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AEEHO-EEREBEERBEERRS N TW RV, FIE~Y
7 ZICHPD-1HA X IZHPD-L1Hifk 259 5 &, WEXR
WEMT 2 EPHESNTVEZENS, IFREFOLHEIC
I BAROHS L. FRRICH L TEERPEZ KIZI A6
Wb B, £72. & MgGIERAED» SRBARITT L &N
HMohTwb, [9.4 2]
9.6 BT
WELEOAEREROBARBEOAEEZEZE L. ZAOMS
g5 2 L. AFlOe NREFAFAANOBITICET
5T —=FIZs WA, & MgGRERBILHPICHITT S I EPH S
ncTtwns,
9.7 INRE
INREER E U BREBRIEFER L Than,
9.8 Eth&E
BEORELZ FHICBE LAY SEBEICRET S, —i}
ICAEFBENMET LTV,

11. 8IfEF
WOBWERASH6bNEZENHHDT. BELZTHTITITV.
BESROONIGHICEREE2HIET 5728, @MYL 0E%
THZ &,

11.1 EXGEHER
*11.1.1 ABMEE (3.6%)
[1.2. 8.2. 9.1.2 =&]
#£11.1.2 KEBR (2.1%). B3R (0.1%). EEDTH (2.3%)
RN SR, A LT RCERFIPRRESNT WS, 7
e d B TR . MESOERAED 5 N -BEITIE,
AEN OB G R IEHEDOE A MBZ1TH T &

11.1.3 hEH4RIIRFERFHE (Toxic Epidermal Necrolysis :
TEN) (0.1%K). REMEKRIBIERS (Stevens-
JohnsonfiEIREY) (0.1%Kii). AR (0.1%)

11.1.4 FERBEE (0.1%K1H)

K, PHEAEDPRD S5 NIIGE
IT5HIE,

% 11,1.5 HHEEE
K= 2 —a/8F— (4.3%). ¥ - N —ERERE
(0.1%Ad) SEOWBRRENHSDLNDIZZENDH 5,

*%11.1.6 BIEERTR. A2, FHEEEES. TR, BEHBEER
BIGEAT 26 (BEFEAREH). FFA%Z (0.1%Ki). AST. ALT.
v-GTP. Al-P. EV L E V%D FR%ZED FFHEERE
(15.0%). FF2¢ (1.2%). BALERER (0.1%KiHH) 2
HobhbsZENHD, (8.4 2]

*#%11.1.7 EIRBRIEEEIES
FORERFEREAE TRE (15.3%) . HRRAFFSRETTHEEAE (5.9%) .
R (1.2%) FORRIEKEREN PHODIDLZ &
5. [8.3 2]

11.1.8 TEFHEALEE
THEAER (0.6%). TEAEFEEEMETE (0.3%) FOTE
KEREERESHODNE DD D, (8.3 2]

#£11.1.9 FISHEAEEES
HIEHERE (1.1%) FORIBHERE SN
ENH 5. (8.3 %]
11.1.10 1BY¥ER%
1EREPRR (BDE 1 BRI 2 &) (0.4%) b Sbi.
TERRET N TV R=Y RICEBRBENNDH S, 1BIER
WAL IEEICE. RElOREEZFIEL. £ VR
VEEIOREE DMWY R MBEITH 2 & [8.5 BIR]
11.1.11 BE=E
B2 (1.6%). RMEREEER (0.2%). RERIAE %
(0.1%Ki) EOBRENSHODLDNLHZIEDPDH S, [8.6
SHd]
11.1.12 X (0.4%)
*%11.1.13 R (0.3%). HEIERRARAE (0.19% 1)
[8.7 ZHE]
11.1.14 EEHESIE (0.1%)
FIREMBEIEICL S 27 ) —Y D E&FICIEIRA 2 A5
1922 &DH50T. WIRREBOB(LICHFERT S
Z &, (8.8 ]
11.1.15 i0EK (0.2%)
[8.9 ZE]
11.1.16 Bk (0.1%). BERER (0.1%)
#£11.1.17 EERIMERES
S I/ MR A PR (0.1%) EMEEm (0.1%
Al REERE GHEARH). BWERIRE (EEARH)
ZOHEELRMKBENSHS5DNEZENDH 5.
11.1.18 EEDBEX (0.1%)
RIEBRISICERT 3 EEZX0NPEEOBRFH SOOI
BIENDHBH. BENRDOSNZBEICIE. BIZRE S
WVE VRO ESEDOEY G MEEITH 2 &,
11.1.19 RESEX (0.2%)
[8.10 2]
11.1.20 MIRERERE (BHEAH)
11.1.21 #&#% (0.1%K)
[9.1.4 21E]
11.1.22 Infusion reaction (3.0%)
7+ 7« 7% —%&TInfusion reactionH iR 5z
BEICE. AROBREFIEZOEYZUBEZITH>EED
12 EERAEET 5 F TREOREZ BRI S &,
11.2 ZDMOEITER
10%L2L E 1~ 10%i 1%
i K O° Y (57 o Bk OG8 EImERED> . U S (AT EREREE hIE
VOSZIEE (D I, BB, FEEMTT
IR | BRI GE

i, BB RHE & AH

_

B e OV i HIS, EEfEo %
s ©

P A M TSHIEHN M TSHEA
MR IRECKR. VRBSEM (B, T4 — 7

b - /N - TR R




10%L2L & 1~ 10% i 1 %A1
BEEE B O . TOWRK, ER OROBERE. B K.
Wi MEH: |(R2MRE. MR THICR | PE SRR . MR FE
B, BEIE. B&|E. OBENEEE
JE R R . 55
— % - & BRI B FE. KO RE. B, FE. KE
R R O #¢ [5E BRI, RHEEF
BEAL O K i, ERE A7)
& IVHRRRR
BEYRE K O fiti ¢ PREGIEG, G
AR bRGERRG, R
h I HRE
R OV BMEGE &~ 7% ¥ L MES IV 7 AEE.
HEE SE BA U LAMEN) ZUEY R
SE AR MY T AM|MAE. BHY T A
fE. UN—EHEM.|ME. SI VAT
ik, EfE, 73| — )LIMGE, M
S—EH. KUY v aLvAFa—)LiE
% M E ho. = PREEIMNE
i B %R K& BAEE. AP, DUH DR BE.
[OF k=g ik fRE. EE0E. PR BRI, A ESTE.
fRE i B ST B
1 kg HRERE. HE. KRB, BR.
[ HERE =2 —a/XZFH = 2 —u N
F—. FEHED F F—
WV, SERE. AEREE
%O R EAR. e 7 L7
5 F = K
IS ] FEREE, . PO B E E E .
2K U Kt bR R PRI e, B Le-< D, &R
= i AR RE . FEM:
IR RIS, 7K
KRBk OKEZEDEE.FE - BERANEEE. KER. £
TSRS | RE. RE|ASERE. JRE| D EEERE. ME
SiE EREE., RER ., CAME. K
1R, FEEAN. L EaREg. 2.
BE. SEMRRER (BOREE. KER
. BEEHEE.
REaRRD. £
e BT, B
BEERIEG. BE.
EELE
MEREE EE. 13T ARIME., B
Z DAt fRE R MmAPLDHEEM, &
EHIEN., MmAPCKHE
i, HLaA r—
A

14. BRLDFE
14.1 EXAHFDFR
14101 NI T7VERRE LW &,
1412 XA 7 IVEFERICE L. BIRENCRET 258121, L

T\ 25CUURT4BRDIAICERT 5 2 &o [20.2 2]
14.1.3 FAMFTHC. N FRMESLECOEREZBERICKDERT

BT L. WATHRDOENZGEEITIE. N1 TILZEFEE

5L,

14.2 ERIFARGOFR
14.2.1 BREE (4mLLA) 24 7L 6K EZWMY ., HE4EHE

14.2.2
14.2.3

BRI HFES% 7 B BEEFRR O /Ny ZITHEA L,
RKBEZ]1~10mg/mLET 5, SHENY 720->< D
RESECORMT 2 &, BEICRET L. ¥EHDY
SHEDY YNV EEORFIAONDE I ENHH.
BHEENPROLNBEAIMEALEZNI & NL T
FORKIIEET 5 &

HRREHEFSERn T &,
FHGRERZEE RV, HRRE T ICHERAETRE
THHEICE, HRY SH/EHKT ETORMBZ, 25CL
NTOREMLINIZ2~8CTIOKRNUNET BT &o i
ik 2 WA RAE L2 E I3, BERICEMN Y 725
RICRY Z &

14.3 BRI SHFDEFR
14.3.1 KEIOBEICHTz>TIE AV FA4 T4y — (0.2~

5um) #FHTHZ L,
14.3.2 Fl—DEET 1 > = #H L TthoZEH 2 HtHRRRS L

W&,

15. ZOHDER
15.1 BRAREAICE D IER

15.1.1

15.1.2

E NS OEERRERICB W T, KA T 2 Hilko gL
WESNTWVS,

BEPRERERIC 3B WV Ty AFNC & B IR 1 IR E I 854 fa
BHEIPEESNZEN T, EECBEANEIREOR
HEREH A BHED 3R 5Nz

16. EYEDEE
16.1 MHRE

16.1.1

BHOgs5

E N 1 (KEYNOTE-OL1#E%) <. HARAOETHER S A
BFICAAI2NIF10mg/kg % BEFRIRN R SE L& &0, Mg
FIRERERE RIS, BB A —FERIIRT, U T TV ARk
U AAHEORAFEIEHER (2% 0°10mg/kg) THEL CRMT
Holzo

HAANBEOMERBEREYE (T £ EREF%)
(KEYNOTE-0115E%)
1000

X1

—e— 2 mg/kg
—&— 10 mg/kg

-
o
o

MmERRLTOYXTTRE (ug/ml
>

-

336 504 672

H 5% (hr)

168

o 4

1 AR2E 10mg/kg & BERS Ui & X OEMIE ST A — 5 OEHE R
(KEYNOTE-01 135&)
Cmax Tmax T AUCo-28day |  t1/2 CL Vz
(pg/mL) (day) (pg-day/ml) | (day) |(mL/day/kg) | (mL/kg)
2f§/ﬂk 47.4 0.223 507 18.4 2.46 65.3
(3%5u)g (18.6) |(000208-0.233)| (20.0) |(56.1) ¥| (44.7) | (21.3)
10ﬁ§gkg 250 0.00903 2219 18.1 2.93 76.5
(7H1) (23.2) [(0.000694-0.232)| (32.4) |(68.4) *| (56.5) (34.4)
T (RAEBRE [%])
TRl ()
i Tast2B2 212269 5 BE 16 ZEHEICED
16.1.2 RiEERS
(BHEEE)

EWEE 1 HHE (KEYNOTE-04155) <. HARADIRAIFRARRER
TBEREEERE ICAH2mg/kg % 3R ¢ REFIRNRFHR ST L
feEEo, ME (FA7N]1) ROBEG#21E (31 7)18) oliEH
BEHEEZR2C, YA 7 VIROY A 7 L8DENEE/NT X —5 &K
21519 YA ZNBIZBIT S RAID + T 7 EKRFAUCo-21day D%
IR, 22 Nn24.5ug/mLKU797 nug - day/mLTdH > 7z. ARHA|
DT 7REFTA ZL8 (218) ETIKBBOREFKREBICEEL.

M2 HARAEZEOY A ZIVIROY A 7LD MIEHE AR

(P 18R ZE) (KEYNOTE-0413#5%)
100

[
[
i

=
o
I

MmFRRLTAYXTTRE (ug/ml)

(7)1

==Y L8

1 —————— 77—

0 72 144 216 288 360 432 504
5 %850 (hr)

(KEYNOTE-0417t5%)

%2 AA2mg/kgx SEBMERETEE Lk & X OEMBIE S5 A — 5 OBEHHIHR

Cmax Ctrough AUCO-Zlday CL
(pg/mL) (pg/mL) | (pug-day/mL) | (mL/day/kg)
P4 71 40.9 11.37% 3937 NA
(42451) (28.1) (19.0) (18.2)
HA 78 61.8 24581 7978 2.51%
(284) (24.5) (48.8) (32.4) (32.4)

AT GRITZES R [%])

T 4140

T oA 7V 2BEGHIO MR

§ : 2561

|2 A 7 VOGO ML H IR

NA : 84

A9V



16.1.3

CEIBRANREIREST - FFEDIE/\HlHHTE)

ER RS ERE (KEYNOTE-024i5%) T, PD-L1B#EOUIRRAHE
BEAT - WROINTMEEE CEMBBAITNR1S26]. HARA21
Bz &) 12, ARI200mg % 3B EERE T RIEBIRNFFRRS Lz & &
Oy HRARUOHNEABZFICB I ZIMER T 7 REH#B 23R,
WE (Y1 7)L1) OCmaxDFMAFY GRAEBHFE) 1467.51g/mL
(23%) T #5521 (V1 7)1L8) O~ 7HMET DM (K
ZHFE) 1330.6 ug/mL (50%) TH -7z

T VBRSO A R

M3 HAARUHEABEOMES b T 7 REHER
(P £ EEfRZE) (KEYNOTE-02475%)
60

40

20 o

MR LT O X T (ugiml)

[ e e e L e e e B A A e e e e e e e |
0 10 20 30 40 50

5 % GB)

TR BT
A#1200mg % 3ERRE (Q3W) Xi2400mg% 6AMRE (Q6W) T
B Uik & & 0 BHREESEN B BRI IO < SEMBNE /S5 X — ¥ L st
2 1 (KEYNOTE-55585%) 1 TAHI400mgz QoW T#45 L
T & QEWEICES < EWBIEST A — 5 % KB LS RIE, £30
EBYTH -, BEEEMTERTIC G, EEERET THRS
(KEYNOTE-01088). EBERASIHERE (KEYNOTE-0243488) .
WiSE 1M #B (KEYNOTE-0013ER) . 55 I 4 3 B
(KEYNOTE-00255%) &K OB/ MRS (KEYNOTE-00675k)
ICHAANS N-BE2,993FDF—% (5 BHARANII3M) 2&T,

K3 KARSROEMBE NS X —5 DER

. e Cmax Cavg Ctmugh
Fiik - R (pg/mL) (pg/mL) (pg/mL)
59.1 27.9 18.1%
.
200mg Q3WT | (505 59.7) | (27.7,28.1) | (17.8,18.3)
123 324 106
R
FAZNL | 400mg QOWT | (15" 04) | (320,32.7) | (10.4, 10.8)
400mg Q6W | 136.08 NA 1491
(SEHIfE) (135.6, 136.4) (14.4, 15.4)
92.8 50.4 30.9
.
o [200me QIWT g1 7704 1) | (49.8,51.0) | (30.5, 31.4)
TEHIRRE
400mg QW' 148 50.7 203
(146, 149) | (50.1,51.3) | (19.8, 20.9)

T 02,9936 X 100D I 2 L—3 3 YICE D REH U 7% FHEOH RE
(2.5%53, 97.5%53)

Cavg * FHIMIE IR

YA IV 2BREHIOMIEHRE

§ 1 SOBIDMEITIME (95%EHXHE)

Il = A1BIORATFIE (95%(FHX )

NA @ #iz L

16.8 Zfth
KA ORI ORI 2 BE-RIS#ET ORR, AHI200mg 2
QAW TG L7 BE & AHI400mg % QoW T 5 L 7= BR OB R e O 2t
I ER I VW ETHIS Nz,

) ARORRMER AR, EBE. BAICR, RATOY X7 (&

EF#z) & LT, 1E1200mg% 338 FREFE 1 1[E1400mg % 638
RIFE T304 A T RUHERET 2o

17. BRPRAHE
17.1 EIERURLHCHT DR
(BHREE

17.1.1

17.1.2

B [ 4850588 (KEYNOTE-041558)

{LEREEO L WIEA ) AT TZ2EETH V2L I X ETOLERE
HEREEET HRARARE 2 B Ea@EEHA20] CAEREEITHR37
Bl) ARIC. RHI2mg/kg BRI EED OBFMER R
MEtS Nz, A8, EHRFHE CREBMETIRD S NZGEIC, FRERHET
ERTERPRD SN2 VWEOEKNICRE L TWAHEETIE, KEILL
D E GG TREETIRD 5N TRADORS 2T 22 &H
AHEE SNz, EEIMIEE THHEWR [RECISTHA RS A 1.1
MRICEED < RRHIEIC K 2782 E (CR) XEHaZEY (PR)] &,
24% (95%fEHXMH : 12~41) THo7z

BT RFIA2F]F 346 (81.0%) ICEIERD RO 5Nz, £
BIER (10%BIE) &, Z 5ERE6H] (14.3%). BER R REZE6H
(14.3%) BROMBRESH (11.9%) THh -7z,

SESEE 1B ER (KEYNOTE-002558)

AV LY TIC K BIREEEE T HIATRRRE 4 Bk RO ERE 2 5t
K12, AHI2mg/kg BRI SED K U'10mg/kg 3:ERE RS ED
DEMUROREND, (LZRE (FHUND Y, TEVEIR, AL
RTTF U NIV IFEVIEHVRTSF 8707 Fw)) %

A E LTHEI S ize &b, BHSEHE CREEITA RO 5 NIBEIC,
PREEIT 2R TERDRR® 5 N2 WEOEKRIICEZE L TV S EH T,

WIEILLBE O BRI CIRRUERT 2530 5 N3 £ TARRIDRS % # T 5
TEAREE SN, LEFMEE LA (0S) RUHEEEE
TR (PFS) & &N, FANXLME LT, PRS2 HRICER
L7z (Fl. KIKUR2) D,

FA2mg/kg SMERERSED O% LTS 178611214
(68.0%)\ BUAA10mg/kg 3MAIRIRESED 0% 42 AT A 5]
1791913361 (74.3%) |ICRIERA D 5, E&EER (10%5L
1) . AAl2mg/kgd BARRIRRSED TREHA0H] (22.5%). %
FERESTHI (20.8%) RURIBE21H (11.8%). AHI10mg/kg3Em
5D TS5 (29.1%). 7 > HEREA261 (23.5%). F#ILOH
(10.6%) KOFZE1861 (10.1%) TH-7z.

#1 AR (KEYNOTE-0025E%)

AH2mg/kg AHI10mg/kg [=s5-37S
Q3W Q3W
(180#1) (1814) (179%1)
(6N hofE (Al 13.4 14.7 11.0
(95%(EHEX ) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
N — RHE 0.86 0.74
(95%15 FA X [4) (0.67, 1.10) (0.57, 0.96) -
PfE S 0.1173 0.0106
PFEST |whgefE [A] 2.9 2.9 2.7
(95% =AM [E) (2.8, 3.8) (2.8, 4.7) (2.5, 2.8)
NHY— RH* 0.57 0.50
(95%1= FA X [4) (0.45, 0.73) (0.39, 0.64) -
P& S <0.0001 <0.0001

Tt RECISTHA B 74 > LIKICEED < HI7 U 7z fUAHRBHE &% 0BS5S TR IC &

2 FH

I A Cox HBINY — FET I & HILHEE & DLk
§ @R YT Y TRE
Q3W : 3 E#RS

M1 OS®Kaplan-Meierfi# (KEYNOTE-00275%)

100
90 - —— A 2mg/kg QAW
80 ] —  FH10mg/kg QAW
70 pl2 23
K601
B 50 1
£
301
20+
10 4
0
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# R R
&2 mg/kg QAW 180 131 95 70 61 1 0
AHI10mg/kg Q3W 181 138 29 79 67 12 0
{E2EE 179 115 80 60 48 9 0
M2 PFS®Kaplan-Meiergi# (KEYNOTE-002i5%)
-
122 ] —— 7 2mg/kg QAW

——— &A0mg/kg QAW

80 -
£70- fepmms
& 60 -
4 50 7
'g?_ﬁ 40 -
B 307
20~
10 -
0~ T T T T T T T
0 2 4 6 8 10 12 14
at risk# HEEEFHRA]
A&l 2mg/kg Q3W 180 153 74 53 26 9 4 2
AA#I10mg/kg Q3W 181 158 82 55 39 15 5 1
2= 179 128 43 22 15 4 2 1

17.1.3 BHSEMEHER (KEYNOTE-006558)

AV LT TICEDEBBEOLEVWIEIA Y LT T2 EELVIL IR
VETOEREREEZ AT HREURAE L EERGERE 2RI,
AHI10mg/kg 3B FFERSED K O10mg/kg 2R SED OF
MR OREEDS, AV LA TEMBE L THRET SNz, BB, iR
FHl CEREETARD SN HAIC. REETE2RIERARD 5 hk
WEDBRINICEE LTV A BETIE. WE DI O BEf{§ ¢ R EET
RSN ETHRAOHG RIS 5 EHATEEE SNz, EEFl
HHZ2EFHR (0OS) RUEMELEHHE (PFS) &3h. KA
AL TEHB LT, OSKRUPFSZERICERE Lz (£2. K3K
UR4) 2,

ARHI10mg/kg 38 BIE R SED DR EERITHREI277H 2024
(72.9%) KUARAI10mg/kg 2EHRFRESED D% PEART RG]
27822161 (79.5%) ICEIWERARD 6Nz, ELFEIER (10%LL
) & ARAILOmg/kg 3BEEMERGED TREHS3M (19.1%). FHF
401 (14.4%). Z > FERE39H (14.1%). FE37H] (13.4%). BHRE
3261 (11.6%). EO31H1 (11.2%). EIE3LH (11.2%) RUwE
A6 (11.2%). A#110mg/kg 2 BERFREZSED TH %5841
(20.9%) . FHA7H] (16.9%). FEALB (14.7%). &> FEFEA0H]
(14.4%) . #WHRE320H] (11.5%) KROEL28H] (10.1%) TH-7z.



2 AMERE (KEYNOTE-006:E%)

AHI10mg/kg | AHI10mg/kg 1Y LT
Q3W Q2W
(27741) (27941) (27843l)
OST |HhfE [H] NE NE NE
(95% (5 HX ) (NE, NE) (NE, NE) (13, NE)
NHY— R+ 0.69 0.63
(95%(EHEX ) (0.52, 0.90) (0.47, 0.83) -
PfE$ 0.00358 0.00052
PRSI [Hrgfid [A] 4.1 5.5 2.8
(95%( 5 HEX ) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NY— RH* 0.58 0.58
(95%(EHEX ) (0.47, 0.72) (0.46, 0.72) -
PfES <0.00001 <0.00001
T RO T —4 1 201583A3HA Y M4 T
I EHCOXHBINY = REFNICL B Y AV T LD MR
§ (@O TS Y IE

P RECISTH A R T A ¥ LIRICEED <ML U7 BURHRBHE K OB EMEIC £

2 FHiti
T : RO T —4% : 20144E9A38 Y v F 7

Q3W :

SRR S. QW @ 2 IEH 5. NE : Not Estimated

M3 OSmKaplan-Meierfif# (KEYNOTE-0067t5%)
100 =®=g

30 0 ——— #mitomg/kg QW
20 - #A110mg/kg QW

X5 RFS®Kaplan-Meierfif

(EORTC-1325-MG,/KEYNOTE-054:5%)
100
90 1

80 1 ~~3
g70 ]
B 60 -
{50 v
¥R 40 1
L‘? 30 1
20 1 —— m00mg Q3w

10 1 TSt
0

0 3 6 9 12 15 18 21 24
FEEREFHRA]

at risk#
ZAHI200mg Q3W 514 438 413 392 313 182 73 15 0
TSR 505 415 363 323 264 157 60 15 0

17.1.5 EEHRE N ERER (KEYNOTE-716515%)

FELYIBREO AT — Y IBHXIE ICHOELREEEE (HAAMGE
atr) MR, ARMBIRIE L UTAHI200mg 3EHMFER S OHR)
HWROREEN, T REdBE L _EERAB TR S, 1
EHoHE@T (2020F12H4H7—%hy b4 7) IKBWT, 2EE
HET, AR T TR ERBL T, EEIMAEE Tb 2 MERELEH
il (RFS) ZHRICEER L7 (R4KUK6).

T EEBHTNRFIA83HHA400051 (82.8%) (HAAN2BIH2H1% &)
CRIFRAA RO 5Nz, EAEIER (10%20E) &, Z5FERELL7H]
(24.2%) #5710261 (21.1%). THIOOH (18.6%). BAHNE78MHI
(16.1%). FEET76H (15.7%) KUFRIEHEAEETE?SH (15.5%)
TH-ol: QEIBOHRM@EN. 2021F6H2IHT—5hy + 4+ 7).
[5.1 8]

F4 AR (KEYNOTE-71675%)

e ]

at risk#
AHI10mg/kg Q2W 279 266 248 233 219 212 177 67
FEI10mg/kg Q3W 277 266 251 238 215 202 158 71
AEULTD 278 242 212 188 169 157 117 51

M4 PFS®Kaplan-Meierti# (KEYNOTE-00675%)

——— #710mg/kg QW

AF#1200mg TR
Q3W
(4871) (4894)
RFST |HoefE [A] NE NE
(95%( 5 X ) (22.6, NE) (NE, NE)
14ERFS#E [%] 90.5 83.1
(95%( B HEX ) (87.1, 93.0) (79.0, 86.5)
N — RIEE 0.65
(95%( 5 HEX &) (0.46, 0.92)
Pfii$ 0.00658

#710mg/kg QAW
—— (EULRT

B e
I
=

0 2 4 6 8 0 12 14
at risk# BEEEFHRA]

AEI0mg/kg Q2w 279 231 147 98 49 7 2 0
AHFN0mg/kg Q3W 277 235 133 95 53 7 1 1
AEULIT 278 186 88 42 18 2 0 0

E1) BEROEOSE. FAOEZERERCHRR. B, JAICE, R

LT7uYAv7 (BIEFEBKEZ) & UT. 1E1200mg 7% 338 fH HE X
131[E1400mg % 63 MR T30 i A 1 CTRIEEES B0 72721, i
BREMBBREOEE . BEGHHIE1I2, AMETET 5,

17.1.4 ERFHAESE D EHSR (EORTC-1325-MG,/KEYNOTE-054:15%)

FRYIRROZT— VM [MAH (V) >/ EiEmE Immid) . BV
MCH] oEMREERE (HARANSHZED) 2RIC, MitkfHBIE
%& UTAAI200mg JBRBRRES OAMEROREEN, T K%
Mg LCOat s hiz, 2BERAT, AFE 772 REHBELT, £
HERHIIEE T d 2 BERAEFNE (RFS) 2ARICER L (R3RV
®5).

TG BIS096 3966 (77.8%) (HANIFIHISH 2 &)
WCEMER AR 5N iz EREMEM (10%5 1) &, #1434
(28.1%) THI94f% (18.5%). % SFERESSHI (16.7%). FUIRIRIKAE
EREE7361 (14.3%). BEDS8HI (11.4%) K OBAEHES 1A (10.0%)
Th-lz. [5.1 2]

#3 AR (EORTC-1325-MG,/KEYNOTE-054:5%)

AHI200mg TR
Q3W
(51441) (50541)
REST |hefE [H] NE 20.4

(95% 1= A< ) (NE, NE) (16.2, NE)
NH— RHF 0.57
(98%fE A ) (0.43,0.74) -
P& <0.0001

T RO T —4 1 20174E10H2H A1y b A7

T BHCOXHBINY — REFNIC KB TS REDHE
§ EHu S Y IRE

Q3W : 3EMHERE#S. NE : Not Estimated

T 1EEohRE@EO 7 —4% 1 2020E12H84H 4y b4+ 7
T BHCoXHBINY — REFNICK B I REDHE

§ (@RIOS5 Y URE

Q3W : 3EFE# 5. NE : Not Estimated

Rl6 RFSOKaplan-Meierifi##t (KEYNOTE-71635)

100 Frr
90 | e
\
5 60 |
4550 1
8 40
i 30
20 1 —— am0omg Q3w
10 IStk
0
0 3 6 9 12 15 18 21 24 27
E:13
at skt mEREIR (A]
AH00mg QAW 487 465 401 340 249 149 71 21 1 0
75tk 489 475 400 336 229 149 77 27 1 0

(UIBRTBETREST - FRFEDIE/ HlRRAHTE)

17.1.6 EHESEMEHER (KEYNOTE-189:188)

{LEFEED 22\ EGFREIATFERIEMER CALKR BRItk D Y]
BRARE AT - TR P LRI Ml R &6 166 (HAANLOR
EET) ZRIT AF200mg. XA P LF L RS MY LKAP KO
77 7+ MAOHARESEMERR S OFMEROZ2EN. STt
R RRX B LFE FF YT LKHIKROT T F F BE OO FFE 2
e L —HEEMRB TR SN, Mifss, o5 F8E (V27
FTFUREHANKTTF V) BHHYEMAERE S EIGERL, 535
KAT—AETE Lz, &b, EEFHETREETVRD 5 M 7zBEIC,
PREEST 2RI RER R0 5 M WEDERRIICKE L TVW 2 BE T,
RIE LR D EEFHT CREET VRO 5N D ETTHRAERA M LFE N
T MUY LK OHREG ZHGE T 5 C LA MREE SNz, EEFH
HEF2EFHRE (0S) RUHEEEAFNE (PFS) Lah. &KH|
RABPLFERF BT LKRAMKST 7 F T HAOHRRELR ST
A RRX B UFE FF U Y LKHIROT T F - HE O gL
LT, OSKUPFSEARRICER L7z (5. R7TRUKS) Y.
TN RFIA056] 37261 (91.9%) (HAANABIH3HIEE L)
ICEIERZRY 5. EaBIfER (20%80 L) &, Eo1874)
(46.2%) . HEIML154%1 (38.0%). 185513461 (33.1%). 4FhERBAE
10161 (24.9%) ROEHKHESAN (20.7%) TH-7z. [5.4. 7.1 &
2]



#5 AMERE (KEYNOTE-189i#E%)

AHI200mg Q3W, XA | FFEAR, /XL FEF
MLFE RF MU LKH| F N LKA TS
MO T 5 F 5 BiHE2) F - BA[E)
(4104) (2064)
oSt |hfE [H] NE 11.3
(95%(EHEX ) (NE, NE) (8.7, 15.1)
NH— N * 0.49
(95%fE A ) (0.38, 0.64) -
P&S <0.00001
PESTI | il [H] 8.8 4.9
(95%(EEX ) (7.6,9.2) (4.7, 5.5)
NH— R * 0.52
(95%fE A ) (0.43, 0.64) -
PES <0.00001
T @O 7 — 5 2017E11H8HA Y kA7

I ERICOXHBINT - FEFMICL D T TR, XX PLFEFF MY T LKA
WROT T F F B O G FIRE & Ot

§ I JERla 7T IMRGE

[| * RECISTHA FFA ¥ LIRICHED < Bl MRz R E

Q3W

171

: 3BEEERER S, NE : Not Estimated

H2) AHFI200mg. XX b LFt FF bY T LAKAS00mg/m2, ¥ RS
ZF > 75mg/m2XIEANAT 5 F »AUC 5mg - min/mLSED
JHICQ3W (Fa—ZAD1HHEICHRE) T4a— 2 5%, AF1200mg
KORA b LFE R Y7 LK09500mg/m2 2 Q3W Tt 5 L 7z,
TIEAR, RAMLFEFF YT LKA500mg/m2, AT TF
>75mg/m2XiE AV AR TS F > AUC 5mg - min/mLAEYEOIEIC
Q3W (53 —2D1HBWIHS) T4a—2B5%. 7T RRUX
A MLFt R b T LAKAPS500mg/ m2EQ3W TH G Lz,

*3)

K7 OS®Kaplan-Meierti# (KEYNOTE-18938%)

“"*ﬁ.
507 o
ﬁ ] i
H 40
307
207 —— #H200mg QAW. RARLFEEF RIS LKIIIRY TS FF 557
107 ——— F5tm, RAPLFERFRID LIRSS F 85
0 T T T T T T
0 3 6 9 12 15 18 21
at risk# EERRIA]
A%200mg Q3W, ~
ARUFERFIIDL 410 377 347 278 163 71 18 0
KRV TSF 55
T3k, RANFE
R MO LKIIYRY 206 183 149 104 59 25 8 0
T5FER

X8 PFS®Kaplan-Meierti# (KEYNOTE-1897#5%)

100
90 ‘\‘ — FHEN0Mg QW. RXPLFERFPIILKIMRYTS5F + 85
80 ‘nﬁ —— = TSl SXNLFERS NS LKTIRY S5 8
701 S
i 60 1 ™
ﬁ 50 1 i
gg 40 - .
&0 T
20+ H"‘WH
10 ] J EP——
0 | ‘ ‘ : : :
0 3 6 9 12 15 18 21
at risk#t IERETFHRA]
A#200mg Q3W, ~
AMUEERFISL 410 322 256 148 60 17 5 0
KRV TSFF 55
TStk XA
RFMUSLKIMRG 206 140 80 40 16 3 1 0
T5F 5

.7 ERHERESEIHERHER (KEYNOTE-407558)

{LEFRERED 2, PIRARRELET - BRORF LRI Mg 8
55961 (HAASOBIZ &) 2xtRic, AF200mg. HIVATTF >
TRUONRZUZFL LI 7 )7 F X)L (FILT IV EER) (nab-/%
70 & FE) OMFREEIAMERERSOEDEROREENS,. T
TR, WIVRTTF RIS )& F L) Xidnab-/37 Y ¥ FL L OHF
FgEe M L ZEERRBeREt s, Wb, 7+
TV idnab-/87 U & F L)Lk, HYERMAEE S EIGERL, #51E
BRKAT—RAETE L, BB, BETHICRBETIRD 5 hi-5E
I2. REETZRIERASED SN2 LWEDOBKRIICZE L TWAHBRE
Tid. RE DL O R TR HEIT AR D 5N 5 £ TRAIDR S % #k
BidHT EHFREE SNz, EEFHMEEE X REFHE (0S) KU
HWEAFHE (PFS) L&h. KA AVKRTIF U RUNRTY I F+
L Xi3nab-/87 YU ¥ R VOHFRBEIL T TR, HLRTSF U RY
870 % FE I idnab-/87 ) ¥ L LOHRBEEE HEL T, OSK
UPFSZAERICERE L (£6. ROKUKI10) 4,

BRI RGI278HIF 26561 (95.3%) (HAN2261H2261% &)
ICREIER PR 6 iz, EaEIER (20%E) & BHEEL264]
(45.3%) EMm12361 (44.2%) HFHRERFBAEI7HI (34.9%). FD85
Bl (30.6%) IM/IMEIEARES LA (29.1%) KO THI61H (21.9%) T
Hotz. [7.1 2]

#6 AREEsE (KEYNOTE-407:3E)

AHI200mg Q3W, AVAKT | TR, WVRTS5F >
SFYRUNRZVIFLLR | RU/S7 Y &7 FENL
ldnab-/$7 U ¥ ¥+ LE) | nab-/$7 Y & F&)LiES)
(27841) (28141)
OS*T | [A] 15.9 11.3
(95%fE4EX ) (13.2, NE) (9.5, 14.8)
N — Rt 0.64
(95%(EHEX ) (0.49, 0.85) -
Pf$ 0.0008
PFSTII|fhoefE [A] 6.4 4.8
(95%f54AX ) (6.2, 8.3) (4.2,5.7)
N — R 0.56
(95%(EHEX &) (0.45, 0.70) -
Pff$ <0.0001
T PR T — 4 : 2018F4H3H A Y v AT
I ERICOXEBINYT = RETIICE BT TR, AVRTSF RO & F
IV Enab-7$7 Y & F )L ORI & O s
§ I @HIT ST Y IHGE

|| : RECISTH A FZA ¥ LIKICHED < B MRz RHEE

Q3W

17.1

. MRS NE : Not Estimated

F4) AHI200mg. /871 ¥ F+£)L200mg/m2Xidnab-/s7 Y & F )L
100mg/m2, #ILAKRFF5F »AUC 6mg - min/mLHZEEDIEIC
Q3W (KAl WVRTIF U RONRTI Y FEVEEI—-ADIH
Hic#5, nab-/S7 V¥ FtLidga—A01, 8. 15HHICHKS)
T43— A% 5%, AFI200mgE QAW THE L7z,

TR, 87 ) FFEIL200mg/m2idnab-/87 Y ¥ F L
100mg/m2, #ILAKRFFF »AUC 6mg - min/mLHSEDEIC
QW (FFtR, ANVKRTTFURUNRTY I FENEET—AD
IHEICES, nab-87 ) ¥ FLLid&a—AD1, 8. 15HBICH
5) T4a-2%5%. 79t RE2QRWTERS Lz,

M9 OS®Kaplan-Meierti## (KEYNOTE-407#5%)

E5)

100 T
907 T
80 1 1""\...‘.,
70 “‘*-\.
g 60 ] !'\‘*lu
ﬁ 50 1 hm‘“w.ﬁ
#H 40 ha SR, 3
30 1 e
20 1 )
— FENIMg W, DT SFURUISIUIF 2R a1 T+ I
1 g ] ——— 75, ALRTSFURUIIUIFLIRnab- 17U IF LI
0 3 6 9 12 15 18 21
at risk# AR IR]
AH0mg QAW, ALK
FSFURUNIVUSEEL 278 256 188 124 62 17 2 0
Rinab-/{7U 95
Itk AET5FY
RUKJUSEELRE 281 246 175 93 45 16 4 0

nab-/f7U 9%t

10 PFS®Kaplan-Meieriii#t (KEYNOTE-40775%)

100
90 - \ ——— FENIMg W, HRTSFIRUII7U I+ IR iEnab/ 17U I Ll
‘L\ ——— T3k ARTSFIRUIITYSFEIRdnab-/ {7 U 5L
_ 80 - ‘\
870 A
B 60 - “
£ 40 - 1
£30] (W
20 e
10 4 T e
[0 JELE—— S— S— S— SE— S —
3 6 9 12 15 18
at risk¥ RIEREFHEA]
A00mg QIW, DL
FSFURUIUSHEL 278 223 142 57 23 5 0
Rignab-/ 17Ul
75k ART5FY
RUKIUIFELRE 281 190 90 26 12 4 0

nab-/{7U5% Il

.8 ERHEFEMAEEER (KEYNOTE-04255%)

(LEBHERE O L W, EGFREIETER RN, ALKREBRETRBERY
PD-L1[# (TPS=1%) DYIFRAREZRET - FFDIE/ IR EE
(HEAN3flz &) 2nGIc. AAI200mg 3BERMRER S OAMIER
UREWN. 777 F Ml EULEREE e LTE S iz, &
B EGFHETREETHRD S NIHEIC, REET 2R IERDRR
HH5NBWEOBKIWICKE LTV EE TR, WRE DO ST T
REETVRO 5N 2 E THAFORG 2T 5 2 ENVMREE Shiz,
EEFEEE F2EEFEHE (0S) ah, RERTSFFFAlEE T
{2 E I LT, OSEARICER Lz (R7TKRUKIL) 5,
TR REI6366IH39961 (62.7%) (HAANATHIH 344 % &)
ICEMERIER® SN dz. EREIEM (10%DLE) 1XFIRIRIEREE TRECD
Bl (10.8%) TH-7zo [5.3. 5.4 BH]



£7 BHERE (KEYNOTE-042:8k)
(PD-LIFHATPSZ 1%D ##)

AHI200mg Q3W 75 F F 8% &R
(6373) (63741)

OST |rhifE [H] 16.7 12.1
(95%(EHX ) (13.9,19.7) (11.3,13.3)
N — Rt 0.81
(95%(EHEX ) (0.71, 0.93) -

Pfi$ 0.002

T g O T — 4 1 201842H26HA Y AT
I ERICOXHBINY = RETINIC & B 7T F F A% &b L o ik

§ 1 EHT ST v IIRE
Q3W : 3EMMERS

11 OS®Kaplan-Meierii#f (KEYNOTE-04235)
(PD-L1¥BATPSZ 1% D E#H)

100
90
80
70

K60
# 50
£
30
20
10

0

at risk#
ZRI200mg QAW

: \\

4 ‘q.“‘.“

——— #F200mg QAW
——— FSFrRAESCILEE

\«m..{..

Yo e — 1

0 6 12 18

24 30 36 42

EFHRR]

637 463 365 214

IIFrEfEROLERmE 637 485 316 166

112 35 2 0
88 24 1 0

17.1.9 EEHERFENEHER (KEYNOTE-02455%)
{LEEERED 2\, EGFREIZ AR, ALKBAEETFERERY
PD-L1RaHE (TPSZ50%) OUIRRAREZ AT - R OIE/NMERufiiE 8&
(HARANAOFIZ&T) RIS, AFI200mg 38R S OEMHE&
UREWN, 755 82 ECLFREENBE LTRSS N7z,
B, EEFHE TREBETIRD SNGEIC. BEREETEZRIERY
RO LN VWEOERMICEE LT »ABETIE, WRELIFEOESH

THREETPRO 5N T THRAOREG 2 T 2 2 EATREE SNz,

FEEME E 3 M E AR (PFS) . BIREHMIE B & &£ 77 R
(0S) &an, RANZT T F WAl ET(LHRE S B LT, PFSK
VOSEHRITIER L7z (K8, MI2KUKI13) 0,

BRI REISAFIF 11361 (73.4%) (HARA2161H2061% &)
WCEIMERA PR 6. E2BIER (10% L) &, THR224)
(14.3%) . #5166 (10.4%) KROFEHI6H (10.4%) TH- .
[5.3. 5.4 2]

*8 HERAE (KEYNOTE-0247#5#)
(PD-LIFBHPTPSZ50%D E#)

K13 OS®Kaplan-Meierii#f (KEYNOTE-024it8)
(PD-LIFHATPSZ50% D EH)

100 =
90
80 iy
70 H"Mu‘
601 Mty
B 50 e e
i 40
307
20 | —— a00mg QW
10 | ISFFRAESOLSRE
° 0 3 6 9 12 15 18 21
at risk# AR LR]
ZAHI200mg Q3W 154 136 121 82 39 11 2 0
TS5FrERESOEEL 151 123 106 64 34 7 1 0

17.1.10 EEHRSE T/ MABHER (KEYNOTE-0105188)

75 F F8iHl 2 ETLEREETS 269 5PD-LIGHE (TPS=1%)
DOYIRARRE R EST - BFROINMIRIEESE (HARAIZET) %Xt
ST, AFI2mg/kg BEEERHRSE) KU 10mg/kg 3EE B 5ED
DEBEROREEN, FesFelznBe LTiitsni. 8.
BHEETE CHREEIT AR S NIz HE I, HEET 2R IERYPRD 5
N2 VEOBKRNICKE LTV EE T, REDIFEO B ¢E~E
ETPVRDO 5N DS ETHRAOKB G 2T 2 2 EMFAREE Shiz, FE
FHEIE E i 2R (OS) RUEEEARFHE (PFS) ah, &
Al Ry FEl B LT, OSEERICIEE L (RIOKUVKILL) 7,
AHI2mg/kg 3R 5T ORI RFI3396]H2 154
(63.4%) (HAA28(I2261% &), ROAA10mg/ kg MR
GET) ORI REI343614 2264 (65.9%) (HAA34H1430
B) WCEERARD Sz, EHEIER (10%E) & A#I2mg/kg
3B SED THEIF46H] (13.6%). BABEE46MH] (13.6%) KT
ELO37H] (10.9%). A#10mg/kg 3EREEREED T340
(14.3%) RUFEA46] (12.8%) TH o7z [5.3. 5.4 BE]

16) EGFREIZFERBEZALKRGEEFHBEORBETIE. 55
BIF 2 & T L BREIC X BIBBBICA . ThZNEGFRIBEER X
IFALKPEEER 269 5 TUEEEEAIC X 51aREL 69 5 BEHSHE
EYN Y (W

£ Bt (KEYNOTE-0105t8r)

(PD-L1HBEATPSZ 1% D E#)

ARAI2mg/kg Z°HI10mg/kg Fts ¥t
Q3W Q3W
(34441) (3464) (343)
OS |HRfE [H] 10.4 12.7 8.5

(95%fRH#E< ) (9.4,11.9) (10.0, 17.3) (7.5, 9.8)
NY— RHT 0.71 0.61
(95% =A< E) (0.58, 0.88) (0.49, 0.75) -
PfE# <0.001 <0.001

AAI200mg Q3W 75 F 8 % & TR
(15441) (15141)
PFST |fhsRfl [A] 10.3 6.0
(95%{EHEX ) (6.7, NE) (4.2,6.2)
NP — ¥ 0.50
(95 % EHEXH) (0.37, 0.68) -
PfiS <0.001
oSl |hsRfE [A] NE NE
(95%(EHEX ) (NE, NE) (9.4, NE)
NP — R 0.60
(95 % EHEXH) (0.41, 0.89) -
PfiS 0.005
T RECISTHA B I A ¥ LIRICED < ML deblE
I ERICOXRAINY — RETNIC L B 7T F FHAIE2 &b ERE L oLk
§ 1@HT ST Y IE

| : PRI T — 4 1 2016E5H9HA Y v * 7
Q3W : MRS NE : Not Estimated

12 PFS®Kaplan-Meierffift (KEYNOTE-0247t5%)
(PD-L1¥BATPSZ50%0D &)
100 15
901 ™
80 | k 757 BRESOILERE
g70] o
B 60 !
4501
B 40 | }
&30 ;
20 4 — .
10 N
0

—— #H200mg QAW

0 3 6 9 12 15 18
at risk¥ RISRAEFMRA]

ARE20mg QW 154 104 89 44 22 3 1
F5FrEAESUIEEE 151 99 70 18 9 1 0

T BHCOXHBINY — REF VLS RE FH L &EDHB
f i@ ss Y oE
Q3W : AR S

14 OS®Kaplan-Meierfifif# (KEYNOTE-01075%)
(PD-L1¥HATPSZ 1% D E#H)
100

——— % 2mg/kg QAW
#10mg/kg QW
— FesEtL

\“u ]

10 15
at risk# SRR
##2mg/kg Q3W 344 259 115 49 12 0

A#I10mg/kg QW 346 255 124 56 6 0
RegFtiL 343 212 79 33 1 0

7)) CIBRANREZEST - BROIMIRIFE OB &, AHOREREKOH
Bl BE. RAICE, RAaT70) X377 GBEFERZ) &LT,
1[E1200mg 2 33 fH kR 13 1181400mg % 638 f R ba T 3053 i A2 1) T
WIHHETS %o

(BREXFELSEOTHRIKIF UV /NE)
17.1.11 ERHESE 1485458 (KEYNOTE-087515%)
R IEAEOEMN AR Y F ) VoSiERE (2106, BARALOH %
&) OLIRD3D0 3k — b EMRIC, AFI200mg 3BERHMRER SO
B RO RS ERT SNz,

- BFREMBHAEBEGETRIC. TLYYFIeT RRFUICKDEHEZ
FUzBE (Ih—1H1)

- BRELHMEEEIEBEETH D, »OTLUYFIvT RRFUICK
DIREEZI-BE (IR—1H2)

- BEOEMBMABERITRIC, TLoYFIvT RRF UK BIB%E
(—RIBBE I BB HREDO—BRELTOT LYY F VYT RRFY
ICEBRBRIEEEZV) 2ZFUTORVEER (Ih—1F3)
2B, B TRBEITAR® 5 NGEIC. RERET2RIERD
R LN VEORERIICEE L TWABETIX. WRELLED EI{SEHE
THRBETHIRD 5NDETHRAORES 2T 5 2 EAFIREE Shiz.



FEFMHEE TH B EHWR [HETIWG criteria (2007) 12ED L i
HEIC K B5ELE (CR) XE#HE (PR)] & RK100EBD T
Hotco

7B, BANCHESNBERNRIE. WThOTR—1H20%TH o7,
DRI REI2L06]H 14445 (68.6%) (HAANLOHIH8H % &Tr)
WCEIWERDRRY 5 hiz. EaBIEM (10%EE) 3. FRIREAEE TE
26f1 (12.4%) KUFEE22{ (10.5%) TH -7z, [5.5 ]

#10 A¥tEaE (KEYNOTE-0873#ER)

JAR—11 IR— 12 IR— k3
(69f) (8141) (6081)
T2EY (CR) 15 (21.7) 18 (22.2) 13 (21.7)
&Y (PR) 35 (50.7) 35 (43.2) 27 (45.0)
?H/ff %% (SD) 13 (18.8) 9 (1L.1) 13 (21.7)
#f7 (PD) 3 (4.3) 17 210 | 7 (17
A 3 (4.3) 2 (25) 0
ZMHR (CR+PR) (%) 72.5 65.4 66.7
(95% S5 HEX [H) (60.4, 82.5) (54.0, 75.7) (53.3, 78.3)

%%17.1.12 EIfHEESETEHER (KEYNOTE-20455%)

LV Y XD EO(bBERE2H T 2 BHREIEREOHI A D F >
Y >oSIEEEES 304061 (HARAL6HlZE&T) Zx5IC. AHI200mg
JEMMBEHEOEMEROREEN, TLYF I T RFF
1.8mg/kg 3BERHMEIRSG 2 REE L THRET SNz, FEFHMEE 1348
HEEEZEHAR (PFS) 9 R OYR47E#iR (0S) &&h. AEIETL >
VEITT RRFUERE LT, PFSEERICEE L (R1IEUK
15) ®,

AR RHT R R 486G 11061 (74.3%) (HAANFIHEHI % &)
ICEHERD RO 5Nz, EREWER (10%LL 1) &, HRIRHEEE TE
231 (15.5%). FHE1961 (12.8%). € S>FREL6HI (10.8%) TH-
/2. [5.5 BIH]

E8) HAZEIMEMII AT ICHESE. X3 B RS ME O MG &

BHRVEENNRES N,

E9) AFE M R AR SIS [FITEE M A R AR DR IR 7 — & T OVE

BF—y GO TRHliZITo 2L Sni.

#11 AREREE (KEYNOTE-20435%)

ARAI200mg PAAVE A4
Q3W NRF ¥
(1514) (15341)
PFST* |rhoefE [A] 13.2 8.3
(95%EHEX ) (10.9, 19.4) (5.7, 8.8)
N — RHS 0.65
(95% B HAX ) (0.48, 0.88) -
Pfil 0.0027
T @O 7 — % © 20201 316HA Y b+ 7
I P METIWG criteria (2007) 12D < iy Ao
§ JFRICOXHBINYT — FEF MK BT LYY F v T NNF 2 EDHE
|

CERa T IE

Q3W : 3EMMRERS

15 PFS®Kaplan-Meierfif# (KEYNOTE-2045t5#%)

100
—— #FI200mg QAW

TUYYEFYRT REFY

0 3 6 9 121518 21 24 27 30 33 36 39 42

at risk#g RIBEBEFHMA]

AH1200mg Q3W 151 116 96 74 65 55 44 35 18 15 9 4 1 0

0

JUYYFYYT ARFY 153 103 63 41 32 26 191410 7 5 2 1 0 O

(DM AALFEER IR U I AR BYIBR T BRI PRES_E B2 )

17.1.13 EFRHEESEIERER (KEYNOTE-0455{5%)

¥11) AFTcldvinflunine I REKRTH 570,

75 F FEF R E BRI 25T 5 RFNETEIZEBEOR
¥ RREBESA2H] (AARNS2HI% &) RIS, AAI200mg 33
MRS S OEHEROREED, LEFE O )7 FEL, FesyF
)L Xidvinflunine) 1D e UCHRET SNz 2B, EFHET
PRBEFTHRRD 6 NIHJE I, BT ERTERIRD SN 0ED
BERAVICZRE LTV 2 BE T, RIE LR O E{§EHl CREEEITHARED
5N5ETAFDREG 2T 52 EATREE Shiz. FEMEEE X
LEFHM (0OS) ROEHEEAGEHM (PFS) &ah. RANLER
BEHBLT, OSERARICER L (RI2KUKI6) 9.

LA RGI26661FH 16261 (60.9%) (HAA30FIH16H]% &)
ICEIERAP R SNz, ELBIER (10%BLE) &, & 5 ERES2H
(19.5%) . ¥%3761 (13.9%) KRCEL294] (10.9%) TH -7,
[5.7 3]

1£10) OF 7 7 F Al 2z &L LafE (—RaH) RICRBETZRD

BERUOQT 7 FF8AE GTILHRAEIC K HIlTHET - B L
BER120 AUNICEFE L ZBE D HAAN SN,

N7 FZFEILIE Rt
TXFELOWTNPEER L.

—10—

£12 BIHERE (KEYNOTE-0453t5%)

ZAHI200mg (b2
Q3W
(270f1) (27241)
OS™ |thifE [H] 10.3 7.4
(95%(EHX[H) (8.0, 11.8) (6.1, 8.3)
= RIEE 0.73
(95%(EHEX ) (0.59, 0.91) -
Pfi$ 0.002
PESTI | thifis [H] 2.1 3.3
(95%(EHX ) (2.0, 2.2) (2.3,3.5)
NY— R E 0.98
(95%({EHEX ) (0.81, 1.19) -
Pf$ 0.416

T RO T —4  20165E9A7H A Y v AT

T BHICOXHMINY — REF I & b5 E & D
§ I J@Rla T v UE

Il : RECISTHA K5 A > 1. 1BRICES < Mhar rhoes|E
Q3W : 3RS

16 OS®Kaplan-Meierfifif# (KEYNOTE-045:t5%)

100
90 |
80
70

& 60

# 50

i 40
30
20
10 9
0

\.“"‘ Ty —
—— AI200mg QW
fegmws

0 2 4 6 8 10 12 14

S]]

270 226 194 169 147 131 87 54
272232171138 109 89 55 27

16 18 20

at risk#
AE1200mg Q3W
f[acz=53

27 13 4
14 3 0

(BPAEREERICIBE UISEST - BROMSI-HighZE 9 2B E
IREENEHIRZEICRRS) )
17.1.14 EFFHEESE T4EHER (KEYNOTE-16458 JR—hA)

22 24

0o 0
0o 0

(1w

T L) IV U RUBREEA XY S IFORGA ) I ThY
12 K AL AHHEED & 2 VIR RE % BFRET 3B LD I A~y F&
2 (MMR) REXIIMSI-Highzf9 54 - EREEELH (HA
ANTBlEET) 2RRIC, AHI200mg 3ERBRR S OB R OZE
TRE SN iz. b, BEFHE TREETYRO s hgaIc, B
HEATERIIERDRY 5N e WEDEERINICKEL T2 EETIE. KR
[E] DARE D WS EF i TRREBHEIT 2 RE D 5 M 2 £ TARA DR G 2kt 3 5 Z
EWAREE iz, EEFHEIHE TH 2R% % [RECISTHA KT 1 >~
LIRICEED < lEIC L 5 582%%) (CR) Xid#azs (PR)] &
RIBDEBYTH -7z

BB RBI61FIF356] (57.4%) (HARNTHIFRSH % &te) I
ERD RS SN EaEWER (10%2E) &, BEHELION (16.4%).
B (14.8%). THI8H (13.1%). HEARETH (11.5%) KUVZ >
FERE7H] (11.5%) TH-7z. [5.12 BH]

#13 AR (KEYNOTE-164i88 I4/—1MA)

611
5E2%% (CR) 0
- A% (PR) 17 (27.9)
(%) &5E (SD) 14 (23.0)
PEEEST (PD) 28 (45.9)
T AREE (NE) 2 (3.3)
#%h% (CR+PR) (%)
(95% (EHHIXTE) 27.9 (17.1, 40.8)

17.1.15 ERHESE T8 (KEYNOTE-1585185%)

—RIER E U TN 2 L2BEE D & 5 IR RE 2 R T 3R
DI 27y FEE (MMR) RIEXIIMSI-Highz &9 2 EEEE
94l (HARNTHIZ &) ZXFIC. AHI200mg 3HERHERRI S OHEZ
MR OR2EPHE SNz, MSI-High& 2l S I AR B &%
Sh7830 (F/V—FK) KB 2 EHEHFMEETH 2 RBHF

[RECISTHA T4 Y LAMICED < RR¥EIC K 557225 (CR)
iz %% (PR)] BR14DEBD THo7zo b, EUKFHETHRE
EITHRRD 5 NIHRIT, REET 2R IERPRRD 5 e WED R

% E THRBIORG E /T 5 ENTREE Shiz,

MICEE L TW 2 EBE TR, RELIREOEGFE CREETPRD 51

BRI REIOAFIHS58HI (61.7%) (HARANTHIFSHzEL) ICH
ERDERD SN T TR (10%20E) & #EH1LIH (11.7%) K

UZHFERELLH (11.7%) THo7z.
#14 AH3iEEsE (KEYNOTE-1583Ex)

7 )L—7K

831

5E42%% (CR) 4 (4.8)

- %% (PR) 25 (30.1)
(%) #E (SD) 20 (24.1)
RIEEST (PD) 24 (28.9)

FHiliNEE (NE) 10 (12.0)

%R (CR+PR) (%)
(95%(ZHIX ) 34.9 (24.8, 46.2)

T BRAIfzE



ARERICB RS NI04GB T 2P AR OZE [RECISTHA KT
A V1L IRICED S RRHEICX S 7EL2EY (CR) XIEEHSED
(PR)] BERIS5DEBVTH -7z, [5.12 BH]

15 PAFROENESRE (KEYNOTE-1583{5)

i BE (%) %% (CRAPR)
Al 94p] [#=a% (%))
FENEE 24 (25.5) 13 (54.2)
=t 13 (13.8) 6 (46.2)
B 13 (13.8) 4 (30.8)
i3s3 10 (10.6) 1 (10.0)
[T 9 (9.6) 2 222)
I O 3(3.2) 1 (333)
R 3 (3.2) 0
T 3(32) 2 (66.7)
T 22 1 (50.0)
R 22D 0
AR 22 0
s R 22 1 (50.0)
HiAE (LD 0
D BLIE 1 (1.1) 0
HL I (L) 0
BT 1 (LD 1 (100)
W (L) 1(100)
P 1 (1.1) 1 (100)
E0 (L) 0
ks (L) 1 (100)

RIBYIFRANRE S S B2 14 D B R fE)
17.1.16 ERHESIERER (KEYNOTE-426515%)

{E2EFRERE D 7\ BRATTFRANEE )X EEF 14 0D v B Al e 28 i e}
861%1 (HANAH 2 &T) ERRIC, AAI200mg 3ERHERRS &7
FF=THIHARE LTomg 1 H2BREG O HABEOGIEROR
2N, A=F=750mg 1H1E4EE S H2EMKEEZNEE LT
A S NTz. B, EEEHE TREET VRO 5 N5 a1s, BREET
ZRTIERDFRD 5 N7 WEOBHRMICKE L T eBE T, RELL
R DEGFHE CREET VRO 5N D ETHRAE T F 2 F =7 OO AR
Bxfkid ol EAREE S, EEFHMBEE X 2EFHH (OS)
ROHHEEAEFNE (PFS) Lah, REE T F 2 F =7 OMAREE.
AZF = THMBE L H# L TOSKRUPFSEARICER L7 (K16,
B17K UK 18) o

TR REIA296]-h4136] (96.3%) (HAANA4GIHA40 % &)
ICEHER AR 5 iz EREIEM (20%L L) & TH2104]
(49.0%) . BIMELI79H (41.7%). FRIRHEEE TAEL3SH (31.5%) .
9513061 (30.3%). FH - RIEFFMHEASAEGERL196] (27.7%)
ALTHM1026] (23.8%). FAEREISH (22.8%). ASTHMI7HI
(22.6%) BHHIRIAH] (21.9%) KROEDILH (21.2%) TH-o7:.

18 PFS®Kaplan-Meierii#f (KEYNOTE-4267t8)

100
3
90]
80 (N
€701 N
i 60 1 Wy
[ -
H s
18 40 4 ‘\—QFY B
5 -
307 .
201 |
— FF200mg QW RU7FVF=T |
10
——— 2ZF=T
0 : ‘
0 4 8 12 16 20 24
Fiic3
at risks FEEEFIR(A]
AF200mg Q3W 432 357 251 140 42 3 0
RUFPFYF=T
Z=F=F 429 302 193 89 29 1 0

17.1.17 EFHESEIHERER (E7080-307 /KEYNOTE-581558)
(B2 BE T O 72 WAR G YD BRAS BE SIS B FS 1 oD 1 BH i e 2 A A R
FHED 7126 (HANTIfl2 &) 2xtRic. A#HI200mg 38 R
#E5E V2 NF=720mg 1 HIEERS O G RBEOB MR L2,
2 =F=750mg 1H 1E4EH 5% 2 EE R Z NI E L TR s
Too 7B BRI CEREETARD S N BEIC, KRBT 2RI
KAFRD 5 N7 WEDERRAICLE U T2 BE T RIEDIRED#E
I THREETARO SN2 TREZMKT D ENTREE S Mz,
FEEHliTE B S WA (PFS) &ah, KHE LI NF=TD
PERIFRRIE, A=F = TR S S B L CPFSEARICER L7z (R
17X UK19) 10,
RIS RBIZS2H]H 34161 (96.9%) (HAANA20]H420% &)
CEHER AR 5 iz ELEIEM (20%50 L) & THRI1924]
(54.5%) . FIME184f%] (52.3%). FRIRHEEE TELISOH (42.6%) .
BRBGR 12361 (34.9%). OM%11361 (32.1%). 551134
(32.1%) FE - RERFMEATEREEEM] (28.1%). EHRITHI
(27.6%) . BDOAHI (26.7%). FEFEEEITH (24.7%). FIZT7H
(21.9%) KOESRETLH] (20.2%) TH -7z, [7.3 ]

TE14) SRR IC B W THRMRE R UM 2A 09 1 W A R A HERE & 72 B8
BEORHRES NI,
#17 AhESRAE (E7080-307 /KEYNOTE-58175#)
AHI200mg Q3W. A= F = THL6)
L YNF = TELS)
(355¢3l) (35743l)
PFST [Hisfl [H) 239 9.2
(95% 5 FEX [H) (20.8, 27.7) (6.0, 11.0)
NY— R 0.39
(95%( 5 X ) (0.32, 0.49) -
PfE$ <0.0001

T tRECISTHA BT A > LIKICHED < B RHZA R E

[7.3 2]

16 ARERA (KEYNOTE-426:5%)

AAHI200mg Q3W. A= F = THEI3)
7 X F =S
(43261) (4294)
OS' [dukfE [H] NE NE
(95% AR ) (NE, NE) (NE, NE)
NY— KT 0.53
(95%(EHEIX 1) (0.38, 0.74) —
P § 0.00005
PFSTI |hakfi [A] 15.1 11.0
(95%(E X ) (12.6, 17.7) (8.7,12.5)
NY— R HE 0.69
(95%(EHEX ) (0.56, 0.84) —
P 0.00012

T TR O T —% 1 20188E8H24H 1Y M AT

T EHCOXHPINY - REF NI LB ZA=F =T EDHB

§ @R YT Y IE

[t RECISTH A K F A > LIRICED <G ML IRFE
%12) A#FI200mgzQ3W. 7*¥F=7HiAEE LT5mg (&O) #bidT#H

57z,

*13) A=F=750mg% 4EEqdREOHR G %2R L 72,
Q3W : MRS NE : Not Estimated. bid : 1H2[E, gd : 1H 1[5

B17 OS®Kaplan-Meierii# (KEYNOTE-4263{5)

100
90
80
70

K60

B 50

£
30
20
10

0

at risk#

AH200mg QAW R
TEIFZT
A=ZF=T

432
429

] R

——— ZF#200mg Q3W RU7*YF=T

——— AZFZT

1 N\\—“_“-"‘-._.

-

0 4 8 12

16 20

SEFHIRR]

378

401 341

256
211

136 18
110 20

24

—11—

T EACOXHBINY = REFNICK D A=F =T LD

§ 1RO YT I EIC K HPE (W)

#15) A#HI200mgzQ3W. LY NF=720mg (&) ZqdTH5 L7,
E16) 2= =750mg% 4EMqdfE 5% 2EMAKE L 72,

Q3W : ERIMERS. qd : 1H1E

K19 PFS®Kaplan-Meieriif
(E7080-307 /KEYNOTE-58175%)

0 2 4 6 8 101214 16 18 20 22 24 26 28 30 32 34 36 38 40
B ()

355 321 300 276 259 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0
357 262 218 145 124 107 85 69 62 49 42 32 25 16 9 3 2 1 0

(BT C 31T il HEEE)
17.1.18 EFHES N1EE (KEYNOTE-564:{5%)

BRI UL B VIBR T O FFE Y 2 7 A WiELD) e A i
FEEEIAG] (HARANSIIZEL) ZXRIC, MitefiBIRE S U TARA|
200mg JBEHMRZEOFMIER ORLEEN, I RedEE L=
HEWRBCRM S W, FEFHEEE IBRAEENR (DFS) &h,
ABANE T T REHRBE LT, DFSEAERICER L (RISKRUK
20) 10,

GRS R 14886113866 (79.1%) (HAN27HIH1861% &)
CEIERPRY oz, ELBIEM (10%LE) &, EH9H
(20.3%) 2 SFEREOLM (18.6%). HUREFHEREL FAESOHI (17.6%).
THITTH (15.8%) FIET3H] (15.0%) KO BRI RETTHERESOH
(10.2%) TH-7z. [5.13 ]



£18 AtERUE (KEYNOTE-5647#5%)

ZAH|200mg TR
Q3W
(496f1) (4984)
DFST |thifi [H] NE NE
(95% (5 HX ) (NE, NE) (NE, NE)
24EDFSHE [%] 77.3 68.1
(95% 1A ) (72.8, 81.1) (63.5, 72.2)
Y — R 0.68
(95%fE X ) (0.53, 0.87) -
PfES 0.0010

T RO T —% 1 2020E12H 1485 v b4 7 (DFSIZIABRE Y ERIC &

23

T BHCoXHBINY — REFNIC KB T F L REDHE

§ L JERIa TS Y URRE

Q3W : 3EMHHRE&R S

NE : Not Estimated

X20 DFS®Kaplan-Meierg#it (KEYNOTE-564it5%)

at risk#

AHI200mg QAW

TSR

100

90 *

80
870
60 |

——— I3tk

gy L.
N g W

RREFRR [A]

496 457 414 371
498 436 389 341

233 151
209 145 56

61

#17) DURo (1) X (i) oBEFHAANS N,

(i) #iOREABENZEIC LD FTROVTIDPICHENT 2 EE
(GradeldFuhrman4y$#)
- pT2. Grade 4 IZAERZELZES . NO»DOMO
- pT3/4. Gradefiih 9. NOA»DMO
- pTHIH T, Gradefib 3. N12DMO

(i) M1 no evidence of disease (M1 NED) T& V. JFFEK
EIREE R L B 1, BRMIRITR U B TR AT 1 E LN O VW g
N ORETELYRAIRETH > - BE

(BHEXT=REEZHE T 2EEHE)
17.1.19 ERHERESENHEEE (KEYNOTE-048558)

(LR O 720, B UTEB S O R R P LTS B#%88241
(ARAN67HIZEL) ZXFRIC, AFI200mg 3BEEFERS. 7557
BIA R OS-FURFRIREE. EAHFI200mg 3B M RS BMBEEDH
MUEROREEN, Y FT T, TIFFUAIROS-FUM R 2
EE LTSNz, TIFFBE (VAT IF U XENNRT T F
V) FHENEEABER L. 75 F FURIROS-FUDORS I REA6T— A
FTC& Uiz, B, EEFHE CREETHRD S NizHEIc, REET
ZRTIERAERD SN VWEDEKICEE L TV EETIE, KELL
fEOEAG TG CHEBETIRDONDETRAL 75 F FHA RS
S-FUD B G G AR O Bl 5 % ki 9 2 A REE Shiz,
FEIHEE 24 FE (0S) ROEMEAGHM (PFS) &3h,
Al 75FFHAKROS-FUPRBEE Y F > <7 75 F - 87
K OS-FURFREEE B L T OSZARICERE L (FR19KRURX21),
iz, KR OBMEEE Y FO T T5F FEBKROS-FUMNE
HBEHB LT, OSIZFELEEZR L (R20KUK22).

AL 75 FFEAROS-FURRREICBWT, RREBITRH1276
Bls26361 (95.3%) (HAA2561H256]% &) ICEERAMPRO 5N
7zo FEEIEM (20%LIE) 3. EI1336] (48.2%). Eiv1244]
(44.9%) . MFHERBAEO LA (33.0%). 5844 (30.4%). KD
REETTH (27.9%) . /MR EETSE] (27.2%) TEH756] (27.2%) .
CORR67H (24.3%) RUOBMBER62(] (22.5%) Th-lz. AHIH
MEEICB VLT, REWMITRFIB00FIH 17561 (58.3%) (HAA
23fIH 1761 % &Le) ICRERADP RO 5hiz. E4ENER (10%LLE)
& JE4301 (14.3%) ROFREEEAEME RE3M (13.0%) TH-7.

E19 AKAGAREOAMERE (KEYNOTE-04875%)

AA200mg QAW 77 |V F¥ v T, FIFFH
7 F BHI KX O'5-FUELY Al K U'5-FUE20)
(2814) (2784)
OS* |rhikfE [A] 13.0 10.7
(95%(EHE <) (109, 14.7) (9.3, 11.7)
AV 0.77
(95%fEHEXH) (0.63, 0.93) -
PfiE$ 0.00335

T TR O T —4 1 20186 H13H A Y bt T
I ERCoxINY = REFNICE 2 Y F IV T, T5FFHAKRVS-FUH

FfRE & o ek
§ LJERIGST Y I BE
Q3W : 3RS

—12—

21 AAFIPHABEDOOSOKaplan-Meierffiff
(KEYNOTE-0487 k%)
100
90 1 N\
80 | <
70
g 60 | A\
# 50 ]
ﬁ 40 - .
30 “
20
10 1
0

—— ##200mg Q3W. FS5FFBEIRVE-FU
——— tYFYIT, ISFFEARUSFU

0 5 15 20

SRR R]

25

at risk#

FH1200mg Q3W.
F5FFEARVS-FU
'YFYTT,
T5FFRARVEFU

281 227 169 122 75

278 227 147 100 51 20 5 1 0

20 AAIBMEREOAMERE (KEYNOTE-04875)

tYFveT, TIFFH
e |
(30041)
OST |l [A] 11.6 10.7
(95%( B HEX ) (10.5, 13.6) (9.3, 11.7)
N — R 0.85
(95%(EHEX ) (0.71, 1.03) -
Pf&$S 0.00014

T @O 7 — % 1 2018%6H13HA Y b+ 7

i BHCoxHFINY - REFNICE B LY F I~ T . T5FF8HIKROS-FUB
P & O

§ (@O YT oE GEHIEPHE)

Q3W : 3RS

B22 AFHMEEOOSOKaplan-Meierffifg
(KEYNOTE-0487#k#)

100
90 4 N — #H200mg Q3W
80 1 \\1 ——— LYRYTT. FSFFRAIRUSFU
70 4
£ 60 1 D
50 |
40 S
30 ",
20 ] "“hwim“‘"—""‘ﬂ» A
10 i
0
0 5 10 15 20 25 30 35 40
at risk# SR R)
ZFHI200mg Q3W 301 225 172 125 81 37 18 2
wYFYTT,
555+ REBUS-FU 300 245 158 107 57 26 10 1

CPS [PD-L1z#BLL-#ila (BHME. ~7a7 7 —I RO 2%
) ZRMEsiaschiR L. 100%3% U fE] (ICBd i REICED
X, CPSHNCH# 21T > 720 [5.15. 5.16. 7.2 ]

#F21 AFHMFEOOSTOAMHERE (KEYNOTE-0485t5k.
PD-L1 S54RI
FoE [A] NHF—FRH
PD-LIZER RGH PR (osoptaamci) | (95%(EmExm)
AAI200mg Q3W a4 (4.77'19 3.6) 1.37
CPS<l oxs~7. 7577 " 11.3 (0.86, 2.20) *
B O'5-FU20 (9.1, 15.9)
AFH1200mg Q3W 124 8 o 0.9
1=CPS<0 L S5 <7, 757+ 13 10.1 (068, 1.18) *
B O'5-FU20 8.7, 12.1)
AAI200mg Q3W 131 1.164.21.5) 0.61
CPS220 9% s~T. 7574 2 10.7 (0.45, 0.83) §
YA O'5-FU0 (8.8, 12.8)

T @O 7 — % : 2018F6H13HA Y b+ 7

T JEERICoOXKAINT — REFLICK B Y F V7T 75 F F8IFIRO5-FU
DR & D L (FRERMY 72 R HT)

§  ERICOXHBINYF — REFNICE B Y F < T, FFFF8AIKROS-FUH
FHE & o g

Q3W : 3RS

E18) FHSEHHEO R FEEIEOE, FIREE, FIREE X% MR,

#19) ARF200mg. ¥ A7 FF > 100mg/m2XiEH VAT ZF 2 AUC
5mg - min/mLAHY & % O'5-FU 1000mg/m2/day (4 H R i
#5) OIEIC3ARMBREToT —AK5%. AR#I200mg % 338 R
THRE Lz,

EVEL 7T (ME400mg/m2. 26 ELKE250mg/m2). AT
F>100mg/m23ix h VAR 75 F >~ AUC 5mg - min/mLAHYS & &
U'5-FU 1000mg/m2/day (4H R ERS) NI 3R R R
(v Fvv7oHEARBRKE Toa—A%5%, tVFy <7
250mg/m2% AR CHRE Lz,

#20)



GRIBYIBRAEEIREST - BRORERE)

17.1.20 EFRHEFSMHEHER (KEYNOTE-590:5R)

(LEFEERE D 22 WA REZEAT - B O BB R LR & OV A
PR O AEE AR (Siewertafitype 1) OEBH7494] (H
AAL41BIZ&T) XIS, AFI200mg 3BRIMEHRS. 5-FURD
VAT F U HHBEOBEME R OREES. TR, 5-FURTY
AT F U RBEENEE LT ZEHERRB ORI Sz, Y 2S5
FrOBEIIRROT—AETE Uiz, 28, EGFHECREEH#ETHIR
B 5 NTHEIT, REET 2R IERNRRD 5 e WEOBRIICEE
LTW5EHETIE, RELFEOEGFHE CREETIRD 5N E TR
AlE5-FURDY AT T F > ORGSR A O Bl 5 % {6t 3 5
ZENHREE N, EEFMEEE E &AM (OS) KRUEEESA
R (PFS) & &h, &KHL 5S-FURVY R T F U HHBEEE ST
TR, 5-FURVDY AT S F AL L T, OSKRUPFSE2AR
ICIER L7z (%22, KI23K%UXI24) 12,

LRI RFI37OFIH3646] (98.4%) (HAANTABIRTIH% &)
WCEIERAZARD 5hiz. ELREIER (20%M L) &, 2334
(63.0%) BAKFGR 1456 (39.2%). &I143%] (38.6%). #5135
Bl (36.5%). HFHEREA 13561 (36.5%) MEMH11061 (29.7%).
FO7HI (26.2%) . MFHEREAEIOH] (25.9%). OMNKI6H (25.9%)
KO B MIRERAD 8 (24.1%) TH -7z,

#22 HRHERAE (KEYNOTE-5907Ek)

AHI200mg Q3W. 5-FU | It R, 5-FURTY R
ROy AT 5 F k2l 75 F H2)
(3734l) (3764)
OST |hfE [A] 12.4 9.8
(95%(EEX ) (10.5, 14.0) (8.8, 10.8)
NY— R 0.73
(95%( 5 HEX ) (0.62, 0.86) -
PfE S <0.0001
PFSI |HhRfE [H] 6.3 5.8
(95%fE A ) (6.2, 6.9) (5.0, 6.0)
N— R 0.65
(95% 5 HEX ) (0.55, 0.76) -
Pf$ <0.0001

T PR O T — % 1 2020%E7H2B A Y v 4T

f i BHICoxHFINY — REFNICE BT TER, 5-FURDY XTS5 F > B
HEDHER

§ 1 @Hla T v IE

| : VRBHE Y ERATIC & 2 3

Q3W : 3EMHERE S

#21) AHF200mg. ¥ 275 F > 80mg/m2%U'5-FU 800mg/m2/day

(SH M S) OIEICERBEEToa — A% 5%, KA
200mgRk O'5-FU 800mg/m2/day (5H s s) %358
R THRE Liz.

E22) 75X, Y AFTF80mg/m2KU5-FU 800mg/m%/day (5H

RIRHG AR S) OIRICERBRT6 I — A k5%, I RARY
5-FU 800mg/m?/day (5H RFirigits) = 3BREETRS L.

K23 OS®Kaplan-Meierii#f (KEYNOTE-59078%)

100
90 ] — FAH200mg QW 5FURVYRFSFY
80 1 ——— FStk. SFURUYATSFY
70
60 |
501
$5 a0 ]
30 .
.
?g: M st "y
0 -
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# 7R R]
AEI200mg Q3W.
e . 373348295235187151118 68 36 17 7 2 0
g;g;ﬁ%sjunu 376338 274200 147 108 82 51 28 15 4 1 0

24 PFS®Kaplan-Meierfif# (KEYNOTE-5905t5#%)
100

—— FA200mg Q3W. 5FURUYRTSF

——= 75tk SFURUYRATSFY

12 15 18 21
REBEFHRA]

24 27 30 33

at risk#k
AR1200mg Q3W.
5-FURVYRTSFY
TS, 5-FURY
YRATSFY

373 289 210 96 79 55 45 25 17 4 2 O

376 278 172 62 36 22 14 6 2 1 0 O

—13—

17.1.21 ERHESEIERER (KEYNOTE-181:5888)

—RIERE U TN 2 L2BEE D & 5 IR RE 2 1T - RO
BT LR R CREREEE628M (HAAN1S2H2&T) 2R
12, AHI200mg 3BERMERS OEMER LR, (L2fE (037
VEZFEI. FESFEALIEAY ) THY) 2le LTRE SN,
B EHSEHE TREEITIRRD 6 NI EIT REET 2R TERY
ROLENLVEDRRIICKE L TWDHEE TR, RIEILIEO E{SET
THREETPRO 5NL T THRAOKREG 2 T 2 2 EATREE SNz,
FEFMEE X 2EFHHE (0S) Lah., EMTHRELTRES N
7z (i) PD-L1BtE (CPS#23) 210) %M. (ii) RPLEEERRY
(iii) ITTHEICB T 20SOMRITHAICHE S N EELH- S 7%
Polze =7 BHIHRESNABEINRTEIZVL DD, PD-L1BHE
(CPS210) A ORPLEREDOBELIOTH (HANTIHZED) IZH L
TUTORMERENIE SN (R23KUVM25).

PD-L1BitE (CPS210) A ORFLEED BEICHE T 2 RN
SBI85HIH5561 (64.7%) (HANAOFIH 266 % &) ICHITERHA R
OHoNTz, EEWER (10%2L L) &, #1061 (11.8%) KRR
SB1061 (11.8%) TH-7z. [5.17 BH]

£23) PD-L1Z5BL-filaf (EEME, ~7a 77— RO 2 3K)

ZRESGHARTRR L. 1002 % U fE

#23 ARhERAE (KEYNOTE-1813E#)
[PD-L1FtE (CPS210) »omF LEmoEE]
A#I200mg Q3W =237
(8541) (8241)
OS rhokfE [H] 10.3 6.7
(95%( 5 HEIX ) (7.0, 13.5) (4.8, 8.6)
N — R 0.64 B
(95% 1A ) (0.46, 0.90)

T EHCoXIBINY — FET I K HILE & DR

Q3W : 3B MRS

K25 OS®Kaplan-Meierfi# (KEYNOTE-18135)
[PD-L1f51E (CPS210) »oRF LEEDEE]

100 7
90 +

—— #H200mg QAW

——— LR

80{

0 2 4 6 8 10121416 18 20 22 24 26 28 30
SFHIRER]

at risk#
ZFHI200mg Q3W 8579705651434030272111 7 4 3 1 0
bk 827454423423181410 8 4 4 3 2 2 1

CERUIFRTEEIRET « BFEDOMSI-HighZHE 9 218l - BiSE

17.1.22 ERHEFESIEHER (KEYNOTE-17755R)

L2 D 2 (T BIRE £ B <) TR RE AT - BRO
IAw v FEBE (MMR) REXIIMSI-HighzH 9 5465 - EREEE
30761 (HARN2260%&T) 25U, AHI200mg 3BEHHERERSOH
MR O RS HYEMORRT H(L¥EE [5-FU - AV F—
k- AFHY F5F UEE (MFOLFOX6). mFOLFOX6&RNY X
Y T7EHELLIEEYF I T EOMHBE, 5-FU - AU F—h - AU )
T 71 % (FOLFIRD). XIEFOLFIRIERNY Xv 7H L dE Y+
Y7 EOMRBE] MR LTRSS N, b, B CRER
EITDRRD 5 NIHEIT, REET 2R IERYRRD 5 e WED R
MICEE L TW 2 EBE TR, KELEOEGFE CREEITPRD 51
2 ETHRAORG 2T 5 2 EAREE Shiz, FERHEEE 3 EH
BAFHRE (PFS) RUSAEFHRE (OS) Lah. FANIMLERELE
HB U CPFS2ERICER L7z (R24KUR26) 13,

RS RBILS3GIR 1226 (79.7%) (HARAN126]H106]% &)
CEIERAPRY oz, EaBIEM (10%L L) &, TH384]
(24.8%) . #55320 (20.9%) ZSEERE21H] (13.7%). ED194]
(12.4%). ASTHEMI7H (11.1%). 321761 (11.1%). BE#iE16f]
(10.5%) ROHFRIFEHEETRELOR (10.5%) TdH -7z,

#24 ARERAE (KEYNOTE-17735%)

ZAHI200mg (b2EgtE24)
Q3W
(15341) (154¢41)
PFST |HRfE [H] 16.5 8.2
(95% R A< ) (5.4, 32.4) (6.1.10.2)
NHY— R E 0.60
(95%({EH X H) (0.45, 0.80) -
Pf&$ 0.0002

Tt RECISTHA FJ A ¥ LIMRICED < o E
¥ @ CoxBBINY — FETIVIC K BIL2A5E & O Mg

§:urS IME
Q3W : 3EIHE&ES




K26 PFS®Kaplan-Meierg#f (KEYNOTE-1777#8)
100 =
90 4 “‘\
80 4
£704
£ 60
Gsof
& 40 | B,
B 30 X
20 i T
10 A
0

—— &200mE QW
——— femE

o~

],
e ————1

0 4 8 12 16 20 24 28 32 36 40 44 48

RIEEREFHAIA]

153 96 77 72 64 60 55 37 20 7 5 0 O
154100 68 43 33 22 18 11 4 3 0 0 O

at risk#
AH1200mg Q3W
jle==-73

H24) (LHREOZL VA VIEUTOEB G L.

mFOLFOX6 :

F¥H Y 75 F85mg/m2, AV F— +400mg/m2ikLARKY
+—1r200mg/m2, 5-FU 400mg/m?2 (2##E¥). 5-FU
2400mg/m? (46 ~48KsfIFsEHE) % 2:BMMRTRE Lz,
FOLFIRI :

1) ) T h EBIEKAIY180mg/m2, K'Y F— b400mg/m2X ik
LARY +— +200mg/m2. 5-FU 400mg/m? (R@EHE). 5-FU
2400mg/m? (46~ 48RsfEIFifERIE) A 2AMERETHRE L.
NNYAZT :

5mg/kg % 2IAERERE TS L.

RAVE A4V

HENE400mg/m2, 2[E HLFEIE250mg/m2% 1 AR T#5 L.

(PD-L1BZHEDINILE Y SEAFEMEN DHER2PZ D FHTAEEN (X BFILE)

17.1.23 EFHESE ISR (KEYNOTE-35551{58)

R - BRIEICHT 2250 MARED 2 WER - BRXUIRFE
D R IVE v ZEEEE D DHER2EM O FUERESATH] (HAANST
BlEEt) 2RI, AFI200mg JBEEBREESHE2EE (KA
EYROANERTSF >, 1871 FF ) Ridnab-/S7 ) ¥ FEIL) O
BRBEOENE R OREMWEN. T RHLEEE (FLAYYEVR
OHNRTSF >, 7870 F L)V idnab-/S7 Y ¥ FX)L) OHHRE
FAaEMEE L ZEHERRB R SN, MifEd. YAV IYE UK
CHLRTSF >, 87 FFEL)0VXidnab-/$7 ) & F)Lid, HYE
MiAdEECEIGERIR U, b, ERFHE CREETHFRD s hi-5E
12 BEERETERTIERSED 5NEVWEOERNICRE L TV EE
TlE. REDLFE O BRI TEBHEIT AR D 51 5 £ TRAIDR S % ik
Bid DI EAHREE SN, TEFMMEE M EAFHR (PFS) K&
UREFHR (0S) Lah, RFHEFREOMREEIL T I A+t
FEEOMABEL LB LT, PD-L1B#E (CPSE2 210) 0 E#H
32301 (HAA28F1Z&ts) ICBLWTPFSZARICKERE L (25K
27) 14)0

PD-L1[5% (CPSZ10) DEFICTBT 2R RFI2196]F212
Bl (96.8%) (HAAN196IH1961% &) ICEWERAP RO 5Miz, £k
BIFER (20%LLE) &, EMm107#] (48.9%). EDOf| (41.1%). #f
FRERIAMES7HI (39.7%) BAERE76H1 (34.7%). ¥EF5644 (29.2%) .
TFARERFOR 5261 (23.7%) FHI48%1 (21.9%). ALTHEMA7HI

(21.5%) KOMEMA44%] (20.1%) TH -7z, [5.21. 7.4 ]

¥25) PD-L1Z5B Li-ilaf (SR, ~ /a7 7 —I RO 23EK)
ZARES AL TR L. 10023k U/ fE

#25 FAzpERAE (KEYNOTE-3553t5%)
[PD-L1f# (CPS210) DEH]

HAOME DWW | Foeapmmg
(220f) (1037
PFST Rl [A] 0.7 56
(95%(E R ) (7.6, 11.3) (53,7.9)
NY—FH# 0.65
(95%fEH#AX ) (0.49, 0.86) -
PfES 0.0012

T tRECISTHA ¥ A > LIMICED < Eif LA R$)E

I EAICOXHBINY — RETF NI &2 7T L ARHEREEE L O sk
§ 1 EHa YT Y IBE

Q3W : 3EMMERS

*27)

126) ARF200mg Q3W (Fa—2AD1HHEICHES) &LURO{bEEE

(HHEMASEE S EIBR) 20H L [7A3 % ¥ 21000mg/m?2
RUOHILARTSF > AUC 2mg - min/mLE4E (12—221 /.
&I—2Z201, HBIIHKE), /X7 Y& F+t)L90mg/m? (1T —2
28HM. &3 —A0D1, 8, 15HHIIHES) Xidnab-S7 V¥ F+
L100mg/m2 (12— 228HM. £3—201, 8. 15HEIES) ],
75 RQIW (Fa—2AD1HEICHRS) LTk (HY
ERiAEE S & IR 20A L [ 434 21000mg/m2Kk
UNVARTZF »AUC 2mg - min/mLAEYE (12—2R21HM. &
I—2Z201, 8HEIKHS). /871 % F+)1L90mg/m2 (121—228
HiE, &#a3—201, 8, I5HHICHE) Xidnab-/S7 Y ¥ F L
100mg/m? (12—228HM. &a—2n1, 8. 15HBICES)],

—_14—

K27 PFS®Kaplan-Meierifi#f (KEYNOTE-355i8%)
[PD-L1E3#E (CPS210) D#E#]

100
00 ] ——— FHN0mg QIWHEERE

80 ] ——— TSERHEERE
{704
i 60
50
1# 40 4
0
& 30
201
10
0

e
LSS

0 3 6 9 12 15 18 21 24 27 30 33 36

at risk# RIEREFMA]

AHN00mg QAWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
TSR +HE¥EE 103 80 41 30 18 15 12 8 8 7 3 1 0

(RIVEVRBHEEMEN DHER2IZE THERE Y X J OILFE(C ST B 1iTHE] -
MERIEMEOE)

17.1.24 ERHEESIHEHER (KEYNOTE-52255R)

RIVE REEBYED OHER2BR M THEFE U A 7 1E28) O BT O 78
BELL7400 (HARA7661%2 &) 20qic, WRTEEmBEE LToR
Al SAL2ERRE & DO HFRFE . RO RFEDFE & U T OARH B
TEE) OEME R ORRED, WATEMREE LTO T TR (s
HEE DML, RUOMBEMREE LTOT T2 ARREE0 Zifde
Ll “HEEEMBCRA s iz, EERMBEE O—D 138 R M
Wil (EFS) & &h., il OARA Lk s ORRER Uik OA
ARG, TR0 7T 2 R SALEFRE & OPRRER 0RO 75
ARG B U CEFSEARICIER L (R26 KR UR28) 15,

BV REI 783G 77461 (98.9%) (HAANASHIHF45H] % &)
WCEHER AR 5 dz. EAREIER (20%5 1) &, L4954
(63.2%)\ BBIEA71H] (60.2%). EIM42961 (54.8%). HFHEREA
FE367H (46.9%). 5533061 (42.1%). FHI2386 (30.4%). ALT
20441 (26.1%). MEM:2000] (25.5%). BHE1986 (25.3%) .
219661 (25.0%) . EH188H1 (24.0%) #F HEREE A 1854
(23.6%) ASTH#MLS7H] (20.1%) TH-7z. [5.22. 7.5 ]

#26 FARERAE (KEYNOTE-522345%)

T FAICPRELD | FIEREIEREL D
“ﬁ“”%m@f{ MR pemigr AR | QRS 75 L AED)
(784451) (390f5)
EFST |3#EEFSER (%) 84.5 76.8
(95% (EHHIXTE) (817, 86.9) (72.2,80.7)
NP — R # 0.63
(95% (R A ) (0.48, 0.82) -
PfES 0.00031

T @O 7 — % 1 202143H23HA Y b+ 7
T BHCOXHBINY — REFIICK B T TR EALmEE O REE 7ot

RE DR
§ (J@RIR ST Y IRE

1£28) HTEERIL 2 B AR, BRI ERZ N & O TNMSY

%29

#30

HTTIcHhDONI~2, XiIT2~4»DONO~21C% 4T 5 EfBints %
BLRWEEIRNRES N, BB, TNMBHEICOWT, BFE
FHEEE 1R TldAmerican Joint Committee on Cancer (AJCC)
BTN TRBRFEHEGTEIE SET S 2MRU R ZAJCCHERA AW 5.
TRTEEYIEE & UCARKI200mg 3BEEEERS (Q3W) (Fa—2R
DIHBICKE) EDFofbgEs i L. iigEmgise LT
A200mg Q3W (Fa—A01HBEIC#E) 29a—2#&5 L7k [
7% Ftn80mg/m? LERER#RS (QW) (1a2—221HM.
#a—201, 8. 15HEICHKE) RUHNVKRTSF > AUC Smg -
min/mLAASEQ3IW (12—221HM. #2—2A01HBICES)
XIZAUC 1.5mg - min/mL HEEQW (1a—Z21HM., &a—
AD1, 8, 15HEIKEE) 243 —R, ZOHBRFVILLEY Vi
#H60mg/m2 Q3WIE T ¥ L E Y VEEEEIOmEg/m2 Q3W (1
a—Z21HM. #a—-A01HHIK#EE) KUY Z7aRRA 773 R
(4P 600mg/m? Q3W (17—A21HE, £31—AD1H
HickE) 243 —-2%5, FFYILEY Y REIELEY VI, A
B SR S L IBIR L2,

WEEMBEL LT T IEARAQIW (Fa—A01HBICERE) &
%29) LE—LEBEEZHEL. MigEmELEE LTS IER
Q3W (Fa—ZAn1HEICHE) 29a—2#%5 LT,

R28 EFS®Kaplan-Meierti#f (KEYNOTE-522#8%)

S T ————

1 —— #metermteonmms, 35
——— FSuRLPEELOHBEE TSR

0 3 6 9 121518212427 3033 36 39 424548 51
ANV NETFRIR [A]

at risk#
FRLLRREED

784 781769 751 728 718 702 692 681 671 652 551 4. 165 2
R AF 84 781769 751 728 718 702 692 681 671 652 551 433303165 28 0 0
TSR LEmEED
HREE TSR 390 386 382 368 358 342 328 319 310 304 297 250 195140 83 17 0 0



(B AL AR ICIBR U VIR EEIREST - BROFEINE)

17.1.25 EFHESENHEEE (KEYNOTE-775,7E7080-309:5%)

75 F F8H % &t LERRERE O & 5 VIR (T - BROTFERE
BES27H (HANI04MIZ &) ZHMRIT, AHFI200mg 3R
BV yNF=720mg 1H1EHRSOHRBREOEMMEROREMED
{b2EfE (REVILEY YIS 7 Y ¥ 1)) Zxlge LTHRitsn
Joo ALZEFREIGHYEMAERE S EIBIR Uz, 4B, BRIl CRER
HEFTAERD S NIGEIC, EEETZ2RIERYIRD 5 x WEOEK
MICRE L TV A BE TR, REDEOEGFTE CRBETHIRD 5N
HETHREGEGET D ENATREE SNz, EEFEER X 2EFRM
(0S) BUHHEAEHE (PFS) L&h, AFlE LY NF=TOHA
BRI LR L il L TOSKRUPFS2ARICER L7z (%27,
29K U'K30) 100, F/o. BMIERACENIBEN S N7 LB O FH]
[OFFVILET Y (6056]) XiFQ/$27 )5 FL (22260)] BlOH
DR 2 BRIICEM U ISR, (AT 2 AR E LN
F= T OURBEEBROPFSONY — Rt (95%EHEXME) &, Zhehn
0.47 (0.39, 0.58) KU'®@0.85 (0.61, 1.20) TH»7zo F7z. OS
DONF— R (95%EHXME) 13, 2h2hD0.49 (0.39, 0.61) KU
@1.40 (0.93,2.12) TH-7zo

LR RFI40661H3956] (97.3%) (HAAS2{IH5 1% &)
WCEIER RO 5Nz, ELREIEM (20%BLE) &, BILE24961
(61.3%) FRBRBERER RRE222M (54.7%) FHIL716] (42.1%).

L1580 (38.9%). ERKHGRISIH (37.2%). HF71136] (27.8%).

|HR10561 (25.9%). MEREOSH (24.1%). MAEBAILH] (22.4%) .
BIEIRES7H (21.4%) RUOFE - RERFAMERNREBRIESAH]
(20.7%) TH -7z (2021%F2R8HT =% /1w bA4 7). [5.25 2]

#27 A¥EEGE (KEYNOTE-775,/E7080-309i#5%)

FA200mg Q3W. (== aas)
L Y INF = 731
(41141) (4164l)
OST |hfE [A] 18.3 11.4
(95%fEHEX ) (15.2, 20.5) (10.5, 12.9)
NHF— REE 0.62
(95%fE A ) (0.51, 0.75) -
PfiEi$ <0.0001
PFSIl [FsfE [A] 7.2 3.8
(95%(5HEX ) (5.7, 7.6) (3.6,4.2)
NP — R F 0.56
(95%fE A< ) (0.47, 0.66) -
PfE$ <0.0001

T gD T —% 1 20208 10H26HA Y b4 7
T EHICOXHBINY — RETIAC K BILFHEE L O Lk

§ I J@RIa S Y URE

|| :RECISTHA FF4 ¥ LIICED < B/ N JefE
¥31) AH200mgEQ3W. LY AF=720mg (EH) #qdTRS L
#32) FFvLE s UEmBE60mg/m2E2Q3W, X/t o7 VY # F+)L80mg/m2%

#a—2A (12—228HM) »1. 8 15HBICHKEG L.

Q3W : RIS qd: 1H1E

K29 OS®Kaplan-Meiertfift (KEYNOTE-775,”E7080-30975%)

100
90 b
80 \"\H
70 S,
£ 60 | S
B 50 \.
§iao e ™
30 s S
20 1 TR - —
10 — FE200mg BW RULVITFZT
0 —— (PR i
0 3 6 9 12 15 18 21 24 27
at risk#y SRR
FF200mg QIW RU
LuRF=T 411 383 337 282 198 136 81 40 7 0
=25 416 373 300 228 138 80 40 11 3 0

30 PFS®Kaplan-Meierthi#f (KEYNOTE-775,E7080-30975%)
100

90 | — FMWN0mMg QIW RULA/FZT
80 — R
€70 \
B 60 ~
50 \
40 4
220 \‘x
20 -
10 4 *‘--KHWL‘_*I
o g
0 3 6 9 12 15 18 21 24 27
at riskiy TR (3)
FH200mg QW B
LYRF=T 411 316 202 144 8 56 43 17 6 O
{ems 416 214 95 42 18 10 4 1 1 0

—15—

(h*

AEREER ICIBR UL TMB-HighZ 89 %317 - BROETE (8%

HWIRERN RERIBE(CRS))

17.1.26

3

3

3

ERHESE 1485888 (KEYNOTE-15858 7' )L—FA~))
{LEFEREESS) O BH BT - BHROBEEEBEED 20R10, KFH
200mg EMEERHR S OARER OR2EDRE SNz, ARIOBEME
& TMBZ 2 735 108l Lo#i& % TMB-High & HAficE& L. #
WatmEicht > T 70— TA~JICB RSN EFERE 0 LT %
fi-72. TMB-Highz#&9 %1024 (HAA6HI%&L) KUTMB-
High%#H L2 Ww689fl (HARA7IBIAZET) 2B 5, FEFMIEE
THHHEMR [RECISTHA RS54V LIKRICE D f¥EIC & 55
2% (CR) XHAEM (PR)] 3FR28DEBV TH -7z, b,
ERFHITREETARD 5 h 581, REET 2R TIERS RO 5
N VWEORHKIICKE L TW2EBE TIE, KE DO E/§ T TRE
EITHRD 5N D ETAROREG 2 HIET 25 2 LATAREE Shiz.
TIN—TA~]ICEEESNTMB-High% G 9 % & HIE S Nz R tEmTT
£B1105B1H67H] (63.8%) (HAANOHIHSHZEL) ICRIMERANRD
SNiz. FREWEM (10%E1E) & #1760 (16.2%). FRIEHHE
ETEEL3MF (12.4%) WHAEL3M] (12.4%). FAKBER116 (10.5%)
ROESEERELLF (10.5%) THolzo

3) —IEE L THEERICE S T WA EEEEL ICHERET
FW 51T 2 Fili R O E 2 & THERICIRTIE SRS
DEFEMAAND ZEESNT.

BIN—=TFIZBVT, TNENUTOREPRAANS NIz,
AL (R LRERE) . B : EEE (HELROBEEOME. 7272
L7 7 —% —REIES 2R <) C: i, BE, /B 5. EE
T OB SR O RN 53 IS (B LB S s (LB A PN 53 0
[E%5). D: FENEE (REXIEMERESZR<). E: FEEE
(P LE) . F:bbs@ (RSP LEE) . G:/Mifaii@E, H: &
FefE, 1: FURBRAE. ] MR (PRSI MIEERIES 2R <)

5% DT VIVEE TR S N FAREZEROERBLEEL, S, £

4)

5)

FERII R OB R K OB SN EEP H L LB ONLIER
ERVI-ETEES D OZEROH (mutations/megabase) .

#28 AERAE (KEYNOTE-15835%)

TMB-High Non TMB-High
1024 6394
FE2%% (CR) 4 (3.9) 11 (1.6)
#3%E% (PR) 26 (25.5) 32 (4.6)
. ZE (SD) 14 (13.7) 228 (33.1)
P (%) on-CR/Non-PDT 0 3 (0.4)
FREER (PD) 48 (47.1) 349 (50.7)
FFiliRAE_(NE) 10 (9.8) 66 (9.6)
Z3% (CR+PR) (%)
(OSBRI 29.4 (20.8, 39.3) 6.2 (4.6,8.3)

T I E TR BRI CIRERE 2 L & Sh, 1REREER 5% ICNon-CR/Non-
PD & i s 7z B

TMB-High%##& 9 %102ff] (HAA6HIZ &) KRUTMB-HighzH L
70689l (HAANTIHZ2E&EL) KBTS, BAMHOEHR
[RECISTH A NJ A ¥ 1. IMRICHES < s fi#EIc X 55424 (CR)
iR (PR)] K290 EBY TH o7z (20194E6H27HT —
HHy vA 7). [5.29 BH]

#29 HAFRIOENEAE (KEYNOTE-1587{5k)

TMB-High Non TMB-High
FAE B %% (CR+PR) Bl %% (CR+PR)
1024 [ZHF (%)] 6894 [ZHE (%)]

/N A 34 10 (29.4) 42 4 (9.5)
THER 16 5 (31.3) 59 7 (11.9)
FENE 15 7 (46.7) 67 4 (6.0)
AL P 14 1(7.1) 75 8 (10.7)
St 12 2 (16.7) 60 2 (33)
PRREN 53 WSS 5 2 (40.0) 82 1 (1.2)
VR A 3 1 (33.3) 79 3 (38
FRHR R 2 2 (100) 78 3 (38
i 1 0 84 9 (10.7)
EERE 0 - 63 2 (3.2)
— AR

CETNITBROTFE5EE)
17.1.27 ERStEE IR (KEYNOTE-82655)

RRAIEROBIEA 7 <« ALEREEO L\ (REGHREE LTo
BERIHL) ETNEERO TERREEL7H (HAASTH ZE&
&) ENRUC, FHMMOFBEEER 37V Y FLVRETTFF
BFI NN X T) EOPFRBEEES OFMERVREEN. TTE
AR LA OFUBMEEEH & OBRARESD 2R E L ZEERER TR
MEhiz. B, 617THOBFEDOIBNNNY X3 T ORE %% 7.
FEFMEE S 2EFHE (0S) ROEHEEARFNE (PFS) Lah,
ARA A O FUBHEIEEA] & OO RREIR T 2R SO SUEBEIEE A &
OO L & B L COSKRUPFSAFRICIER L7z (K30, M31KD
R32) 17,

TR REGIZ07HI29861 (97.1%) (HAA3SHIH 350 % &)
ICEIERA RO 5Nz, FEaBIEM (20%20E) 13, BHEEL716]
(55.7%) . EIm14961 (48.5%). 10461 (33.9%). THI766
(24.8%) KiftE= 2 —a/8F =750 (24.4%). #EFH706] (22.8%).
RHEUEE =2 —a/8F =696 (22.5%) . HFHIRBEDEO6SH]
(22.1%) RUMER63M (20.5%) TH->7z.



#30 AtERUE (KEYNOTE-82675k)

AL MOFEEBER] | 77RO EREEA
E DB RREEO) L OB ML
(308#l) (30941)
OST |hRfE [H] 24.4 16.5
(95% (S 1B ) (19.2, NE) (14.5,19.4)
N — Rt 0.67
(95%(E FEX ) (0.54, 0.84) -
PfE$ 0.0003
PFSTI | diefiEl [A] 10.4 8.2
(95%(EHIX ) (9.1, 12.1) (6.4, 8.4)
N — Rt 0.65
(95%{EHAIX ) (0.53,0.79) -
PfES <0.0001

T g O T —4 1 20214E5H3HA Y AT

I ERICOXEINY — REFIVICE B 75t AR & fiE M EEF & o ff L
E DIk

§ CEHa YT Y U KE

|| * RECISTHA R A > 1LIRICED < RERH Y EAHE

NE : Not Estimated

31

at risk#
AF & A DTE
BRI & OHAERE

100

OS®Kaplan-Meierili## (KEYNOTE-82675#)

| —— smemonmemmnonmm:
. TS EREMORBERRE OHRRE

0o 3 6 9 12

15 18 21 24 27 30

SRR (R

308 291 277 254 228 201 145 89 36 6 0

#32 PFSTOAEMIERME (KEYNOTE-826i 8. PD-L1FEBLRIAN)

HRME (B] | N—FHE
PD-LISER Bow PR | osatammmn) | (959 M)
FAEBOWEEHA| 8.1
<) |EDBRBRELS (6.1,12.6) 0.94
751K EMOHEE 34 8.2 (0.52, 1.70) §
R (6.2, 10.4)
FAEROREEEEA || 112
1<CPS<10 & DL ES6) (8.3, 15.3) 0.68
B TS5t R &M OHE M E 116 8.2 (0.49, 0.94) §
571l & D PE AR (6.3, 10.0)
KAl ZOWEHMEA | 104
CPS=10 & DO FHE I E36) (8.9, 15.1) 0.58
B 75 R &M OHTE M E 159 8.1 (0.44, 0.77)
AL = D BRI (6.2, 8.8)

T tRECISTHA FFA > LIMICED 1654 B E
T EACOXIBFINY — RETIICE B 7T 1R &Mt OFUBHEIEE R & O Ot % E

L DR

§ L RRI LT

£36) A#I200mg JHHMFERS (QAW) (Fa—ADIHEIIEE) &
DN ot Ega GaESEmAERE C IGER) ovndhy

ZOH LTz,

87U FEN1T5mg/m2R 0T T FFEA (VATTF
50mg/m2XixH VKR TZF »AUC Smg - min/mLE4SE) OJE
ICQ3W (Fa—201HBK#ES, YATIF L EEaI—AD1

HENXIZ2HBICKS) T#5.

- XY & FEN175mg/m2, T T FFBE (Y ATFFF 2 50mg/m?
XiEH VAR TS5 F »AUC 5mg - min/mLAHYSE) RORNY X<
715mg/kgDIEIZQ3W (FIZ—ADIHEBIES, Y AT 5F ViF
#IA-2AO1HEXE2HAICHS) THE.

H37) 77 ARQIW (Fa—AD1HEICHSE) Li36) LFE—OFEME

FERA (GRBHEMEMAEE C L IR onThr 2 Lz,

dox (BRNIFEAMORFEEHRAMIZEBMEY » /VE)
%%17.1.28 EASE 118558 (KEYNOTE-A3355%)

TS ERLtOREY
SR L DHBRE

309 295 268 234 191 160 116 60 28 4 0

K32 PFS®Kaplan-Meiergh## (KEYNOTE-82675)

100

901 Ny
80 | \

— FHIEAORBEEEA & OGRS

——= 7SEREtONBEREREOHBRE

at risk#

AR EAhDTE
[EmR & DHFRE
TSR DR
BB & DBt FRREE

308 263 229 155 123 110 70

309 259 195 113 89

6

9

12 15 18 21 24 27

RIEBEFHR(A]

35

71 39 13 1 0

1£38) BFEMmBMIaER CEHEIRD 5z,

RS H A O FR MR AR E BT Y > S EEREES) (TH) %
RERIT, AHI200mg 3EMBERER S OBEMER ORLEPHET S hiz.
FEIAIHE THH LR [WFTTWG criteria (2007) 12ED L ke
HIEIC K 258285 (CR) XId#55E% (PR)] &, K330&BDT
Holz.

BT RBI7THI RSB (71.4%) (CEHWERARD 5Nhiz, BIfEH
(10%LL b AREREFICBWTIZ2EIER) (& ALTHN, ASTH#M. 4
HRERIBADRE R O FEEE 21 (28.6%) MK, KLHE, FEEAELF R ERIRAE
KROBERA L (14.3%) Th-o7z. [5.32 BHE]

X HRE MR
HE%O60HLINICCRE LS IEPRAE S Nz o - BE. NIHERE
MR REE Ch 256, 2EEN LoRTGHEE 2. 8
H UL IZELOREZICHER LIZBESEAANS N,

£33 AutERAE (KEYNOTE-A336%)

CPS [PD-L1&FH LicMiflaf (EEMia, v 7 a7y —I KO v
) Z2RESMK TR, 100%% C/-E] ICET 5 HMAEAICED
&, CPSHlCHRT 21T o7z (hRAMENTERED T — %  20214E5A3H T —
ZHhy bE7). 1530, 7.6 B3]

7H0
%4%% (CR) 1 (143)
% WA (PR) 2 (28.6)
%% (SD) 1 (143)
BERER (PD) 3 (429
%% (CRIPR) (%)
(95%RHIX ) 429 (9.9, 81.6)

%% 17.1.29 SBAE T4EER (KEYNOTE-1705158)

#31 OSOAMIERE (KEYNOTE-82638. PD-L1EERIA)
M [A] | AT—FET
PD-LIZER Bow PR (osoniaam) | (95%(mEEm)
FAE BOTEEIEA| 19.0
cPs<1 & DO FHPEIE36) (12.6, 21.4) 1.00
7Tt R At i E A E 34 18.9 (0.53,1.89) *
A L O D ) (117, 213)
AR BTG | | 244
| < ops< 1o | EOMRRE (18.2, NE) 0.67
- TSR e R E M E 116 15.9 (0.46, 0.97) *
5 L O D) (13.4, 23.5)
RAIE BOTBEIHA| | NE
Cpsalo |EOBRE0 (19.1, NE) 0.61
B 7T R E MO HEM: fE 159 16.4 (0.44, 0.84)
A O DR ) (14.0, 25.0)
T AICORBIN T — FEF e £ 5 75 oK £ MO B IEA & o JRE
L O
N

NE : Not Estimated

FHESUSERAME O R R AN AR BATAL U > /BB E39) 5342 Xt
ST, AF200mg JBEMMBERSOENER OREESBE SNz, E
FAMIEE TH 2 EMER [METIWG criteria (2007) 12D < Foed|
EIC & B5E2E% (CR) Xid#Ha%ED (PR)] &, R340EBDT
Holzo

BT RFISIFIF 306 (56.6%) ICEWERMRO 5hi. ik
BIER (10%EL 1) &, #FHEREAGELOH] (18.9%) Tdh -7z, [5.32

ZH]
£39) BREMEBHABERICHENSRD 5hz, NiFAREM#HHLE
HERO60HLIMICCRE L IZPRAG SN2 h o 128, IZARE
MEMRBEICNER TS 250, 2BEM Eomiake 2. B

LU RERORRRICERE L BEPAAAN S N,

#34 AR (KEYNOTE-170:5%)

5301
Z5%% (CR) 10 (189)
WA (PR) 14 (26.4)

o %% (SD) 5 (9.4)
BREST (PD) 13 (24.5)
SR AE 11 (20.8)

#%h% (CR+PR) (%)
(959%EHIX) 45.3 (316, 59.6)

18. EFIE
18.1 {EMIE

AEZe FPD-1ICHd 2HFETH Y. PD-1£2D Y H > F (PD-LIKY
PD-L2) LOfEAEEET S &ICLD . BERRENLMRESETHEZ
E b€, EEEEEZ MR 2 EEX 6N %,
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19. BRH7 CEY BB EFMAR

—fgZ : RaT7 0 X7 T (GEIETHEEZ)
(Pembrolizumab (Genetical Recombination))

DFE 1 K149,000

A G EEFHEBIE MEE Zu—FusikThH ., v 7 A5k FPD-1
FROHMHERER,. LIce MgG4D T L —L T — TR OER
52D, HE228FEHDO 7 3 ) BEESProlcEfis T3,
Fr A Z—ANLAY —IIBEMIC K VEESNB44THOT I ) B
BRD 65 5HBE2AR OISO 7 I ) BFERED 5 72 ALK TH
RENBH5 2 INVETH 5.

20. BURWL EDFE
20.1 HiEEBTSZ &
20.2 HVEFEZIGEL L TRET 22 L. [14.1.2 2]

21. FEERRM
211 B Y A7 ERAEEFEO L WK 5T &,

* RBURTREGREREE. BRNEEEOTRIRIF U VNE, B
AEREOERITIBE U AR VIR AE 13 RIS _ERZfE)

21.2 ENTORBERSBO TROENTWS I &6, BERTER. —EHO
FEFNCHR 2 T —y MRS NS L TOMIE. RRERIZ MRICHEHEHE
EEMETHIEICLD ARIFAREOHREMLET L LbIC, K
BlOREEROBEMEICET ST - 2 REICNE L. REIOBIEMHEH I
MELREZHELCSI L.

(WA EREERICEEUCET - BROBBEYAJ70Y T 54 MREM
(MSI-High) #B9 3EfE (EENFEENEHZISSICRS))

21.3 BALERER IR L 7EIT - HOMSI-High% H9 5 EREERE x5t
RICEMPD2ODHENHRERICONT, K THRERCHICF DSR2 ERIE
BRI &,

21.4 MSI-High%#H 9 3 EED > 5458 - EEZ k< BEREOGMIEICET
LEHMBBOATVWE I EN S, BiERFTR, EHAREREEZERT 25
EICE D, AAFHBEOERERETFICHLET 2L 810, REOH
MR ORI T 57— 2 FHENCINE Uy AH O E IS0 S
HEEZHLSZ L.

22. @&
INA 7L (4mL)
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24. XHRFERERUBNOEHEE
MSDH#ALH  MSDH 287 —##— b2 8 —
REETREXBAEL-13-12
BERIIEEDT © 7 ) — 1T 0120-024-961

26. RISIRTTREF

26.1 SGEARFTTT

MS DERAEH

RREBTHRHAXARIL1-13-12
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