % $E]

O TROBEZEOWTHRORMEI RSN TS,

o (LFEEREROLRWE WMMEERREROH ARGV ELRAHEAE

o ZEAYBRBEORT—VI BV pEMBREBEBREICRIT AR ERE

72¥3.; BRAF BGFERPFTAREICBWVWTIX., BRAF HERIC L 218 LEE
‘j—%):ko

@ TRIZEET IFFORER HERGTEICONTIE, AFIOFESHLENTE

59, REOBERR LB,
o fomMBMHEEAEHFRAL TREINDEBE

[ZefizB¥ 2%5R]

@ TRICEYTIEEFLCOVTUIAFORENERL LTV b, BEZTT

biwnwz b,
o ARIDORH TR LRBUEDBERERED & 5 BE

@ THEAMOFHMICIENT TRICEE T 2AFIC OV T, AR OREGIHR =R

P, MOBFRIRBAS RWERICRY | HEICAREZERT 5 LE2EBTE S,

o BEMMRBOEHXIIBEEDCSH 2 BE

o MEEGRE CRER 2R D 5 BE K UNEBINE O B BRI R0 m G Al 2%
FEOMICRIEMEALRH b5 BE

s HOREERABOAIE. XITBERNLE L IXERMED B CRRERBOBEFRED
bHARE

o  EBBHE (ELHMRBERELZIT) OHBFE

o BREOREXIFEERTHEBE

*  ECOG Performance Status 3-4 #2 D fRE

) ECOG @ Performance Status (PS)

Score

E&

0

EHRBREHTES, BHRAMLFAL A REENHIRZATA 5,

1

AENZB LW EBNIHIR S W5 23, BITAIRET, BARERE - TORRIITI Z & TE D,
B : BORE, BEEX

FITRAIRETEDOFDEYD O LT XA THEEBREZITE 2V, BPD 50%LL X~y FATRIT,

RonzBL0HORYOZ L LMTERY, BHRO50%U L2y ROFFTIRIT,

2B, BAOFOED OZ L2 TERY, T2y FARFTRIT,

17




6. BEIZEBLTHETREHEIE
WA SCESITME, BERFEE VBT 2 BRI ICE S EARF O R R O ER
O DI VERERE TOICHBE L THhBERTAZ &,

ThboHEETHZ L,

@
@ BEBEMKICELD, BEXIITORBICEDERVEREL oA L, REZE
®

FERBIERAD<RY AV MTOWT

BEMERERND DNDZ L RHEDT, KFNOFEIZH Tz - TiX, FIHAE
R (B, R EEE, %) ORBERORE X MRECEKS. BiExr+
STATH Z &, Eiz, BEIDS U THE CT. ME~— v —FDOREL EMT
T &,

infusion reaction 723% H D Z &2 B, infusionreaction BFED HNLTH AT
. EERRABEITY & LI, ERBEET 3 TREOREEL+H5ICEE
THZL,

FRBSREREEN DS Db 3 Z L2135 50T, AR OHK SBMEATR UK 5/
FILERIRC FORARSAERE (TSH, 8 T3, HEHE T4 L 0RIE) 2EHET D
il

FFERERSEN H HhiLd Z & BN d 5 DT, A OSBRI O 5B FIX
ERRICATHSRERR A (AST. ALT, y-GTP, Al-P, BV VB DRIE) % Ehi
TBHZ L,

AL SR (P ARVLEEREREEST) BOBERIREERH LDND
IERHBOT, EMMICROBREOFELAMRBT O L, £, ROEFEN
ROLNTZH/AITIL, BN EREBE2Z2T2L5BF2HBETIZ L,
AHN OB EIZ LY | BEDORERINCRRET S & E 2 b dkx REBSORE
NhHobhdZ bbb, RENBD bNZHEAIIE, BELEFRIIS L
BRIk & BB B O ERD & B U CRERERIZM A 1TV B ORE
RSz & 2BIERAREDN 2 BA121E, AR OKREIIH L, RUBIERER
NEVHIORES2ZETZ L, 2B, BIBRESVECOREIZXVEIE
B OWENBD SNRVEEIZIE, BT RE R NVE LV USO @it F 0w m
LERTDHZ L,

BEKRTE, BB o8y ARRB L TOrLEERABRRTAIZ ENH BT,
KB O ELRTHICHBIEAORBRIZ T SICERTHZ L.

1 BUBERIR (BUE 1 BIERB 2 ah) Kb obbh, BRWRES M7V F—v 2R
KEZZLAHD0T, NE, B, RHES0EROFERSCMIEED LRI+
DEBTHZ L, | BERBEAEDNZEAIIIREELFIEL, AR V8
R OREEOBEYLALBEITH Z L,

@ RIGUIBRTEEREMSBAEAE ICHERT I, AFOBRKRRICENT, BE
BsAA 5 3 0 AN, FNLREIX, BERE S 1| FRik 6 B Z L iAMDY
MHE2IT- TV L E#BE I, AFREPIIEHNICHROERZITI Z &,

6 Z=eREOEEBAERE ~OMBMBIEREL LTERT BRI, AR OERRK
RBRIZHBNT, BREBBHLRBEREET 28I L ICAIHOFMELIT > TV

18



722 EBBE, KROBRETIIEHHNCHROERZITO Z L, 2B, M
WIEL LTHEATIRAICI. AROBRESEMEIZ 12 VA TET AL,

19



EEREET A FF A
Ra7n ) X=7 (BisFHEH#RZ)
(BRB4 : A P —F REHE 20 mg, FA M —F SR EE 100 mg)
~HBAKR XY VN fE~

k2 91 1 ($FnxtE 6 AED)
B A B @



Bk

X U®HIT

AENDORF, 1ERKT

ER IR AR

FEERIZ DT
wEXIR LI HEBE
BECELTEET REER

N RN -

12
P3
P4
P6
P8



1. roic

B DOHNE - REMORBEOTZDITIE, T XEBZICESWBEEREMRRD
bhd, &bz, IEOHREEMOESIC LY, FLEERRZ & OEFWRFTHRIERR
FERLPABENZIHT, TUOOERREZEICNERBEICRMET S Z LR
L 2o THEY REMBOEE & ok EDEAR #2016 (AL 28 4 6 A 2 B KZRRE)
ZBWThH, BFMNERSREOFEROREICHELZRE Z LI TWA,

PFHRERBFEERR I, EBERARCEZEM T n 7 7 ANV BBEFOEEK LA LNITA
RBZENDHD, TOH, AHEROZEMEICETA2EHRB+EET 5 TOM.
UHERLOBBELMIZTHZ LR INIBEICHLTERTS L L BT, BIE
ANRR LB NERIGE & 52 LN ARER—EDEM &R+ EREE cHER
THZENEETH B,

LizRoT, AHA R4 Tk, ARBEERLINETIZEELN TV EFIKEH -
BFEMRMIZESE UTOERLORERFERAZHEET I AN OMNEREMS, EX
FRUEBEFREREZRT,

BB, ATA FT4 0%, MIITEIEAERRERERBOBE, AREFEARK
BRI ES, —RAEFEA B RERANES R C—REEEA B ARNIRZESOEH O
b EER LTz,

MBRLRDERR  FA M —F RRFE 20mg, XA b —X AHFHE 100mg (—
s _aTnY Xv7 (BEETE#RRZ))

HNBERAWEIHR  BREIUIEREOTHR DX ) N E

HELhBRERVHE  @%. BAICIE., A7 r) X< (GhEFEKL) LT, 1
[B] 200 mg % 3 @ BIEIRR T 30 22T TREFHET 2,

& B 78 ¥ #F  MSD kA&t




2. ARIORKE. 1ERWF

XA M—F RFEHFE20mg RO 100 mg (—ix% : XoaT7n ) Xv7 (GEETHHR
Z). AT T&RAll £vH,) ix. PD-1 (programmed cell death-1) £ ZD VY H> K THB
PD-L1 X' PD-L2 L OREAGEEHEMET S, & MbigGs £/ 7 va—FAHETH B,

PD-1 813 T AR Se i BEARMAE 2 B ki 2 72 DIZ N A KRR AR 3 2 72 s & i
AA v F T, PD-1 1%, BELZRBICEWDCHESER THROMREREICERL, AR
RS % B ARMLEITBRI 2B S #T 5, 772bb, PD-1 XV T FEfE
ATHI LRI VHFRAZERCL DV I I BELAICHET /K TH D, PD-L1
DEFHBRICBITHZRBAILOTNTH LD, Z<ORAMIRTIE T MlROBHZE2M2
DITEBRNHE L TWD, BAMIICIIT D PD-L1 OFFRERIT, BHIAE. RS,
FFAmASER, SRELR, FE/ERRARE 2 & Ok 4 RBRA TTHRARRATFTH Y, BVAEFE
L OMBERHE STV 5,

BB A DK T L PD-L1 BHROMEBEMED . PD-1 & PD-L1 DORRIIIEE
DREEFECIS WV CEEREEIEZHE S Z ERRREINTEY ., FioRBAIBROIER &
LTHfFESN T3,

AFNZ, PD-1 & PD-L1 RUPD-L2 DY H ¥ ROKAERET S LTk, EE
P NRE R OIEBEAFRAMRESEN T V) o SR ER LS8, MEEREZBEEL
T5Z L THIEESRZRET S,

AENDOERBFAICESSBEORER L 2BIERERH b, EEIETIC
BEOLFRERD D, AFOBREGFRUERERITIT, BEOBEZ 2TV, BENR
D HNEHEITIE, BRUZERICL C-EMRR M e RBR 2R OEM & B L Gl
Y2202 21TV MEORBERIGIC L 2BEERARRDN A HEICIE, BIBRESR LV
EVRIOBREEOEZNB LTI LERD B,



3. EREERER
BRTHEH O R MR DX ) B0 AR Z 1T o T E R BRERRBR O
BRARE RS,

[A%E]

[EIBREFSE DFEAER (KEYNOTE-087 #AH%)

BRITEAMEOE BN DX Y L oMEBE Q1061 AARA 10 51Z2ET) OUT
D 3 2OAT— M EFRIT, AH 200 mg 3 BRIMBR G ORMER VL EHEDRF S
ni-, '

s BEEMEMMREBHEMEITRIC. TV YFRo~vT REF UL AEREZTT-HA

#F (ak—RD)

- BREMSHMPEBREIEESTH D, HoT Ly YRieT RRFUICEDIERE
ZiIT-BE (2F—12)

- BEELBMRBERTRIC, 7L oYX~ T XFF UL DR (—RERX
REBEFREO—RL LTOT LYY U wT NXRF UK BRTARITE £72
W) BZIFTTOARVAE (adhk—13)

728, BEREHE CRBETHRD bNHEIT, REETEZRTERPRD bhzan
LOWMERNCERE LTV 5 BE Tt REILIE O EGF M CREETABOLNDIET
AHNOBEZYRET D Z LHRARRE SN, FEFMER THLEDHFR (KEFT IWG
criteria (2007) (ZES< PRYEIZ X B58£FES (CR) XITHHES (PR) OFIE) 12X
K1 ODLEBYThol, 2B, FARKEREINZREZEDHERI WThoark—+y
20% TH - Tz,

21 HHMERM (KEYNOTE-087 i)

aR— b1 ag— b2 ak— b3

(69%1) (814) (60%1)

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

ik #sr2%h (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1717 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

BRI 3 (4.3) 2 (2.5) 0

#Z%h®%E (CR+PR) (%) 72.5 65.4 66.7
(95% (5 48 X ) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z2tE]
E R [F 3 RS (KEYNOTE-087 35%)
HEBRIIFRBREMA T 202/210 F (96.2%) (258D L1, BITERIL 144/210 1) (68.6%)
RO bz, BEBREN S%UELOBMERIIR 2D LB ThHhoTo,

2 BEBNS%IULEORER (KEYNOTE-087 ) (E4MMireSErm)

HBERKSIR (SOC: System Organ Class) {%%;g{

HAZE (PT: Preferred Term) 212)1?"]
EADRIE L) 4 Grade Grades 304 k£
SRI{EH 144 (68.6) 23 (11.0)
M LY 3% S

FF BRI E 11 (5.2) 5 (2.4)
WaWEE

PR IR T 26 (12.4) | (0.5)
BGEE

TH 15 (7.1) 2 (1.0)

B 12 3.7 0 (0.0)
—f - REERR LGRS ORE

9% 19 9.0) | (0.5)

FEEL 22 (10.5) | (0.5)
TR RIES

HATE 13 6.2) 0 (0.0)
FEIRAS, BEERS X OMEIRREE

Rk 12 .7 | (0.5)
BRB LR THRES

%5 16 (7.6) 0 (0.0)

¥, MEMERIL 6 B (29%). KIBX - EEOTHNL 3 ] (1.4%)., MRESE

(FF - NU—EGHE) 12146 (0.5%). IFBREEREEIX 8 ] (3.8%). FIRIRHERENRE
E13 29 61 (13.8%) | fh 4% - BRECHR BAARAE 1 2 1] (1.0%) , Infusion reaction 1% 17 1 (8.1%) .
SESEKIT 26 (1.0%) ROLFHRIZ1HF (0.5%) TROON, /-, BEEDOKE
B (REFRIREGER, 2K, AREES) . TEAMERE. RIBBEREE. 1
RUPERA. BWEEE (RMEMEEBRS) . B, EEGHEIE, B - fRE. &
et i/ MRS BES . I MR & OSRIFERBIZZRD SR o Tz,



4. MEERICTOWT

AREML LTHEARBERE (20/F%R) PBRELN TR Z b, YERAELHE
UICERTEXAMRTHAIVNERD D, FOLT, AFO®RE @Y 2 BEZDW - &
EL, AROBEICE VEBRAERELRE LIZBRICHIGT 5 Z & BSABRERD, YT
OO~Q@QDFTRTEMITHRICBWTHERAT A RETH S,

@ HRIZHOWT

@1 FRED (1) ~ 5 OWVTINCEETHIHERTHDZ L,

(1) BAEFBRENEET D NADREENL SRS GEHEFRS A ZREEIL IR,
MR 23 A B FOEHEHL FURRE, HURS AR IRRRE /2 &) (CERE 304 4 A 1 BFFR : 437
%)

Q) HrEMAERPE CERK 294 6 A 1 BREA : 85 HEak)

(3) EENFRMEINEET D BADFEERRE (BADREEEERP. 2 AZRERE
WHFEbE, BAREBHEER 2 L)

(4) SARAPRIEELZRE L. SRALERIEME 1 UISRACERIEMNE 2 Ok 24
WRLBEHEITo TV AMER (FR 2847 A 1 BRFR : 2540 HERR)

(5) PIEMEERINS EBMEOMREEIIRDBHEITo WA HER (Fik 28 4 7
A 1 BREA ;1290 HEER)

D-2 HHEAKRIF ) U EOLFERER OBIVERA BN O3 T 5072 5l & 42
BAFOEM (TROWTNICHEYTAEM) 2, YEBRBOARFCET 2HERD
BEAELLTEREBINTNDEZ &,

*

o  ERfRFERER 2 FONPTHERET LI2RIC 5 FU LORATRROEBKRIHE %
fToTWBZ L, 5b, 26U EIX, BARYREZ XL LEBREREFZOWHES:
ToTWBZ L,

o  EMRFEREE 2 EONHPTHERET LB 4 FEULOBKRRZAL TV
ZE, 96, 3ELER, EMmESEMEEE O AR S S UK MIRF: OWHE
EZiToTWBHZ L,

@ BENOEXRGBFREBEROMEMHIZOVWT

ERLEREHICHETIEEENRESN, BHREENLOFRED, A - &
SHEIPHEROBTER CEME IR 5 1FHRRME. AEFERBELEHSORE
R, BRECHIITONLERIBRESTWVD T &,




@ BIER~DORIBITOVWT
@-1 MEgk iz Bed 5 B

RIE MR RS D EELRBERMNRAE LB, 24 BRIZEREHIO T, YUY
IREERRICRBO T, BRLUZBWERICL U TAREERR O CT Z0RIER DERNIZ L
BELREOERNYAPIZESH., ELICHGATREREHINE--TWEZ &,

@-2 ERHEERICLHIFEERNGICHTIEG

NALRICED 3 HEMR MR R AT 5 EREFENRERE=4 ) 7
EEOIEROAI ) —=V T RITVERE L EREY LF TE 5F — LAEREHIHE
HENTWBZ L, 2B, BEAHICOVWT, BABRFLEZOFRKRICHSICAMESNT
Wazk,

®-3 BHEAR 2otz LT

BUWER (MEMMERICMZ., KIBX - EEO TR, T8RS - mMmER, &
WRelEE (REEMEMEBAS) . NAWES (TERAKERSE, FRBMEREE. Bl
BHEREIEE) . 1 BUBEIRIR, 5L O IR, sk - BB RARE., BER. EEORERE (K
JEXSIERIE AL, ZTALEE, RAEIEZ) . infusionreaction, AN - BERRA, HIEM S
fE, HREE (¥F7 2 - NV—EENSE), LHX, BEERLIKES (GefEtm M
DS, Wttt A, RIFERES, MEIRRRAES) . MIRFRIEGER, %) o5t
LT, YZhigk I E B E RSB O BEME2F 3 2 & & EE L (BIFERAOZETORSL
WAL THERUXEZZITONIRHICH A L) | EHITHEEIRMEN T & 5 &K
NESTNWBZ L,



5. REXBLRDBE

[A3hikic B8+ 52 HIR]

O BFREMBMRBEICEAEIIAMAEDOBR IO TRA)F XY v
HNIBREICBWTAAOFEIMERRINTNS,

@ TRIEZYTIBRECHTIAFMOERERCERAFIECOWTIE, AFOF MR
L INTELT, FADOREXRLIRE2,
o (bFRIERIBEOBE,
o fhoBEMEER L O,

[ZeMicBE+ 5 %FE]
@ TRIEZEUTIAEFIZOWTIEEARORENRERE INTWNEZ b, BEXIT
blrnwz &,

o ARRORSIIR LIRBREDOBEFRED H 5 BE

@ HREAIOFMICBWTTRICKY T 2BREICOVTL, AFOREITHR RN

D, OBEERRIRE B 2WVIGEICRY . HECAKEZERT 2 2BETE D,

o MEMMRABOEMHIIBEDOH 5 BE

o EEBRRE CEERE LR O 5 BE K OIEEIM: O B HRIGH I 0 RRge v i %
LD RIERENAH NS BE

o HORERBOAF XITBERNRE L XERED 8 CREREBDOERD
bHoHBE

o BBREE (GhRdRBEELZET) OHIERE

o REBOBRRXIIKEEZFETIAE

*  ECOG Performance Status 3-4 ®VDBAH

(£ ECOG @ Performance Status (PS)

Score | TEE

0 | 2<MBERESTES, BAMLALAIEEEIHRZITLS,

PRI LUTEBNIHIR S B 23, HTAIRE T, BRI TOERIIITI Z LR TE S,
Bl BORF, FHIEX

BohBAOHFOEY DI L LHATERY, BHFEOD S0%L EEZNy KOABFCRIT,

W

£2BiFAV, BAOEORY DI L2l TERY, BRIy FOVRFTIRIT,

HATARETAN OHOE Y O Z LT TN TABEAERERITE R, HHO S0%A LR~y FATBIT,




6. REITBRL THETREFIH

O WACEZHITMZ, BUERFEHESE BNREET 2 ERFITE D & RH O Rt R OB IEfE
RO DI nERERETHICEHE L THrbERT2Z &,

BRI D, BEXIITORECAIMRGEREEZ +oHAL. REEZE
THoRETHZ L,

EFRRMERO-RX T AL M2 T

@

®

BEMRREN D LDLbNDEZ L BHEDT, AFOEREIZH Tz > TiE, FIHE
W (B8, MEREEE, WS ORREROME X #RECERS. #fs+
MTATH Z &, Fiz, HEIZG U THE CT, WE~— I —%0ORELEHET
T &,

infusion reaction 233 H N 3 = L MR dH B, infusionreaction NFEWD LILT=HEIT
T, EEIRAERITO L L biT, ERAEET 2 TREOKEL +0ICEE
T5Z L,

FRBSREREE RS H b D Z & 335 5 DT, A O S RLAHIT R O 511/
FIXERARIC FRBRESRERREE (TSH, 78 T3, R T4 HORIE) 2 EET S
s :

FAREREENRH Lo d Z LR H DD T, KF OB G HGH R OREHREI I
EHRIC T EER A (AST. ALT, y-GTP, Al-P, ¥V VE UV ZEDRE) % EHE
T5HZ L,

SAEIELK IR ARMNIEEFREREET) SOEERREERNHLLDOND
TEeBRHBEZOT, EHNCIROREOFELZHR TSI L, £, IRORER
RO LNIZBFAITIEL, BN ERBEZZ2 T2 L 0BELREET L L,
AHFOTREIZLY . BEOCREIGICERT S &2 b dHL RREBORE
NHLbNDZLNHb, BERRBDONEZHEARICIE., BRELAEFRIIUS L
BEPAR R A & R 2 B ERD & U GERERNRBE 21TV, BEORE
R X 5RIEB R EDN 2 BAICIE, AR OKREZFIE, ROBIBRES
NEVRIOBREE2ERTEI L, 2B, BIBRERNVE L OREICTLYEIE
AO%ENBD SNRWVIGEITIE, BIBRE RN LA O%EMEIR OBM
LERTDHI L,

BEKTHR. BCERN OBV ARB L THhLEIERBRIRTLIIEDRH BT,
AANDOBEAETRIZOEERORBRIZHHICERT S Z &,

1 BIFERRS (BE 1| BNEIR A at) R bbh, BRAM, P T F—v 2
KEHZENRHHDOT, DB, Bl BHEOEROREFSL MMEHED LFIZ+
SEETDHZ L, | BERBENGEDNGSICIIREGEHRIEL, AR ) 8
AOEEEDOBEYRMBEZITO Z &,

AFIOBRRRBIC BT, SN 5 12 BT L IASEOTHEEFT - T e C
LEBHEIC, ARBETILEMNOICERRE CHROBRERT S 2 &,



BEERAHETA N4 v
Rr7nl) X< (B z)
(R4 : A M —F ERBE 20 mg, ¥4 M —F REHE 100 mg)
~ R b R~

k2 941 2 A (fFncsE 6 AET)
JBAFHEE



Bk

1. XU P2
2. ARFNORK. 1ERKRF P3
3. ERERAR P4
4, MEERIZDOWT P7
5. B#EXBRLLRIBE P9
6. BEIELTEETREEIR P10



1. XU®»IC

EXHOEMN - REMOWRDOT- DX, T XEBZLICE SOV EERFEANRD
bNd, S5IT, IEORFEEFOERIC LY, FIRERMZR & OB FTRIEAE
FERMBEBINIF T, ThOOERLEZEICLERBE IR T L2 L 3RED
BB L BRoTRY RIFRMBEOEE L DRI # 2016 ((FHK 28 4F 6 A 2 BREBIRIE)
BWTH, EFMNERLMZEOFERORBEHEZNIZ L I TV,

THREABEERLT. BKBEERARSRZEM T a7 7 A AREEOEEXR AL NTR
BRBZERDD, ZOHD. AR OREMICET A ESRN+0EFET 5 TOM.
UHERLORELZBIZITLZ L PHFEINIBEICRT L TERT S L L biT, BIE
FARRBR LB KBRS E & B2 e NARER—EDEM LT EREE THER
THZENEETH S,

LEzWoT, BHA FTA4 0 TiE, EBRESLINE TIIBLN TV D EFIRER -
RFER R ESE UTOERGHOKRERERZHET 2B AN BRERERH, B2
FROEREFEERT,

B, RKTA KT A4 0%, MITBIEAERDERBSRROBE, ARTREARE
RRIEE TS, —RAEREA B ABERARES R O—BEEEA B ARBRBRZESOR
Db EER LTz,

WP LRABERRD : ¥4 bV—F RHEFE 20mg, ¥4 b —F RHEFRE 100mg (—
W4 Ra7u ) X< (BEFHRRZ))

HNBERBIPENIHE « BAACFRIER ITEE U ZRIR R B 22 RS LB

WL RAMERCRE  BE., RAIE, Ra7n ) X< (GEfa7FHE#RZ) LT 1
[B] 200 mg % 3 IR T 30 22 CTRIEHFHET 5.

& IR & ¥ F . MSD Rt




2. AR, 1ERBF

XA MN—FBEFHIE20mg K100 mg (—i% : RaT7 v ) Xv7 (GBE=THMR
Z). UUF IRA) £v5,) X, PD-1 (programmed cell death-1) & ZD Y H o N ThH B
PD-L1 KN PD-L2 & O#EE#BEEAET S, b Mb1gGs £/ 7 a—FAHifkTh 3,

PD-1 fRE&I3 T MRS E B AR 2> Bk B 7 I 3 AFRER 23R FR - 5 £ 72 5005 il 48
AA v F T, PD-1 1%, BELZREBICEOCEEE T MEoMREmICKEL, BOK
B GE S RBELRR B RKICEHIEHT 5, 77205, PD-1 1Z) T REfh
ATHILIRIVHRZFRICL DV T TAVEEZAICHBET 2Z A/ TH D, PD-L1
DOIEFHBRICBITIRBUIL TN TH LD, L<OPAMIBTIE T MROBZZML
I CBRICRKEELTVD, BAMKICIIT S PD-L1 OFERERIT, Bk, R,
FFAERaE ., SPELR, SE/NVRRRMIE 2 & D4 RPATTRRRRATFTHY . BWATFE
& OIEEMERHE S h T3,

BEORAOBERNTH% & PD-L1 BROMEEMDI L, PD-1 & PD-L1 ORKIIIER
DHREEREICB W CEERFREZHE S Z LR RRINTEY  Filte BN ARKROIER &
LTHfFS LTV 3B,

A#Z, PD-1 & PD-L1 KO'PD-L2 Ol ) H v FOESEMET I &Ik, [EE
WNBREE T O REE N RAKERRE RN T ) L HREIEL &8, BB AE BT
T5Z ¢ THEEDIRYFBET D,

AR OERBFFI S BEDORERIGC X 2BIERSERH 6o, BERUIETIC
ELHEEDH D, FFOREDRURERITIE, BEOBEL TV, BEEBR
H b BHEITIE, BB LB RIS U BEMR R & RER 2 RF O ERD & L COF
BRI ATV BEDRERIGIC L 2RIEARRDN 2561013, BIBRERL
ELRIOREEOEGRILE AT O BERH D,



3. ERERRLR
D AALFIRIERITHE L - RIGUIR AT EE 72 R b ROR O &R IZE I 21T - 7= £ 72
FEARARBROBREE T,

[F2hE]

EBRIEFFE MRS (KEYNOTE-045 35R)

77 F /A ST ERER 28T 5 RATEITEIIEBE O R ERORBE
54251 (BAANS2 HlEET) BRI, AHF 200 mg 3 BRABERKREDOEDIHER VTS
M, ALPRE (X7 ) F R4, FEZFE/VIL vinflunine) 2 ZxfR L L TRETS
iz, 728, EE CRBETNERD b -He s, REETE R TERBEBD LN
RWEDRRRINCEE LTV 5 AE T, KEILIBRO BRI CRBETHIRDO LN D
ETARBOB G 2T 2 Z L NFRE L Sz, EEFHMER BIX2AEFHM (0S) KT
EHEEATHIM (PFS) & 3N, ARIIMLFRIEL B L T, OS #FRICER LTz (&
1RO

*1: 7 F R RS EFRE (—RIER) BRICKRBETE2RDEBRE. ROT 75 -8A2E0
(LR X D780 - ATREBLERER 2 D AURNIKER LERESRLAAN BN,

*2 1 AFRTIX vinflunine ERARBTH D7D, N7V FXFEAI FEFFEAOWTIHAERIRL
T



# 1 KEYNOTE-045 3Bk DA Zhit A
AA| 200 mg =3
Q3W
(270 #51) (272 #i)
os? hofE [A] 10.3 74
(95%fE 1R X ) (8.0, 11.8) (6.1;8.3)
NP— Rkt 0.73
(95%fZ#H X [#) (0.59, 0.91) -
P fis 0.002
PFSTI hofE [A]. 2.1 8
(95% 15 R X ) (2.0,2.2) (2.3, 3.5)
NP — Rt 0.98
(95%fEHE X ) (0.81,1.19) -
p fat 0.416

T RO T —& (2016898 7Ry AT
t: &R Cox LBINY— FEF T X B{LFRiE & Ok

S BRIn ST O RE

I RECIST H A4 FJ A+ 1.1 fRICE-S < Jhsz i

Q3W : 3 HEHR®R &

&
# 50
40-
# \
307 1,‘\"“9-041
e )
20 ] —— smxongow
10 1 cymi
0 2 4 6 8 10 12 14 16 18 20 22 24
p— 7 )
A#H200mg Q3IW 270 226194169147 131 87 54 27 13 4 0 O
{L¥emz 272232171138109 89 55 27 14 3 0 O O

1 OS ® Kaplan-Meier 148 (KEYNOTE-045 3R5%)




[Z2iE]

EEItFRFEMAERAER (KEYNOTE-045 35%)

HEHERIIAFIRE 248/266 B (93.2%) K OMLZERIERE 250/255 B (98.0%) ZFBH 5
. BIERIZZENEH 162/266 B (60.9%) B OMLFHIERE 230/255 61 (90.2%) 1278
bz, AFBETRBARN 5%ULORIERIXTERDO LB ThHoTz,

2 FHEEMNS%ULUEOBIER (KEYNOTE-045 RE) (RS 5 &4EMH)

HEBIKRDEE (SOC: System Organ Class) ﬂﬁ ﬁlJ{E/;J

FHAFE (PT: Preferred Term) 26661
el 4 Grade Grades 3L E
2EIVER 162 (60.9) 40 (15.0)
Py e

FR AR BRI T E 15 (5.6) 0 (0.0)
HiBkEE

TR 24 9.0 3 1.1

NN 29 10.9) 1 0.4)
—f% - EFERL XU S ORIER

BSRE 15 (5.6) I (0.4)

I 37 (13.9) 3 (1.1

B 17 6.4) 0 (0.0
REYB L VFRREE

RARIRIR 23 (8.6) 0 (0.0)
B XU TRk S

% 5 FEfE 52 (19.5) 0 (0.0)

»5 22 8.3) 1 (0.4)

Rk, AFBET, BIERAE UTRIEMEMERIT 105 (3.8%) . KIBK - EEDOTH
X7 6 (2.6%) . HRIEE (F7 2 - NU—IEERHS) 1216 (04%) . FFEERESIT
14 5 (53%) . FIRMRMEREREEIZ 23 B (8.6%) . BIBMERERESIX 1 4] (0.4%) | B
BEEE (RHEEEEBLAZE) 131 # (0.4%) KO Infusion reaction 1% 1 ] (0.4%) iZ
RGN, T2, EEOREESE (BREHEIREREE. SN, HXEES) . T
mOHAERES, | BRI, Bk, Mk - BBUDRARE. EREMEE. LR, Rk -
BEfEe, 5 & 9IRS, et/ MR ESRBER, WA IR CRIFERBITRD bh
2ot



4., HERRIZHOWT
AREME L THEABRERE (2FIRE) ZBELRTWA I b, Y%RELYE
YNCEBTE AR THINERD D, £0 LT, AFIOREINEY 2 BE T LW - 5
EL, AROBRECLVEERBEREZRBE LERICHIET 2 2 EBABERD, UT
DO~QDTRTEMITHRICBWTHERTIXETHD,

O mRizoVWT

@1 TRED (1) ~ (5) ODWVTNNTHYTIMRTHDHZ L,

(1) BEEFBREINBET D BARFEENRFRES @EOEFR S AZFRESEIL R,
HIAS A RS BB HEHL R, MRS A BRIRRE /2 &) CERR 3044 B 1 BRFR 1 437
fEER)

Q) HEMEERE (ERL294 6 A 1 BES : 85 fiak

(3) HERBRMENBET D BARIEERE (BADRESEEERPE. S ABRESE
WAREE, 03 ARRREEHEERPT e &)

4) AFMFREZREZFHREB L., S RCERIEME 1 IS RACFRENE 2 DR LY
KRB EHEITo T AR (KR 2847 A 1 BER @ 2540 fEgk)

(5) MEMEREAAT EEMEORREEIIRDBEHEITo TSR (Fak 28 4 7
A 1 BREA ;1290 bER%

D2 REERBOZERER ORIERRBARE O IGIT 4372 M8k L RBREZFFoER
(FROWTIDNZEY T B ER) 2, Y2EHOFRANCET2IRRORMEEL L
TEHEEENTWASZ &,

*

o  EMBRIFERBEE 2 FOMBMPEZIET L-%IZ 5 FULEORABROBERMEZ
ToTnaZ L, 56, 24T, b)h%%f?{féik L7 BRREREOMHE %
ToTWnWBZ &,

o [ERIGRFERGHE 2 FEOMMFHELE T Li2RIC 4 FL_EOWMRBRZE DBRRNE
EfToTEY ., 5B, 2FU LI, R EEEORAIRMRIESL ST AR
WRIHEZAT>TVDH T &

@ BRNOERMFRERDOEKHIZOVWT

EXRLEREHICRETI2H5EENRBEIN, NELGENLOBFREBD, Ao - &L
SMEERZNFROBFER OCEMEZICHT 2 FRIBM. AEERPBAE LLBESORE
¥E., EREONITONEERNESTNBZ L,




@ EBMER~DOXITOVT
@-1 HERR Iz BE3 5 B

BIEMEMRBEDEELRBIERNREAE UZEIC, 24 FEZEREROT, YZHEHRX
ILEERR BT, B LZBERICE L TARERE O CT £0RIER OERNIZ M
ELREOHKENPYAFIZE LN, EbIZRFRARFER N E>TnoZ L,

@2 ERUEFEHICLIAFEFSANIGICT 5Bt

BABRICED 2 BN 2B E B2 AT 2ERREEEREBIERE=2Y 7
EEDERORAI ) ==V TRITVWERE L FRE{XF TE 2F — LEREHINE
BENTWHZ L, 2B, BEFHEHICOVWT, BARE L ZOFRICTHICBEAMINT
WAz,

®@-3 BIfER oR2#roxt i icB LT

BIER (REMEMRBICIZ, KBk - EEOTH, THERES - SR L, &
BREEE (RAEHEMRAS). WOWEE (TEAEWERES, PRBBERES. B
HREREE) | | BUERIA. 5 & O RR, fiRk - P MARE, BER. EEOBREREE (K
JE RS AR (R, STALBE. FARAES) . Infusion reaction, I¥% - BEEAR, HIEFHES
fE, MRMEE (F7 2 - NU—EERS) . OFK, BERLNREE (K& /MR
DHEEBER, EmMEAIN, FRIFERE, EWEERERES) . MIRFREGH. BE%) X
LT, YU ULEBERBEOBRMME 2 A3 2 EM LEE L BIEROZErRoRIR
CELTHEERVOXEEZZITONAIFHFCH D L) | EDICETRAEDN TE 5 HEH
PEESTNAZ L,



5. REXRBLRDBE

(B2hEicBE 5 FIE]

® 7I7FFRAES0CCHEREREZ AT 5 RTETHEXITEBEOREK LRBOR
FIZBWTABOADEENRBRIES LTV D,

@ TRICHHET BB CHT IARBORERUHEAFTIEIC OV TR, RFOA RS
HELSNTELT., FADOEEXNRERLR,
o TIFTRAZETLERIEC X DIBRBEDRVEBE,
o FINOMBMLFERIE.
o HOFUEMERR & OHFR.

[Z4eticBE4 52 5E]
O TRIZZUTIBFIZOVWTHEHAFOBRERERE INTNWEZ b, EETT
ez &,

o AHORSTITX LIRBUEDBEERO & 5 BE

@ WBEATOFHEIZRBW T FRICEY T 2BEF I VWTHE, RE0R SR I L A2

B, MOBREBEBRENRZWVEEICRY, BEICAKEZERTL2ZL2BRETE D,

s FMEMRMEROESHNXIZBEEDH 2 BE

o AEEGRE CHIER 2R 2 BE R OTEENE D B B Al 28 < mge M i 2%
LOMICRIEMELNR LN BE

«  BHEAEROEH. XXBHRLE L IXBERED B DAREEADAERED
H5HRE

o IRARBHE (BEMBMELHEELZST) OhsBHE

o EBORRIIBEEEET HEE

«  ECOG Performance Status 3-4 ®VD#E

(D ECOG 0 Performance Status (PS)

Score | B

0 | 2<MERLEBTX S, BRAIL AL RBERIHIREITXS,

AR LUWEBNIHIR SN 223, BTREET, BAEECE > TOERIIITO Z LR TE D,
Bl BWRE, BEEE

BRONWEBHZOHEDOEY ODZ L LMTERY, BFD 50%LU LE Xy FVEFTRIT,

Al =

2B, BADREDOEY OZ L el TERY, BRIy RO FTIRIT,

9

BITAECR S OFOEY O Z L 3T CARETEBEEIZ TE R, BHFD 50%LL Eiz~y FATIRIT,




6. BEIZBRLTHETREEH

@ WAXEZ ML, BERFEER VR T 2 ERFICE ST AB ORME R CEIER
RO DI BHERERE SR L TroERT D&,

BEBIRIZ T, BENIIZF OFHR AR OEREL +SHRAL. RBEEZH
ThoHEETHZ L,

ERBIERO< R AL MZ2NT

®

©)

MEMREBRH PN D I ERHBEDOT, AFOKREICH - T, FIHVE
W (B9, MR IR, ) OREER OME X SRE O RS, BRL T
TATH 2, Fio, VEIGUTHEE CT, E~— AV —FOMRELZEM T
5Tk,

Infusion reaction 233 H 5 Z L 23% %, Infusionreaction 235588 LIVIZH BT,
I, WY RREBEITY L LI, ERBEET 2 TREOKRBE T8I
THZ L,

R RMEREREER H bbb Z L B 50T, AF 05 BisAT & O 55/
L ELAC R AEM A (TSH, R T3, £ T4 SORE) ZEETS
E&,

JFHEREFEENH oD Z LMW d 5 DT, AFOHREBHFRTR O FHMF 1
EHIRICHTHSEEIRZE (AST, ALT, y-GTP, Al-P, VAV EDORIE) %X
+T5HZ L,

SR (MERAEMTEEEEREZE) SOEERREFTLHOoOND
IERHBEOT, EHMHCIBOREOFELHER TS L, 72, IROEFER
DO ONTEBAIT, HLNICERBEZZ2ToL5BFL2RET L,
ARNOBEIZ XY BEORBERIGIZER TS LB 2 b b4 RRBPRRE
BHLLNEZERNHD, BEPREDONEERICIX, BRLEFRIIGL
BER R & R A O ER &EEE U CGEYRERIZW 21TV, BEDORE
Kz X 2RHERB DN D HEITIE, AFIOKREIP I, RUBIRBRER
NEVRIOBRESEEBTHZ L, 2B, BIBKRESRNVEDOREIZEYBEIE
FAORERED bNLRVIRAITIE, BIBRER/NVE LN ORI OB
bERTHZ L,

BEKTER, BEE LBV ARBLTHLEERRRRATIZLB8H D7D,
AR OBRERTRICLBIERORRIC+FICERETD 2 &,

| BIgEERA (BIE | BIBERIB 2 ET) Nd bbh, BRAES N TV F—V X
CELZENHHOT, OB, Bl IEEEOEROERALMIFED LFIT+
SEBTAZ L, | BERBEARDN-BECREREEPEL, AV RY R
Bl 5%OENNBEITH Z L,

AR OBERBRICB VT, BEBH D 98E. TR URRIRERH»D 1 R
6 EREIRINE, HE5MME 0 1 ELFT 12 BRER TAERMEDOTMmEZIT> TVl
RSB, AARETILESMRICEBRRE THROMBEIT) 2 L.

10



REFEREETA N4 v
RA7n Y X</ (Bi=FHEABLZ)
(R4 : ¥4 M —F RIEHE 20 mg, ¥ b—F KFEEE 100 mg)
~EBRE~Sf 7V T 4 FREZEM

(MSI-High) &9 % BERE~

YR30 1 2A (&Fnx4E 6 AET)
B A F @A



B

XL I

AR OFH, TERBF

i R AR

)i el ANE
BExtG LI HBE
BEICE L THEETREHFE

Oy ] 4= el IRt

P2
P3
P4
P9
P11
P12



1. XL®HIC

ERGOEDM - BEMORBEDDITIE, HATXEZICE SV EIE AR RD
bhb, &6, MEOHZEFINOESIZ L Y, LRERMZR EOEHN2ETRIERS
FEEMBAREINIFT, INODERLEZEICHERBHEICRMT S Z L SR
ML 2o TRY BEEMEBGEE & oEDREARSE 2016 CERK 28 45 6 A 2 BEERE)
IZBWTH, EHNERLEOEROREHEELRAZ L LIN TS,

FREAMFEEERMNT, KBERSCEEM T 7 7 A VRBEFEOEEML LB O NICE
RBZLEBDHDB, ZDH, APEROLZEEIZETHERN+LEET S COM.
UHEERMORBEZBZTIIENMFINIBEICH L THERT D L L b, BIE
HANBER LRI HERMIGE & 52 LR —EDBEM 2T T ERERE CHEH
THILENEETHD,

L7z oT, KA FTA Tk, REBERCINE TIZB LN TWAEFEFH -
BERMRMICESE, UTOEREROFEERERZHET 280 bNERER B2
FROEBEFEEZTT,

RB. AHTA T4 0% BUATBHEAERMERBRAQSEE, ABRHREBEARR
ERIEE TS, —RHEREA B ARBRABERSROC—BAEA B ABRREROH
Db & B LT,

XRERDERS A M —F SFFE20mg, ¥4 bA—F RH#E 100mg (—
W _aTvul) X< (HfcFE#z))

NRERDIENIHR : BAALERERICHE L ET - BROBHEE~A 70T 54
FRZEM (MSI-High) 2B 3 2B E (EERRIGENSREE
BEICRB)

WEERARERVAR : BE. RAIKIE, RAa7n) X< (#EFHEBRZ) LT, 1
[B] 200 mg % 3 BRI T 30 23T CTREFHFET 5,

B & IR 58 ¥ E : MSD Rt




2. AARIOKE. 1ERABF

F A F— & SREHE 20 mg K ORARHHE 100mg (—A a7 r ) X<x7 (B
EEsAERZ) . AT TAAEll £\ 5,) i%. PD-1 (programmed cell death-1) &% DY H
K33 PD-L1 RU'PD-L2 & OREAZEHBEMET 5, b MhigGs €/ 7 u—F L Hilk
Th5H,

PD-1 iR B 1L T AR Fe B B RRAAE 5> 5 3k B 7o DI S AVKRBR SR 3 5 72 S 2 4
AA wF T, PD-1 1%, BERRBIZEWTEER T MitoMRRmEmICERL, AR
ER N E SO RABE BRI 2AERISEHIET 5, T72bb, PD-1 XY FLiE
ETAHZ LI VHRBZARIZEL DV S P MEERAICHIET 2% AAETH S, PD-LI
DEFMABITRBITI ZREBRIIDLTHTHH, ZLOBAMIBTIE T MROBE 2L
HITVBRENCRHRELTWS, BAMRRIZIIT S PD-L1 OFEFEHIT. BHIRE. FEREE.
FFHERaRE . BPELE. FE/NARER & O 2 RBRATTFRAREFTH Y | BOERFR
& OFBEERBEINL TV,

BWEONADOBRKHTFH% & PD-L1 EXEROMEAMEN S, PD-1 & PD-L1 ORFRITERE
OHEBFEERHCIS VW TERERBREIZIS Z LR EINTRY  FHite B ARROEN L
LTHfFFEh T3,

AKX, PD-1 & PD-L1 RU'PD-L2 @i ) Hv FOfEAEZHET I LTk, &5
BONBREY OEESRAMIREESE T VU o r9keiE b S8, HUERERE & a1
T5Z L THIBENREZHET D,

AFIOERBFICES S BEOCRERIGIC L 2BWERSER S bbb, EEXIIELTIC
ELWREEND S, AFOBEPRCZRERICIT, BEOBEL STV, EELR
B BB AT, BB L BERICE UMM 0% & R E RO EM & EE L TE
BB 2TV, BEORERISIC X ZRIEANEDN 25610, BIBRERV
ELRORESOEY2ANEEIT I LERD D,



3. ERARER

NAALZERIERITHE L72ET - BROBEE~A 70V 774 NARREKE (LT

IMSI-High] &\9,) AT 2ERE (REMRBRSEERBEICRD) ORBE
W3 24T - T ERBERBRRO R Z =T,

723, MSI-High #F 35 8% ICBL T, IPCREIZL Y MSI-High L HFE X Nn7=B
#) »BHT A4S (P;) 1213 (MSI-High (PCR¥) AT+ 58B%, L&EL L. DNA
IRy FEEBRBOBRER H 2 E2BRT 556 (K&). T72PLIPCR EITXY
MSI-High XI3%EARbFge (BT, MHCI & W) ,) EITLY I 2w v FEERE
DOXRE (LLF TdMMR] &\ 5,) CHIEINZBRE BT 5854121 IMSI-High
EETHERE) LRELE, IHCHITE 2 MMR BRE & PCRIEIC L 5 MSIIRED—3
RiX 96.6~98.7% ® TH B Z LERBE IR TVB,

(B ahit]

OEBRERE DERABR (KEYNOTE-164 35R)
T ke I UURREMEES, XYV FITFUROA Y /T EREBRE KT

2 K B ERER D b 5 1RE IR R 72T - B3 ® IMMR ¥ MSI-High (PCR %)
@) 2HT ARG EBERAE 6L H (BARNTFAEET) 22X, A& 200mg3 &
MR (ULF TQ3W] &5 ,) REDFEMMERUEZEMENRKREF I NZ, 28, BEIRF
i TRBETRE D bNZBEIC, RBETEZ R TERIRD bR WEDOBRKMICE
ELTW5BRE TR, RELEOEBGM CREBETNRD bhd E THRA DR E &k
BeT DT ENAREE SNz, FEFMBEEE THHEWE [RECIST 1 K742 1.1 IR
WES PRYEIC X B5EE2EH (CR) UIHHES (PR)] 12250 T, ARBRITERE
Ehiz 6l BIDFEREIR 1 DLBY ThoT,

(&) 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

2 pEgskadken iz BT, HC I L Y I A< v FEF #2737 T 5 MLHI, MSH2, MSH6 X i PMS2
DOTRIDOFERNED b IEWFARIC IMMR, PCRIEIZEY 20l DA 70t T F4 b~v—h—T
XBIETFEEDOY A XD &hiz#41C MSI-High (PCRE) L¥IE S,

4



#1 BRBEMAYDRRVGENR (KEYNOTE-164 HER)
(RECIST ver.1.1, AZMEARAT M REMLZE, FRUE, 20172 10 BF—F v hF7)

LA ¥ (%)

g 61 1" 39 i
T2 (CR) 0 0
&35 (PR) 17 (27.9) 9 (23.1)

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

47 (PD) 28 (45.9) 18 (46.2)
HERRE (NE) 2 (3.3) 2 (5.1)

#%h (CR+PR) 17 9
(FEHE [95S%EEXME] (%) (27.9 [17.1, 40.8]) (23.1 [11.1,39.3] )

*1 : AZWMERRITXIRER, *2 : AR ARER O 5 B MSI-High (PCRE) 2HTHBE.
*3 . IEREWE
QEBRIEFE TA7RE (KEYNOTE-158 #R)

—RIGE & L TEERN L FRIER O b 5 1B EIBR N B2 E1T - RO dMMR XiX
MSI-High (PCR ) ®2 &3 2EREARE @ 2XRIC, A& 200mgQ3W REDH
PR OEREESRE SN, 2R, BRFHE CRBETIRD bhBaic, KBk
T2 RTIERNED bNRVEDBERMICERE LTV 5 BE T, WREILIEOEG M
TRABETHHRD LD E TAROER 52 MRS 2 2 L AFRE L shiz, FEFHMEERE
THBEHER [RECIST VA KT A > L1 ARICES B L 557Ee%s (CR) X
I ER) (PR)] 12OV T, MSl-high & ZH SNz %IcARRBICRER S L 83 %

(FN—TFK) OFERITER 2. ARBRICREZKS N 94 BIF IR T 2B OFRERITEK 3
DEBYThHoTz,

£2 BBERESDHERVZESNSR (KEYNOTE-158 Rk, //V—7K)
(RECIST ver.1.1, AZMEMAT MY, hRYE, 20174E4 A28 BF —F vy b 7)

e B (%)

iyl 83 f3l" 28 {512
s£2E7% (CR) 4 (4.8) 3 (10.7)
#4225 (PR) 25 (30.1) 8 (28.6)

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

#1T (PD) 24 (28.9) 9 (32.1)
HEREE (NE) 10 (12.0) 5 (17.9)
#=%) (CR+PR) 29 11

(EER [95%EEXME] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 : HEMEMRAT R RER]. *2 . AT RSRER D 5 H MSI-High (PCRE) 2HT58%E.
*3 . IEWETR

(3) yrns ~* L4z A~] 12401 72 2V —7 R 08 MSI-High OHEITEMBRE A AN/ V—7 K 1 bk
REN, PA—7 A TIRITME (RELRE). Fv—7 B CiiiEE (BEEOBEEORE) . XL
7—F—REEE R, FAV—7 C Tk, BmE, /MMB. 5. EBR OB R OHRNSUES

(B3 LB X b4y (L BAIR N4 IAEE) . 7 b— 7 D TIIFENER (AERVCEESEERLZR. 7
N—TE TRFEEE (BELER) . A —7F CHARE (RELERE), 7/v—7 G Ti/hiakhgs,
FN—FH TP EE, A —7 T CIRERBRE, 7 —7 ] TRERRE (AE I MEREERR).,
7 V—7 K Ttk MSI-High # &8T5 EEHE (W5 - EBBEERS) BESEAANL OGN, IV —T A~]
TR SN BEO MSI-High iI22WTik, LV beASNI T4 7T RETICE DV HIES R,

5



# 3 MSI-High #4835 B EOMER 0ZELHR (KEYNOTE-158 )
(RECIST ver.1.1, AZEMBITRRERS, PRUE, 2007E£ 4 28AF—F v bF7)
BilEx (%) 7% (CR+PR) BilEk (%) #%h (CR+PR)

s 94 B (EmE (%)) 39 B (EpE (%)
FENEE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
=5 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NG 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
731 10 (10.6) 1 (10.0) 1 (2.6) 0
BB R 9 (9.6) 2 (222) 4 (10.3) 1 (25.0)
B B E 3 (3.2) 1 (33.3) 0 0
o R fE 3 (3.2) 0 1 (2.6) 0
ZINB e i 3 (3.2) 2 (66.7) 0 0
FESR 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PR N 43 WL NS 2 (2.1) 0 0 0
RN Y 2 (2.1) 0 1 (2.6) 0
R R 2 (2.1) 1 (50.0) 1 (2.6) 0
Ji e 1 (1.1) 0 0 0
PRELE 1 (1.1) 0 0 0
RAITSL RS 1 (1.1) 0 1 (2.6) 0
% IS NERE S 1 (1.1) 1 (100) 1 (2.6) 1 (100)
1% R ER 1 (1.1) 1 (100) 1 (2.6) 1 (100)
A& 1 (1.1) 1 (100) 0 0
¥ EES 1 (1.1) 0 1 (2.6) 0
=1y 1 (1.1) 1 (100) 1 (2.6) 1 (100)

*1 : BT RER, *2 MBI RER D 5 H MSI-High (PCR#E) 2FT28%E



[Z&i]
OEEEILFRISF T/ARBR (KEYNOTE-164 3AHk)
BEHLIT60/61 5 (98.4%) (T, BITERIL 35/61 B (57.4%) RO bz, EERE
5% EDRIERIITRD LB TH T,
#3 BMBH 5% LORIER (KEYNOTE-164 RE) (R2MARTH S 4E)

BERIASE (SOC: System Organ Class) B (%)

HEAFE (PT: Preferred Term) al 3l |
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5
2EHER 35 (574) 9 (14.8) 0
HipRE

T 8 (13.1) 0 0

B 9 (14.8) 0 0

MR 5  (82) 0 0
— i REEER L UREHMORE

Fiyabnd 7 (11.5) 1 (L6) 0

S 6 (9.8) 2 (33) 0

FFE TR R 4 (6.6) 1 (L6) 0
BT L O AR E

[ Eif 10 (16.4) 0 0
P LU AR S

Z 5 BERE 7 (115 0 0

¥, MEMHRA1H (1.6%)., EECORBEE (REHMKIRERER, LK,

BEREEE) 146 (1.6%), FFSEEREE 3 61 (4.9%). FIRREREREE 2 61 33%). K
%36 (4.9%). FJ - BESUHRARIE 1 B (1.6%). Bk - BEIRAK 16 (1.6%) 3D H
Niz, £, KIBK - EEOTH, MREEE (X7 - NU—EFEMRS) ., TEAHER
= BIBHEEEE, | BERA., BEEE (RATHEEERS) . BEEGENE, L
. SadEME MR SEBER ., WMmiEE M., FRIFERBS, infusion reaction RS L 9
TR S Rho e, RBIERARBERIZIEESFS (BEREEREL2ED) 28
DEHERE T,

QOEEEIFRE DR (KEYNOTE-158 &)
HEFRSIT. 91/94 ] (96.8%) 12, BITERIX. 58/94 B (61.7%) RO bilz, HEH
KN 5% U LOBIERIITRDERBY ThHoTz,



F4 BERHNS%ILORER (KEYNOTE-158 RER) (ZaifEire S4MH)

FFEBIRSEE (SOC: System Organ Class) A (%)
HAFE (PT: Preferred Term) 94 5l
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
LRIER 58 61.7) 12 (12.8) 0
HngtEE
T 9 9.6) 1 1.n 0
B 8 (8.5 0 0
MR _ 5 (5.3) 0 0
— - SHIEE S LUERSRHIORE
B|E 8 (8.5 1 [(B)) 0
Vi _ 11 (11.7) 0 0
WS U TAARRE
% 5 FEE 11 (11.7) 0 0

¥, BEMERR 46 (43%), KIB&X - EEOTRI3I B 3.2%), WREE (X7
¥ NV ERRER) 2 B (2.1%) | FTHEREREE 8 B (8.5%) | FUIRARIEREREE 8 6] (8.5%)
1 BUBEIRP 1 #1 (1.1%) . infusionreactionl B (1.1%) RFWHOLNz, Tz, BEEOKE
PEE (REMRIREGERE, SPA, BEREES)., TEABERES, BIREERES,
TEHEEE (RAMEREERRS) . BR, Hik - BHMRE, BEREGHEIE, L
K. K - BERRA, SRtEm/MRIBAMEIDR, BmERM, REFRBREOS L S B
IR oot REIERARBRERRIIEESFS: (BERREEEFZ2E80) 2504
HERERT,



4, HEEXIZOWT

AREML LTHERAERTICRIT A58 - EBE 25 < MSI-High 287 5 BMEIC
T AHEARERENBEE LN TS, ARELZE D, EXH ) X7 EFHHE (RMP)
WESARE DO EEXNRZEMERIEBI~OH KRN H DR Th > T, BRI OREMN
BWEIRBEEZZW - BEL, AFOREICL Y BEELBRIERAZHR LIZBICRHIE TS Z
ERMERD, UTOO~QDTRTEMIZTHRBRICBWTHERTAIRETH S,

O mRIzOVT

@1 FRo (1) ~ 5) OVThLREYTIHRTHD I L,

(1) BAEFBKERBET 2P ABRKEENL SRS GEHEMRRD A D REEILSRET.
Hd S A S BB EEIL RURPE . HU S A BIRARE 2 &) (FRR304E 4 A 1 BRFR 1 437
MERR

(2) BEHRERPE (R 294 6 A 1 BEEAR : 85 MERR)

) FEFRAENBET I BARRELERR (BSADFEREEERT. BSAZRER
WIREE, S ARSREEHEE R R &)

(4) ARALFERIEELRE L, SSRIEEREMNE | IS EFEMNE 2 Ok B
R B ZEIT> TSR (FERC284E 7 A 1 BERR : 2540 fERR)

(5) MEMEEHNTERMEOHREREIRIBEHEIT> TV DHERR (FR 28 4F 7
A1 BEFA : 1290 AERR)

D2 B L2 BETOLEREROCBIERARRFEOMIGIT 52 mik & R LR
SEM (FROWTNMNIZYTAHEM) 23, UEBRBOARAIZET IHROEL
FEELTERBEINTWAIZ L,

x

o ERSRITRER 2 EONBMHEZET Li2&IC 5 LU Lo R AIBROBRIHE =
fToTWaBZ L, 5b, 2FEUEIT. PAEYERERZ XL LEZBREEFZOMEL
FTToTWBZ &,

o ERMRFRGE%E 2 FOWUHRFELET L2RIC 4 FULOEKRERZALTND
Tl b, 3ELULER MRLRDBEFRTOBARDRELGLHABRD
BARBHEZIT-TWB Z L,

@ BENOEXSEFERERDKRICOVWT

EXLFRERIRETIEEENREBSN, HEMENSOBRED, A&
S RPHFROFER CEMSEICHT 2 EHRM AEEENBELLBEORE
R, ERFLHIITONAEHINESTWNEZ L,




® BWERA~DORHIZONWT
@-1 HEBRERMHIICES T 5 Bk

MEMME BRSO HERELRBIERNRE LEBIC, 24 RREZERAHIO T, Ytk X
IREERRIC BT, B LEZEERICS CTARER RO CT £0RIER DB
ELREOKBENSY APIZBE LN, BELHICHEFIRERERINE-TWD 2 L,

@®-2 EREFHICLI2AFFRIMGICET 2EH

BABRICED 2EMNLRMBE O EREE2 G T 2EREFENBERT=2) 7
EEDREROAT ) —= U T EITVERE L IFREZ HH TE 55— LAEREHI S E
HEhTVWBZ L, 2B, BlEEHICOVWT, BABREEZFOFRKRICHICBMINT
WnHZ &,

@-3 BUHERORZErsSITE LT

BIER (FEMMERICMZ., KBRK - BEOTH, IF#ERES - BLERE L, &
WEEES (RAEREMERE) . NOoWwESE (TEAEERES. FRIREERES. &8
HSREREE) . | BUFERIS. S O R, ik - BT RARE., Bk, EEOREREE (K
JEFEIEIREERE, SALEE, |RAMES) ., infusionreaction, AN - BN, EIEAES
RE, MREE (X7 - NV EERS) ., LHX. BEERNKETE (G D/ MR
DESRBEE, MR, RIS, ERRRIRKES) . LERARERR, BZ%E) o5t
LC, S aMEREEOEMM2F T 2 EA L ERE L RIERORZEORHG
WEALTHEERVIESZITONIEHBICHAZ L), BEHITETZAEN TE 5 HH
NESTWNWBZ L,
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5. BEXRNBLRDBE
(BB 2 FE]
® TROBFIZBWTHRAOAZMEN RSN TS
o BALFFRERIOEELZET - BROBRE~A 70T 714 MREEM
(MSI-High) #A+2EEE & (EEAIGRSBERBEIZRS)

iﬁ:Mﬂm@%ﬁ?é LR ATn ) X7 (BETHEEL) Oar=F v
2K (BR7E4 : MSIRZEFX v b (FALCO)) ZHAWTHIET 2 Z L,

® TRICEYTHAZICHT EAFOR G ROEHFIEICOWTIE, AR OFMEA
%43%1%5?\$ﬁwﬁ5ﬁ%ttgkwo
o FiOBEE
o MoOMBEMEREA AL TREINWSBE

(=&t i+ 2 FE]

O TRICEYUTIREFCOVTHEHAFORENZERE INTNEZ b, B5%21T
PNk,
o EARIDORESITK LIBBIEDBEERED H 5 BE

@ WHBEMOFMICB VDT TRICKE T IAFICOVTIL, AR ORSIIHE L2

B, OBFORIREDB2VIBAICRY , EEICAKZERTLZL2ER/TE S,

o MEMMEROEHFIIBEEDOH 5 BE

o MIIEGRE CREEERD 5 BRHE K OTEBIME D H R A <05k Gu il 4%
LOMICREMRLR DN D BE

s HOREEAROAH. XIIBHEALRE L IXERED B CRERBOEERED
boHRE

o [BBBHEE GhBRMRBEERZE) OboRE

s WEOBEXIIBEEEZATHEE

»  ECOG Performance Status 3-4 #9 DB#&

(B4 MSLHigh # &+ 5ERBAEO—IIL) VFEBERCTH B Z LAMESHTVS (Latham Alicia et
al.: J Clin Oncol. 2018; JCO1800283),
(s) ECOG @ Performance Status (PS)

Score | TEFE

0 | <Mk EeTES, BRALEL AEEEIHIRRITAS.

) PIAEMICE LVEB)NZHIRE N2, BTTRET. BIEZSES> TOERIIITIZ N TED,
Bl - BORE, BHEE

BATAECHYDEDEY O LTS CHEENMERIITE R, AP 50%2 B3~y FATRIT.

BoHNBDOEOREY DZ L LATERY, AP 50%LUEEF~y FRFTIBI T,

SN

2BV, BYOFORY O 3L TERY, BRIy FRTTIBI Y.
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6. BEIZEBLTHETREHE

O RAXEZICMZ., BEERTEEE BN RAET 2 BRI E D R OBt R OEIEME
Ao DinBERERE+DICHBEL THBERTHZ L,

@ BRBRICES D, BEXRZORRCEDEROEREZ AL, AREH
ThbRETH &,

® ERBERAO~RXY AV MZOWT
o FIEMEBRRH LD ZENHDDT, AROREITH - Tk, FIHIE

W (B, PR, ZWE) ORFBERUIE X SRE0E RS, BEr+
DATHIZ L, Ehe, BRBEGUTHE CT, F~— AV —S0oRELXERT
HIT &,

e infusionreaction 233 BB Z & M B, infusionreaction BFED LN T-HF{EAIT
X, WEIRLEEZITY & &b, ERVEET S TREOREZ +5IcBR
THI &,

S RRIRBEEREN B LD Z L33 h 5 O T, ARF O E5RARI K O 5 #IRH
FIXERRIC FIRIRBERERR A (TSH., WERBE T3, WE8E T4 S ORIE) 2 EMT 5
2

o JFHEEEENRDH HbND I ER’H D DT, KR ORERGHT K UERS IR FIX
EHHVICHFHEERZE (AST, ALT, y-GTP, Al-P, BV A E LV HDORIE) % EiE
THZL,

o SEOER (MERARIIEEREREZET) SFOEERIBEENRH bOILD
ZeBHHOT, EHHNCIROREORELHRB T2, £/, ROEREN
RO ONTHEITIE, EONCEREBEEZZZ T L IBELRETLZ L,

o FAEDOBEIZIY BEOCRBRIGICERNT 3 &E 2 bR oKkX RRBLRIE
BHobONBEZ ENHD, RENEDLONZHBAICIE, BELEFERIILLU
R & BB A R OERT & L CEYRERNBT 21TV BEORE
RIS L5 BIEABRON A 5E11T, RAORE IR, RKURIBRE R
NEVHIORGEELYEBERTHZ . 2B, BIBRKEINVEVOREIZEVRIE
ROBERED bNRWIBEIZIE, BIERE R NE v Ao mEA o8
LERTDHI L,

o BERTH.EGEM»OEIARBL CHORIERARERT LD DD,
AR OBREXRTRICHEERAORERIZ+DICER T Z &,

o 1EMERNE (BUE 1 BIBERKRZET) bbb, BRRES F 7Y F—v 2
KELZLAHZHOT, A, Bl BHEEOEROFKHASCMMEED EFIZ+
SEBETHIZ L, 1 BERFENEDNZHBAICIIREEZPIEL, 1R ) /B
FlokE5Z0FOBROABEITH>Z &,

@ AROEKABRIZEBVT, KEYNOTE-164 352 TiX 9 BB Z & . KEYNOTE-158 &
BRCITR SRR D 1 FRIX O BRI L. 1 ELEIT 12 BRI Z & ica 2051l
EToTWEZ L e3B2, AR ST XTI CEHBRE THROMREITS Z
&5
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