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L 8|7 AAR A8 (TelerETel el BT G, AdxATY BY)

SAZE

1. 70 E7lsstAY Aol ST A9 A=

2. 9A AA&eg we 1B, lIC7 =
(adjuvant) X =

H] 2 A S 9F

1. EGFR =+ ALK ®o|7} Ql= Aol v vlAaAMZHSE SAtol Ao 13 A=
24 HWEAANE g W5 sista ol HE 9

2. Aol #H H| LA ZHYG A AY 12 AREA 7HEEGHE 2 FS2gA
(F& 45 A% g28ga)Ae] ¥8 a9

3. PD-L1 =& <A (Tumor Proportion Score(TPS)=50%)2.2 4, EGFR T+ ALK W
o7} e X&AA BI&AEZHSH Ao 13 A&

4. PD-L1 ¥ FAH(TPS=1%)L=A, W5 7§t st WA A5 =F =
xlago] gold JPA v LA EHSGY X8, b9k EGFR =& ALK ¥Ho|7}
H e o] ofs FHstr] Mo ol Wolo tigk FH X EBAE FAT
zf<>ﬂc 2o 8ol FlEH ZF-ooF g}

5. AA 7hsdHEFY A7) 4 cm oY B YA ) vaMEHG FA9 A=
24 & A EZ&m(neoadjuvant)oi W 7 ekt HE 9w,
a8 a olojA F£4¢ T BxeW(adjuvan) o E ¢E 9y

l

1%

l‘l

6. AAl=3 W 7|5 §}3P°‘?.132ﬂ A85E W [B7[(T2a = 4cm), 1I7] T+ A7)
H A 28 ¢ 3Rl A o] =& & HZQWH(adjuvan) o 24 @5 QW

oA FH THF

Teo] BV PP e ol A4 FH FHF A 1A A BEA AW

EdAE g w5 31t W8 8

TR

1. PD-L1 &8 SFAHCPS=DOoZA], AA 7153 =4 F3PA ?75‘1‘%%‘3’%&4%%]%?}
3z X B 2A A HzQWhmeoadjuvan) 0.2 TEQH, olojix F& T

HzaW@duvan) o2 A28 s ZgeAY 381 %}‘—‘E AR W 32
HE oW, olF 95 8
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AES SANAS] 14 A

« PD-L1 & <kA(Combined Positive Score (CPS)=1)¢1 Ao A THE QW
Mo 2 Z202.eeba(5-FU) 3stayatel W QW

3. PD-L1 &3 A (TPS=50%) 0.2 A, W 7|4k 38t WA X
of o] FRAE HolHd Ee F&o] B/ AEA
o] AEEA TF W

AYH 5471 JxF

A7 28 BA E o] A9 %U”H’B‘Pﬂur A7 EEEA Eol o] A8 FAC] ofd A5 F

& 7FA o] ol aWel Aud AL e ESAA H¥AH A H=

T A B 24 oo &of Bt A=

Q ZA Y] ok

L =4 JAPY == Mol Q2349 849 14 A52A4 AXFEH E=d 3o
e 2
W 7Rk kit a o] Bbed 54 IPA Ee Mol 229 de] A8
W 7Rk SetaRiAl A8 =5 Ee o]Fd o] AdHAY, WF|e
< A HEzaWeoadjuvant) == < F Exa¥@duvant) X7 12714 oW
of Mol &ld F& IPA e Mol 239 A7

4. 3F HAgo] EVFsEAY APS AdsiA gFon, 75 fFFol Fuglol
Ay S 5uHE BCG-E-8 198 vdsA $3dy 2=

'CHO]'

I3 EReEvgvd g wig sista ol HE QW

2. &0 BItsd 54 PH EE Mol HERZ 34 9 =& A=A A
A Ao Aol 12 AF52A FFoZugud 9 wg 7 oyt HE
a9

A=

PD-L1 #& U4A(CPS=10)C.2 A, F<o] B/153d Z4 JAPAH == o4 A=

dolu} HER-2 54 A= H3H HAd(HHe FA(epicenteno] $I4E HH

1-5cm#lell 12D A ALY 12 A gEA By 2 SFe=dgud 7§k 358

Hito]l W8 8

A A Z ok

1 AgPA 2ANZG oA 13 X B2A AAEGHY HE o

2. 23 AAMESL SAo Ao 1a A 5= AvEGH] HE oM




3. A dAAlE ol A ¥l TE-LAY Ev LAPAU AR HAle
Aol W AA| o]l AMEY Ao & T HFEQW(adjuvant) X & Z A
= W (AEEY FYAE 14 d3AIE AR )

Az =k

L A2 Jdd A = A4 At @29 524 7HRE8E
o gAd e HE o

2. o] A4l g o]F o] AR A X5 e WA A7 AT
3k, W -3 R4A Bk A(MSI-H, microsatellite instability high) =& <

A

AU}

e
%

=] B3 ZA3HIMMR, mismatch repair deficient)o] gl 3A AFHLY A=
24 Hvtgd 4] B8 8
I E-Fr|FA] EA ‘*(MSI—H) ot
ol AF5E W F YA 28 A A5 FAo] gle, ANE-Ar
HaA) B AMSI-H) == %O‘X] *—‘fﬂ—? AZHAMMR)S YERNH <o) E7153t

AW Aol AdA AgU e, Y, 23Y, dad, A, g2 49 A=

IR E-HuReA EPHAMSI-H) 224

IR E-ArREA BHAMSI-H) = YA 57 43HdMMR)S YEtiH <=

o] E7FsstAY MojAdl HARY ALY A&

FEEd

L 198 =7 2554 a3 49 A52A4 e A Hzxe ¥ neoadjuvant) o
2 gdsisted B8 o, 18a oo e & ERxgW¥@duvanh) oz o
= 8

2. PD-L1 %@ FACPS=10)0]0], F&o] Brhsd Fa ARY Tx Aoy 43
4 R B ABA FUISLAe] B 2

2. PD-L1 &3d A (CPS=1Do]H Xla d, AEAE =

= HolA P%%‘HOP ﬁlx},] x]
24 WuAFSS 23 ALY 261 SE 3

Foastet e ¥E o
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Fgol BAEE Fa AW EE Aold BEQ B 13 NmEA AAE
9 A sEetEse] 3g 8y
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AT

o] kg Tl FANA FolstuA st AF, PD-LL Wdel FH Aelw %
of gt
g= o

YA Bl oA 2 H

eHoJA = %o

EE Sao] Brbsw® AMA FAR WPz

A THs @ Fh AYA TR BRAIAZY

g

o] BrbsW T A EE Aold AFSA 3%

‘o] BbsE wa MUY EE Aol HER2 I 9 EE ANEHTY MY
Szo] Bbed o AW E Yol o1x

ZolAd A =<¢olyt HER-2 420 4= HE
A

SHEL 1-5cm9 ol &)

o
o
12
ok
e &
1o

At A HFAFFAAAANA & oJofFo| Abgel AEstA 57t

=57

o] ¢k Teo FANA FAstaA de= A, ANE-PuEFA EQRYA

(MSI-H, microsatellite instability high) =& E«dx 23 ASHIMMR, mismatch

repair deficient) & el AT FoAdth(14. AEAIE B & Fa).

o]l AB5E T F PT FRa S, AY, &S, da A”T ' F

=)

x| ErbsstAY dolded AARt

A&

o] ¢kg 30l Z2AH AW HHF .

o] ¢k A4l AR EFL s F sUE wETH

200 mgs " 3FvHit Fo =&

+400 mg< vl 65vith Fo

APA A7 HZF Lol SR A o] o] AAREFS 2 mg/kg (H T 200 mg)o]

o, u] 3Fuith 308 FQF AW HHFd s
3

Mg opAl o] AW

HeoWow Edsly] YaAE 3§ §EE Futh (A&7
FAAE 14 YBAE AR F FH3) o oS AHFAE setawA e W8t

Sofalis A9 o] ofo] WA Fofwofc} g},




A 23] &7F2 1.25mg/kg (=100kg A} A Ho 125mg)e.& 219 F7]9 1Y
of Aul Eojain, dwel g EE &4 BiEY 54 24 AH =

48 F49 %%% 1Y 1ﬁ 20mg 747+ FojolH, dntEde] A4 & HH= i
S = K P i =i A S

o] of2 3ol JAHHAY &
o 2 AF Bl WS 7he
SERE QAfel ofsf FojEofof 7t

o

—_—

SAZE, HANEZHY e AMESe & & BxaH@duvant) X A, ©] ¢
2 AW 1971x 52 A3o] ALsAY 58 EVMed 54 LA A7kA] Fog
=3

AA 7153 vaAZEHSY $5 A BxQ¥(eoadjuvant) L FE T HEQWY
(adjuvant) A& Al, & A P_&&‘ﬁﬁl Al o] kS st a ] W¥Este 125
e e 2XEFH S B/l st AW Aoy HE B 54 A
A7A Fedstal, oo A 4% T HEQHOREA o] ks TEHORE 39 B Ee

olr
ok
i
o
s
o
2
N |
X
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2
e
oo

Av Aoy 38 EV}
193 =27 e Tc’r‘ﬂc}%L

< A BExzg¥meoadjuvant): o] k& et aH I W 8ste] o) 35wtk 200
mg 8@ w= o) 65mttt 400 mg 43] T 3ot

F%& T BzgaW@duvant): o] g @EoF m 3Fvit} 200 mg 93] =& ] 65

mtt} 400 mg 53] Fof 3kt

e A EZ&m(neoad]uvant) 1 & & HZQH(adjuvant) X5 A, AW 213
T o] o3 #HHE 58 BV 5A4S AHd AF o] <o FAE FHdh
A 7hss T4 AP FEE AP A xS

o] k& <% A K% QYH(neoadjuvant) O = A
= 1) 65Fvtt 400mg 18] == SX 4 e
& B7tsd 54 4 A7tA BT o]ojx
2EgEs TEsAY 2R e WA S

2 v 3Fvitt 200mg 23]
st AW zlgolt 3
Z e ¥(adjuvant) 0.2 A]
e g v 3Fmith
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200mg 33 == vl 657ttt 400mg 23] Fogith o] ©E QWMo R uf 3Fuith
200mg 123} o 65=vltt 400mg 63 = AW Aoy 38 EVEd 54
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sazd

of oe] fuztTe WAHA ek

A o oke REsAY Fuath

1 8% 28 AR (Hede] TG 4 Qutd Fo| G F3)
0

oFE-o] uk-g- TTE &7 =4
dY-u7) HEdSs FT55QEFH) ~lEHoR EE w7hA] o] ¢ RAE
HFPoh
TET Ee AHEE A¥s=@SF ol %Y FoE T FUIH
EE 45H), B ALY 5350
)
wo-u/) AFd FTEeF EE FTITQEF EE 350-15F2E IEE x| o] o EAE
2) BFIT
AEE s =(UsH), B Adeo] oo FoE 7 FEI
4 5505 8)
w-u7) 2ZE  FE5EQEH) 0~15Fo2 353 w7tA o] o] FAE
HFIE
TET Ee AHEE A¥s=@SF ol %Y FoE T FUEIH
e 459)
H-u7] WEHE 5 == AES AP=@EF 015522 35 urix] o] oo FEoE
= e 459) B3}
25+ olst® MAEAY 22 oA &
o2 2AHe $3CeH) B AH¥E A4
St=UsE) WEHNRSY A9, o ¢ Fo
E A& AL 18T F Aok
-7} FA/B)-ofxvtERlAb ofH| MOl EAAST) 01T H R FEE wrix o] <o REHE

*

7V A A A(ULN)S 3 z=3}-~5
2 AsstAY F delFRle] A
AAEIGHe] WL FAY 1.5¥ =3 E s
gHog FEAQE=3 = A5
o 7+ FEa Ao HlE Z23stAY 5 degFHlo] A
Ao ® oo F A ME 2HsE S
_Q_El:, B ?']o AST == ALTY TE5=QTH) Aol ¢o BEAE g+ T3t
pra L
5T =2 AT o) gs guan AmE A
gt} 3
b Aol Ao A AST == ALT
Aol Z1AA dibl 50% o] gela
A& 7|Zko] 15 o4l ¢
wHad-u]7)  ZFE/ZFAST == ALTO 71AX7F A A0~15Fo2 3EBF mf7r o] k9 EAE

M E (HCO) gxe] 2w wgloly, AST EiEBFITH*
ALT7V A7 43A18 5u) oo
2 ZJlete A% AST =& ALT

o] ARy A F@dA L 2u) o]




Aolal, AST i ALT7} 7141 9]

A5 e 71AA

2mg/dLE Z=Hste A5 & e
F81¢] 7] X7} 1.5mg/dLo] o] At
= Wy FHlo] 7]A X< 2u) o]
o2 FUkete A e 71AA

ALT7F B2 23R 20015 =3 o] ¢ FoAE I FTeh
sl= A9 Child Pugh A47F 94

ol A-gs w1 1EgHE sk
© AZHA =9 B 2 A
= BE
Ae-m 7] I FEEE 5 ARG E)e]l YEHUAUY0-1TE o2 Ed w7t o] ¢ FoE
T AHEA-Z2EAEEA-EE FIFE)S) £ 5 RHFIG
3765 e S AEAAAEHF(TEN)C] 4= =
d FZYIAEAN T BT i
(TEN) T5 IAFSUSEIO] YEUAY o] o FAE I T
ZEE2-EE SFTES) B2 =
AR A F(TEN)e]  &xld
¢
71et dg-mi7) TS E=e ol dAtd el FE wWEt0-lswo® 3 &EE w7hA o] ke RoAE
oS @253 = 358) BRI
T5 v AEES d¥ete BFF ol Y FAE I THSTH
EE 459 A9, H49, =2 2
F-vtE S
Ams A¥sIAUYEETE) AEA o] 9 FAE YT FEHIT
+5G@sa)
T4 #4 v T5 v AEES A¥ste BF5F ol Y FAE I TS
EE 459
F9: 54 S5 NCI CTCAE v4.0(National Cancer Institute Common Terminology Criteria for

Adverse Events Version 4.0)o w24
T 12F oldjell REHI2H T §£3¥E ZHSuE HPFoR 1d 10 mg olFE FFY F 9
745

= AFolAY o] & HF Fo £ 12F ool As-#H ZA4o] 0~l5v R IEHA &=
o of efel FolF YT FuAT

ARA sANYZE Bl A 453 Foysta B4o] Yehbs A%, o 4AtH 7}
0

IBFOE 3B WA of oo FolE nRHT
o] ofz AAEPY WE QM OF Folwr AN Hx:




TALT SE ASTT A3 FA 3 o310 FelaA $A9 § Wele
g AR 2 o) FoT FEeA B AL, oA} 0-15FOE 38
Wi ol o ANEGS] FAE ©F MAHT. DEHDsdzs FoAE
etk 88 Folt @ A O ARASAL T A e £AHOE A
Eolsts A mAF AAEPE ATt P, AAEPY H7HAF ot
2 8% gere weld

Mg Rolsts F9, FEoldMse HAI =Wy AN @
A EE A e QA FESAG AAEYS §HE FFAY, SO,
AT FuFh

AeEg o) oFEol s 2AL 98 ARG AvlEldel
o] ore] gwgare WARHA et

O A

-

§4] Fol A

L B &A= FostA T A

2. B= Aol 253 FH4E A
A7 A A go] AU ““*7—‘1 T2 AR At gdse] rjggo] e FA

o]
%‘%/\lﬁdﬁl/ﬂ Hag oA
iz 2 Btz dFAFAA F 27998 & G SR o] oFY AP S EA43kA T
AT 7o FHUhE 42702 0HS - 1Y ~ 30470 )oldar, 671 o) A mEe
ghak= 11539, 1 ol A& T2 &= 600 o] -

ghzte] 5%7F A& 4 Hhgo g2 o] o Rojg Fdst HAF Fo £
WNILA7HA Hud X5 #d U o] FAHGABR = ©] oS Fof e 5&491
10%ol A AT, AT A7 #d TS oAt & 7HE Es5kA

AV}

A e Rtk H9%E, A4, AL Td AR BY FU@ olgAEE
ANBGY AT RV SARFE BaE i

7} EBAE

# 2= KEYNOTE-006914 E41% AolA] o] ke Eeigie wl 10% oo &4

NM Hig o] FAHE 87 Aoth. 7H =3 0]%4311(20% o] e FANA

_10_




e

TEE F=oF A
2.

® 2. SAF 3R A o] FS FAIES wf 10% ©]/3e] BAANA R o]H{]
Eo Fo Tt o] o2 WbAsh o] AAE] (KEYNOTE-006)

o] ¢F 10 mg/kg olZ g% 3 mg/kg

ol 25 X+ 359 18 ] 350l 13]

n=555 n=256

2E 58’ 3-4%5 4 2E 58 3-4%7

o] AL

(%) (%) (%) (%)
A Aol B Fejns) A
=z 28 0.9 28 3.1
)5 9 etz o
k7] 24 0.2 23 1.2
28 13 0 2 0
o247 % AfzA ol
AAE 18 0.4 10 1.2
s3d 5% 12 0.9 7 0.8
5§7), % 2 4% 2l
713 17 0 7 0.4
TEES 11 0.9 7 0.8
AF 2 FF Aol
218 71 16 0.5 14 0.8
AZ3A 7l
= 14 0.2 14 0.8
NCI CTCAE v4.09 @&} S3< wjht
T 0 B R o R =)o IR 571 =1 ) B e A e - =) S I - 1
A, wely wRe wgeg
w2 EFAT
o] ¢k& Fof B 32 10% oldolA T E UdHoZ F83 o dAEE Bad
AL g3 2o}, AAH26%), 2LA(F9D)21%), 2UZ(17%).
E 3. 9] ¢k& FAG SAF 29 20% o]/l G ZAXRY ofstE A
AAR] ol T ol T o] o g wo] A o] (KEYNOTE-006)

o] °F 10 mg/k

s SEELE

n] 2% wi 330 13
AT nE =3 @°" 3-45F (%) DE SF (%) 3453 (%)
g3tz 74}
1@%% 45 4.2 45 3.8

FAALE S 43 2.6 31 1.1

XME——;%@% 28 4.6 26 7
AST Z7} 27 2.6 25 2.5
1EY yHEY= 20 1.2 13 0
gAsta A
Hy 35 3.8 33 4.0
B 33 7 25 6

A1 1M 7F FRIE I Ha 13] o] AFHAAR SAo] s E FAtel diE] zZF AEE %
AES ALttt o] 9k(520-546%) R o] e F-7H237-2479); 1FFAREZF: o °F n=429, °]
e 75} n=183; nF Y~ EPZ: o] o n=484, o] n=205.

*NCI CTCAE v4.0 wet 532 mzith

o] of& Fof W Ao 20% ol FoE HiH TgE YFAAA oL e
2o, AYEuE S IVHEE 55 2%, 3-453 24%), ALT S7HEE &

_11_




3-45+7 3.1%), ALP S7HEE S5 21%, 3-45+ 2.0%).
# 4% KEYNOTE-00201 4 SA0E Sxlol Al o] ¢k& TS o 10% o]/ 3=}
ol HiH o] FAEE Qofgh Aot 7P &3 o] AEI(20% o] de] BhAjol A
Rug)e W, £%%, B, @, o4, A4, A SE A
34 FAFT SAANA o] A4S FARS W 10% o] Aol i siete
HA T ol oz WA o] A (KEYNOTE-002)
o] oF 2 mg/kg E=+ 10mg/kg

H

_4

st oAt

o] 33 13
I 35 15 n=171

n=357
oA AL RE HT 3-4 57 RE SF 3-4 57

(%) %) (%) (%)
AR ol 2 BB A
] 14 0.3 9 0.6
TH= 10 2.0 9 1.8
v g 93z2] ol
2ok 28 0 8 0
k2] 24 0.6 8 0
AT Aol
HH 22 0.3 20 2.3
A A} 20 0.8 20 2.3
55 13 1.7 8 1.2
TE7, 5 2 4% Aol
713 18 0 16 0
2ZAA L AFg=z32 Aof
AHE 14 0.6 10 1.2
Tslst e WA grtaaty, RS2 e, 7lRZge/gI3ged, g3 gd == 715 ZetE
NCI CTCAE v4.09 @&} S3< At

S, Fbd wR, AR

o,
o] obe Fol e BANA TE YA4HoE FaF ol gAAE HIE AL T
I A2k 9 2(43%), LA(F22%), S FEQ%), TFEA3%), ¢ A WHE
(1.7%)

1_4

F 5. 0] ofs FAF FAF &2 20% o] FolA AT AR HG ofstH A
HARA] o] & st A F oo = go] HAS o] (KEYNOTE-002)
o] ¢F 2 mg/kg == 10 mg/kg

3.k b3

o] 330 13) shera
AFAAT RE SF T 3-45F @ BE 5F B 3-4%53F (%)
5}o}2 714}
1y¥g= 49 6 44 6
Agrayz 37 1.9 33 0.6
AVEFEE 37 7 24 3.8
IEAALEZ 33 0 32 0.9
ALP =7} 26 3.1 18 1.9
AST =7} 24 2.2 16 0.6
Bicarbonate Z+& 22 0.4 13 0
AgHdZ 21 0.3 18 1.9
ALT 27} 21 1.8 16 0.6

A ANAAT FA= T A4 18] o) AHAA FAol AW BAol gis) 7 AgE A

_12_




ES Asksldnh o] oF (320-325W) W 318k M A|(154-1619); SR WEF: o] oF n=247, 3}3}
£ WA n=116; bicarbonate ZFz: o] <k n=263, 32 HA n=123.

TNCI CTCAE v4.09 @&} S53< wlA T
o] oFg Eof uhe @AM 20% oo T HuE T AAAAA olie they
=

2t ME(ERE 55 4%, 3455 10%), =7 a23(Es 55 40%, 34
9%).

Avrziow, &5 B o]BYFH TGP dARlel A Z2ALE FASHA
=

g dAEe e FAE
3

o SAE 3k 1019" ol A LAY S o) AN E &l B7FsSHA
U Aol B ST Z2 HAAZHSE Aol A o] fAtd e AWrHoR H] e}
AT

o} ¥ AAZH Y

HE 9

FE 6> KEYNOTE-1890l o3l o] <3} Fv|EAA= 9 wWig 3135t Q HA b o
€& o R Auwe X F 10% ol BEu® ol dAEE AHEg Zolth
KEYNOTE-407] #of3l] o] <= 7R Egd 9 gFggd S22 459 43 92
ggAde] HE ayom e ofd X=m Aol gy HIAMEAL FAfo) A
B3y o]dAtElE KEYNOTE-1890 4 ®aix o] Al#E e} FASFA AN, g o4
AtElE o9 H ez KEYNOTE-40714 A Eo] Z718tAT (o] <F + 358 HA

vs. Yo+ QA ©2(46% vs. 36%), BHHEEQRI% vs. 14%), BxAAHZ (21%
vs. 16%), 5% (13% vs. 13%), &= 72t 2A4A™S12% vs. 13%), |+ & A

(11% vs. 11%), EHZ(10% vs. 8%) 2 Az 7224(10% vs. 8%).
® 6 ol o3} AWEAAE 8 WD FtayAE A FARE AR F 10% o

goll A AR o] FAke] (KEYNOTE-189)

o °F + f]oF +

HH EHA = + HH EGA = +

o F 518k 2 A o 518t 2 | A

n=405 n=202
o] FAtel 2E 5F %) 3-45F(%) 2E 53% 3-4%53(%)
AT Al
$4] 56 35 52 3.5
1 1) 35 1.0 32 0.5
A A 31 5 21 3.0
TE 24 3.7 23 3.0
Z] A Pé}-OH
Sk 56 12 58 6
dhg 20 0.2 15 0
Tz 2 19 0.2 13 0

_18_




oA 9 ol
2187+ 28 15 30 0.5
5% 8 stzs] Ao
w7 * 25 2.0 17 2.5
EIES 11 0 10 0
387, % 4 4% Aol
HE 21 0 28 0
55 =T 21 3.7 26 5
= Aol
FEREH 27} 17 0 11 0
=44 2 A2 ol
53y 5% 13 1.2 1 15
AZ3A 7ol
oA = 12 0.7 9 0
FE 12 0 9 0
n)z} o] 4 11 0.2 9 0
2 2 2dE
37 =7 10 1.2 7 1.0
‘NCI CTCAE v4.03¢ wg} 55< ujizth
TRz 9 Wzs EHAD
T2 7] R, B, AR kg R w2 3R A B, A% 3,y 8
Ag =g,
#® 7% KEYNOTE-189¢l ZHofs o] <fxt #wEAAE gl w5 sista A ek |
| Qo R XgrHte 32 F 20% o]l TAS I AXEG 5E YA
o] dS AHelgk Aol
¥ 7. 0] ¢S FA3 3R] 20% o)A wAYSE Z|A ARG ofstE YA AR
o|4 (KEYNOTE-189)
[e]
ol ef AW EGAE +
HHEAANE + _
i = 35}3F 8 A

w2 3138} g H A
A AAY 2E 53 )T 34 53 %) 2E 53 (%) 34 55 %)
5}512 744}
1yF= 63 9 60 7
ALT =7} 47 3.8 42 2.6
AST =7} 47 2.8 40 1.0
Agnn = 39 2.8 39 11
g oteld =7} 37 4.2 25 1.0
AVEFIZ 32 7 23 6
A 014 = 30 10 28 14
ALP =7} 26 1.8 29 2.1
ABgdZE 24 2.8 17 0.5
I1BEFE= 24 2.8 19 3.1
ALEEZ 21 5 20 5
YAk HAL
Hy 85 17 81 18
Y Az 65 22 64 25
IET AaE 50 21 41 19
Payd az 30 12 29 8
NE ZAATE FAE T HA 13] o] YAAAR] Ao MY Sxtol thal zZF A Ay

ES AlAtetdnh o] o+ m EGA el 5 318 9 A|(381-4017) B H W EAA 4+l 5 515 QY
A (184-19778).
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™NCI CTCAE v4.039 we} S3< wjZth
A 7Fsgk v AAEE LY o A BEQW Y2 ¢ & HEXQWH

1)
ojFo A=l flar AJCC 8% W& dA| 7Hs3t I, MA = MBIN2)7] H
MEAG Aol dsl = d RExQHOZA Wg 7|8 I3t gy HE
o & g, Oga oA e F HEaROoRA ©5 FH3 o] of9 kA
o7, 29 wAg 0D, olF A, feF tx ddAIE Q] KEYNOTE-67114
= Aot
o] 35wkt o] <F 200 mgell W3k =E713F S4ES 109712 CH 9 12-18.670€)o]
At

of 1y

.

Noro 4m B

4
v
=y
o7
BN
fo
L
(o
fu

I
N

2 A B e FAss e g gstel Fof wa, of
A F& F RELWOEA BROE Fol we FA /5@ MAAEAY B4
S BT ol gL, of k2 FAFFAWT Y] Fof B TG 73
#d 02 YANEEY ARSI AvHow s

KEYNOTE-671¢] <« X HzQ% oA

% 3960 AV 4 A nzaWonA W2 s getastan Was of
oFg Fof Wgrow, % 399l FAVL & A HEAWOTA WMF Uk Fors

SR et kS ol Witk
F0@ olAAAE £2 4 nEeWoRA of okg WF s Ftsistays W

&oted T B2 fApe| 3%olM AU 7HE RIHIH(=2%) S o)At
3 ]

= HHA8%), A A MAZ(3.3%), L1 NEQ%)olAtt WA o] ALy
v 879 1.3%4 EAstHR o, Alude] AF0.8%), HEF0.3%), 181 WA
- #H 2FE0.3%)S 35

oA R Q1% PTAQ FATHES & A HRAWOZA o] okg wiF 7k
Foastet QI Wy gt Fo] w2 a9 18%oA HASATH I FAF
TS op7|gk JH WIRIRH=1%) oldAMElE JA8 Al £41.8%), HEAd #H A
(1.8%), N™1.5%), T84T A25(1.5%), 2212 #H0.3%) ] ATt

T A BXQHOTA o] kg Fo wre 3z 3967 F 9JokS Fof w2 3zt
399 77y 6%(25%) 2 4.3%(17TH)= oA E Q| FEs LA

H=1%) oA tel= HEA ¥ 2

E ox

W 2
oF Eolpel N S HAE oIF 71E W

e gz F £ES W 32589 A FoA, 3.1%10%)E= o] A
& A BREQWe 457] nvte g wo Ao npx|ut
A7 & A BREQPS 457]) @

23 F 592 A9sa doke ¥
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Sy
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filo
113
rlo
w
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lo
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)
oy
2
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@
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rlr
5
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fr.)

31778 9] =X
}.
KEYNOTE-6719] < § H=x8W A

o] ¢ T F 29099 A W ok F 267w ;AL FE F HEQW
< Fof Wgkth

TFE T HEXQHOEA o 94:% g5 Fof w2 gz
At E st h 7P e Foigk o) dAtElE BEIHG.4%) 01T A

A E HEIEA S 1 oW 3'8}2311:}. OJFAIEI R RI% & T HEQWOFA
o] ¢fe] PFH <l FAFHe 3ol 12%0A WASIAL: FE T HEX QWO ZA
o] ¢ko] FFAR FAFTHS ofr|g 7P WIHIH=1%) ol dAtele AAKLT%), Xt
A4 ¥ A3(1.4%), AST F7H1%), 181 &4 5Z1%)olAtt.

o= 9

# 82 KEYNOTE-0100] #roqaf o] oF& Fof W& ojxd Xz ol
Ht 2 F 10% o]l Bad OWA}E%]% Aelg Aot 7H
AHI20% ©17¢9] SAtA RugE)e ASTEH, 32, sFE
KEYNOTE-024 A ©] ¢k Fof e l%ﬂ A&7 =

oA BHiH oA E dwtz o g KEYNOTE-010014 BRa® RAEF FASHTh
8. o] ¢fs Fof w2 HAMEFHY A F 10% ool BEiuxEi =AEA
FoAT ooz A o)Ak (KEYNOTE-010)

O{N

ANA, 14%+= T ol
RS

Ql

>

I
2]

o] oF 2 =+ 10 mg/kg SAHEA 75 mg/m

o] 3o 13 o] 350 13

Nn=682 n=309
o] A AL BE S3%)" 3-45F%) 2E S5&%) 3-45F(%)
AL 2 o Aol
2] 871 ¥ 25 15 23 2.6
A4 o
AT 20 1.3 18 0.6
HH 15 0.6 12 0.6
T 13 0.9 10 0.6
357, F% 2 4% Aol
IEY 23 3.7 20 2.6
713 19 0.6 14 0
TEAA 2 AFgz32 Aof
AHE 11 1.0 9 0.3
538 B 11 1.5 8 0.3
B 9 u&zz Aol
) T 17 0.4 8 0
2%E 11 0 3 0.3
"NCI CTCAE v4.00l @} 535 wizth
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T, A R, gk U, wbg-Trl gxl, A R, a9 2 239
FHoE FaT oAEE BHid Ae T

of ofg Eol We saolx T U
I 2o 9 2025%), AAH14%), F83511%), T2 11%).

¥ 9. o] ¢FS B3 HAaAEZHYG BRI 20% o] ol AT ZA X RTG o5t
H AR o)l F= TAEA F ooz wol waAldt o] (KEYNOTE-010)

AV}

o] ¢ 2 =+ 10 mg/kg TA e 75 mg/m?
o 35 13] w33 13]
AT REE SE %7 3-45F %) ZE 5F 7 3-454 (%)
85t 7k
AYEFEZ 32 8 27 2.9
ALP %7} 28 3.0 16 0.7
AST 27} 26 16 12 0.7
ALT 37} 22 2.7 9 0.4
AL#EZ 20 0.9 20 1.8

AR NAX7F FeAEa HA 13] ol JAAAA ZHo] JhsAd Satel dis) 7 Al@E
AES AT o] 2K631-638%) = =AM ERA(271-2779).

TNCI CTCAE v4.00l @} 53< wizith

| @4& Eo4 e AN 20% olFoE RuE ThE YA olde T

2 FS(EE T8 4% 34575 4.1%), NE(EE 55 3%, 3-4535 3.8%),
1A 47(] ‘*ﬁé%‘( T . 36%, 3-455 1.8%), RET TAF(EE T5 32%, 3-4%
9%), A 1d3(2es 55 34%, 3-458 16%), 1=H2HEES(EE 55

&HT
20%, 3-45 3 0.7%).
AAles T2 v A ZHYY < & B3 H(adjuvant)
T g oE AL o] ¢k AL #HF HAHE IBrI(T2a =4cm), [I7] =+ MA
H A ZH S A5 gde=z g oo, 729 aiA0:D, 4% 34, 9F gz
Agl KEYNOTE-091elA  B7E=E Ay Hdl 45717449 € & HEQWH
(adjuvant) 0.2 A 3t HA 55 A8 Ao, SFAE AR & Fa).
% 1,161 ¢ A7} 3Fuitk o] oF 200mgn=580) E+ 9 2kn=581)< Fof HkiT)
g4 A7bAY dgto] JAY, v HAJAAE B8 FolAY, 1HEA #H Astol
U HAES Hﬂao] AE A= AL =AU
o] ¢fof] = 717ke] Fokgke 117190839 19~18.971¥)olAtt o] ¢ FoJF
o] 68%7} 67H% o]/ o] <ol =ZEFHAUTH
KEYNOTE-091e A4l #&H o] dAtdl= A Ast5(22%), 13344 &x1501%), =

AS5(T%)& ALt o] g @5 o Foire OF HliAzH S}l A
LA A ditzlo=w TrA}%E‘r Aol W@ 279 X\ Al oFEo]dnt-s-ol

_17_




a¥d F71E e A B9 9 e & BXQHOEX 9 o] 2k <t
AA 753 FA APA(AICC 8 71F M-IVAY]) AR AP T Mz

2o M
m o #N

daoz @ orl®, B9 ALY, A, B4 Oz QAR
KEYNOTE-68991 41 B7/1H 910k (14 44 d ARg 21, o] oke 244 54
of £ A REQWOEA UEAWOR FoHYOM, £ F HEAYOZA P
AL Fol ArEBHe THRAY ETFAA G PELWOE Ty, of
% e F RzaPORA URLNOE Fouth u9W A8 WL 93
of ¢ N $& F RESWOEA PAMAEI BA AxZetde] FrhEULh
% 36199 @Al o] of BAFow, 35wWel VAVl wEW ARTOD ABE

H]—%{‘]:].
Fe A Bxai GACdA o od ==d 7Y S
ATt TE F BxaW ACA o] o =Ed VY FAdHE 4257049 1Y
-82F) ot
o] ¢S Tt o] A¥ FUAS 60M (2l 29-8241), 656A ©]/d 32%, 754
ol 6%; FA 79%, M2 78%, TUQ 14%, 59 T otz FHA u| =2l 2.2%, 7]
E} QIE 2%, AFo] dHAA R 27% sy e gEA 15% At
o] ¢ FofioA 20% oo g 7 WIHZE oAbl U E(48%), AT I F
£440%), AT 7F4a3B6%), I =(E3%), Ast 2LTH29%), WrRIQ2T7%), A AstE
(26%), 2A41(24%), T1(22%), ¥ A=x(22%), AAH22%), <=4 EZ“(22%)"]%@
# 10 9 % 112> KEYNOTE-689°l 4] o] ok& Fojube Zxpo] o] dAte] & A
A};-(] ol Abe zhzt ¢ okalgdT)

# 10. o] ¢S Foure AR AFFIAAMESG A F 20% o] Fe] Ao A T
A3k o] Ak (KEYNOTE-689)

B ZPAAY EFA
=

BT Rz QMo ZA WALA

e A B2, OF FE F A2
HEQYORM AT
o)

23t AY 2838HA] Ee WAL 84
o] Al Aawte] Waaw
n=361 - n=315
RE 53 359 =45 RE 53 55 B 455
(%) = (%) %)
(%)
AT Aol
T’ 48 14 60 13
A L 29 12 32 11
H o 27 0.3 22 0.3
oA 24 1.9 28 2.9
Q] A=z 22 1.4 26 1.6
AT 22 4.2 11 0.6
=4, F5 9 Ales S
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0.6
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16
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14
2.2
1.9
1.9
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26
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#< WA
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o
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CAE v4.030l we}
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o
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i

o7
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ol
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o
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B
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pl
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s
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_

N
No

__OL
o

ofu
No

e

o

"

BH
-
ey

+*

A T 20% ol/de] FAfelA T

oF
ALA] o] (KEYNOTE-689)

o] o
2

SHOZA A

FA AR,

o

-4+

Ho

il
ay

-4+

Ho

ul
2

(%)
99
12
19

(%)
86
74
35

50
12
13

(%)

(%)
76
75

32

No

N

JI

0

Nfo

A

o IR N o K

S S =
— N —
=) D~ O b~
N <t M ™M
t~ S oA
— o —©o
N o~ D~ AN
N o <t <t
4q
o
o
!
Njo Ko H
4% BE
~! uz_oew_o
B R Po w3
4
eyl

T AT NeT o

1.0
2.0
1.3
7.4
2.3
0.0

38
23
22
20
24
19

14

4.8
1.2
6.8
3.4
2.5

40
38
34
29
29
27

7}

3.3

26

2.6

27

No

Ao

A
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AL EF 23 6.1 15 7.0
Adloted F7h 22 2.0 27 2.9
1Zg dF 21 2.0 14 1.3
AR AT B A4 18] ol AFAAA SOl s E At dis) 7 AgE @

AES AstAth o] oF + CRT(EsHTARA @ BDRTCHAMA 238 9): 342-3579) 2 CRT/RT(H
2]: 300-309%)

T NCI CTCAE v4. o3oﬂ w}a} TE< WA
KEYNOTE-6899] <& Z HzQW A
Fe A HEaYoRA o] g °2 Ha 13 oY Felwe #3619
T 11%7F e ol EE APSAT & @ oo BxolA WAF FUE o

ANEAE HADL4%), EF EB0.8%), A3 TIH0.6%), B-wiH HA©0.6%), A=

21 H0.6%), TFLTH0.6% 01 AT AB AR o dAtE =

= T2 SR L1olA TAsen, 57, 222EdE #44d, HEA
&4, AT BAES 2FSAT (4 oA 7 ).

oAt = QU7 o] °fo] FTA < FAFTHEHS o] e Fe W HxaWor Fo
T2 gzt 2.8%A AT 7 W o] e FAA Fe A HEoWHOoRA
o] oFe] Gl FAFTHEE opIF P W o A= BHEF(0.6%) 0] AT
T A HxQWog o] o Rt 2z 3618 F 11%@8H)+= TS WA
gt o of FoLe e AL AHre AW ¥ 4% (157), &Ae] Z2A 3%
(10%), ol’dAt#El 1.4% (59), oA 24 1.1% 4%), dAA| B3 T¢ 0.6% (2

W), FH B 24 03% (19), AT T ay A8 0.3% QDT

EFQ8H A 5T F2H4 HHXJQ 351‘33«] g2 F 12% (43H) = & whx] Gk

9 RELY ARTS FE AL AR Bl Y % @D, el 2 230

1.7% (6%4), ©]7&Atel 1.4% (5%)AT.

£ Wwe o of Rof %z} 3239 F 1.2% U7} ol AR Qs & AAG

o] o Kol A% F 9F ol AWE AMelAe AT | F&

A3k, 93% i 4%% we EEay ASEl FA9 AR 307

N5 e AARAS] WY F 6% o4 4

o ik

o © UJF o

& i
A

i 1o
—r'mlo

ot o

flo
§2
f

©® B

o
}
i)
ol
P‘I
PN
ko
2
o
it
>
oF
_|>L
[~>~
ko
rE
S
rr rl;E
g
JO{‘ l‘ﬂ‘
B
O{N
oo
°\°
E
o2
rlr
L
0>
o

KEYNOTE-689¢] &< & Xz o

o] o BelFold & 27599 Ao} EE oW AzTolA 2759 BA 1%
BZEWE AR, o o Foiols EUPAE

M3 FAlo] Felwgin, 1549 o] k& WAMLMH B Fol
NEEBE S PN BA ) Foligia, 1390 #4 Al
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2 FoEth 19e Sxts o] o @dEom FoHn xF8W A STolA
13992 Al2=Eetd g WA @ FA0 Foikgkar, 1369 9] Skt WA g
T gEo® Rt o] of FoTe A, & 22278 FATF WA AR ]
gEmaRo®w o] oS FoHgiTh

TE F Hxan GAldA o] of& H4A 13] o) Tk kA 2559 5 38%7)
TUZ o] FAEIE AESAS. o ofe TR ga T JHA HIMsHA Rud(=
1%) T3t ol dAtEl= HHEC.T7%), TE@2A4%), THACR.A%), 548 A &32.0%), =
B5(1.6%), COVID-19(1.2%), 2 BAIHA & A1.2%), BAHL2%), At L=
(1.2%), ¥l =78 59 dBS50.2%), BF-m7A FAA.2%)°] AT

A AR ol dAEl = S%olAM EAsII e, 2 T ]HX] g AHE1.2%), 5%
Al E3H0.4%), 12w E50.4%), HA=20.4%), Dot/ Y FE=0.4%), &3t &
A5(0.4%), W8 35(0.4%), == (0.4%), COVID-19(0.4%), % F2100.4%), A& Aol
0.4%), $18# £40.4%)< E33stAth

oA = QT e F HEaWomA o] oo FEd FATEHS FAY 17%

rlo

NA TG FE F HEXAWHOEA o] 9 IFHI FAFHS oFr| vt
A HIHIH=1%) o)Al E HES, 24, dY9-wA d 2 2 HAHA &
< Aol At

Fe T Bz A0 ZFLH AEE e A 2759 F 23%7F FUIE o]
BAEE 7A@ skA T

g%}lu‘g *]g PO 2to] >1%oll A 7HE HIWEAl BaE Foig o] A= H

E4GB3%01 ATk A H AR o] G A= 4.7%o A DAY o,
£70.4%), 22 BAHA & AFH0.4%), 54H0.4%), A+ 7
13 E5(0.4%) 2 718} 2FEQ2.9% <= ET3IAT
o] ¢k& 1&% o E ARk FARS SAtolA LAY oAl S F oY
H| A 23 oF &Afol| A of o] FAt# & A¥bA o2 B3t
o] ¢z} QAT 2 5-FUE HE FA=E A5 TR SR A A
SAITH st \AME 2 5-FU) B8 T BAHE Aol7t 2% o4l 3-45
= olAAtElE ted Aok & (7% vs. 4.9%), Aot A= (10% vs. 5%), 7S
(8% vs. 3.5%).

£ 12 2 £ 132 KEYNOTE-0489] #ofaf o] ¢fo & 25 wh Ao A o] At
gl el AGHAA] o] S 8ok%k Aot
E 12, o] & FARE A F 10% o]de] FAlolA LAYTE o] A
(KEYNOTE-048)

o] ¢F 200mg o] ¢F 200mg A EARE +

-
SRR o) 370 13] o) 370l 15 + S
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(%)
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n=276
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n=300
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! WL Tn
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ONW MHIDWWOW OO IO o ™ on — 3R N
5 0y
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@ T
CSS codmdeo So on o w4 = S3 2 22 o ; © =
B oy
il [axe)
a7 <
.,@IAO f'e)
RN o
ol "o A
TR e
A —
<t — M MO AN M — AN — OO N — — N — — — — — — — — -
ofu <3 s
o X
g R in
Xoj! - .
5 FoE 0 BN
Gl o
N @ e ;O o ekt o =Ko 27 o
—_ o~ -
op ﬂ,b,_ o] =
ki " el oo .ﬂ_ﬂﬂ
ﬂo_H Eo i ,]m ,UI o
= e X o Al X
) TETLT L
o o ;01_ T ; .. ) _— .
3228 R58Hwe [RARRIT B 22 N N, o Vo FRegayxHe T
i = = TR e Ran g
K 0 S T T oop MR .m.* KRBy
o TR No ga W] ® 7 N M g
+ 5o < < m el
T Gl T ¢ w BT RTTaT R
T AR R L S R I %h w g SR TR L
ﬂo BH A o RO - vt FugNEN = Eo o . .8 o+ . _
2 1 TN NoN = £ N Eo — W = 1 _% TP g W r_ﬂ
<0 B NrE;oﬂa_.{ko__%lu_v_uaw_on %szuauﬂoioxi a iaowu_.é_,mrNu CEE Iy N e ',
RWEWEFE | VB FBA M TRETTREQS W hleehs P f dos 8 F
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AFA] o] (KEYNOTE-048)

o] ¢k 200mg

o o 200mg  u} 3ol 18] « o IH

I 3ol 1; g o e

v —Zr M+ = o
DA srezgepy oo o8

RE 5E34 FEE T34 TEE $F34 ¥

T .‘éL T T:]L T T:]L

(%) (%) (%) (%) (%) (%)
ER R
gz gaF 54 25 70 35 75 46
Bl 52 7 89 29 79 20
40 gas 12 3.8 73 18 76 18
ZRT ez 8 14 68 37 73 43
318t A}
1IFE 47 3.8 54 6 65 4.7
AUESF ¥= 46 18 55 20 59 20
Agnn = 44 3.5 46 3.9 49 11
AST =7} 28 3.1 25 1.9 37 3.6
ALT =7} 25 2.1 22 15 38 1.8
oz olA B3I JAA
fja i 12 25 2.1 26 1.1 33 1.1
g dF 22 4.5 16 4.2 13 2.5
A d=F 22 1.0 32 3.8 58 6
1ZE 8= 21 2.8 28 4.2 29 4.6
A d= 20 5 34 12 49 20
NZE d5 19 5 33 12 47 15
I oteld =7} 17 1.0 36 2.3 27 2.1
Anavg 3 15 0.4 40 1.7 76 9

A 7ML ERlEa HA 13 o) IAHAR] FHo] s R At o
3 7t AlEE S ES AsteAnh: o] oF+313Fa M A|(240-267H), ©] ©F(245-292
W) @ A S A +3} 8 A (249-282).

"NCI CTCAE v4.00l wet 532 wizoh

AEA sANYZE, Q=249 MSI-HY, 224, AMAEQge] 4 & B2
(adjuvant) =+ THAESE SAfolA] HAIGE o] JAMH & SAFo|u vl AN EHSL $
Ao A 2] o] Al 9F ZHEA o 2 H| 523tk

T+

o] ko] QhH AL S BZAEA TEY 34 1484 S 5E3% go)#E, 3
1 gdF AFel KEYNOTE-0570A ZAME R oH, o] & 96HL 5% &3
ZFEel FIuyets FRkg BCG-E8oltt A= 3§ Eried 54, A&5H
T ALAE 19E HEHSFAE Lo AY Y " = de 8 §lof
Hol 24ML7kA o] ¢F 200mge v 35 FoFstATh o] ¢k =E VXt TR
4.3MECHS: 19 ~ 25670 )Tt 3zte] 11%7F ol GAEE o] ¢F B E 0




ATk o] °Fe] UA 101 ol At = BALY] 22% A EASEATE 2%
ojgoll A BEid 7+ 3l o] A E A AMA%), 82 ZAQC%oIATE ST o]
FAE = o] ¢k Fof 2 3o 28%AA AYSEATE o] s A B 3l
A 2% olAo &2 J1A HIWElA BRaE Fd o) dAlE = Jﬂﬂﬂ(S%) A d02%), 2
FH2%), B MAZ2%), NEF502%), 28|11 82 ZFHAC®eIAY. & 14 2 & 15
+ KEYNOTE-057¢)] #efaf o] ¢ko g X g2 Zhxjol A Ay o] At 2 A4
AR o4& QoFgk Aot

F 14, o] oS T2 &2 F 10% ol dolA dAg o] A (KEYNOTE-057)

SHAT. o] <Fe I %1& ojojxl 7hg Wz o] FA(C1%) = ¥ A S(1.4%)°]
THO
El|

o] ¢k 200mg
o] 35 13] n=148
O]/b]-}\]-i‘:ﬂ E%T%%* 3 4 :L
(%) (%)
A4l Aol
oz 29 0.7
Tz et 11 0
AT Aol
A A)S 24 2.0
oA 13 0
H 1) 12 0
R g usx2 Aol
1}z 9 24 0.7
Aok= 19 0.7
ZEAA L Ag=xZ Hof
=4 5&F 19 0
A E 14 1.4
Az g g2 A Aol
Hy 19 14
TE7, 5 2 4% Aol
712 P 19 0
7
Q2 7+d 12 2.0
H| Q< 10 0
1] Aol
A A= 11 0
"NCI CTCAE v4.03¢] wte} S3< wZch
TRez g2 YEH)S 23
Tz BEx 9 wx 239 133t
VAL 9, AR EE TERT
Tk ay-7 2 37, B2 ek B, A4 242, FxA 3R, 3 S, Az 53, gAE
78l FE87], = 3

3 15. o] 95 T2 BCG-ES HIZHSA W3d &2 T 20% o1delA 714
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o] <k 200mg

w) 3% 18]
Qg AR =€ 57 34 54

(%) (%)

ssbn A

1893 59 7

ALT 27} 25 2.7

AUYEF d5F 24 7

2] 0] A g% 24 6

ALET g 24 1.4

IZ4F 835 23 14

ANdsE 5 22 0.7

AST Z7} 20 2.7

g oteld F7k 20 0.7

Aty A}

Y 35 1.4

dx3 Oas 29 1.6

AR ZIAAZE ER1EI HA 13] o] A S0 JHedd el tis) 2 AlEdE
LA &S AL o] 9K(124-14719)

"NCI CTCAE v4.030] wa} 5F< izt

HeE e

by Fut 3%

o] ok} HWEAANE P W ey W& Qo A ol Xzt
o o] gl F&o] Biksd WA w=E Moy o4 Fu F9F FAESLS O
dor 3 tris,  IiekE,  FEAREIAOD, 84 oixd ddAEdd
KEYNOTE-483° 41 B7}= vt [14. Y3AIE AR Fal F 47399 &A71 =) 3
Zuith o] oF 200 mg 7 SMEYAE 2 WG 3t 2fe Ao 65759 Fow
e %, 0 3Futh Ao 6575 o ofn=24]) EE dWEIAANCS 8 WFsa
WS Folulglth(n=232). 3dolu] N8 Fok A4 N8I By At ds =
Eowe oAE Baw st o3ty AHE s BAE AR

o 3=kt o] ¢F 200 mgell Wigk =& 7|t T2 6.9/ 9 1¥€-25.27)€)0]
Att o] oF x2S 3t 61%7F o] ko] 67/MY ol =ZHUT

oy F U % AN LAY ol FAEE o] Fg FWEAANE B wF 33}
a3 HE e FAol Aol ol Ate e} Hurd o2 wl%ant

a2 Ab o

o] ¢Fy} JFETH|EZE SHo StAAHL Z4 ZXFPA = FHolA QZAY]
A FAES gz 3 KEYNOTE-A399NA H7E=E itk [14. Ad3AE ARg 3+
W) % 4409 BAIE 219 F719) 197l o] oF 200 mgF 197} 8Ll <
TEHHEE 1.25 mg/kgEs Fo Wk, 43399 #AE 219 F7]9 193ts} 8Y
ol AN 219 F7)e) 193ke] AAte] MYor AxTotEl EE stuE
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e S Fo Wkt o] ofF QX ET wERlS Tt S35 F o] ool g
7|3t F4ES 8571 9€-28.571 &)l A

A AR o) FA = o] of dxFHHEE BHE aRlem s xke] 3.9%
oA Ao, o] Fole w4 &F F0.7%), #HHO0.5%), HdF/AEAE #H A

WE oAt E o o AT EE Bake] 50%°
A BARG, of o9 AZFYUEY B AYOE ARLL BA 2% oyl
TIT TAT SYAAT CAGH. F9 A £ ﬂﬂog%/z}@@ S K
(4.5%), 8 =27r4B.6%), HAH3.2%), #AH(Q2.3%), TAQ2%), T 1HTZF12% A

i b
Fo
L
(o
fu
B
k
HE
rlo

2
2

o] ¢ FTAHRN FAFTEHE ALY 27T%0 A TP oW, o] ofo] FFZA F
TE= oIT 7P HIHH(=2%) o)At HAS/ZAEA # ZeU8%I T3
(3.4%)°1 A .

o] °Fo UAAR] FAFTES FAE 61%0H EAEY T, o] ofo] dA
TH= opIR P RIHIN=2%) o)A AT, T AAF BF: (%),
COVID-19(5%), 2 AH4.3%), HAS/ZAEA #H AZGE.6%), T84T044L5064%), I=
(B%), &etd oin|x Holah F7H2.7%), L8EF2.5%), HHC), 181l £U%F
(2%)°] AT

+~

N

Q=

¥ 16 2 3% 172 KEYNOTE-A399 A4 o] ¢y} AdXENHEE BHE QHOZ X8
ko 3Lzl A WA SE o] FALE oF A HAA] o] dS A4 Q¢S Aot
# 16, o] % AXEPHER WE 8o 8w A FT 20% oo A
ol A AT o) ALY (RE 57) (KEYNOTE-A39)

o] ¢fy} AXETHEE HE oW getsleta W
o] AL n=440 n=433

RE 53 %) 3-4%5 (%) RE 53 (%) 3-45F(%)
I8 9 H93z2Z Ao
) T 63 15 15 0
e 41 1.1 7 0
12351 35 0.5 8 0.2
A2 Aol 2 BB A
gzt 51 6 57 7
A ZA Aol
Tz A et 67 8 14 0
v Zh o] 4 21 0 9 0
AP 2 G Aol
28 A 33 1.8 26 1.8
A Ao
A} 38 4.5 16 1.4
2A 26 1.6 41 2.8
1 H] 26 0 34 0.7
AAA
AFE A 33 3.6 9 0.2
T Ao




= AxT 24 0 2.1 0
7 9 AaE
Q7 74y 21 5 19 8

“ NCI CTCAE v4.03¢ w&} S35< vt
T thro ol dAEIH S E3HETh

O FAHEI(K20%) = HE18%), 1A I F1A7%), TEN2%), HAF/ZHEAZ #H Azt
(10%), 74 A3t510%), Aok TH6%), =% F9 F22% 2 ZH0.5%°] =
= A
F 170 20% o1 Aol AT ZIAXEG ofstE dFAARA] o)A
(KEYNOTE-A39)

o] 35wt} o] F 200 mg

+ aetslst e W

DA REES A

FESW susaw ToCF 3453 @

%)" °n e )" °n e

8517 714}
oA E EAF ofu|x Ho
_} 8l kel | 75 46 39 33
a4 F7}
g olgd =7} 71 3.2 68 2.6
nEGE 66 14 54 4.7
A olu|x Ho] §4&
e okl | 59 5 49 33
27}
AUYEF 82 46 13 A7 13
Al d= 44 9 36 9
ARy g3 39 1.8 35 0.5
ALE d= 26 5 16 3.1
n4E dE 24 1.4 36 4.0
4% ¥ 21 1.2 14 0.2
gosta At
YT FaF 58 15 59 17
w3 53 7 89 33
FAT BaF 30 9 80 50
TR AR 53 Ha 13 ol YAHAR ZAol MY At o

) ZF Al S ES AR o] oF (H9): 407-439)
T NCI CTCAE v4.039 @&} 53< vzt

1

HER2 <A

o] ofs} EelrEry B FoHstan(TEeEnd B WMo Y& aow
g e 9 A F Hh 20% ool RiHi, oy EfaEry 2 @

gEivd 2 T3] WE ayFe] BAE Aol7f 2% o]l
3-457 oAM= I =24.6% vs. 2.6%)H THKEYNOTE-811).
¥ 18 o] oS FEouwre sz F 20% ol FAtolA BAYI o] AALY
(KEYNOTE-811)
o] °F 200 mg uj 3%l 1 9ok +

o| ALY
1242 8 .
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AT Aol

EGiERY +

3}st e H A
n=350
2E 57
. 3-453(%)
(%) °H
52 10
48 4.0
32 4.9
31 3.7
24 3.7
23 4.6
23 1.4
21 2.0

o 3z =

A A}

O Al

'

TE

A 2 g kol

Al 8 7 A

i B TG = )

A 73A Aol

Tz 4 A4 ¥E

A Aol

bilk=4

gr g9 1sz2 o
Satg-datg ZHkA
7 ol F3 T
A A

AT T

* NCI CTCAE v4.03¢l u}z} o{f% Uﬁzit}
3 19, o] k& Fo ¥
AA] o] (KEYNOTE-

%

2
Bl
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>

N
}I_,
b g

b

it gy Ay >
o|\ H

et 3 b

o|\

med 2 10 [kl et B o et 12
oft 4z 2 141 4
N

Fi 24 b ot & ok ofy 1
ofN (2

N
_|E_l‘
&
g
)Y
ofN et
o|\

811)
o] ¢k 200 mg Wl 35 1
3]+
e

grogvevd 2 W3

318+ 8 A
n=350
EE SH
3-4 55 (%)
(%)"
71 17
64 20
65 13
59 7
58 19
56 2.9
51 7
52 4.9
55 3.5
40 3.5
40 13
39 2.9
33 10
29 12
32 8
31 4.1
26 3.2

ESAERY +

grogvelrd 2 Mz ERoevend 2 93

3}t 9 WA
n=346

RE 5%
T
3-45F()

(%)
46 8
48 S
29 3.2
32 4.0
21 2.0
22 2.6
22 14
17 1.2

20% o] Aol A WAIF FAX K} otste

sfok +

ESAERY +

FRowvend ¥ WF

3}t g H A
n=346
EE 9
3-4 55 (%)

(%"

66 14
59 18
63 11
54 7
51 16
52 3.9
56 6
51 3.0
45 2.4
36 1.8
35 12
39 4.2
34 10
29 0.6
32 10
25 2.7
17 2.1
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TAE AR BAHT A 18] o YFBAA ZHo] e FAbo
wel 2 AR BAEL AMSAT: o hEFAEFR+EFoR Y 2
WZ S WACES]: 342-347%) B SeREfAREFTERoEvend 9
W shska g ACHS): 333-340%).

T NCI CTCAE v4.03¢] @&} S3< vzt
HER2 &4 Y&

o) ok} ststaRAEToRAUY 9 NDE WE z
& 20%1 A B, ok st dAE TR uY g W] Pg oo
MREY S W BAE AolTh 2% o4 3-45F ol .
(12% vs. 10%), @& & 7F4&(7% vs. 5%)(KEYNOTE-859).

/\11:01-

o] oFi} st |A|(N=ZTH 2 5-FUE ¥&
Aok AN ~Z2d F 5-FU) B & T vlustRS w 20% ol &
At A WAL 2% o]Ae] =& %*3%% 1l 3—5%% oAt &= the% ok
TE (7% vs. 5%), 7HA 6% vs. 3.8%), BT & Ta (24.1% vs 17.3%), B+
F A (9.2% vs. 4.9%).

3 20 3 ¥ 212 KEYNOTE-59000 Zofsl o] ¢fo 2 A8 W gxjo el o] FA}
gl o} YFAAA ol g2 2ok’ Aot

20, o] <& ok Bz F 20% ol/de] FAPolA HAIGE o] FAL

o~

O

=
b T

(KEYNOTE-590)

o] ¢F 200 mg v 35 13 + 9ok +

Al =" + Al 2=EZE +
o) A A}l EFeETd Zzomoga

n=370 n=370

EE 557 3 5F 2E 557 3-4 5

(%) (%) (%) (%)
Aga ol
24 67 7 63 7
HH] 40 0 40 0
A} 36 4.1 33 3
TE 34 7 32 5
T E 27 6 26 3.8
A Aol
ozt 57 12 46 9
A 2 FF Aol
28 e 44 4.1 38 5
A4 A
AF i 24 3.0 24 5

Aot

"NCI CTCAE v4.039] W&} S3< o
¢l AHglE 1A% ®uET)

o FolzA Ak A
rdz, s zguc,
21. o] kS Eof we Amor sxh F 20% ol el A WA AAH KT} o}3hg
4 AH ol (KEYNOTE-590)

uE \:L
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2

°F 200 mg i 3ol 13 + 3}staRA

A z=EetE (N 2ZefE +
AdA A EFORS a}g TELESe)

mE 537 3-4 53 mE 537 3-4 57

(%) (%) (%) (%)
dA stz AL
pi 84 21 87 25
TRT FET 7 44 73 41
NI T i 73 21 73 17
HET AT 57 23 53 18
o oz 43 5 46 8
sHshA A
18IS 56 7 55 6
AYEF 83 53 19 53 19
Agrw g 53 2.8 52 2.3
A oteld F7} 45 2.5 42 2.5
Adg 83 44 3.9 37 2
ARl E3 37 9 31 10
ALE 85 30 12 34 15
ge Q4 B a4 S 29 1.9 29 17
1ZEF 5 28 3.6 28 2.5
AST %7} 25 4.4 22 2.8
ALT 37} 23 3.6 18 17
A AL AR Az 18] o) YAHAR FHol sPe AW el dis) 74 ARE Ly

B2 AMeGTh o HALEUU+ET 0T $eAGB53-365) B Sk AR+ ER LR e
A (347-359%).

™NCI CTCAE v4.03¢] wa} S
AA AZ

AA e He] BHE8 SHEKEYNOTE-426)
KEYNOTE-426°14 o] <3} AEdel e a¥Ho=m gt
e AAZS A2 F 20% ol dolA BHad FHE bzl o
d= adEqt IAA AE=E, A8 7HE, 7HEA, £n)
A, FHERE 95, B Aol 2, 71, HEldH
22 3 3 232> KEYNOTE-4260 s o] ofa AAEY W&
A} F 20% ool A AT o] Abdl B YLAAA o] S
22. o] ¢} AAEHES A TRt S F 20% o) delA TAF o] FAtE
(KEYNOTE-426)

Ll

Eal

o},

ftlo

ttl r[o B to o ;

o] oF +
FYE
Al A
15 n=425

n=429 .

nE =37 3-4%5F nE B3 3453
O] AF AL °H

1424 (%) (%) (%) (%)

9T Ao
AT 56 11 45 5
oAl 28 0.9 32 0.9
1 1) 21 0 15 0.2
HAA Ao
b2/ s 52 5 51 10
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TNCI CTCAE v4.03¢] w2} 532 wjzth
foarmoz wAEQ}
SAdeE d4sE BE EERIZgAE AE@PTTD IS ®el

ol At B2 muE A
Auleld o] He 2HKEYNOTE-581)

E® 24= KEYNOTE-5810l Zas) o] <Fy #@inlgld WL Q9Woz X7 we 3z
F 20% o)/l A WATE o] FAEE aokg Aot

F 24, o] ¢ AuElY WL QHOE X8 W 32 F 20% o|olA BRiEa
TUHY FoAT ooz o] AT o] ALY

(F T Holes EE STTAANA 5% ol TEE 34FaodA 2% o)
(KEYNOTE-581)

3

<
lo
w
oj
i
rio
X
2
>
L
I
o,

o] oF + =ElulEIY TUEY

n=352 n=340
o] &AL RE 53 %) 3-455(%) RPE S3 %) 3-455(%)
A Ao
A A} 61 10 49 5
9 36 2.6 33 0.6
TE 26 3.4 20 15
) 25 0.9 19 0
2E 21 2.0 8 0.9
AEH Aol
A=y 55 28 41 19
Y &2n1] Aol
AR A= 47 1.4 26 0
AL 2 G oF Aol
A8 7k 40 4.0 31 1.5
T, 5 9 $4%F Aol
1A Aol 30 0 4.1 0
Ad AAE
AT Fa 30 8 9 0.3
AR "D @ ZA Aol
ol 30 8 13 2.9
5 g 135z2 Ao
L1 27 3.7 14 0.6
=44 L AgxZ Hof
wHE 28 1.4 15 0.3
AAA Aol
5 23 0.6 16 0.9
‘NCI CTCAE v4.039] wte} 535 wiZ T
A e

7hRE9d 2 S gAd e W8 QHEKEYNOTE-868)

gttt e H(o et 9 7R EERDA B8 B3 o] oF9 AL YA
e A AsHEd SAE ez A 549 wAB0D, gy, ol ¥A,
Aok thx A A KEYNOTE—868<>1]A1 P E Qo = 7599 9] A7) u] 330}
o o] ¢F 200 mg 2 FAIsaH e 6 T FATE & w) 650kt o] ¢F 400
mgsS Ho 14F7])5¢ 04HL7%1+(n 382), 91oF 9 s a S 65775 Fo
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TE T oofe AU 145715 SR tin=377). o] ool e == /I3 24
Fe 5.67090A 9 19-24.070 D)ol Ak,

ZOg oAl o] ok Fusista I Westd Bawe fxbo] 35%A %
sk o, jeke Forsisa st Wgstel B shate] 19%94 WAy
AWAQ ol AR E o ok Fotsistams Westd Towke Fake] 1.6%00A
9 3H9] 0.1, COVID-19(0.5%)¢F A1 A A(0.3%)5 Eg+3t5ich.

o] ke 1 %4 W}oﬂ*ﬂ 01*“}34

S
Sowe Bl 2%l 8 q}%@uw
JTH FAFY mE AAH FAFEE T FolA Uy

A eF Ak o 2wt
HHE g 7o -8 2*H(KEYNOTE-775 2 KEYNOTE-146)

5 % 262 KEYNOTE-7759] s o] ofz dvtEd ¥E Moz s
MSI-H =+ dMMRo] Q1= At 21 5 20%0]4ol A A3k o] Al <
AR oS 29F3k Aotk KEYNOTE-14604 o] <Fx} @lnteldel X
Hoez AEE2 Agugyd S@AS0AM  HiudE  odAkEe o
KEYNOTE-77591 4 B AE fFAFATH

1% o B & ro
Do
(@a]

AL o] g A= o] ofd FHnBtEld W& 47% TASAL o= HH
28 R FA A & B4 AT A A%, A% e 3 AT E A% &
d, obg A A, Ry B Vs R FFE, S 34 oY 5T, 9
Az = A) A 1@0]5{11’4_

(4.4
o BT 15%) AN THHAL, of ool Fol
FHOE o077} BF ol A% oD ALT Z7HL2% A

AR A7 o ok FoF AN FEE 48%0] BACIAAN BASAT. of ofel
Fof AN FEE ZUT P EF olFAEEGK olhE BAEK), ALT F7H4.4%)
AST 57H3.8%), 1 U(B.5%)°] ATt

# 25. KEYNOTE-775¢] A3Uuhet @4  20% ol ol Al Hag o gAtel

MSI-H =+ dMMRe] $= A-Fueket

] 35ult} o] ¢F 200mg + #MHLE]Y SAFHA =
n=342 n=325

“

SEER

=

o] Aol
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Zt NEE TAAES ALSEE T o] oHAuFE E(0H 91:263-340), HAFH|A E
2] e (1 9]:240-322)

TNCI CTCAE v4.03¢ w2} 53F<& mzich
Heed T

KEYNOTE-522: 1919 =7] s34 #3Y &4 ey € A BxaW
(neoadjuvant) ¥ < & B ZQH(adjuvant) iz < S3

Zke] 0.9%0A g A7) 715 BA, A B, &3 F 2

rr

o] ¢fS Fojird 2 , d
A =W A F™ol e AV MY H4, HH, ddS, d A, e b
e T ABAA ol dAteEZE SRR, o] kS T2 Ao 44%00 A
SR ol GAtElZE Ao, 2% oldelM EA U ol dAtEl=s A4
FTART FAFA5%), TG 7%), NEQ2.6%), 131 FAT TFAEF22%eoltt o] oF
of dA Tz oozl FPF WM ol FAtEl(=2%) = AT HAaT26%), B
# Z456%), ALT S571H6%), AST S71H3.7%), W1 E(B.5%), TX3B.2%), EFdd T4
T 2T Q28%), WET HAaTQ8%), 7= A@.6%), TA@.2%), 1Y d=
(2.1%) A .

3 27 31 3% 282 KEYNOTE-5220 Fofsf o] ofo= X guh2 Sato A AL o]
A B AR ol de A 2%% Aot

47
£ 27 o oF% Fol we A F 20% ol¥e] BAAA WD oA
(KEYNOTE-522)

shshay’sh §eshel o o 200 mg_
3 &m w 5 ° ®
W] 3% 18] / o] oF ststa o Wgatel 9ok [ 9ok

o] A AL n=389

n=778

2E 537 (%) 3-4 55 %) 2E 53T (%) 3-4 5 (%)
Al Aol
b= 70 8 66 3.9
] 28 1.3 19 0.3
AT Al
24 67 3.7 66 1.8
1) 42 0 39 0.3
A} 41 3.2 34 1.8
T’ 34 2.7 29 1
TE 31 2.7 28 1.5
e 24 0.5 23 0.8
3% g vje 22 Ao
g 61 0 58 0
2] # 52 5 41 0.5
2NZA Aol
Tz A Wz 41 3.3 42 2.3
= 30 0.5 29 1
=4 4 A% =232 Hoj
AAE 29 0.5 31 0.3
o855 20 0.5 19 0
357, % 4 T3 Aol
M 26 0.1 24 0
A 2 G Aol
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TNCI CTCAE v4.00l we} S53< wizth

KEYNOTE-355: 4:2:0] B/} Za Aua o o4 Azos suet 34
gabe] Weam oz QA

o] ok QbAAE Ao] WA A o do] BHEtame wx e 4o Hrlbd =
s A EE Hold AESA S A4S 23 gow, olzud, =95
1), 91k gz oA Fel KEYNOTE-35500 4 shZejerad, obrmlzsh whze)eral
EE AT B ARESES HELYOR ZAAUTUIIANY B8 B B

a1). & 5967 o] SAHUPEA FHIZIZE W 347
%ﬂ‘%";l e AAER 8 7R SRS e
o3ttt

AH-BA0.7%)e HEAE £703%F E¢st= AHA o] GAE= o] of 3sta
HAE BET SR 2.5%0 A4 FA3A T

TR ol GAEE o] o HIFgAd, dRRAY Iy e FAAER 8
7IRZHE S e FA 30%NA TASAT. Ao 2% ol T T
ol FAEl = HH (2.9%), W1E 2.2%), 181 48 AT 2%l

ghzte] 11%7F oA = o] o FoE T8t o] ofo] Y5 THo=E oo
7H RIRE o] FAE(=1%)= ALT S7F (2.2%), AST <7t (1.5%), 1elx HIEF
(1.2%)°1 e o] <Fe] dAl TFoz o]zl o A= A 50%00AH T35t
Tk o] ¢fel dA FTHEo=® oo P WIMZ o FAE(=2%)< ST HAaT
(22%), @& ZAaZF (14%), N8 (7%, ALT =71 (6%), WdF 7H4&F (5%), AST
S7F G%), MET 4 a4 B.9%), 1831 BAHR% AT

& 29 3 & 302 KEYNOTE-355¢9 Fofsf o] efor A mHhe fxpoA TARE o]
A B A AR o)t aoket Aot

& 29. o] o G QHAE FoEe &R F 20% oo fAAA BAYZE o
A+ (KEYNOTE-355)

fo M

N
I

o] °F 200mg < oF

o] 350l 13] o 350l 13]
ol At ' i

3tk WA 3}t 2 WA

n=596 n=281

2E T8 (W) 3-4 5% 2E T8 %) 3-4 5%
A4l 7ol
ozt 48 5 49 4.3
A3E Al
A4 44 1.7 47 1.8
A Ak 28 1.8 23 1.8
HH| 28 0.5 27 0.4
TE 26 2.7 22 3.2
J]H 9y %2 Aol

‘3% 34 0.8 35 1.1
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upx) T 26 2 16 0
557, % % 24 ol

7138 23 0 20 0.4
AF 2 FF Aol

Aa 7ba 21 0.8 14 0.4
AZAA Zol

== 20 0.7 23 0.7

*NCI CTCAE v4.03 o we} 53¢ wAch

Tk k- 07, A% W3R, Ex g o0, wbd b7, PR bR, Ue) 2ok wk, Fukg
W, =7 E 20e x3sit)
714, &4 A, AR J1F 25 2390
T2 ASE Y FES xiar)
# 30. o] &3} 3 QHAE Fo whe 3ia F 20% o]dolA EAE 7| A X R}
otslE AdHARA] o] (KEYNOTE-355)

o] <F 200mg < oF

of 330l 13] + o] 3%l 13] +

313 @ W A 313 @ W A
A A

e =37t 34 55 nE S5+ 3-4 55

% % % %
gosta AL
Sk 90 20 85 19
WL A 85 39 86 39
FAT Lz 78 50 79 53
HI G Az 73 28 71 19
40 4A40F 54 19 53 21
3134 A}
ALT =7} 60 11 58 8
AST Z7} 57 9 55 6
1Y¥F= 52 4.4 51 2.2
ARy 3= 36 2.0 32 2.2
obzbg] <Ak B &4 =7 35 3.9 39 2.2
Ad4 = 29 3.3 27 18
AYEF d= 28 5 26 6
A g2 21 7 18 4.8
ALg = 20 4.4 18 4.0

ANY AN FAFHL A& 18 o) JAFAAR Aol ssPd Aol thE) 2 AFE LA

B2 A4Egh o] ok+alat e WAl (B9 566-592 W), 1ok + sFstamAl (29 269-280%).

"NCI CTCAE v4.03¢] w2} 532 wjzlth

A8 7 F-F

st AR S H(CRDAN 28 dl 2 95 7 WA @ W[EBRT] & X S[BTD#
B a3l o] oko] okAAL FIGO 2014 MM-IVAZ] AZA RS 3kx} 5998 S x &3k ¢
ek gz, F2AAM:D, 97, olF WA d4AE KEYNOTE-A18ef A
ot F 2959 Ayt o] ofg SEAM QI W gt Fojukgron
o] &7} foke FshiAld @My W &3te] Fojwgity

E TS 20/ ECHS]: 1¢-3271D)e| Tt
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Kl 01*“}341“ o] of3} stshAd e ggste] Fojube 2xo] 34%0l A
ST SRS 1% o]/l A EA T ol = 82 THB1%), A
%), 8248 J8F14%), Hd=1% 2 d 22A%)<S EFstATh

FAFE = QIRE o] ofe] FoTThe &Rk 9%olA TAsAT. 7] FAF
o713k 74 RIMRE o] FAteEl(=1%)= AAHL1%)ol A H.

FALE = QIRE o] oFe] A T2 A 4T%CA ST dAFH] Fo
oF71% T HIRRE oA (=2%)= W E(T%), COVID-19(7%),
SARS-CoV-2 A& &F34.7%), ArH4.1%), ALT F7H4.1%), AST S7H3.4%), =37
T Z:‘i(?) 1%), 82 Q7% 3 4T o+ HLaT2.4%)°] A

x 31 E 32 KEYNOTE-A189|A o] ¢Fo 2 g2 Fxlo A dAYgE o] A}
gk < é ARR] o) & A42F 8ok Aot

E 31 o] & T2 FIGO 2014 MM-IVA7] Ag 45 &2 F 10% ©174<] Ak
AN AR o] FAHI(KEYNOTE-A18)

e
Zoe

T

s
=

~~
=l
)

o o
ox o o> I

of
i
o

o] Atz stebkAbd @3 o] of m) 35 S Ad @ gl of
uith 200 mg M-8 % o] o wj
65vlch 400 mg n=304
n=295 i
BEE 5H 3455 BEE TH 3-453

(%) (%) (%) (%)
A3H Aol

24 57 0 63 2.3
A} 51 4.4 51 4.3
TE 34 1.0 35 1.6
HH 20 0 20 0.7
BE 13 1.0 14 1.6
Zdg:|

ez 72gr 35 4.7 34 5
COVID-19 10 0 7 1.0
221 Aol

g=zT 27 1.0 28 1.3
wd 14 0.7 15 0
28] ol

FAARSIDA R =t 23 0.7 8 0
R R I R 13 0.3 3.3 0
A AA

g e 19 2.4 19 1.0
AR 2 FF Aol

A8 i 18 0.7 17 0.3
A " g ZA Ao

lx 2 12 0.3 12 0
o] 5 9 15t z2] Aol

17 1 12 1.0 8 0.3
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w] 3%whe} o] F 200mg Sef

+ +
Forststa (A ) Fdstet ey (kA R

YA A - b

n=307 n=309

BE 5T 3457 2E 537 345

%) %) %) (%)
HAstA A
uy 80 35 7 33
N Ddas 76 27 69 19
THT HEF 73 43 62 32
HIT Aas 64 35 59 35
40 AaF o7 19 53 15
shst AL
1dgF ol 4.7 46 2.3
ALER dF 46 14 37 B!
AYEF €% 39 14 38 11
ALT Z7}F 40 7 38 6
AST 7} 40 6 36 3.0
GLY A wa) T F7h 38 3.4 40 23
Ads d% 37 11 31 5
Aot d F7t 34 5 32 6
ANdE dF 29 7 26 7
1ZF 9% 23 3.7 27 4.7
1Zg 45 21 1.0 20 1.3
Al ZIAAZE FAEA Ha 13 o) AGAAA SAel THesAE SAkell tis)
Z+ NPE BAES AT o] of+&erstetar (M9 296 - 301 ), #1eF +

getslst ey ((H9l: 299 -3029).
Tapetslst e H(HFY A H AN ASdd == I el RS aE)
NCI CTCAE v4.0¢] we} 53¢ izt

Gz o}

o okt AAEN B AlxZelelzie] W ool e hAALS ol Ao WA A
goll the A A& Aol fle el /e T4 WG e Ao B
o BAE WEer I O, olF WA, FAS A, A dEzdT d8AE
KEYNOTE-966° A1 A= ATh & 1,06398 <] A7F o] oF 200mga A AERH] 2

NrZeEm=529) EE §lokT AAEH B A~ZREm=530e u) 3FrY Fo
HorT) o] okol U@ wE7]t UGS 6/ LR 19-2870 Q)] AT
olAE = A7 o] oko] EeZwre fAe] 15%A WASAT FTH EF
G opr)3 s WMEI=1%) ol AlE HAZ13% oAk ol AAEE A
o] oke] YA FHe Al 55%0A BASAT. A BAFEe ob|F )
B WIMFH=2%) o AAFE i owm}xl ol BET 5 7a(18%), oW 5
7H2:(10%), MAE%), VAT 5 7H2:(4%), FAGB.8%), 7 2(3.0%), THTA(2.8%). ALT
S 7H2.6%), AST 57H2.5%), % %E H 24(2.3%) A T}

o] oz gorsistael WaR el Sloky st argel We T Hasy
o o, o] oF =cislAe} g0k Bl A ghol 5% ol4e] WAE AolE Hel ol

N

Il
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A= T E (26% vs. 20%), TR (21% vs. 13%), AYF (15% vs. 10%) 2 7HdA
ABFZ (9% vs. 2.6%)AT F T 7ol 3-45F EAo WA= JaHo g on)
AT zkol7F FRAF A Foktt. o] ofi 5“’@} e e FoSAel feka et
ststan] BHE& Fo A Ztol]l 5% ol TAE AolE B YGHAA o)l
D2(69% vs. 61%ATH T & 7ol 3-45FE E49 LB YAHo=
+ #tol7F E1E A skt

v

o] ko QrRAL oo A ﬁacﬂ A= HAZFS WAOE F ol olF
WA, 9] WA, 9loF thx A7 KEYNOTE-3Mol A ZAEAT $A4: 5
9 MA@ DE ] o] o 200mgn=299) T $)eHn=159& Ar) 35571717 §) 350}
o ol itk
o ofoll TN wFVIZH FAHE 33MACHI: 19-27374 Dol Qw, Sl TF
2710te] FUHE 2209089 1A-1550 Dol o] FAAR A7 o] ofe] T
o FTe Bl 13%H BASAT FTHA FAFBE o7|F g NAF o
A S BEQINAT o AAER AT o] ko AN FHe FAke] 26%el 4 %
Aotk AAAQ FEelFGe ofr|@ s MWsH=2%) oA m: A
x| o] dF U FH F7HI%), AST S57H6%), Y ALT S7H2%) Rt
% 35 9 ¥ 36 KEYNOTE-304ol4] o] ¢fo@ X2we SxolA WA o] 44
AA ol aok Hlelth

35. KEYNOTE-30491 4 o] obg Fojme # & 10% ol 4ol xbolx wae
o)A AL

—_—

o)Ay o) 350k} o] oF 200mg 3o}
n=299 n=153
nE SFT 3-45+9 e 577 3-45+

(%) (%) (%) (%)
S
g 18 0.7 14 0
R
)t 18 0.7 7 0
AoF= 12 0 4 0
g o)
A} 16 1.7 9 0
oA 9 o
218 71E 15 0.3 9 0
el
A= Y 11 1.0 7 0.7
5F, T4 &l
713 11 0 9 0
W&
A A= 10 0 7 0

NCI CTCAE v4.03¢ @&} 555 v

T mRd, QeAR mRe, A AR, B, T wn, -T2,
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= 7 T o
— ~ o o =
Tz EF T
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F B fow
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¥ ® MNHOEN FNHOMOHA e = N X9 o oo =
1 file) ,MI f'e) _A_l _.EE - O_O ) ,_I\_nﬂ _ »AO
g am I g W o
R %ﬂ.%G%ﬁo%ﬂz_%%
ol ! o_ < = X T 2o _ — _ui X0 E.E
~ > X N L
% Nm me%2 on . o gXoaX
it 4, Ra =<LgoTidgss __ 20 8
vl M e S 0 ° B Y TE R
PP wlwd Va4 m 5 X W= T N E
_o BB R AR BHLRET LS B
g Nlo mn X — 5% 9 RO > B Mo BT
OiFw  euweETt ST o 2 A a R o T F RS ey oy
CHN RBITIRFTABABEL L T X Oy O g o e
YR e ARTRBPTEEEFN, B+ Qo Mo | + 1+ & W - ™
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FEol kg TE S3(%) 25 3(%) 355(%) 45F(%) 5 %)
A AskE 8.5 6.2 0.1 0 0

A7 s ET 3.4 0.8 0.1 0 0

Hg=T 3.4 1.3 0.9 0.3 0.1

A4 1.7 0.4 1.1 <0.1 0

Al B 0.8 0.3 0.3 <0.1 0

4 0.7 0.1 0.4 <0.1 0

et g 0.6 0.2 0.3 <0.1 0

A’ 0.3 0.1 0.1 0.1 0

A 18 day 0.2 <0.1 0.1 0.1 0

o] kS TE gWog FEouoe AR HPAuAEY $xHn=909)°] thE HE AFNA 1
A AT BYEL I61KEE SHRM, 35T TYEL 0.3%Ach o & MF g 5-FU
setanidel WE ayon Raue SRR WP EYd BA0=276)04 AN AstEel @
AELS 15.2%(158 Ev 25DIH 1¥H sANHEEZEF SA0n= 389)O1W 4 AstEe A
L 17%15H EE 25U °] o2 @5 Mo Fojre AAES AP AHMEY &7}
(n=488)°l W3t RZQ W AFA A AHsFe BAEL 21%(EE Cﬂ)aiiﬂﬂ, 355y A

E2 0.2%9

to] o B= ooz Eouwre dAES A ANEL FAMN=488)0] T Rz AT

B R%(EE THAeH, 3572 THES 0.2%A T

Tel ‘-’*% 9 ayog Bo whe w2 EAg $aHE n=26020] tiF AE AT FHdFe
SH)E 3.8% ~ 8.3%° WS HLE‘rkEEP o] ofg WEOR Eduwe AP Fx7

% %PZMI A mﬂ‘é%(E—E— 539 B ES KEYNOTE-087(n=210)7 KEYNOTE-204(n=148)°ll A

§o1 o 200mgur AMEdAE R W sstawAE Wt Tojre vaR vaAEdY @
An=405)1 4 AAAe] BAES LIHEE TGO, 35T WARL 10%, 4539 NS
< 0.5% At

BERNEE

B Ryo] wets Azt FUE 534ACR: 269 ~ 166U A<
N3 FAGe obA EREA LUTCAS): 49 ~ 190d). R PHOE A o]
obg FTd BAE 19CIWIUT 5He] A B By %@ng—a—ﬂra 5%
stdth. MatEAgel WS Azt FARES 3TALCES 1Y ~ 119Dl
9. A&7k FRFE ALY 8+ ~ 271D} HeirAdes
3] o] ok FUW FAE 490.1%01UTH TR AL HHEAY FHo=R
B slEatdnh. g Se] wEsts Aol FUghe 210U089): 39 -
15,0471 D)ol AT}, A713ke] FU7ES L8ALCES): 19 ~ 12.87] D)ol Ak,
A7) e EoR Qs o] e FE AR 29(C01%IAT. T1He] B}
L AR5 ENE FHOERE ABIGT AHA AstFel WS AR
ZHghe 357020890 19 ~ 1BIADoIAT. A%73be] F@e o}n EasA
UGTHAS]: 29 ~ 2.7+ WA AFFOE o] e FUW AL 19
(<0.1%)°] AT,

9%
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FFol W= A TS 33MLCAS: 29 ~ 19.371 D)ol T Xl—’tﬂZl
THUS LOMER S 1€ ~ 17200t HdSoz Q) o] oS T3t
A= 36 (L3%)ol At 557 9 A= HAT T2 HE JFAT

&4

ol wsts Ao TR 35710 102 ~ 16.270€)o] At Xl—’tﬂZl
TS LIRECES: 1< T+ D)ol AP E Qlal o] s FHEI

L E_ 8
A= 15%0.5%) 010t 4199 A= AFd SH=ZHEH I ESAT

o] WstE A

. Ly

—_

o TYHS LINLCHES: 89 ~ 2L/ )l A&7
8 7HE(HS: 8L ~ 20.9+7H D)ol tt. HHe = Rl o] & FTHEHI &

I

Gk 1
£ 6%H0.2%°10t. 1589 A= 3t T4 =R 3539t

%

Aol WHEE AI7Fe] FUFES 5L 129 ~ 12.8719)o| ATt Xlﬁﬂzl
FUUS 33MLEY: 129 ~ 8.9+ D)olAT AAF ez Q3 o] e FTF
b= 390.1 %ol 5o A+ AR FHCEREH I EA

RER

°F 2 mg/kgS "l 3Fmith BoaAY 200 mge ] 3Fmitk FodsAY 10

mgkgS H 25 EE 3FvlTh Ro@ QA Fold @A FA o] o A=
Z gotad £4 32 W/ 20347 B4 F 6PASKAAA Tl Hm
A3, o F 9904%°] BAIAE MBEFHR) B F5 FAsF FAolY
9. -Ansdsd 4% == 25 94 Ao ge} o5s m hua zew
?E]

g3} aA .
FUg oFEo] S of kA Et efkE ol dNkg
16.06% 14.33%
(251/1,563%, 3277) (224/1,563%, 30271)
JAEFFAA, vAEY #H™H, FJASFFAA, F WA, 734 A
HE%H](O e s s Q@%TE/‘:MQ;?‘Z i;iz:lii] &hTZ_H‘L Zs Exﬂ:]ol(;l %‘]
I ¥ F 094 2, 9% g4, 39 24, 15535, FEX2E
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LY ERG & WEo 355 2 4559 ALT 2 AST A<+ 28 1540 24
g 4tk X 85E AFEr] A X B5EE o Fr)HFoZ 7§45 ZUE P
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T TOE o|YHER FRFAA Tt Aeole FhiE TEHEF T

7. ZoF Tl o Fof

KEYNOTE-051914 34 SAF, €z, PD-L1 ¢4 E= MSI-HQ X34, A

A EE BSA LIS Ad &of & 16198671 EFH 124 vRE ojdo] 629

L2A 78 174 Z2d 999Dl Al o] oF 2 mg/kgE mf 3F vtk Fosidlt. o] & XH
HEZ Lof S 229301-174DoI ATk o] oF

43)(A9): 1-353DH a1, 1388 (86%)2] FA}

Frtt 2 mg/kg® FoAjh 4of Aol A 9

& AL A Aok FAS A

A Z2oYL Al 19} fFARSER T 7 Wi Rk of

ol (Ho = 20%2] aof fAAM Hiug)S Bd, 7E, FF, 55, 1E, 7

Z

P

dﬂyﬁ,gi a Z}(65/Hl o)k 654 PINE A9l el QA EE FEAC HolE
BuEA erghth o] BAToIM S zHL BashA gt
A

9. 27l BAApol ThE T
A% EE F5% A0 BAoAE §% 2Ho] Basty g 5 g AF
2 U § of ok tF AT FAH Ao

10. Zt7el gatol thet Fof
dE BT T AF BANAE & £do] BasHA ¥ 5 AN &A
E o= g o] o digt d7 = 3 v gl

e

S Aganad, deA ged, AFE 54 gt

- o] o mpo]gg A

o) o wlel2e sAs] A Ao A BT MEST olshelA nBe
+ 9

- Fo] Aol o] of wlo|Le Ko A o] B3I WA JRE Ity o
ke EWalAL ofzk fuwe BA EE Qe wmebdo] AAolth £k U A
JENIENEE R SRR Pk

- o §3& AT 4 mLA00 mYZHA AE F ol F 09% ALYHAFAY EE 5%
EEFEAES S FHF AUFYN] $4 HAF BT 1-10 mgmlE 343




O A% 23S A Soldw AMA & et (54 F 2

|
juind
o
N
IR
12
ok
1
i,
oo
5%
flo
e
o
A
&2
rlr

g e A9 S48 S Aed & 64717 BB 4 AUtk S48
o2 28Col M WA BBY & AW HARE FAFY SuAA T 2847
o) 96ATL ZISHALE o Bk W HHe Aol npol Pms Hujsoy)

13. 94eke) s}
D ofelarg Fu

o] HABETFIL TIZFETA T FA ot

o] ¢k PD-1o] Hig =2 AT sAF S AW FAZ, FAAANNE == FTIEA
Zol|A PD-1 A2 #H3t= PD-L1 & PD-L2E %33 g7t=9 o]F gzte o
Al(dual ligand blockade) #t&-& gttt o] ¢k PD-1 F8&A¢ I =g A<
Wl g2, T HASHANA FTYE-Fold Az=s4d T =27 9 JF34 WY

H8-& A& s

o] oF 2 mg/kgS W 3Fritt EosA v 10 mg/kgs i 2F EE= 3FniTh £o3
Stxtol TxIA A, #Fste T-H2 9 F7F flo] @4 3H(5, HLA-DR+)
CD4+ & CD8+ T-A|2z 9] H]&o] F715 A= AFFHS

H Y AXF 2d AFoA, &Fuke2= PD-1 A9 HEA 7|uAl AA
(tyrosine kinase inhibitor, TKD®] Z=&2 F <Al ©=0 Hl&)] Fdd FT¢F 24
< Y=k

2) °of&stA AHH

o] ¢Fo] of%Este o] oS W 2Fmit} 1-10 mg/kgs T3 AU w 3Fuith 2~10

mglkg £ 200 mgE Fold 200379 ThFF FBAEL PO ATHYUL. o
oFe] oFES] glof ASF 3 AFHOE oJugE Aol YUt

5

o] e Ao Foixy] WEo] A 1 93 AA S s

=]

A du o xS, o ool 44 dHli(steady state)oll o] &= &
= L, 5 AICVE 20%). 3A AAANA ZIthE = viep o], o] o2

_56_




g7 g Sold s sHA ¥

T A}

o] ¢k H|5o|d AEE o|sHTy A= o] ¢k F oo 7|HsA] &=

A A

o] ¢ko] ZFEAHUACVHI= A Fo Al(252 mL/day [CV%: 37%Dell vl A AE)

oA HU WHIE SAS T oF 23% LA W, 195 ml/day(40%)]; o] 2] g

Az ME FEo]d 2 Fhe AAHCE FonetA] FThal AAXIT AT

HEZ 71 ()2 71818 B2 (CVR)S 22 (32%)°] T}

o] ¢k W 3Fwmith HHE Fof Al 16F%tC] A dEH sXe| EEdtdoern Al
2 B

2L 2.1 %Atk o] %9 HA FE(Cra), A FECon) & Gl A AZE-
45 34 3t WHAUCyS v 3Fmith Fo /\1 2~10 mg/kg HL M &7 Hl
gH o2 F7kskAH

S &4 Ad

o] ofe] ofFdle] thdk ThFdt FWH(covariates)o] FFE T FF3E EA oA
BT ARA5-944 B, AYE, AT, S e T5T We B, AF
EE % AN 2 TG FEHI 22 AAEL o] o9 Fojd e AL
2 o7 dF= vAA Fodkt v 3Fr 2 mgkg AT 71N §¥oR T3
ol FAR-1TADANA ] EF sEe T 8Fo2 T A SAAA S} FA

A 7% Aozt o] ¢k Flojy e wX= FF2 HS(GFR 60 o] 90 w|wE
mL/min/1.73 m? ¥& £53(GFR 30 o]4 60 "% mL/min/1.73 m? A& ol 3=}2}
AZHGFR 90 o] mL/min/1.73 m?) A17]% A2 Hlwd o oF5st BAoA T
ZHE T S B 55 A Aol AN AV)s A Abolel A o] ¢k F
gojd o JddA o= FoF Aolv HEHA FUdth FS(GFR 15 o4 30 =9t
mL/min/1.73 m%) Ao #FAE oz 3 o o Ui ATE A vk gl
9. Ao ShAtol] that Fof o).

Ho) gkt

o7t o] ofe] Fgjoj e mA= FFS 75‘% EE To5% AHEANF LY F
Wl(Total bilirubin, TB) 1.0~1.5 x ULN(Upper limit of normal) & AST DULN %
ASTe} A3 glo] TB > 1.5~3 x ULN, 7%= %LOHOH 3t = H Y - 4a(National
Cancer Institute) 710l o 2HAke} A4 217]5(TB 2 AST <ULN) $A+&5 vl
g Ak okEs EA A BrlEAY AE Ee T Al ek AN 1%
SEA} Apololl Al o] ofof FElojdxo JdH o E FoF Aolve BHEHZA fUTH
Z%(TB >3 x ULN ¥ any AST) xtA o} $AE ti o= 3t o] ko gt A&
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TE vl o0, 7Hgel Aol gk Fof Fhan).
14, JHAE AR
S22 (Melanoma)
KEYNOTE-006: o|Z2eF5 X5 Hgo] gle=
o] ¢fo] FaAdL olEYg Y Xaw AHgo] gl

& AHEEHAl B2 FEol E7FsstAY Mol FAE A AR FH49 frH,

271 (n=279) E& 3FHN=277) FoUAY o|F TS Fo(n=278) ¥

bt
ox

uied o
<
__}1_:1
-3
ofy
N
1o
i
T,
l
o
o7
o
rigt
)
We,
s
=
v
ot
[.ﬁ_l
o2
b
[r
@)

o oft

Bel g == 58 EVled A4 A A7MA o] s Fof wdth
o o= 4H IAAES A o] F<l
SE&HAT. FTF GH U= 125 I HAH,
= 12F AT
KEYNOTE-006°l %713k 83478 9] $tA}5 FollA 60%= F4, 44%+= 654 o] (A=
FTYH 62MH 2 18-89Del o 98%+= MRlolATt. 66%+ ol HAl s E W
& Aol filen, 34%= oldel 1819 A5 Fdol AT ECOG PS= 069%)
2 1@1%)el Atk gAke] 80%+= PD-L1 ¥A4(22C3 3 PD-L1 A& AT HY =
2l ghek 2o o AP BrtE T 2 A A AEe] 1% oldelA PD-L1
2ol e 18%+= PD-L1 &4olth 65%+= Mlc @A, 32%+ 454
LDH A#Z5 BAA 9%+ = Hol7F &A1= AT. 30298 (36%)8] Aol Al BRAF =4
ol ¢Adoldth. BRAF &9 /o] Al &4 F 1399 46%)2 o]l BRAF A
Az AR5E AP F ol At Hojzek] EAS A5 k] 2A 43S
o] F AT
12 #8284 #HrHAEse AAAES093 FPPEPFS, 1gdd ¥veF7E 71+
RECIST 1.1¢] @& RO HE] o Hrholdnt. 23 Fa848 HrHAZ= ARF v
& E(ORR)F} A &7|ZHDoR)OIATE. F8 FEA AHde & Q 2
F® 38 olEEFH A8 Aol v NI ST Ao dig 25 ==
o] ¢F 10 mg/kg T * ¥--§ A3 (KEYNOTE-006)
3Fuet o] °F  102Fwitk o]  ¢F 10°]EFH
mg/kg mg/kg n=278

(%

N

Hrt A%

_58_




n=277 n=279
2 A A 2(0S)"

AR LA Ak S (%) 119 (43%) 122 (44%) 142 (51%)
Egstr &s (22,

Z47ONY) 95% CD TaelA S (24, NA)NA) 16 (14, 22)
21 & HR)T(95% CI) 0.68 (0.53, 0.86) 0.68 (0.53, 0.87) -
p-# T <€0.001 <0.001 -
RO*el <@  RAPYE
(PFS)"
AR LA #ak S (%) 183 (66%) 181 (65%) 202 (73%)
Z47NY) 95% CD 4.1 (29, 7.2) 5.6 (3.4, 8.2) 2.8 (2.8, 2.9)
218 n|(HR)T(95% CI) 0.61 (0.50, 0.75) 0.61 (0.50, 0.75) -
p-a* <0.001 <0.001 -
RO*oll <@ o] AwA
Bk
ABA WSEORR) % (95%
- o= 33% (27, 39) 34% (28, 40) 12% (8, 16)
[RO%e] 93 wFeA&7)3)
(DoR)*

=234 oFL(2.0+, =E3}HA 8 (1.8+, =E3}A &S(1.1+,
Zo}7HMY) (He
TLROND (A 5) 22.84) 22.8) 93.84)
HE BAd 7%

27 &9 "H2E(og-rank test)ell 1%+
IRO = RECIST Llef w2 S22 FAdst g S&Fsta oi

REE G X EIE S
FAE B0 FA8 Sx(CR) B BFEMSPRIS Bl Ao AgA v

o] A7+ ©] ¢ 10mg/kgs 27 % 3Fvitk FAA o F5 tiH] OS ¥ PFSel
e gAHoR folmd A JFaAT
2% 1. KEYNOTE-006 A &2 A4 £(0S) Kaplan-Meier =44 (TT &)
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100
a0
a0
i ‘\L_"‘-D—-
= i
< g0
3 0 1
2 4
2 40
[#] i
30
20
raatmant arm O rute o 24 montia HE % Eva
ia EEY UL 10 mghg svary 2waska = e U8 @i aan  oms
MEY IMUDS W mglg svary 1wasn Th % 08 a1 0d 0|3
pdemum et ars
Q 4 a 12 16 20 24 28
Tirne in M onths
Murber af Rk
EEYTRUDA 10 mgkg every T weaks 279 243 = friur 176 156 e o
EEYTRUDE 10 m gk every 3 weaks 77 51 215 184 1 156 [
el L ITa ra b= im0 145 122 110 = (]
= = o) - 1 37
% 2. KEYNOTE-006 x]&52 Fxl&) AE(PFS) Kaplan-Meier =4 (TT &)
lLili]
10 mgikg avary I P Y T i
a0 A A g g vy B B i Gt (0, BT el
15 3%
&
"':. i R
& 60 -
]
£ oo+
&
a
i 20
]
4 M—W
A A 7l
20
10 -
[i] 4 3] 12 18 20 24 28
Timein Manths
Mumber at Risk
KEYTRUDA 10 makg evary I weaks. IT3 148 11E 5 EZ =r =
KEYTRUDA 10 mgkg svaiy 3 waaks: 277 1365 114 & 24 &0 13 [+
pillmagm o 78 = 42

KEYNOTE-002: o]Zg]F5 X7 Ago] A= IAE oz 3 gz A4S
o] ¢ FEAHL ol oY T X8 AHo] A

o] 7% BRAF =& MEK 9AA X 5& W2 & E7M5stAY dolA
b o9 E‘r71L, = AAAIE Q0 KEYNOTE-00200 A] “éﬂﬂoit} A= o] ¢
3Futh 2 mg/kgn=180)+, =+ 10 mg/kgn=18D+ Z=+= 3}st n=179; ozl
HeEErE, 7tHEeE, g3 ed, == 71 Eg5+33 ZEH ”XPH
WA (11D HAoh AP AS S e "9 AAE Fo e A, OléaT
g A5 FF EE AHES AHste H-ul o] 3Rk Y-S

12F ol4te] IEEFAAHZEOE 500 mg/day ol ZHEYE EE o8 F
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T 65Fulth 48F71A, 2 Folle 12Fvit FIHAT Hx A" FW o}
= Hre Fakes o)lF WA Weloz 3 Fnf
2 mg/kg =+ 10 mg/kge] o] & Fof ws F Ut

KEYNOTE-0029 713k 5409 2] A FollA 61%= B4, 43%= 6564 o] (I3
TG 624 18-89Deln o™ 98%= WlolAtt. 82%= Mlc ©AIS SAlojH,
3%E T 7FA 283 32%e M 7HA oo g SAFe uid Al As A
g5 7IK 3 A3tk ECOG PS 1(45%)°1eH, 40%+= “<¥d LDH ZFHE HYx
23%+ BRAF EdWo] FxxE 7FA L AT "ol =2kl S A& R
Ax #¥o] & FAAoh

12 S8R HUMAEE TR PR ZEPFS, RECIST 1.1¢] @2 RO AEY o3 H7p
2 AANYE090) A 23 FEA HI7IAFE FZPAYEPFS, RECIST 110 wp
ATFAHF 7, ABH ¥-EE(ORR) R HEZA & 71ZHDoR)eI AT o] He o] B g 7t
Ag5E W A 8 F8A4 A= E 399 89FFHo] o

E 39. & EISSIAY Hold ZAF Ao Uidk o] oF 2 mgkg F=E 10
mg/kg 35 vtk T & fF84 A3} (KEYNOTE-002)

rr o

RE=al o [e) 2
WA A T/k}q D %320 of o 10 mgikg sheran
oot A meike n-181 =179
n=180
2 3 A 2(08)"
AR LA B S (%) 123 (68%) 117 (65%) 128 (72%)
11.0 (8.9,
ZA470ONY) (95% CD 13.4 (11.0, 16.4) 14.7 (11.3, 19.5) 138
913 H)(HR) T(95% CI) 0.86 (0.67, 1.10) 0.74 (0.57, 0.96) -
p-a* 0.117 0.011° -
IRO® ol 9]3 %13 4 Z(PFS)
AR LA B S (%) 150 (83%) 144 (80%) 172 (96%)
ZA470NY) (95% CD 2.9 (2.8, 3.8) 3.0 (2.8, 5.2) 2.8 (2.6, 2.8)
913 H)(HR) T(95% CI) 0.58 (0.46, 0.73) 0.47 (0.37, 0.60) -
p-%" <0.001 <0.01 -
RO ell o& o] Agz vt
_%_‘H
ABH WS EORR % (95%
- &2ORR) ©5% 19 15, 28) 25% (19, 32) 4% (2, 9)
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L= e (l1+

ZFAHONL) 39D 228 A4+ 2530 oo "6.8 (2.8, 11.3)
Z“J% A FA4 e 71%%

A ol 7125 AFVHRI(SELH din] o] <)

og-rank test)oll 7]x3g+

§IRO = RECIST L1o] W& ZH32 WAdSH gl F4sHA 24t
1221 T3k BAol 71x3
A BAAA gl d-S(CR) Ty FEW-EPR)
g VEo R 3
‘g 24 & BAHE fFY3A ¥
o] A& o] ¢F 2 mgkg ¥ 10 mg/kge 3Fvith Fo Al 313 Q ¥ did] PESe| of
g FAACE FYF NS %% S} AT
a9 3. KEYNOTE-002 X s+¢] F2s§AE (PFS)el tigk Kaplan-Meier = (TT
e

o

®el Habe] ApA g

100

il )
i u: o - o
= =] o o =)
1 1 1 1 1

Progrissor Fraa Suse
w

&

1

20 7

a 3 [} ] i2 15 18 29 24 27 1] K] 18
Tirme in Maonibs

KEYNOTE-716: $bd "Al&e we B E=: IC7] S4% fae] nzaw x| 2o
i3k ek thx AFAH

o] ¢k HFaAAHL 93 HAH stage B == [C7] SMEF A4S thHoE 3t
o), 29 olF W feF = A< KEYNOTE-7160A H71= . & 976
Ho| 3yt Aol AdstAY 8 Brbed 54 HA A7A Hd 197k o]
°FS 200 mg [12*%] ] 184 wlgke]l 749, 2 mg/kg (Hd 200 mg)] 3Fvltt A
Eoj(n=487) ®=& < Fo0=489) st== F29 wiAQD HAoh F29] w3
< T #H7(AJCC 8% 7)ol o3 FslEATE A= AF AA Hell SAZ o
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oA A AAS o= R4 A8S L
Fagdsto] JAY AYdAE "R Z SAY Hey =
A5 AL = A
9769 o] Al F7tAke] wlol ekl A4S v Aotk A% FUk(median age)
614 (89 16-87A)]), 654 o] 39%, E4 60%, ECOG PS 0093%) % ECOG PS
1(7%)°1 Atk 64%= 1B7), 35%% 1C7] STk
12 858 FUHAEE AA FJddA A AR dFATE Horg FAS AE
RES)eIt}. 2aF H7EAZE A oA FLdAHo] AEDOMES)H HA AEOS)
olth, AR 7R o] Z7+ BA A OSE Z2AlA o2 Byl gkt
* RFS: 5249 a4 gk @stol Al 3 WA A Sx(ar4, F9 v 9470 ==
A auga G7rA 9] 713k
of o] <F 200mg2 3Fnitt oA feF div] RFS 2 DMFSe| o g
olmgl MAE JZFAUTh AP A AHE RFSeF DMFS 53F 404 B
AdNE 247 F 40, 283 3E 40 E OF 50 Q9FFo] o, 4 #FH V)

2 247 14.370 €, 183 26.97) € ol AT
% 40. 24 A3} KEYNOTE-716)

3Futet o] ¢F 200

o{-}l
B0

N

o] o
BI7FA & mg s

n=489

n=487

FA 9 A E(RFS)
b A Eakel & (%) 54 (11%) 82 (17%)
1871E Al ™o FAE AY=RES) vl & 85.8% 7%
Zgak 14g) 95% CD NR (22.6, NR) NR (NR, NR)
A HHR)* (95% CD 0.65 (0.46, 0.92)
p-# (&3 B 21 <=9 0.00658
FdA 7 o] *g*(DMFS)
A A B9 5 (%) 63 (13%) 95 (19%)
24704 AH e FdAZ o] AEDMES) H]
. 88.1% 82.2%
=
=93 Ohg) 95% CD NR (NR, NR) NR (NR, NR)
A EuHR)* (95% CD 0.64 (0.47, 0.88)
P-4k (%i‘r H =23 —v—H) 0.00292
* - N

NR = —L-E_'E;]—X] %%
13 4. KEYNOTE-7169] FA1% A =(RFS) Kaplan-Meier =41 (TT X
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100

80+

80+

\'IH iy

e 1Y)

B0 - ARIH -

50+

40

Recurmrence-Free Survival (%)

Treatment am RES ate 21 18 months_HR (05% CI)
—— KEYTRUDA % 064650, 0 54)
Placeho 8%

T T T T T T T T T T T

0 3 5 2 12 15 18 21 24 27 30 33 36 g
Time in Months

Number at Risk

KEYTRUDA 487 472 458 440 424 401 351 300 204 148 73 33 5 0

Flacebo 488 477 454 428 393 373 37 271 180 140 57 33 5 0

19 5. KEYNOTE-7162] ¥47A 7 o] A=(DMFS) Kaplan-Meier =4 (ITT H &)

100 1or

a0+

80
70 a1 a1
G0
50:
404
304

20

Distant Metastasis-Free Survival (%)

T™ T T T T T

0 L} 12 18 24 30 38 42
Time in Months

Number at Risk

KEYTRUDA 487 485 443 378 7 78 5 0

Placebo 489 465 424 383 204 65 5 4]

KEYNOTE-054: ¢+ dAlge &2 7] SA4F Ao Rxgy A5l that «oF
iz AGAE

o] oko] HEAL A3 HAE MA 1 mm 237 P=A o)), B == [IC I
T S AR 3 oo, FA9 ol WA feF dx d7< KEYNOTE-054
oA FrtEAT F 10199 9] A7t Aol AdeAY & BVl 54 2
A7A Ho 1d71A] o] k& 200 mg 3F vtk Fo(n=514) =& ¢FE F(n=505)
== T2 wjA0:D) HJh ¥7I[AJCC 7]F=(MA vs. TIB vs. MIC 1-378 %44 &
Z4d vs. [IC 47) ol &4 d=)] & Agd FAE&Em, 4 =7F 25 2 7|8
14 =7l osfl F3EHAT. A= ARE AASH7] A 135 o d=d A
l&s Wwotop atm, AAZE A& Ao WA N8E WS F Ao F4 A7Hd
HHdgo] AU "IAAE o= AU M = Te 7K #As
< ALQEATE FAES A5 293 A MA o] of -
d 5@7HA = 670 €mttt, aga I Foe wid YAHimaging)S &9 Foh

_4

N

PN

PN

< 3d

>
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101972} Al FA7EARe] Hlolz=Ei] 54 o= Bdth A% T #k(median
age) 5441 (25%+= 6541 °]/d), FAd 62%, ECOG PS 0094%) % ECOG PS 1(6%)°]d
o 16%+ A ©@A|, 46%+= 1B T4, 18%+= [IC SA(~37] &4 H=ZH), 20%=
MC SAMUN o] F4 "xA), 50%% BRAF V600 EdHo] 44 FAH o™ 44%
+ BRAF op&(wild-type)e]™, IUO 4o w=m 84%+= TPS 1% °©]/d<l PD-L1

3 FAFTE 7.

rl

o

14 854 BAAEE B4 AT 9 PD-LL ¥4 2EE ZE AelA QA
A7} Bk RAE AERFS)OITH RFSSH DMFS #&4 A 747t % 41 2
39 6 2T E 41 % 19 7] ackHe] glow F3 #F /% FYge A%

16.070<, 283 45.571 L)l
*RES: 5249 oA s @A A WA Ad Sa(=4, 9 B d4d0]) ==
AP F WA RS 7R  7)3t
% 41. 824 A3} KEYNOTE-054)
3%vhtk o ¢ 200

9o
H7)1 A&
97} 7 me =505
n=514
A A=RFS)
A A BAe) 4
(;) 8 Hel 7135 (26%) 216 (43%)
204  (16.2,
297 1Y) (95% CD NR (NR, NR) -
218 HI(HR)'(98% CD  0.57 (0.43, 0.74)
p-# (=3 " 721 %+
<0.0001
2D
FLA "] A=DMES)
A Zﬂ =198 Z?_]—X (o) 2=
(;) 24 P 245 (49%)
400 (@77,
NR)

297 U1Y) (95% CD NR (49.6, NR)

18 H(HR)" (95% CD  0.60 (0.49, 0.73)
- (53 d 2O
p-dt (St <0.0001

*Z3tE Cox vldl 919 =¥ 7|2
e 4e

A= ol oF 200mge 3FPiet FofAl fleF thH] RFSel theh TAF =2 #9
A

6. KEYNOTE-0542] A3t A =(RFS) Kaplan-Meier =4 (ITT FH%H)
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B -
o 70
£ N
E 60— . ~.|“:
E .*"";‘,“.
3 Ef T
L7 (111 LIEEN
o
& a0
u-
g
c 04
g
3 20
&
10 Treatment arm msmnsmm MR [ol% O] poealse
KEYTRUDA 0.57 (043, D.74) <0.0004
44— Placeba rm
n 1 ¥ L 1 ] - L LI
0 3 -] g 12 15 18 2 24
Time in Months
Number at Risk
KEYTRUDA 514 438 413 02 313 152 T3 15 1]
Flacebo 505 415 3 e rxl 764 L= &0 15 [1]

I9¢ 7. KEYNOTE-054¢] FdAx o] A&DMFS) Kaplan-Meier =4 (ITT )
wq T
: | -
| '
..% 5 2 Ty
g o
¥ 21
H
E =] Treaimsst v DWFEcos w4l merahvs  FRGTNCH  poales
—— HEVTELDA [ B LR, 0T <D0
0 Paceta s
S e K ey i e
Barbet ot Risk Tiriar - Kcmifa.
MEYTRUDA =i oM & 1 #3 I I 174
Faceto B 1 " W e e o -

H| A Z#H 9 (Non-Small Cell Lung Carcinoma)
KEYNOTE-189: A& Zgeo] Qe HlHE vaAxHd a4 thide] ¥E oy o
Z AN
HHEAANE g W5 3 aye BE&3 o] oY FaEAHE vy, 529 94,
oz, o1%F B A4AEQ KEYNOTE-1890 4 Br7t=E itk F8 tiid 84
A3 HL’-\J] HQF gApolar, ool ol BAAZH ol
LS Wx] ekow EGFR =& ALK WHol7l gl 3kxto|t) 24 719
AN A =7F Bagt ZVP?i‘EQﬂ 3, AY A 57 Qg 3
old 265 ol 30 Gy o] FRHWAANS W SR+ A LEHAT. A

718 HolAd H|H

o 2o
oo o oox 2
A
>
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=
=

AT B 2 FAH =D v = At

o] ¢F 200 mg T Yo, HWEHAE 500 mg/m® D AlAZeel 75 mg/m? &=
= 7IRE8" AUC 5 mg/mL/ming 35l 4 Alo]E T AWEA 3 S, o
oF 200 mg == 9o, AW EHAA S 500 mg/m*E 3Fvith U Eo] A
o] o RECIST L1el we} dAg-xlo] Hrigk dxel zde] &AR1F7] A, & &

sk SA4 dA A, == HY 24 L71R] BEA YT B Ao b A
ATAk ols A olejo] Atk J*D}H—t— 735 A ¥y 8l HHEYA
EP Fo = o] oS T} 247049 AN RS dERIMY & WSS Bl
AsiAs Al A A ol kg A LA F FelE 5 9;914.
Lﬂ]oﬂ sk FHrl= 6573 1253, 18lal 1 % 95uig S EJAY. Hof 2
s ve g2 TN 594 HrhA Aol JPd B9 A=A o
oFo] & g oa A FHAL.
KEYNOTE-189¢] 616%(41078 ¢] o] <Fx} 3jste ¥ 51 2069 9] ¢ F3 24t amiT)
of Ald F7EA "ol S ted BT d% T wk(median age) 644
(654 ©] 49%), FAd 59%, WA 94%, &F<] 3%, ECOG PS 0(43%) 2 1(56%), 31%
= 5% PD-L1 & TPS 1% viw+ % 18%t Az Fele= #Aglo]l H Ho] o]y
of ATk HE BA AMoIA, gk L sstaETel F 8459 At Ay WY
Aol oF BE o wa Rojwgton, 209e] Bt & AWOR BE O
Fof wkgkt,

d B E= AAYS09F FAYAYEPES, RECIST 1.1 wE =7+
H SHFYHIZIBICR)O Aol AqY. 22 584 H7IA 3% += RECIST 1.1¢ w&

A% AAZ WEEEORR) ® wH5A L7 DoR)eIAH. Fo a4 A3

3 420 8oFH o STt

42. WAE vl A ZHE Sk gk o] o, HWEAANE 9 wF 3515t g
5 % 34 23 (KEYNOTE-189)
of ¢ + AWMELAANE + Wz F}ot ook + HAWEAANE + Wz 315

rlo

O

|

OWJ

rﬂ [

>,,_4

=
<

{ O
2 o2 —|~
o

)

<

L
2

Xk

Bt AR SHA S HA
n=410 n=206

A A Y =(0S)

AR A B2 5 (%) 258 (63%) 163 (79%)

4019 (95% CD 22.0 (19.5, 24.5) 10.6 (8.7, 13.6)

1™ 1 (HR)T(95% CD 0.56 (0.46, 0.69)

p-#tT <0.00001

T2 8 A Z(PFS)”

AR B 2 (%) 337 (82%) 197 (96%)

Z401€) (95% CD 9.0 (8.1, 10.4) 4.9 (4.7, 5.5)

218 HI(HR)T(95% CD 0.49 (0.41, 0.59)

p-# T <0.00001

2% w$E(0RR)®

MBA HHSEORR)M% (95%48% (43, 53) 19% (14, 25)

_67_




a
N

p-#t* <0.0001

Hk-8-2] 4= 7] ZHDoR) *

?"o"ﬁ@ﬂ%) (R0 11.2 (1.1+, 18.0+) 7.8 (2.1+, 16.4+)

HE BA 712%

TZ235l9 Cox ¥d 9 =l 7123 9 FR(HR)

T23d 21 49 B2E (log-rank test)el] 7]x3

S1aF Z7F B2 o) 7)1 %3

THHRES(CR) B FENSPRS B Ao AR wkg A s rEo g §

"PD-L1 4, W gtstey 2 &9 Aol o8 =3 @ Miettinen & Nurminen ¥ oll 71 %%

o] AT of ofs} wZsstay U AUEAAE e T4 WIsetay 2 v

3l =
HEDAZ tiv] OS, PFS & ORRY| tigt BAIHCE {Fon|g /M-S 53 AT
2 2729 AA)AE(0S) Kaplan-Meier =4 (TT F©h)

7o -

g

Owverall Survival (%)
&

40
30 1
20
107 Treatment am Qf 1 .In-lulr:r.'lu mmwalm1 R Ol e wiur
| — rErTRuDa 0% 0.8, 0 B9 —0 DOna
Contrad ﬂ'\ J‘J"‘l.
D T Li 1 L] Ll ¥
1] & 12 18 24 30 ¥ 42
Time in Monihs
Muafres 3 Rk
KEYTRUDS, 410 ur bk e P 184 Be 12 a

Conirot 206 140 o8 T2 55 25 5 a

1% 9. KEYNOTE-189 &2 F-Z1 3 AWE(PFS) Kaplan-Meier =4 (TT )
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100
T imapil ave lﬂm! 1] miarviin ]ﬂg Jimavirs W (s CF Preahs
=EFTRLICH s LA AT, I
a0 1 Cortral 1h ™
1

BOq
£ 70 -
=
&

-~ 1
% B0
n 1
- H
2 50
b t
:
<] 5
i 40
&
=1
&
= 3 .
[ \

I.
20 [} i
-l-.
10 =
%
=
T
0 T T m ™
o L5} 12 ] 24 30 35 42
Time in Monihs

Humber af Rk
KEYTRUDS 410 Fo) 154 107 g0 £ i 0

Coirot 05 a3 13 13 4 3 o

KEYNOTE-407: A5 Ado] gl& @i waAzse 84 tade 48 ay oz
RL
AREeely B2elgd S SRY AF B2eAs Hed o] ok FEHL

29 Wi, olF BA, o, f1oF thx d4AIE <] KEYNOTE-40701 A] *§7P5]
ATH o] AGAIHE —’Fﬂ A 3ka A 7]&S PD-L1 £ 3o BA Q0] %
o] AH HIAANEZHYG FAtolH, ol o] ol g A WS WA O}—?:
gxtolt, 2 2] X85 FF HAl X857 Had ArpAgAs g, |y A7t
Zagk 3a, e o] 265 ool 30 Gy oY FFRHAE e A= A9
Aok FF PD-L1 @& (TPS 1% wIRE [$43] vs. TPS 1% ©]7), ti=eF Ael(gZF
g4 =5 g5 A7 gZF994d) 9 AYH FY(EolAlol vs. HlFoFA 0P
ol 3= Aok ﬂx}co AT v gz FA990D A AT ATl
AbEE S BT AW RoAFHT

o] ¢ 200 mg =+ 9JoF 2 7R Z2El AUC 6 mg/mL/min-‘?— 219 F719] 1=k
of 4 ApolE &<, :lFJIL gZ g 200 mg/m’E 219 F719 193tol| 4 Alol &
Zob wE 4R Ag gFegdl 100 mg/m*E 21Y F7] 193}, 89zt 159zl
4 AolF FU¢ FA 3 Fo, o] ¢F 200 mg = S 3Fvlth Bt o] oF
2 19xF ey o Fofdgi
o] of &= ¢ A=+ RECIST 110 w& BICR B7toll AT AW xlgo] 5
=7l A, 318 Brbs3 54 4 A, =2 A 240E7HA AS AT S
Ao R QP Ao|a AFA ol o dFA ool i AGEHE= AF

] °FS Tttt <& AW X8 A o] ofS AMERE AEE




AAst A 1A7kA 71 4

dotz A4S F AY 2

A
O

FEjol] tid Hrte=
125t Y = Aot
ZUH 7HBICR)o| &ATH

EYE fr o\ U

7FA#+= RECIST 1.1eof w& BICR H7bol A AB4 ¥H-&E(ORR) ¥ HEE-A|

71ZHDoR)°] A T}

& & Ao

dgo] Sl® A9 o] e WE ayow @A Folsy
1857744 & 6Fvlth, 45574 & 9F v, 1eq o] Fof
Uzt FaAd WA FE= RECIST 119 wel 7HE 8 =
AW EEPES) 8 AAYEOSeI ATk F7F FEH B

2~

aly

AA 55978 o #A7E T2 w278 o] A= o] o, 2812 HhHHUT. A
T

7 ENO

e 2 A
81%, ¥l 77%, ECOG PS 029%) % 1(71%) 181

o 35% = T PD-L1 & TPS 1% w|TH
60%+ TGS Fof 2u
F8 a4 AE E 439 2okEo] gtk
£ 43. 784 23 KEYNOTE-407)
o] ¢
7R Eetel
B7F A& Eg gAa/dER
g4
n=278

2 2 A 2(09)

A A S (%)
40N (95% CD
A@HMHR)T(95% CD
p-# (3" 21 &%)

-7 3 A Z(PFS)

168 (60%)

17.1 (14.4, 19.9)
0.71 (0.58, 0.88)
0.0006

217 (78%)

8.0 (6.3, 8.4)
0.57 (0.47, 0.69)
<0.0001

98%
(52, 64)

7.7 (1.1+, 14.7+)

]
ALA A F (%)

970N E) 95% CD

218 BI(HR) T(95% CD

p-# (3H 21«9

%A w-2E(ORR)T

23 W$EORR)®

(95% CD

H1-8-2) 4 7] 7ZHDoR)

B2 24 7)1 7HDoR) =A4z014) (H
2D

‘HE B 72T

T=3l5 Cox vl 93 =¥

A HI(HR)

731013t 19%=

A% shge] v e /g

ZGak 654 ((H9l: 29~88), 6541 ©]’ 55%,
) Aol ool g B 8%
oAl ofel AFs,

9] of
nEee

A% s
g4

n=281

197 (70%)
11.6 (10.1, 13.7)

252 (90%)
5.1 (4.3, 6.0)

38%
(33, 44)

4.8 (1.3+, 15.8+)

il
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27] F2b B4 (o] oF W8 2wel A% n=101, 9oke| A
o7} #AHUTH $lokel tH AnA
45)], p=0.00040] 1T

of ATE of okm AuTeld B wEeEAE

SojA 9ok AlRZeE B sFea(Es o

=

h
u}

o=
o=

3¢ n=102)0 A EAHDoZ Fon|d x}

E‘

L= Hy
e ‘T‘
=R ul

AR 4

E(ORR) 58 %[95% CI (48, 68)] % 35 %[95% CI (26,

| A% SEE) Be
& sh2eed) Fof oy

OS, PFS ¥ ORRell gt SAHSE {Fojugt /e dFstAth
13 10. KEYNOTE-407¢] A A4 =(0S) Kaplan-Meier =
100
90 “x,_‘
‘1_‘
80 1 ,
-I'\l
70 N
£ "y
3 %]
& ke
@ 50 .
z dﬂ'j ~ay
30 e,
Lm"il-i-
20 flil i
10 7 Treatrrent arm G e
— KEYTRLDA [ £E% BFE{U3E, GEH] R.O0E
Controd % s
o B ) L R ) b D L) Lt bty Mo L L il Lok
o 3 B 9 12 15 18 2 24 2 a0 33
Time in Mants
Mumbear at Risk
KEYTRUDS: 278 258 232 203 180 150 119 ] 45 14 4 o
Control. 281 245 210 183 137 113 a1 61 ] 18 3 L]
19 11. KEYNOTE-407¢] F%13 4 &(PFS) Kaplan-Meier =4
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KEYTRUDA: 278 235 179 113 a8 75 h] 45 25 5 0
Conirol 281 204 122 a1 48 33 24 17 T 1 0

l

KEYNOTE-024: X2 7 #0] gl vz 34 tate gz 9 m]%

==

oMo X7 Ao Yt HAMNZEHY FAE Yoz 3 o] ko] SFAHL Tty
o, 729 A, gz 94438 KEYNOTE-0249 A = H71HE AT o] A9
T8 4 AT AA 71E2 PD-L1 HC 22C3 pharmDxIM 7| EE ARS3 HY=x

213} SHIHC) #-A) el 4] FeFo] TPS 50% ©]%+e] PD-L1 &3 £-o] %—7‘0 Aold mlaA
ZH ¢ Safoln] oMo HolA <o WiE Ml WS ubx] ore Fhxlo|th. EGFR
e ALK W07} 9lE @), 29 o] A7 B¢ A4 Awsh Wad Avldds
$AF, == ol 265 ool 30 Gy oo FRHAMS e gk AL H A
FAEL AT B xFoZ 22 miAN:DE QT
°] ¢F 200 mge 3F vttt Foi(n=154) E=
w2 &g sekar = s A"Ee Eo(n=151)
- AW EIANEZIREGE B A2EgE Fo & Addzoz AW EIAE f
A QWM EF ¥ AAZH R FHA)
- AN EFEI+A]| AZEE == 7]-E—‘ﬂ-51
- FZ A+ REZPE Eo & AU o T FHEAAS $x QHMHE 1] 44

Bkt 9
A e dEAolD ATA s 4 ololel Ann BEEE AT
Ay AW Fol= o] oFe Fojwrgith WWol AN A ke B A4S AT 24
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o 19747 371 598 5 AATh T2 A9 Frke 95vig AFHAT. 3
M WE B4 FolA 5YA By Anel 13E #AES o ko wAs
S

KEYNOTE-024 Al&d Z7FAF 306% 5 wlol22kel EAAL a3 2o 98 Td#
(median age) 6541 (654 ©]% 54%), EA 61%, WM< 82%, L ¢ 15% 181
ECOG PS 0(35%) % 165%)elutt. AW EAS HHFAMZA8%) H HIHFAHZ
(82%), M1(99%) % 471 0](9%) S T

17‘<} &4 B7HAEE RECIST Ll @& w7tdE SY3SYH7KBICR)Y A%

of
00

AP =PF)AT. 22 FEA HI7IAE= AAAE0S) 2L A#AZA H-5-E(ORR,
RECIST 1.1¢] w}& BICR #H7}ol Aol 2 84 SAHULS & 440 a¢9F
Ho] o
X 44. 584 Z3 (KEYNOTE-024)

W A w 3 utt) o] 9F 200 mg g5t e
n=154 n=151

28 A =PFS)" T

AR WA B2 5 (%) 73 (47%) 116 (77%)

Z43ONY) (95% CD 10.3 (6.7, NA) 6.0 (4.2, 6.2)

21 FHI(HR)T(95% CD) 0.50 (0.37, 0.68)

p-%k* <0.001

2 A A Z0S)"

AR WA B2 5 (%) 73 (47%) 96 (64%)

F4ONY) (95% CD 30 (18.4, NA) 14.2 (9.8, 19.0)

218 H)(HR)T(95% CI) 0.63 (0.47, 0.86)

p-7ks 0.002

2B H-$-&ORR)"T

M3A W25 (ORR) % (95% CD 45% (37, 53) 28% (21, 36)

{187 47] ZHDOR) # *

TSHONE) 39D =egshA && (1.9+ 14.54) 6.3 (2.1+, 12.6+)
- M

TRECIST 1.1¢] w2 BICR H7}ol &A%

%319 Cox vd 98 2o 7123 AFuHRESELH thnl o] <)
Sz3lE 27 9 H2E(og-rank test)oll 7] =3+

124% 24 7128

A BAolA " ghHnt
o= %
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PKaplan-Meier 74
NA = 7}g3tA &+
o] A= °o] ¢F 200mgs 3F vttt Tl 55X tiH] OS 9 PFSel tigh A 4
oz folvd ANE AZsaArh

a9 12. KEYNOTE-024 tiz=+¢ Fx1s) A=(PFS) Kaplan-Meier 34 (TT )
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of digk Hrl= 95vith YA

KEYNOTE-010 7} 10339 el #Hjo]2=2kl EA4LS s 2o, A8 T
(median age) 63AM|(65A4] ©]7d 42%), FA 61%, WA 72% L FFA 21%, 18
ECOG PS 034%) 2 1(66%)eltt. dWe 5L HAPAZ21%) L vIHFAHEZ
(70%), M1 (91%), A o](15%)o]AT. EGFR(8%) == ALK(1%) +x2 wHol7l A
o BEE A7) olxde AmEA Wz 7Nt o|FIT S wton, 3 7hA|
(69%), == F 7FA o]7H29%) old A =& Tttt

12 84 H71A 3%+ RECIST 1.19 2 =718 E S"HESYHIHBICR)O A SH
AAYEOS) ¥ FAPYEPFOAT 22 F8534 H7iAEE ABH-EE(ORR)
2 Gk A& 7]ZHDoR)OIA T T8 FEA A} F 450 8oFH o o1E‘r

3 45, o]He] X B5H HIAAEHY A o R 3Fuh o] ¢F 2 == 10 mg/kg
Fo A 84 23 (KEYNOTE-010)

o] ¢k 2 mg/kg 3Fvtol ¢ 10 mg/kg 3F v =AM 75 mg/m?3F

=

(!

o o

B7F A&
= o ot}
TPS = 1%
A 344 346 343
Z A A 2(0S)
AR A B2 5 (%) 172 (50%) 156 (45%) 193 (56%)
ZYEONY) (95% CD 10.4 (9.4, 11.9) 12.7 (10.0, 17.3) 8.5 (7.5, 9.8)
A@*H](HR) 95% CD 0.71 (0.58, 0.88) 0.61 (0.49, 0.75) -
p-#T <0.001 <0.001 -
218 A =(PFS) ™
AR A B2 5 (%) 266 (77%) 255 (74%) 257 (75%)
Z47ONY) (95% CD 3.9 3.1, 4D 4.0 (2.6, 4.3 4.0 (3.1, 4.2
9 d‘ﬂl(HR) (95% CD 0.88 (0.73, 1.04) 0.79 (0.66, 0.94) -
p- 0.068 0.005 -
7 #2 W-8-8(ORR)T
7%4%*4 uF-3-E(ORR
EORR), o (14, 23) 18% (15, 23) 9% (7, 13)

95% CD

1k-3-2] 4= 7] ZHDoR) 1
EgslA] ¢S 0.7+, 52252 2e 2.1+,

FAHONL) 8¢ 6.2 (1.4+, 8.8

Zong) (249 20.14) 1789 + +

‘Z3td Cox vld 93 =¥l 7123 JPRHR(EAED thn] o] o)
T2359 27 49 ®2E(og-rank test)ol 7]%3
TRECIST 1.19] w2 BICR H7}oll 243

stska ¥ il OSell thgh




7% 14. KEYNOTE-010(TPS = 1%) tiza¢] A AAHE(0S) Kaplan-Meier =
A

2

(TT

1{|{| _=-\'_‘. rnul.:ﬁlm'\- L L T T R T T - v ik
5 —— KT TR maka = o) RT o, G T
B.:l -4 L1 L Dl e, b, =R s e
80
£ 70
E 80
2
2 50
T 40
o L I (] LB
o 30
20 7 | BB L
10 1
0 T RLLRLLA L pn oy ansnneny I IRRALLELLIB At seaansnnny RRLLELLLES Eanssanaanany
1] 5 10 15 20 25
Time in Months
Mauemnbear 5t Risk
HENTRUDA 2 mghg: 344 258 1 43 12 i]
FEYTRUDA 10 mgkg 248 258 Z b i) (3] i]
Cometel 343 212 [i] 3 1 i]

KEYNOTE-671: dAAl 7153 vAAZHASG x4 dade ¢ A BREeW
(neoad]uvant) 2 £ & Bz aoW(duvant) tHE A

= A HxawWorX st aHAe] HE o & &, 19a oo F&
= P_&&‘ﬁ OSEA GZ QWO R T3l o] oF FAEAL olHo X=m HFo] 9l
= AA 7}e3 1171, A7), == MB7I(N2) BlA&AEZHAAICC 8 7]) A &
7979 dig orl#, 7AW, ols wBA, Y dx dEAEd
KEYNOTE-67114 H7}E Atk FAEL £ PD-L1 @ #ARlel =3 =AU
29 ol A Am7F Bedd g4 Ariiagdds == %—1 AA S a7 =
ot HHE 71 $A e AHEO|E B E HQ dd #H Aoy
HAS Wego] v A= AdHAT. FAu g @.‘*‘ 18] A7) vs. 17,
% PD-L1 WA(TPS=50% T+ <50%), ZZ|eH(HH vs. HHH), 2 AgFH FY
(FoFAloF vs. FotAof el wet F3}hE At
=L ot A 5T F shuel FA9 wAODE AT
Aagd A e A Qo= o] 3Frlg 1€xkd o] ¢F 200 mge Al=Z2kdE 75
mg/m’ 2 HWMEHAE 500 mg/m’A¥L=p) == AAEF 1000 mg/m (1Y =xt<} 8
23 W et Ho 45717HA] BA Y. & T 4-12F oy, v 3Fui o] <F
200 mge Hul 13F7|7kA] Fo g},
AZT B FE A Q9o E w) 3Fugh 19ato] 9Joke Al2Zgd 75 mg/m® 2
AW EGA = 500 mg/m* 1L £ AAE 1000 mg/m* Q1Y 219} 8Y =3} 1§ &3}
o AW 4F7)17HA Bt £& F 4-12F olu, H 3Fuith S Hd) 13F7)
7HA T gt

rﬂ
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Av 28, Fe T HEaW
A o] & & HEoW o
=4 A JA7EA A EE A
A VA=A, TFAF 2 13FA)
45 oo TP AT F
3AAAE W 1657}

M

N

) o
2 o

HzaR)olA o

o

AGe A nzay
A== HAHA ket
AYEOS) 2 ATATL ke A EEFS)O] ATk
whgE =ywelst HBIPRY A% Welsty ek
sha uH-S(mPR) Hl &l ATh
&3 2gith A%

45%; T5A ol T% ¢A T1% WM< 61%,
4%; 3) 2290 A 9%. ECOG PSE 63% 2 37%c1A 2tzh 0 ®i 1otk
F% W) 7] 30% 2 7] 70% TPS 50% ol4+ 33% = TPS 50% wgt 67%; %173

278e AW FF 43% B NBY 2GS AU FF 57% Fohol Al FA

Tk 644189 26-83A1), 654

ETEA 31%, H ] 2%, AF wHL

o] }b]'

;

T

31% AT
o] oFx} wig Z|wk FetEst S WEFAZ o £33 A 81%7t ZX A <+
=2 W2 A Bluste ok W 7|hk kst e S W8 FAS o £
gApol 76%7F <A A Fes Wkt
of AT o] ofH Mgz ZIwk kst ey & ¥l olo] o] of ©x RS
Fof W2 ghapol A flekdt W Z|uk gekslst g o) o]o] flof ©E aWS Fo
e Sxto] mls) OS ¥ EFSo| thdt BAA = Foud /AfdS ASA
a4 29= & 46 2 7 159 895 o
3# 46. &4 AIKEYNOTE-671)
Feorsista st Wgstel v Pkt Wgatel gl

A & 3Fmitk o] ¢F 200 mg/e] <F 2] oF

n=397 n=400

A A A Z(0S)

b A B2 (%)
ZAHONL)'(95% CD
2138 B](HR) T(95% CD
D_%}]\ﬁ&

AR A E(EFS)

A DA B 52(%)
402 (95% CD
A@HMHR)T(95% CD

110 (28%)
NR (NR, NR)

139 (35%)
NR (34.1, NR)

144 (36%)
52.4 (45.7, NR)
0.72 (0.56, 0.93)
0.0103

205 (51%)
17.0 (14.3, 22.0)
0.58 (0.46, 0.72)
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p-#t T < 0.0001
Kaplan-Meier 4ol 71x3%

T ASE A3 9A, $F PD-L1 2@, 243 8 A3 ool o3 Fetd FHFoE 3t
£ Cox 37 =l 712%

?:

§

=238 271 +9 H2~E(og-rank test)o] 71%3%
%= p-7t AAA 0.01099F ¥l
1 ok= p-zt A<l 0.00929F vl w3+
NR = = s} 2] oo
7% 15. KEYNOTE-671¢] A2 &(0S) Kaplan-Meier =/
a0+
)
70+
g 60 ”
§ Hi i
z 50 it
ﬁ i itH
g a0+
304
20 -
G R’ e o W W W W T
) Time in Months

KEYNOTE-091: AAl&<S
= PPN E

ol ofe] HEAL T, T WA, AE Wwd, 9t oz JHAF
KEYNOTE-091¢l 4 7 =gt #& thad $d42 A4 712e AICC 73 /A B
o
A

1=

& NSCLC &4} tlde % F Bz aW(adjuvant) U

i

I‘E

=

S

et A AAES e Br)(T2a = 4cm), [I7] = A7) vl AA|ZH G|
PD-L1 &< & Aelol BAglel AAY ot FTdol sl oldeY & A B
S meoadjuvant) o 24 WA X5 L/EE= QWA X859 HJo] glod
F& & RzaoW@duvan) o2 A WA X5 AdI Aol glojof gt A}
< FE T Ez&ﬁ‘ﬂé(adjuvant)oi/ﬂ 3t WA A EE WAY A FUE T
= AT 2d oy Al 87 2edd ArpHGAS, S HY gAE 9=
3t o5tz AHE 712 kA mE 4F7] olAte] 4 & Bz Qe Y(adjuvanh) o=
A DA el A A=At T2 g
Ay GAAB vs. 1 vs. MA), € T HEQWH(@adjuvanh) o 24 3}t WA X =
g (e & Bx 3galA A5 4F g3 vs T F Bx 3 aHA A
743 ), PD-L1 &&d e (TPS < 1% [=73] vs. TPS 1-49% vs. TPS = 50%)
A FHMFEH vs. FFH vs. ofAlot vs. 7B 7)ol o F3EE AT
52 o] oF 200mg =& %S 3Frith BUMFARE FARNEE A9 HjA

2

EN

2

=
=
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(1:D= Ao

o] °F& RECIST 1.1¢l E}E} ATxlo] BrIg AW Adto] FAE7] A,
b =4 2 A, = diE 1Lﬂ(18ﬂ Fo) 7MA FAHAG. A= A s
o] k& AHg FAT & 12—:-‘3}13} I % 2394 3d7iA= 6/1€riy, 283 O
ol Ao 5 d7tA = wid QML(1magmg)a HAAT 5@ o]Fo= A #HF 7=
of me} Fgo] FFHAG.

249 wiA"d"d &2 11779 F 1010886%)°] HA&S e H £ T HEQ
(adjuvant) o2 A Wz 7|8k 3} g A X 5E Wkth o] 10109 A=< A
T2 64AM(H R 35~84A4]), 654 ©]FS 49%, FAd ol 68%, Wlo]l 77%, oFAloFl
o] 18%, A = A FAAT} 86% R o™ 39%+= 19 ECOG PSE Rt 12%+=
IB7], 57%< 1171, 31%= 1A7] ZAZoldtt 39%= PD-L1 T &4d TPS <1% [+4]
o] a1, 33%+= TPS 1~49%, 28%= TPS =50% ©]|Rt}. 52%+= A+, 20+ 574,
17%= o}lAlo}, 11%= 7]e} =7} 221019t

12 F84 Ui Es JAA 23 JdY 9 PD-L1 £ &3 TPS =50%%] A}l
A ARl o8] HrtE AW AYEDFS)e|dth DFSE 219 miAdd G2 HE
A AR A A EE/AGH AL, 44 Hol), 7 HMA 48 T = AT F
7 WA BT SR E X*«liloiﬁ} 22} &84 HI7IAEE= PD-L1 £ 24
TPS =1%<%1 Aol A AFA] 93] @7be DESeF A 23 <1d3} PD-L1 &
& A TPS =50% 2 TPS =1%%) A2l 0SS o

2 B 717 Fdgkol 46.70L0E 9 0.6~84.2719)Q) H=F DFS EA A <
Hz o H@duvanh e =4 3}t |4 xg5gE B dA5Y FEA Ade
2 OF 160 895 Utk A G OS As oA A=HZA YA
RJALAA AL A=A OS AR 2] 58%TF 2AY).

¥ 47. ¢ & Bz oY adjuvan) .24 3t (52 Wre s FaA
A3 (KEYNOTE-091)

ﬂ
ofo
2 e

ﬁ—{oi
i

T

o] © = o] o
P | °F 200mg 35Fwhck 9)f
n=506 n=504
Ay AE (DFS)
AR A A 4 (%) 225 (44%) 262 (52%)
FTSONY) 95% CD 53.8 (46.2, 70.4) 40.5 (32.9, 47.4)
A4 ](HR) (95% CD 0.76 (0.64, 0.9D

-2 0.00150

*OHE Cox AR 7% 3

T W Cox 37 ZdoA] Wald H2AEES 7|¥lo @ 3t ©@Z(one-sided) HEZ
_7}

l

o)

fo o 2

16. KEYNOTE-091°A4 <= % HZzQW(adjuvanh)o.=ZA 315 QA X85 E
252 ¥4 AEDFS) Kaplan-Meier =41

e
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al(%)

se-Free Surviv

Treatmentarm DFSRate at 24 months _HR (88% CI)
KEYTRUDA aT% 0751054, 081)
5%

Placebo

T
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84

Time in Months
Number at Risk
KEYTRUDA 506 422 373 344 309 281 150 166 85 74 3
Placebo 504 432 351 309 284 258 168 151 67 61 1

oLH _‘gg}— ZJ,]Z

KEYNOTE-483: $<«0] B7}%3 13
BE 8l dx A7

of ofx} HWEAANE g Wiz 3519
/Mol Aol e A X8
Aot T T S 408 gL ,
2l KEYNOTE-4830) 4 ZAE Q) x5S PD-L1 @d oy} 7

g EE Aol b4 FU F3F BAelA 9

s @
oL
Xy

o

o

O
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e
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f
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oXl

oH
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L
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w ﬂ
( 32
o

57 Be3d At As g2 == %Q AAE B8
7H 22k A H AT T2 A&

"-(eplthehold) vs. H]-/¢3] = Y(non-epithelioid) 2 53} = 9111}.

> oo F o F UE FFS #AZQDEHAL, BE AT FES AW

Yoz FoAHAH.

o 219wt} 19xte] o] oF 200mg L HWEHDA = 500mg/m® + A~ZEtEl
75mg/m* EE bR ZetEl AUC 5-6 mg/mL/min ol 6F7|7kx Fo] 3 df 350}
o} o] oF 200mge Fojdt} o] ¢fe 1YUate FstaH T WA FoJFH

o 21dwlt} 1Yol HWEHDAE 500mg/m® + A2~Z2+el 75mg/m® £ FIRE
Zz}8l AUC 5-6 mg/mL/min At 65F7]17kA FoJ 3o},

o] ¢k X+ F& BT 54 2 A, FIFol g +8% RECST
LI(mRECIST)oll wte} d5-#b7F 7h3gk A o] &Qlsr] d, == HW 24714
7HA A% APHJT. FF AElol digk Bries A 18F7HA = 6571t o] Fol=
12Fntt F=PE/_AT. F2 FEA BUHAEE AA A2091AT. F7F FEA
H7tA ®+= mRECIST W& w7ld¥ SHF5GH7HBICRO s Br7te #3138
B E(PFS), A#A W-EE(ORR) B 5H-8-2] <4 7] 7HDOR)®] A Th.

o] A9 AFEH EHLS e Ao AW S T0M65A ol 77%), 28

J
i

(S

XN m o S
o
o
2
C o
% 2

rl

nﬁrﬂja_?hﬁoml“}i

—1N
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76%; MR 79%, AFo] =R FAAY LA A &+ 21%, 3299 E+= 2E
2%, ECOG PS 1 53%. Z2st& o2 78%9] $kA}ol| A 7y B ek(epithelioid), 22%9] 2+
Aol A W] -7¢3] &k (non-epithelioid), PD-L1 CPS 1¢]/ 60% % PD-L1 CPS 1u]wh
30%.

o] A+ o] o slstawe HELHLe 4

oE Fof tin] OS, PFS 2 ORRell Wit %ﬁlﬁgi 9]
48 2 198172 KEYNOTE-483¢] 8 #84 %

3 48. KEYNOTE-483¢] &4 A3}

oL
o
N
N
i
i)
i
B
et
P
K3
o

7 A % n] 3Fulth o] ¢F 200mg + HHEAANE +
A EYA S + LR
0Z sheteny
n=222 n=218
A A =(0S)
A A BRb S (%) 167 (75%) 175 (80%)
ZA470ONY) (95% CD 17.3 (14.4, 21.3) 16.1 (13.1, 18.2)
2] u(HR)* (95% CD) 0.79 (0.64, 0.98)
p—%,\” 0.0162
213y *éb—(PFS)
A}L o A (7)) 190 (86%) 166 (76%)
Z47ON2) (95% CD 7.1 (6.9, 8.1) 7.1 (6.8, 7.7)
<] H|(HR)* (95% CD) 0.80 (0.65, 0.99)
p-a" 0.0194
M7= ¥-3-E(ORR)
AP WSE(95% CD 52% (45.5, 59.0) 29% (23.0, 35.4)
A W-S(%) 1 (0.5%) 0 (0%)
BE 1kS(%) 115 (52%) 63 (29%)
p-#T <0.00001
Hk-S- 2] 4= 7] 71
FLH MY 95% CD 6.9 (5.8, 8.3) 6.8 (5.5, 8.5)
[e)

st= Cox ®ld 9% Effé"ﬂ MES
T =38 21 +9 " 2E(og-rank test)ol] 7|3t

T2 vl A A ol Z:X—Ifflzi (7] 2 H(epithelioid) vs. o+& x=Ag4 &
ol o8 F3d FHHFoR = o ZE9 elo] A7 WH(Efron’ s method of
tie handling)S ©]&3F C
TR WA A Ao 2R BF(AT = epithelioid) vs. TFE ZA3A 7)o
ol =3}¥ Meittinen & Nurminen ol 7] %3+
P 4AWS(CR) B BFENFSPRE B Ao 2@z we 3}xE J)FEoz g
°ofF ¥& Fo 7 1169; 388X FoT 639
19 17. KEYNOTE-4839 4 2 &2 AAA=(0S) Kaplan-Meier 2141

o]
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£ \\

: AN

R
0 w

A8 E/E VIV R 3 AR AAE A F EA oA, AR 22 (n=345)
< 7 &2 89 159 A9 0S @ RIHR)= 0.89 (95% A= -3k 0.70, 1.13)°]
Roem, OS Td#hE o 3 sistany] WEI A5 198740l sista
G5y 25T 1827 ol HI-GH R ZZAEN=95)< 7t &2 3

JFAe 0S YIEHIHR)E 0.57 (95% 41373k 0.36, 0.89)°011 o™, OS TUake
o] of3 slstay WE&AW XmTolA 12.370dola, sstay d=maw X sl
Al 8.271 o] T
T 74 3¢k (Head and Neck Cancer)
KEYNOTE-689: AA| 7}53s =4 ZPA FHFE #H (Head and Neck
Squamous Cell Carcinoma, HNSCC) ##}e] <= d RxaWH 9 F= & HXQ8WH
A5E AT Hx dGAE
ol °fel FEAHLE AA Thed w4 IYPU-IVA 7D %731-‘% 7
[AJCC 8%t 7]=#] &=} 7149 & ﬂi**gi f'i 29, o#, F
¥ el KEYNOTE-6890l 4 3715 dth. oy M4l A57F B89d &4 AUIAE
S == WY JAE Q= s+ «li”—*. BEHE 7HX SA =
9] WAL Yura FoF RON(FLOIFE/FT} vs. TFE vs. 3ol
IVA) 2 PD-L1 IHC 22C3 pharmDxTM 7] Eel w& PD-L1 && “Je)(TPS
TPS<50%) el we} Z-3}5 Aot
AAEL ol A 5T F el F29 dig LDEHA:
g7 A A AA Ao £ WA BREQHoE o] oF 200 mgS 2F7]5¢
Fodth & F 65 oW, & $ 1A HATH S-S 7 A= o] ©
3F715 WA + 3F7] 9] AlxEE)
i, FeE F 199 #Hedzd 5Ho
< of 3Fuith o] °oF 200 mgs A
Az B YA HA A & A
T oW, & F 19T s
Bl 100 mg/m’S w) 3Fvltt Fos}

h‘,
_EL
)
o
K
=
H
12

el
Sl Bxs YA BEEaRles i]if'fhi}.
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T WA dEQHo R X5

o] of& AHE3F A&+ RECIST vll o wet E71dd SHS¢H7HBICR)l &)
H7re Ao MY, Am 420777, ZAFH Fes 2/FssH sk AW I
Fae T Hxaw dAdAY A A, Fes A FUAU ELA AA] o) F
Fe F Hxay dAE AT FHodAe AW Y, == 58§ 27t 54
LA AAA AEFHAR FF FHl i e e A Rxay dACdA 65
Aol = T RE BE AAERE &, T dEO W
R i P R N < 125, o]% 3d7kA= uf 370<Lv}
o, 2 o]Fcl= Ho 5:d7tA wi 6ldritk AT A BT Aol £ FA
89%7t Fes W2 A Bluste X5 Bl £33 A9 88%7F s WUTh

ART Al &3 DAY 20%7 N2FehEst WAHOR, 46%7F B B
b o

o7 gyt A T B £33 A9 40%7F AAZgEla WA o7 39%7)
WA s oW o7 2 Frkgtt
AAANHLE Xg8He ZF dA(FE A BRAW &= F£% T BXQW)A o

=

F= Ao FEHA FdT. FUF w824 JUHAEE =rHEE SHE S
7HBIPR)C ojalf H7He F2 WEshs wkg(mPR) Bl&3 A AHE(0S) 2 BIPRO
olsf Brte Hesh# ¢ w-E(pCR) Hl &l Ut

4@ CPS =1 gkAte) Ql4-sh3 8l wol=giel 542 vd=3 2k
th A" S 604|CH S 22-87A4)), 654 ol 33%; A 79%; WM< 8%, &Y<
13%, &< == otz 7HA wl=1l 2.5%, 3129 =+ 2’ 14%; ECOG PS&= 43%
ol A 1ol em, H}A = AA FAATE 8% ATE 4% SANA Fdo] HPV &
doldaL, 26%= 7], T4%+= IVAZ] Aot $kate] 68% A PD-L1 T 2@
CPS =10°]3{th
AA ST o= 3 A AiA AR AR SR AA
NzESE S EFsAY 2dekA 2 WA eI BE

[ep]
oo
(\]
o,
Lo
e
7
-
N
)
=)

of

Hl w3l -& o EFSo| thgh A2 /o3t MAdS A5t

Z 717 ke 27. 102 0H 9 0.5-66.571) ol k. KEYNOTE-689¢] w84 23t

® 49 2 19 189 YEeERJ AT

49. KEYNOTE-689¢ll41 CPS =1¢1 F74% HHFFAAZY Ao 3%
S 3L G

Bl
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FEFSHA B A auas 9eawel fad A

Bt A% nj 35=wuie} o] ¢F 200 mg +
WAL QW (£A] 22 FEHE) WAL QW (A 2~F 2k
n=347 n=335

HALAAAE(EFS)
Abz A B2k (%) 128 (37%) 156 (47%)

T4 aONE) (95% CD 59.7 (37.9, NR) 29.6 (19.5, 41.9)
%@Hl(HR)T(%% CD 0.70 (0.55, 0.89)
p- at 0.00140

TE=d4dH HolHE 93 +3F3A (Kaplan-Meier) W ol A
T xgEs % ‘é T o9t T4 DA o3 S35 FHFOR Sl= oiZE
Elo] =& #9 (Efron’ s method of tie handling)e ©]&3 Cox 37 AL 7%
= g
Fawy FF 2ot T G wet S3k8 21 <=9 H2E(og-rank test)o]
7123 &= p-gk. @ p-#k AAIA 0.01249F vk

%=

% 18. KEYNOTE-6890 4] CPS =131 T4 % HHF G AMEZY ate] FAAAE
(EFS) Kaplan-Meier =41

100

&0 -

B0

704

Bl

50 -

Evoani-Free Burvival {56

A0

204

e e L B e saass s sint
o 5] 12 18 24 30 36 42 45 E4 BO BB
Time in Monthz
MNumber st Rk

KEYTRUDA 347 274 220 181 147 w22 a3 51 33 A 2 ]
SoC 335 245 170 140 104 ¥ 5§ a5 25 15 7 0

T B4 AN AA A0S A= HwshA] fdgkon, CPS=1 FwolA A}
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A AA-" OS AR e] 76%7F TAPA T, AEE A5t FF dd=HA Fdn.

PD-L1 <A(CPS =1 &klF T gt FA7 siejxt 404 729 WA=
F2H(51%) <] EFS A@rl= 2.28095% CI: 0.79, 6.56)°]At}. ©] &A= F ©] oF Foof

S w2 2399 ﬁ‘rx} < 178(74%)°] RO HAE Wt #F8WH AR
T E 2389 3AVF FES wykom, o] F 20W@7%)°] RO HAE weLTH

PD-L1 A(CPS =1 ?70*, TAF 2 5 T A g3
=5 e FAHGEH) F o] of T 91%7F RO HAE gk,
9 85%7F RO AA|E k)
KEYNOTE-048: 7% #HH A9 A £ (Head and Neck Squamous Cell Carcinoma,
HNSCC) EH"L/] 12 &= QW =+

%

VA HE o= st 84
ZA7tHE A £= WY A A 57F Q3 = AYHAG. PD-L1 HC 22C3
pharmDxTM 7] Ed] mE FF PD-L1 FA(TPS 50% ©] T+ 50% v|gh), HPV 3
(A == S4), 2 ECOG PSO =+ Dol o8 3=t A= g2 A8
% sluel 1112 29 wA =g

o] ¢F 200 mg 35wt} Fojdioh

o] °F 200 mg 3F vtk 1dxte] Fof, 7FEE8" AUC 5 mg/mL/min 357ttt 1
dafoll T Al2~ZEtd 100 mg/m? 3Fwich 193k Fof 2 5-FU 1000 mg/m*/d 4
d A& o =2 3Fvg B F3 5-FUE FHdl 6 Alo] ).

A EAT 400 mg/m? T3 & 250 mg/m® 1F vttt 13] Fof, 7R Z2kel AUC 5
mg/mL/min 35wt} Fof = AlxZgkE 100 mg/m® 3Fuith T3 &, 5-FU
1000 mg/m?/d 4¥ &0 2 3Fnit B3t F7 5-FUE HT) 6 Ato] ).

o] ¢S o] &3t X5 & RECIST 1.1¢] At AFA7F das AHojd AW %
ol FRIFHAY, & BI/Hed S0 TAHAY, == Hu 24 MLE7HA A%
P AT A7 A o2 P Aol ARl o3 YFZH ool At #
%H—t— A5 AW g T % o] oS FARYT. FTY HEHe 9FA, I8

A sfele 67rtt, O Folle 2470197k 95wttt B Ao

% 88219 & F 3019 AU} o] o wE ey, 28199 AUt o] oF 9 35
334, a3 30099 AU BE X570 FAS wiAHAT AFAE 2ok
EA4L A8 FYak(median age) 61ACH 9 20~94A4)), 654 ©] & 36%, E4 83%, ™
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ol 73%, 2 5% 20% ECOG PS 1(61%), &AolH(TI%oIAF. A8 54
HPV %4 22%, PD-L1 @& CPS 1 o4, CPS 20 |4, & TPS 50% o]4}3l &=
£ 7tz 85%, 43%, R 23%°):, IVEHAE 95%(VatAl 19%, IVbeAl 6%, 1]

| .

IVeaAl 70%)°] At

12 4 FrHA e AAAAE0S) 2 FAFYZ(PFS, RECIST 1.1 wE &7t
H SHFIH7MBICR FA)elAth 22 834 H7EAF+= RECIST 1.1 w

-

BICR #7tel &A% A#4 wE-3E(ORR)oI At KEYNOTE-0489 4] o] ¢keo]

o
.

-

K

Fo it o

84 d3= & 50, £ 51 @ 29 19, 29 2099 YERAAUTH
3£ 50. o] of+3tstad WEA wEA A3 (KEYNOTE-043)

By A&

Z A A 2=(0S)

A BA B2 5 (%)
Z43ONY) (95% CD
& BI(HR)T(95% CD
p-#T

218 A Z=(PFS)

AR EA B2 S (%)
F4ONY) (95% CD
_,,]

o] of
s ay
5-FU
n=281

197 (70%)

13.0 (10.9, 14.7)
0.77 (0.63, 0.93)
0.0033

244 87%)
4.9 (4.7, 6.0)
0.92 (0.77, 1.10)

by
N AN
W

=
Ul

223 (80%)
10.7 9.3, 11.7)

253 (91%)
5.1 (4.9, 6.0)

218 1¥)(HR) "(95% CI)
&

p-#T 0.1697

722 4F--8(ORR)

A#AA W-$-E(ORR)¥(95% CD 36% (30.0, 41.5) 36% (30.7, 42.3)
p-#;" 0.5740

HF-8-2] < 7] 7HDoR)

ZdONY) (B2 6.7 (1.6+, 30.4+) 4.3 (1.2+, 27.94)
AEA N, W st ey @ 5-FU

TZ39 Cox Hld 98 =y 7123

TZ3l8 27 49 "H2E(og-rank test)oll 7]x3%

Suk-g: 9ANES(CR) e &2 Whs(PRICZ & HAbo] 2@z W
TECOG(O vs. 1), HPV Aej(¥Al vs. S4l), ¥ PD-L1 Abei(strongly positive vs. not strongly

positive)ol] ¢Js] Z3}H Miettinen & Nurminen ol 7] %%+
o] At of okzt wiZskstaw W 5-FU W& Rojx mE oW oyl OS] W@

FARCE Forg NAdE ST
19 19. KEYNOTE-0489| 4] o] <F+3}staw] W& A A4 ZE(0S) Kaplan-Meier =

*
gl
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Lo T NisbTs: 1 LA 10 O rus atiimonde OSrse & i manhs  HR (i v
gl:l J 3 :IE:I'I:;M + Chsma :: ;:: TS (0D, T O ek &
a0
0
‘f 80 1'-,l
= LY
£ 50 - \"
r:‘- k'"1
2 a0 A S
o l\‘
3o h"'l._‘l_'
20 - T
omy
0 Hﬂ_t'h?--r'l'h
*_—l
i , T’ T | r ¥ ;.
i 5 10 15 20 25 30 40 45 50
Time in Months
oty =1 22T hL=-] 1= ol 55 = 5 [« (=]
*TREZN APY ABRA Ao 2H2A FYF 114709
¥ 51. CPS =1 ¥ CPS =201 ZA 7oA o ¢ d5 8¥e f34 ZAx
(KEYNOTE-048)
Bt A% CPS =1 CPS =20
~ B ~ B
3ok ol of LT g SRR L
200 mg 200 mg
FU FU
n=257 n=133
n=255 n=122
A A E(0S)
AR EAY 2k 7 (%) 177 (69%) 206 (81%) 82 (62%) 95 (78%)
Z4#ONg) 95% CD 12.3 (10.8, 14.9) 10.3 (9.0, 11.5) 14.9 (11.6, 21.5)10.7 (8.8, 12.8)
218 HI(HR)T(95% CD 0.78 (0.64, 0.96) 0.61 (0.45, 0.83)
p-#tT 0.00855 0.00074
-1 A =(PFS)
AR A B2k (%) 255 (88%) 231 (91%) 113 (85%) 111 (91%)
ZHaON4E) (95% CD 3.2 (2.2, 3.4 50 (4.8, 5.8) 3.4 (3.2, 38 504538, 6.2
218 BI(HR) T(95% CD 1.15 (0.95, 1.38) 0.97 (0.74, 1.27)
- e 0.91981 0.41028
A332 QEg-E(ORR) .
7—’11’—‘# HE-2-E(ORR)* (95%
oD o= 19% (14.5, 24.4) 35% (29.1, 41.1)23% (16.4, 31.4)36% (27.6, 45.3)
W8] 17+MDoR)
20.9 (1.5+,
F4#ONg) (B 34.89) 45 (1.2+, 28.64)20.9 (2.7, 34.89)4.2 (1.2+, 22.34)
Y ARE F B Ao o3
239 Cox vldE 919 =gl 7129
Tx3® 27 49 "2 (log rank test)oll 7] %3t
SHkS: A RES(CR) e REUS(PRICE F91d HAeo] AfRA whs
o] AF+= CPS 1 o4 & CPS 20 o]gel Tl A o] ¢F 200mge 3Fvit BHA &
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Za9 oy 0So| 3 BAROZ fondt NS =3
20. KEYNOTE-048°| 4] PD-L1 &3 <FAQ(CPS =D SAT9] o] ¢ b= g
A A AW Z(0S) Kaplan-Meier =4"

e
o ¥

Tregtmentarm 0% rate st12 months OSrate st 24 montne  HR (S5%C1}  pwvalus
— HEY TRUDA S0 25% 074 (061, 0.50) 000133

a5 - ﬁ‘k St naard e 175

)
L]
l

Coreral Sureival
§n 5""]
|

L]

Lad
£
|

22

Bbriey 3% SR

WEYTRUDA: 257 o R52 13 Ex B 42 o e : 4

Standard FER 237 133 ES £3 &5 27 ] e O a
FZ2EFAA AR HFEN ARNA FHEA TS 115714

KEYNOTE-040: o]l Wiz 78k stete A2 52 Aol e F4F UH
FaA e Sk e dx 3

o] ofo] bR FAAFL T4, AF e FFY xATH R IE AP =
e HoAd FAR AR Ege] AEE A8 f= BA B RxaWS ¥
g g ek S afAE XgHE B Ee olF AW IPS AFsen A
T oxo =4 aWd AsiA &2 AA Ee HolAd FAF HHPALIAES
o] ARE A% v, 370 L4, FAH WA, iz 44 d KEYNOTE-040°1
A H7AE RS $AE-S PD-L1 HE(TPS 50% ©]4), HPV A8l Z18]32 ECOG PSell
ofs S3d H FAH #AE0:DE A

N

o] ¢F 200 mg 3Fvtt FoAM=24NAY B3 Al 7HA F T 7HA 9 ZF 8
(n=248)= Fow3tt}.

15 nith W EEdA 0] E 40 mg/mi(n=64), 3Futtt =A e 75 mg/m’(n=99), =
= A EAT 400 mg/m?Eed & 15ult} 250 mg/mi(n=71).
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A] 6—’?—‘1}4, I Fol= 24704 7bA 9Fmko X s STk

KEYNOTE-040°l F2+9] wjd ¥ 4959 ¢ #x}% PD-L1 [HC 22C3 pharmDxIM 7] E
of o3 50% ©]’d<e] PD-L1 & TPSE zte= A= 129 (Q26%)°) ATt 1297 &
ol 2ghjl EAL t53 Atk A® Fdak 6241654 ) 40%), Fd 81%, W<l
8%, &% 11%, E =21 2%, ECOG PS 023%) ¥ 1(77%), 19%= HPV <FAdo]it}.
67%= M1 AH & 71Hom thoss VEANV @4 32%, [Va &4 14%, Vb T4
4%, R IVc @A 4% At 16%= Ao 719 < A 2z 9 H(neoadjuvant) E+
e ¥ BxaX@djuvant) ststay X5 Fof AW o] AU, 84%+= A
ol A3l thaf 1-23]19] o] A 2SS

Llg*ia=
13 fFEAd HI7IX 2= ITT JAdolA el AAYE0SAT. TPS 50% ©]4<l A+
ANA F2 FEA ZAF= & 529 Q9kH o Ut
3 52, o] wig bk 3}t QHAIE Foquke TPS 50% o] T4 5 HE A
EQF Ao ok o] ¢oF 200 mg 3Fvtt B & Fa&4d 23 (KEYNOTE-040)
Fujt} o] ¢ ®*F A8
W A x 35 vkek o] eF 200 mg = A
n=64 n=65
2 2 A Z(0S)
AR A B2 (%) 41 (64) 56 (86)
Z43ONY) (95% CD 11.6 (8.3, 19.5) 6.6 (4.8, 9.2)
218 8I(HR) T(95% CD 0.53 (0.35, 0.81)
p-%T 0.001
T2 8 A Z(PFS)
A A A g (%) 52 (81) 58 (89)
Z401€) (95% CD 3.5 (2.1, 6.3) 2.1 (2.0, 2.4
1™ ¥ (HR)T(95% CD 0.58 (0.39, 0.86)
p-#tT 0.003
%4 w<$E(O0RR)*
232 WH$E(ORR)  (95% 9.2 (3.5,
26.6 (16.3, 39.1)
CD 19.0)
p-#" 0.0009
Hh-8-2) 4= 7] ZHDoR)  #
=gsx #S (27,69 4.2,
Zo}7H (7)) (H
TYECIR) (H5) 13.84) 18.8)

*

HEEHAAOE, TAgA g9 A EARY

%39 Cox ®lal 919 2ol 7123 AFuHR(EZE &9 thy] o] ¢p
T2 #9 "H2Ed 74 &Z(One-sided) p-ak

SRECIST 1.1¢] w2} BICR H7}o] &A%
“Miettinen & Nurminen ol 71%3F

=

O

-
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258 (PR)

I‘IF
o

uel #gel 7

o]
Z Hk&

rJ

FAZ EAA " FAwS(CR) =
2oz 3

o] AT TPS 50% ol4el FolA o] oF 200mge 3%Fvlth FdA EZEQW oyl
A or Fou|F AAE B

3% 21 KEYNOTE-040 PD-L1 $&A(TPS 50% ol4hsl &xke] A4 E(0S)
Kaplan-Meier <41

104a

r (
N
i
N

1 Trasimant smm 0% rate st 12 monihc HE (EE®CD p-valus
Pambrollizumab 47T% O_6% (0.36, 0.E1) ©.00138
90 i ttandard Treafment 5%

Crearalt Surwial {9l
cr
=

=1
ik
o
-
o
h
[=1
2
[T

A2 5271 PxF (Classical Hodgkin Lymphoma)
KEYNOTE-204: &84 =& AEde d¥g4d X3 HxF A dide tizx ¢

AA S

KEYNOTE-204& E-84 T+ A4 cHL A 304" S thde= 3 729 wiA,
SN 4%, B iz AR oH. &4, Bl-A9Ad Hds &4 HZ 59 9]
WEs >bdolAwt GVHDE F4°l As A9 sF°l¥ 2

(HSCTD)= w& A, &4 ArtHgds gx
E JHAAY A4l axo] de% &%
v g 2 o] 4] XP7}1§ A 3£ 0] 2} (Auto-HSCT) (o] vs. 0}140) L JJZ le—i a
W OAHERAY ESA vs. AR 98 51 H ok W A vs, A8 dR5 F 12
ME o] d & Aol olsf FEEHAT. SASS Ua AST T stutel 729 Hf
A(1:D =AU
o] ¢ 200 mgs 3F vtk A9 Fo
BAEAY =" 1.8 mg/kgs 3Fviet AW &
A= AW WY, == 38 2/ 54 2 A7HA ) 35wk o] oF 200 mg
< A Foisity. % ZH Hrie 12Fnid AAEAY. 1A a4 FUHA R
+ 20079 WA ¥ IWG(nternational Working Group) 7]l & BICR H7tel <A
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TP Y ZPFS) 2 A A=A wkg-E(ORR)°| AT

KEYNOTE 204 SHApo| A wlo] gkl B4 A8 Fdik(median age) 354 (654 ©]
& 16%), FA 57%, W<l 77%, ECOG PS 061%) 2 1(38%°ltt A¥F A 5271 &
ZFo AFE A8 FoE ol X5 84 o FIELE 28039 1-118)3
Tk 42%= mEAEE olH o] A gl EFACIUL, 29%= ALAE ESA Hdes 7
o 37% $A7F XPﬂ&‘%EJﬂﬁol"‘(auto—HSCT) Aol AL, 5% ol HaE
SAY HE" X5 FFo] Jow, 39%e ol WAL A5 E Wttt

o] o= i]fi‘?%—?: 1“1/] @er] ek F3 2=AF SIS 249 MLCEH:
1.8~42.071d)ol At FEAQ 2= & 530 2ok,

¥ 53 BLA = AQurA AY¥A 57 Y= F 3xlo] S84 A

35-mich BASAY W=E
B AE o] °F 200 mg 1.8 mg/kg 35wt}
n=151 n=153
%13 A Z(PFS)
AR B B 5 (%) 81 (54%) 88 (58%)
FSHONY) (95% CD 13.2 (10.9, 19.4) 8.3 (5.7, 8.8)
1 HI(HR)'(95% CI) 0.65 (0.48, 0.88)
p-at" 0.0027
4342 QE3-E(ORR)
M@= w-3-E(ORR)T(95% CI) 66% (57.4, 73.1) 54% (46.0, 62.3)
A WH-8-(CR) 25% 24%
B Ed-3(PR) 41% 30%
p-gk* 0.0225
Cox HIE 918 By 71x3
T239 271 49 H2E (log-rank test)oll 7]%3t
TohAMS(CR) B REWSPRICE 31E Hio AAA whg IAxE s|Fo2
3}
=

g

Miettinen & Nurminen ol 7]1Z3te] o] Atz R A Zo|A4E 2L AH
Ejell o3 F3}d

o] A& o] ¢F 200 mges 35wt FoA HAEAT w=" tir] PESe g &
A Folm g NAde dFsHAth

a3 22. KEYNOTE-2042] %182 &(PFS) Kaplan-Meier =41

oz,
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e

AYH 5747

L

=2
1=

ll:l

KEYNOTE-087: 2340l A} 32 o]4te] g olZ At =
skt o SN AR

o] ¢k FAEAL ESACIAY 3 oY AE olF AT AYPAH sAI HZ
T &2 2108 e E 3 oy, HFES, 37 YAHEKEYNOTE-087)ol A 37}
o PD-L1 @dof #AGle] BE SAE st &84, v 4494 J%loﬂz
gk, < 5d olui(xE+ 5d l“olxl“} GVHDY| =

B A 0] 2] —’F%(HSCT)% qko

a3 e BF AL EHAT z&x}—‘;—% 34% £l
watr] H7hA o] ¢F 200 mge 3FHH T 7
7|02 R ARE HriF o 125 %o A
AANPT. 1A FEA BI7EAEJ] A HF ¥9EE(ORR), A& (CR) B ¥H&-A]
ZHDoR)2 2007d /WA H IWG 7I&d W& w7t E SH5YH7HBICR)A 27
Atk 22k 24 H7HA Ee FAPAAZ(PES) 2 AA Y E(0S)°] At
KEYNOTE-087 ZA}of| A wlo]2=2k] EAL dA# FTYak(median age) 354](654] ©]
A 9%), B3 54%, W2l 88%, 18]al ECOG PS 045%) % 1561%)olAtt. A¥ 2 =
20 d2Fo A8E Hs) FAH ol A5 T2 489 1-12)°]3AH. 81%

A

= Aolx T 7HA oY olHe AR Sl o F 1A A& B
sk} 34%7F Z3rE o9l 61% 3kAtr} x}7}z:§£/ﬂ]§_ 2] s=<=(auto-HSCT) 74 & o]
AN, 38%E ol FAAAGOH, 17%E ol BAEAIFHEYH X855 F2
Aol Y, 37%«] gatE o] dol WA X8 E Wt

FEA AHde & 540 QaofH o] ot

® 54 B B ALY H¥FH ZA Hx2F A9 Fa4 A3

W) A w i:;i(})‘:} o] ¢F 200mg

232 JH-3-E(ORR)

A2 9H-&-E(ORR) % (95% CD 71% (64, 77)

2 B3 (CR) 28%
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B EA3)(PR) 43%
HF-8-2] 427 7HDOR)”

SHFHOIYL) (F2) 16.6 (0.0+, 39.14)7
=1271¢ W84 7]1ZHDoR) % 59%"

B2 8 A Z(PFS)’

SHHONY) (95% CD 13.6 (11.1, 16.7)
2 A A E(0S)

6709 AAYE0S) vl& 99.5%

97N AAYE0S) & 96.1%

2007 /WA= IWG(nternational Working Group)ell @& BICR 7} 2A3%
T2 AEY 293 3An=149)0] 7] =3

PKaplan-Meier 3 2o 7] %3 12719 ol4e] ¥l¢S ®el 60 e 3t 23
o] AT o] ¢F 200mgS 3F vtk F4 Al ORR, CR  PRell thgh Ydzoz {9
Hg 235 EAh

9 2439 ¢+ (Urothelial Carcinoma)
KEYNOTE—A39: SE4IYS S

ox 2
b
m
o
)
b
rz 2
o%,
ofo
Fo
L
=
PN
o
o
>
o

ut

]
=
= ‘%Wl iLJ} a3 &4, 24 A8 Z‘iol, l—L@C’J 25 ol &

7 EE % A4YE 9nd 4L SN 9sEAL (HbAl) =274 =t
HbAle =8%2 Ao® AofHA ¢e Guye 713 AR5 A=t g F
S ol NEe FEeY AaEY A8 BlsoR BuHUh ATA o
& AH4&E 30-59 mL/min, ECOG PS =2, 23 o] #¥ &4 ZE&= NYHA 35 A&

D A9 WAE FAEL fA B8

G AAEe AT EE gaed BALD uﬁwo;lgua Aol AHgE o
o mE HY EoHgn
e o] ¢F 200 mgE 21¥ F719 1¥Atd 30+ &< FAsta, dxEFHHERHES 21

o F7]9 1¥ e} 88Ut 1.25 mg/kg T 3o},

o AANEINS 219 F7]9 1¥9xke} 8 At 1000 mg/m* Foidtar, Agzke] Ao
2 A2EPY 70 mgm? E=E 7HREHE (@A A W AUC 45 EE 5
mg/mL/min)& 21Y F71¢] 19zt Fo 3ot

o] of7} NELEWHEEL WEF M2 RECIST vi1 o] wpe Awe d, o4
E15S B4 WA, mE o] oo A% Al 353 (¢ 2d)7HA AP =AY A8
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= SA7F A Fe Webde Holn
RECIST 112 Hojd dx 3
187H Y FoF v 9w}, 1 o]F o= df 12Fwitt 3 E QAT
L =799 =P339 7HBICR)O) ¢l&] #7tE RECIST v1.19)
TEA HIHAE
7

7HRoH, 27%= %

= == == =
T T, Al

o= 2tk AH
IR oW, 5%=

=]
‘T‘

AFAY DFH oo ]
E

o= HEHUL. TF Ao

al

9l TF
ol
_zl__

gl 4o ok )

o
£
w}
+ BICRAl &3l #H7tH RECIST vl1.le] o
A ZF (TTPP)o] it}

i

TE 694,
MO A< 7. 73%71
Q20 YA FfFo] ¢

SHE Q2o

AT 54%=

;g}\]— /\]7].__

oo L

e
7

r[r r[r

ﬂu

d H7HA]

AR e, 37%, 41%, 2%+ 73
% A AT, 97%= ECOG PS 0-1°1%131, 3%+ ECOG PS 205\‘1:}

PFSe} OSA
ORR# DoR,

G T7%, WA 67%. 95%7}
ALE FES
AN2ZgE X8 75
o, 58%+= PD-L1 TdEo] =9k, 72%2] FA7F Uo7l AsloH
22%8] 3 HolE EITE 20%+=

ol&

85%+= ClFMEZLF(TCOS I3 o, 2%+ 71EF 23382 717 TCCE 7HA AL, 6%
= AGAy 23S 71 TCCE 7R
o] ATE o] o} AXEFHEE WL AW WS BAolA AAEW P WP
718k &3lst Q@ S "o 3kxlo] HlE] OS, PFS, ORRel tist EA|A o2 Fou]|st
NS A=Y 84 2= ZE AHA AAH s oA dHAEH AT
o] ok} AXEPHEE S W& 44299 FAo] F3 #F 7 FEEE 17.37
2 (39 0.3-37.270)olAeh. FEA A= E 55, 1Y 23 2 1Y 240 Qo
o At
¥ 55. &4 A3 (KEYNOTE-A39)

35mkot A ATERF +
~ _ o] oF 200 mg + AXF - 7]uk gketslel e
H7F A% N R

T =l (£ -+ dda)

n=442 n=444
A A AE(0S)
A WA 3z = (%) 133 (30%) 226 (51%)

FTAHONE) (95% CD
$1¥H(HR)" (95% CI)
p-gtt
%JSM%(PFS)
474 Ay ﬂz} + (%)
F4aong) (95% CD
ﬂﬁ*HI(HR) (95% CI)

o
ﬂ

u-2-&(ORR)*
B2 Z(0ORR)*

23
T
a2

@0
=
=a

CR)
PR)
ZHDoR)

%E rkS

(
(

=]

-

i
]

j olo olo

s
s
S %) 4

31.5 (25.4, NR) 16.1 (13.9, 18.3)

0.47 (0.38, 0.58)

<0.0001
223 (50%) 307 (69%)
12.5 (10.4, 16.6) 6.3 (6.2, 6.5)
0.45 (0.38, 0.54)
<0.0001

(95%
68% (63.1, 72.1) 44% (39.7, 49.2)
<0.0001
29% 12%
39% 32%
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FTSEONE) (H9D NR (2.0+, 28.3+) 7.0 (1.5+, 30.9+)
> G B2 X=D|2HDOoR)” % 86% 61%
> 1208 BtEXls DIDF(DOR)" % 67% 35%
> 181E Er2Xs ID*(DOR) % 60% 19%

*Z3E Cox HlE AFE 3 B 7%

T2 9 H2Ed 7]4sk o&=(Two-sided) p-%t

FAE oAFe} AAgGlel A et A¥E 7 A9 23}

§ 4AH-S(CR) == FEHFS(PR)S HQl HAo AFA w-s FAE 7|+o

qUPD-L1 TdE, Ax=ZFgd A5 7Fs oAF 2 b Holo o
O,

Cochran-Mantel-Haenszel H 2=E.9j
PKaplan-Meier 4 #4 7|23
NR = =317 &S

a9 23. KEYNOTE-A39¢] A AYE(0S) Kaplan-Meier <41

714¥k3E 9k=(Two-sided) p-&t

Ovarall Survival ()

20 -

Trosbmectorm i Rale ot boaping 015 Mate il 07 it BB N G-vikin
EEYTRUCA = BV L) T QAT ORI D8 <
cmm.q s 150

T ™ T T L T - T T T

02 4 E- S1Cl1"'H-'IE13“&;‘224252330323-13633

Time in Months
MNumbes &t Risk
KEYTRUDA + BV 442 438 400 384 376 331 270 322 182 741 108 #7 36 22 12 & 1 1 1 ©
Chemsbheragy ddd &3 393 358 XIT ME) 200 T64 125 90 60 37 N 1B 12 7 & 2 1 @

a9 24. KEYNOTE-A39¢] Fz13) A &(PFS) Kaplan-Meier =4l

ol HU

ot

)
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[E7LT]
Trwatment 3em  PFS Rate ol § monthe PFS Rabe 22 12 monthe  HR 083 €l prralur
e KEYTRUDA # BV (5] Bi% DB (03E 084 <0000
Chematirkgy (109 5%
90 =
!
so4 Iy
'
i |
70 |
— !
£
< a0
s
e
|
w 50
@
2
U
s 407
&
0 !
E’ 1
@ 30 L
o 1
20 h
4,
10 + l.’
O e[ T —— T —————————
0 2 4 6 8 0 12 14 16 18 20 22 24 26 28 30 32 34
Time in Months
Mumber at Risk
KEEYTRUDA + EV 442 409 361 303 253 204 167 132 102 T3 45 33 17 & 3 1 o
Chamotharapy 444 380 297 213 124 TH 56 41 30 19 @ 6 5 3 2 1 1 1]

KEYNOTE-052: ¥ 7|9k &tgtsta¥lo] 27bsd 22349 &4 i a7 <
SN E

Wel oA Azl Wad A= AdHAYT. BASE 3
& 7hsd =4 waold AW AW A7 of o 200 mge 3Tt Fof Wl

o Qe wel NS AW A Faol AU,
155 7jglo] Wad ASolAY, BE AUt AskE Aol

BAFA G T AW AW FolE F/h ok W & Atk AW WYo] gl
gatel A% A 44 LAA A2Re & AU FF WG Whe 1 Fof 93
%, 2% A el 630t 1 F 12Fud FAgAh 8 4534 A% SA%
& RECIST L1o] @2 w7lds S85447HBICRA o8] B7he Asd wes
(ORR) 8 HgA]4717HDoR)eI o, Heh 107]¢] £ Wz 3719 HAr) 5719

4 HYHs 252 £AHAT
#2pe] wolzekel S g5 2. A% TS gk(median age) 744, EH 77%,

_96_




A FEE 7o, 19%= dE 82 i Tl dAT 85%= WAFZ o)}
Ao, ol 21%9 I Holg =EFIIHh 50%+= 71A Z#EolEd STt
60 "%+ mL/mine] %L, 32%+= ECOG PS7} 2, 9%+ ECOG PS7} 20|®H Al 7|A =&
oled Fglojd 271 60 mRF mL/minelglen, 9%+ 35 A A, 29 ol Tx
WS, 29 ol Y &4 F sty ol sidE AT 90%Y A= A5 AY
o] Ao, 10%E= oA & F HxewWduvan) E= FE A HEXQW
(neoadjuvant) .2 W= 7|¥k &8t QW& vkt
o] oz Xzwwe Fa 3704 FF #HH 7S
0.1-63.871)olAt}. FEAL AH= £ 569 89F5 o] Atk
X 56. 24 A3} KEYNOTE-052)
3% vttt o] < 200 mg

TYHS 11L4ML0ES

B7F A= RE BAFE =370
A2 RE-E-E(0RR)
A#A  u-EORR)  (95%
S8 29% (24, 34)
o)
A wEE(CR) 10%
& ¥-3-(PR) 20%
Hk-g-#] £ 7] ZHDoR)
FLEONR) (89 33.4 (1.4+, 60.7+)
CRBEY S Ep
ool A7 Aol e e 7Nt FAEet ey Ths $A
o oFe] fFEAL oldl AE Aol Y= WF Ju Fstarol 5 1010

Ex Aol 8249 B4 ool 1% AEEA T,
Sk 2 KEYNOTE-36191A4 3 7}= St
ol Hel N Aol Gt Fa AW EE Hold LEANG AN WF )

gorsietan Waol i of ool ehdA B FEALS HAHA ekt
of APE o o MP sl FABFAN(EF, ANET NABE EE AARE
gt W esAL FeshA de wEayoRA W Ju Fesstays um
St of ofx} W swt PGPS WL AR F MU A2ZE, 56%

L AuZeue sy

o] ARe ol ok Forsitay W

24 HAAAES PFS EE 05 o AME 284 2 stk 37 &4 BAA
A

EE, o] oF Eael 05 NS EFste] FAHOR AZHA
d




A ) ZaHactive-control) UAHAl @ el KEYNOTE-045914 H7 g Act. A7bd =
g 82, WY dAE F8 = OP—L~ SHAf= o] Aol A AL = AT
2SS 3Fuitt o] oF 200 mgE AWMOoE EA(n=270) == A7y A3 ot
= 35ta W] F StUE 3Fvit Ao R Bo(n=272) Wt

wZgAd 175 mg/min=84), =AME 75 mg/m(n=84), T WIZHFJ 320
mg/m*(n=87).
518 E7led FA80lu AW o] FRFHY] MR SAEL o] o A5E W}
o AW Ao 27| S-S oy AR kg & z
g W7hA ANEE FAEESE FEHAT. AW o] = 2
ME7HA A 5S 7 AT &5 Ay 3 A o] oS /\}%5 A8E XH7H’5‘}1
HAd 19714 F7F FA4E & A}tk TS AH Hobe TS R 9= 3, O0%
A ol 6Fvte, 1 —‘F 125 mt sl EAT 12 84 BUHAI RS RECIST 1.1
of e E/EE SHZYHIMBICR) ZAT AAY=0S) 2 T2 P Y ZPFS)A
ot 22 F84 H7FXE= RECIST 110 wE w7189 535YEH7FBICR)Y <A
Sk @A 9-3E(ORR) 2 W32 4 7]ZHDoR) ] A T
29 wiAdE 5429 9 RS F, AFE FATe EALS U 2o A% Fd#
6641 (9 26~88A]), 654 ©]/d 58%, B T4%, WA 72%, 12]al FYFU 23%°]
ot 57%+= ECOG PS7} 1 o]Xfol™; M1 96%, MO 4%°]t}. 87%= U ”8017} AL
o, o] F 34%9] 7+ HMolE I3} 86%E I QL Zo] YA FUgS st o,
4% 35 820 A FTdol AT A 15%= 7P HE ARE & &
Bz QH(adjuvant) == & A HZQH(neoadjuvant) oz W+ 7 S

ko S Aw 8ol JATH 21%= ol Aol AEfol A 271X o]l HA AR
E B2 Ho| At} 76%= ol AxEHE XEE Wwon, 23%+= IR ETHE,
93 1%= & 9F 76 3 HS gkt
84 A3+= & 57 9¢FE o] Qi)
X 57. o] st eHAEA AEE e QFZA4I Ao a4 Ay
S 3F ottt o] ¢F 200 mg 32
n=270 n=272
Z A A 2(0S)
AR A B 5 (%) 200 (74%) 219 (81%)
F4ONY) (95% CD 10.1 (8.0, 12.3) 7.3 (6.1, 8.1)
218 H)(HR)T(95% CD) 0.70 (0.57, 0.85)
p-a* <0.001
AP E(PFS)*
A BA B2 5 (%) 218 (81%) 219 (81%)
Z43ORY) (95% CD 2.1 2.0, 2.2) 3.3 (2.3, 3.5
& BI(HR)T(95% CD 0.98 (0.81, 1.19)
p-# T 0.416
%4 w<$E(ORR)*
MBA W-SE(ORR) % (95%21% (16, 27) 11% (8, 16)
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-3 0.001
1§72 471 ZHDOR) * #

TSRO 39D

HE B4l 7123

TZ3ld Cox HlEl 98 =& 7123 AFRHR(EE LY vl o] ¢h
T=3l9 27 49 B 2E(og-rank test)ol] 7]x3

SRECIST 1.1¢] w2 BICR H7}boll &A%

TMiettinen & Nurminen gl 7] &3

FAANS(CR) Ty FEWNSPRE 2 HAo A wH
o] A7+ ©] ¢F 200mg< 3Fvitk FAA ey thH]
Aow fFoud MAaE dFsHA

a9 25. KEYNOTE-045 X &2 ZA|A=(0S) Kaplan-Meier =4 (ITT HH)

=28k w5 (1.6+43 1.4+,
15.6+) 15.4+)

Treafmani arm  Of rufo wi @ mealha 08 refe ef 2 mooies HY @3% 0 v
EEYIMUDA % Lok OTOMAT. 0.33] QOOodEs
af [={-0 1. s N%

wal ]

Su
m
=1

L

Cvaral Suss

L .
* W

g 2 4 & @& 10 12 14 16 18 20 22 24 26 28 30 32 34 38 38 40
Timae in Manths
Mu e af Fisk
KEYTRUDA 70O 155 170 148 132 118 10 52 BE BD Ve &7 B2 I3 W4 T = o [ =

Conbrol 272 4 4TI 140 08 91 T3 B2 B9 47 42 3% M M 12 10 4 0 0 O o

KEYNOTE-057: BCG-&% 13 HIZAEFA W3 Non-Muscle Invasive Bladder

Cancer, NMIBC)

o] oFo] FEAHL WF HAl=ol

fri-oll Aagle]l Aaues syt
doz tr|#, 3 o

7FE Rk BCG-8-8 19138 NMIBCE

E7Vs3tAY AldlS AElslr] (o, 5%
Ad vZHSFA W LINMIBO)
0579 A
143 BCG X8 Fo% AEA Ay, A

et
w
e
T
e
olo
o [

(|

o
e
e
M
k)
o
>
o
rC
N
™
<
Z
@
—
m

X

A BCG A28 B3 U0l 9 Hu ¥ 9 A%, == BCGY @Y = 2
4 & T1 Ago] AT AR UL A8 A RE FASL WP BCG
ARE Wokow, BE AA 5 PATa LTI 4B AALT 20548 48
o AL BAs) s $BH FA 9 ALEYFGPAETURBDS wspck o




A AA7y B7bed o ClS(Tis A= s&EHAT. o AldalA 54!
T2, T3, T4o] w&aH o= 3
A 2%, 83 e A9 HIZASFA old L2A4vAEY, Artadgds &

A EE @Y oA A8st Bad B

¢

aEL e Bhsd Ao, A&A 34 19)Y NMIBC, =i 113
Walo] R1EY] A7A o] oF 200 mge 3FFIT Fol wolth T Ade @
Bohe 12%0id AaEn, 49 o axpel 7

o
= 7 ¥ 1A fEE HopAEe B
TURBT/biopsies Z3H, QA EZA AL, A3}
ZA¥E-g-(CR)Z ¥H-§-2 £ 7] ZHDoR) o] At
Al ZJ71A EAL O3 2o 938 S at(median age) 7341654 ©1F 69%), &
A 84%, W<l 67%, 18lal ECOG A7} 0 == 1o] 2+t 73%8} 27%9[ . 9+ =
719 T Y2 T1 CIS (13%), TA s3°] =2 CIS(25%), ¥ CIS(63%)F . 714
1913 NMIBC A3+ AHE= 27%7F A& 03 73%7F AdAd o)l BCGe oA F
o

H
27 W 7)o FARE WALCRY: 46-0054 Dol ATk FEA AT T 58
o foFslo] gick

A
3 58. BCG-E-5 19¥ NMIBC x| fa4 23}
3Fvlth o o

H7F A& 200mg

. n=96
ZT--(CR) Bl & 41%
1k-8-2) 471 7HDoR) T
FTHHONE) 39D 16.2 (0.0+, 30.4+)
>

12704 ®k-8-A & 7]7HDoR) < QZ}SW*
% (]

W Akl Oid A4 AREeEHE A
TURBT/biopsies *3}), SAMEZAAN HAikst @352

2 29<CTU 7%

24 7121 $ANEZ(CR)0] A E 717HS W E

"Kaplan-Meier 5% #4o] 7123; 12714 o]de] W&
< ®Ql 18Wel x =3}

o] A& o] °F 200mg< 3Fmitk Fo4A CR ¥ DoRell tigh & o= Fofm| 3k
AMNE HAJT

] 9H(Gastric Cancer)

KEYNOTE-811: sF&°] 7153 =4 ZPA == AHolAd HER2 U4A ¢ == 94

SRR A 1A AR

o] ok} EelsErwy Erowselvid 9 W oA We awe fI

o

- 100 -




& PD-L1 B@ A5t BAGel, oldel Aolq Asel ug ANAw ddo] 9o
HERZ b4 A4 § = SI4SATE 4 34 69870 $28 th)@, 75
9, o1F WA, 91 hxT YPANF KEYNOTE-8LINA Hrhsalek. o] QA

Ho A= 2@ oy Al i]f—ﬂ} dodd A7tAYgAs 3z =5 WY qAE 2
92 = o8t AHE s1A S A3t Zakeulge PD-L]1 Wl d]

=] == D, FLgge -FU % A 2=ZZ"([FP] =& 7HHAIEN 2 &4HE &
2Z}El[CAPOX]), 18] 131751 PR/ 01*\1}0&1/ EH)/ &5, ofAlo} =& 7]E
712l o3 F3HAT FAEL s A ET FT sty FA9 SABQDESIA
th AT A ERIS A3 RE X7 FELS UH 3Tt M HAFYH ATk
-o] °F 200mg, Egt=FEFE A FUOoR 8mgkgdt F& FrlolE 6mgkg F st
), olojA FFaHE AT Melog AxZgtel 80mg/m? AW 657] 2 5-FU
800mg/m*day 597+ H&(FP) =t Sz Ezd 130mg/m* Ho) 6-8F7] L 7h5 A
EF9l 1000mg/m® 1497 1Y 23] ¥ 8(CAPOX) 3ttt o] <& uf F7] g Eg}
253 9 gasis oy Fo ol FoHUT

« 9, EFAEFT A FIOE 8mgkgd T4 F7ldlE 6mglkg FoFsliH, o]o
A getae AFe Mgoz AxZe® 80mg/m* AW 6F7] © 5-FU
800mg/m*/day 597+ H&(FP) =t Sz E8d 130mg/m* Ho) 6-8F7] L 7h5 A
EFHl 1000mg/m® 14Y7F 19 23] ¥&(CAPOX) dtdth Yoke wf F7] A Egx
E3a 2 gassta ] Fof oo FoFHI.

o] ofx} Egt AR 9 FAseame] g ¥ Ee f%dd EgtaFEIFy 3
grotslsl ool HE QW e RECIST vl.le] wE BICR H7}ol A% 2w o] sy
o] &=y A, & E/best 54 A A, e Hu 240ML7HA AS JPFHA
. 4 el s Hrks 6Fvith 3 E AT

KEYNOTE-811 A7olA F29] viAH 6989 e &2} %, 5949 (85%)> PD-L1 IHC
22C3 pharmDxTM 71EZ A}8&3}e] PD-L1 £<F &3 o] CPS=12 vElytt) o] 594
Hol et EA LS A7 FZhmedian age) 63M(H$: 19-85), 654 oA 43%,
T 80%, MRl 63%, YU 33%, 521 0.7%, ECOG PS 0 42%, —18]31 ECOG PS 1
58%Jth. 98%°] A= HolA ZAIh(stage V)OI, 2%= A Erlsd ZF4 3
B4 Aot 95%(n=562)¢] FAE= MSI-H7E olUoem, 1%(n=8)¢] A=
MSI-HS 31, 4%(n=24)2] F A= FRI7} A=A ekt 85%2] A7} CAPOX et
st e W& Wkt

A=t H7EH= RECIST vl.le] W& BICR H7lo| <A F28 AH=PFS)H A A
A Z0S)oldth ozt W7tH 4= RECIST vlle] w& BICR #H7bel 243 233
18- (ORR)Z HH8-A] 471 7HDoR) ©] AT

12 3 B4 AA T2 wid Ha 5 26492 FAE oz 3P E (o]

EE —.~
U'I
Jo
—

rlo

2)
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oFt 1339w foF 1319), AAAHL-Eo] thdl SAFOE Folg Aol &l
B FH74.4% vs. 51.9%, 22.7% =Fol; 95% CI(11.2, 33.7), p-%t 0.00006).
22 7 BAL AA FATS o E JAYPHJ A, o] < EgAFLEH 9 g
slstael W8 gWiTolA A EgAFEFY 9 sty HE 9w
v SAIH o2 {23k PFSe] /A& SR THHR 0.72, 95% CI 0.60, 0.87, p-ak
0.0002). ZA TS oz FAYPsE ol B4 AHodAMs A Y=o ok
EAAJ] FAHL AR ottt
AR A A" PD-L1 do] CPS=1 o]l Ao tigh 23 S84 23+ &£
59, 19 26 2 19 279 Q9% o] Ut
3 59. PD-L1 &&do] CPS=1 o]l &7l "3 fa4d 23
ol o
o] ¢F 200mg wj 35l 13 e
EgiEZut
B7} A% o S
gresded R Mgste oo TN
h H
n=298
n=296

T 8 A E=(PFS)
A BAY A F (%) 199 (67%) 215 (73%)
ZF43ONY) (95% CD 10.8 (8.5, 12.5) 7.2 (6.8, 8.4)
2] uI(HR)" (95% CI) 0.70 (0.58, 0.85)
b=zt 0.0001
7 A A 2(0S)
A HA A S (%) 167 (56%) 183 (62%)
ZYONLY) (95% CD 20.5 (18.2, 24.3) 15.6 (13.5, 18.6)
2] & uI(HR)" (95% CI) 0.79 (0.64, 0.98)
o=zt 0.0143
234 u-g-E(ORR)
AP WSET (95% CD 73% (67.7, 78.1) 58% (52.6, 64.1)
4 HrSE 14% 10%
By ugE 59% 49%
2Fo] ¥ (95% CD 15% (7, 22)
p-3t* 0.00008
1} %) 42 7] 7} n=218 n=173
Z42ONY) C(H9D) 11.3 (1.1+, 40.19 9.5 (1.4+, 38.3+)
=670 "= 271 7HDOR) % 75% 67%
=1271€ 1H-&-2] & 7] ZHDoR
=) 7N A] 47]17HDoR) 19% 1
" 2L Cox vHlE 9 2o 7xF
T Zagxae 27 9 g 2E(og-rank test)ol] 7123k p-#S WEA p-3
T ks 9d g mE RE b2 ow oy HAe ARA wkg
S Z23lE R ke Miettinen & Nurminen ®Hell 71%3 p-3ke W23 p-73kY
1 Kaplan-Meier estimationell 7] %3}
13826, KEYNOTE-811¢A4 PD-L1 ¥&d FAHCPS=D] X579 FR3yA=(PFS)
Kaplan-Meier =41




I927. KEYNOTE-811e|4 PD-L1 & FACPS=DS! A5+ HAAAYE0S)
Kaplan-Meier =141

Tl Survivad
=

KEYNOTE-859: o]zl x5 73| gl
2k

o] ot} Exemmuld 9 W sHstayvie] Weawe fE4S PD-L1 UE
oo} #A glo] oldel Hol4 ARo] i AN AREF We Aol §l HER?
S AW 9 mE SASHTE A BA 157982 tdoR g, T4 )

HERZ &4 fidelA HE 2 dx 44

rr

23 oy Al XsrF 283949 AtAYEE 3z == 1Y
o)gtz AHE 7HX A= A=A FA9s= PD-L1 #d
<D, 3T 2WG-FU 9@ AN2=ZgE[FP] == 73 AR 2 24kg] Z 2} l[CAPOX)),
a8 3 A YR/ ol2etd] B/ &F, ofAo} e VEF ISR F3
HAS FAEL S XNE5F T shuol 29 aiACDIAAS AT FHE A ER
< A9 BE A5 =2 v 3Feo AW HHFYH AT

e o] ¢F 200mg, AR Hdejogw A~ZgEl 80mg/m® L 5-FU 1¥ 800mg/m* 5
Eo[FP] =& 2ag]ZgtE 130mg/m? 2 7} A EFRL 1000mg/m?® 1Y 23] 14Y Fo
[CAPOX]E HU 3557] B 4. o] ¢k vl F7] 3 358 W Fo ojxo ¥

rf

Mo

- 103 -




o = Ao

o Yok AFHY MEHow AAZetEl 80mg/m® ¥ 5-FU 1€ 800mg/m* 5¢ &
[FP] =+ S4gZgte 130mg/m* 2 ZHA|AlER 1000mg/m? 19 23] 14Y %
[CAPOX]E HW 35F7] &t Fo. o2 vl 7] A 358 Fo ojdo| &
o = Ao

o] ¢} 3lsteHe] W& aW e Aok st e ¥E 82 RECIST vlld
& BICR 71l &A% AW o] &lxr] A, 38 E7ls3 54 T A,
e A 240E7HA Al JAEHAT A5 A7 JdFoR b Hol AT
Zhell ol AR olols EEste AR FHE A% RECSTZE Ao A4 3
& = EHAT FTF el gk Hrle 657rith FAEAY. Ik Frhd
T AAYZO9HT. F7F<1 o]zt B7PH <+ RECIST vl.1e] w& BICR 37}
of &A% T3 AHEPFS), AAA-EE(ORR) 2 ¥4 7] 7HDoOR) ©] At
A8 EAL: AW FYak(median age) 624(H 9] 21-86), 6564 ©]% 39%, &4
68%, W<l 55%, &F< 34%, ECOG PS 0 37%, 18] ECOG PS 1 63%A . 97%2]
Bat= ol HEh(stage V)olRaL, 3%e A B/ 4 P4 A3o|qdn
78%+ PD-L1 &d CPS=1% FUd< 7Fx a1, 5%(n=74)2] 3A+= MSI-H 2 FU4+S
7R 86%<] 2=+t CAPOX 5“"5}5# Hes Wt

2 &

o] ¢f3} 515t g W8 Qwo HiAHE AT A Ak ststar W8 QW A
8 FAFHSE /23 OS, PFS % RR«] MAle] AFHAY. F84 A= # 60
of goFxlo] Qi
3% 60. KEYNOTE-859¢] a4 A3}
o] o 200mg 35 m}ch 9ef
B7HA &
FP =& CAPOX FP X CAPOX
n=790 n=789
Z A A 2=(0S)
AV% A A S2(%) 603 (76) 666 (84)
247N (95% CD 12.9 (11.9, 14.0) 11.5 (10.6, 12.1)
21 & BI(HR)T(95% CD 0.78 (0.70, 0.87)
p-a* <0.0001
3218 A =(PFS)
A A B (%) 572 (72) 608 (77)
Z47ONY) (95% CD 6.9 (6.3, 7.2) 5.6 (5.5, 5.7)
& BIHRT (95% CD 0.76 (0.67, 0.85)
p-#tT <0.0001
A#Z HH-8-E(ORR)
MAZ w35 5(95% CD 51% (47.7, 54.8) 42% (38.5, 45.5)
S HNHSE 9% 6%
na us s 42% 36%
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=}o] (95% CI) 9% (4.4, 14.1

p-a" 0.00009
¥h-g- 2] 7] 7F n=405 n=331
SO 39 8.0 (1.2+, 41.5+) 5.7 (1.3+, 34.7+)
=1270Y ¥H$-A%717HDoR) % 39% 26%
=2470¢Y WS4 7] 7HDoR) % 27% 13%

T Z39 Cox vl 93

F 239 271 <9 B 2~E(og-rank test)ol] 7] %3 ©=(one-sided) p-%k
§ ¢+d HS(CR) e FE ¥-&PROE S1dE FHAdo] A4 Hkg
qI =3}¥ Miettinen & Nurminen ol 7123 ©Z(one-sided) p-#

1328. KEYNOTE-8590| A1 2| &9 A A &(0S) Kaplan-Meier =41

13H29. KEYNOTE-8599l 4 A 59| FX13) A =(PFS) Kaplan-Meier =74l

2] & ¢H(Esophageal Cancer)

KEYNOTE-590: F<°] £7Hsd w4 IPA e oA A=t/ E A7

°of 17 A&

o] ¢kl FEAHL F&o] BrEd T4 AP EE HolA xS P YgAw A
gxiokSiewert type Do 1zF X Z2ZM, 3z} 7498 S ooz thr|#, 29 u)
A, A dzx Jd3AE ] KEYNOTE-59001 4 H7E= itk % 24344 PD-L1

AANE 93 BE $xteo) Fo FHo] ey, PD-L1 IHC 22C3 pharmDxIM 71 E
& Ag3te] F PD-L1 B3-S 280 4 ArtHdds == WY dA4E &
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82 3= 93 HEE 71X 3A, == HER-2 4 4= HFH(GE) Ad%
e AYEHAT. T2 T 2ATE@HE AE FF ovs. ALD), AYH 9
A (o}Alo} vs. oFkAlo} 2]) & ECOG PS(O vs. Dell &8 =315 At}
A= AT v gz 729 A0 DEN, B8 A e AW HE
A= AU

o] oF 200mg & S w 3F 1Yol FoJsi, Al~Zetd 80 mg/m’m) 35
1¢xtell 6AF0] E7bA 18]l 5-FU 800 mg/m’m] 3F 1Ya5E 5Yx7tA Fof 1A
U, A9 5% X5 me ¥ T
o] ¢ & TS & BT =4 B oy FH Y o] Rl
AR AL AP ATt. o] ool 729 viAdd A= HAa 45 o] F vEE FA
2 49 Ao WA SV e ElE wrix ddHo=z kA
RECIST v1.17} Aojgk AW 23 Fol= &HAT. AW Zdo] gl
T Hd 200EAA AsEE £ JAJT. TF FH dE Brte 9Tt 3

z

N

b}

N,

rlr ol

—o
& o [0

Atk 12 FEAH HUHA e 2FEF HE ME, CPS =10 2 A SAkatol A
RECIST 1.1¢] we} A7A7F H7kgk OSeF PESolt. o] A7+ AMddd A=
E AgTol tisl OS % PESAA FAIZHoZE Fou|st /MAS B 23 F854
B7 A 3+ RECIST 110 A3t A5-A7F | 7FeE ORR % DoRol At
KEYNOTE-590° A1 7499 ¢] 3z} F 383%H(51%)°] PD-L1 & CPS=10%0 4=
7HR T ol2dk 3839 o Al FUbAe EAS ved 2ok dAF SEE 634103 9
28-89A4]), 654 o] 41%; FA 82%; W<l 34% 18]al o}A]o}l 56%; ECOG PS 0
43% 18131 ECOG PS 1 57%. 93%+= M1 AW & 713 oH, 7%= M0 ¥ S 7HH T
ZoF zzlfﬂ;@ o2 75%= HY /q]g oLz_O 7]_551\1 25% = ‘jotlrzo 7} A o}
KEYNOTE-590° 4] PD-L1 &3 CPS=10%! %< 7 A oAe 8 84 2
= A AARFEH BAC0=E £ 6l 2950 Atk OS 9 PFSe] Kaplan-Meier =
AL a9 30 9 29 310 Y ok

¥ 61. PD-L1 ®ACPS =10A o < + 3IstayAe a4 42
(KEYNOTE-590)

I

4

A

o] ¢F 200 mg 35U}

$1oF
= o]
W7k A Ao MR
T 5-FU
5-FU
n=197
n=186
A AHZ0S)
AR A BRE 5 (%) 124 (66.7%) 165 (83.8%)
F4FONL)* (95% CD 13.5 (11.1, 15.6) 9.4 (8.0, 10.7)
218 H)(HR)T(95% CD) 0.62 (0.49, 0.78)
p -#(EFd =21 =98 <0.0001

T3 YZPFS)T
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A A xE 5 (%) 140 (75.3%) 174 (88.3%)

Z4HONL)* (95% CD 7.5 (6.2, 8.2) 5.5 (4.3, 6.0)
& BI(HR)T(95% CD 0.51 (0.41, 0.65)
p-# (Z39 21 +=9)° <0.0001
232 H-g-EORR)*
26.9 (20.8,
232 W28 (ORR)¥(95% CD 51.1 (43.7, 58.5) 13.7)

=]

< 0.0001

7

#*
k22 42 7] 7HDoR) T #
WS- 4 7]7HDoR)  FUF0N 2 H 5.6 1.5+,
$A4&717HDoR)  FFaOUNE) ( 10.4 (19, 28.9+) (1.5+
_?4) 25.0+)

*

£t

Kaplan-Meier % &4 7]
TZ2359 Cox Hld 98 =yl 7]1%3
TRECIST 1.1l W& d7ake] 37t AT

SA A FA(okAlot vs. 7B ZIHE), T 2ASHAYF vs. WH A=

&%) & ECOG PS(O0 vs. Dol W&t 38 =21 ¢ B 2=E(og-rank test)

of 71%3F @Z(one-sided) p-ak

TAXS 93 T=(one-sided) p-zk. HO: %] =+o]=0 vs. H1 : %2] 2}o]>0

A WS(CR) e REWL(PRICE g Hio AnA g

a9 30. KEYNOTE-5909 A4 PD-L1 & FACPS=10)%] X579 AA AAE(0S)

Kaplan-Meier =

100 =
L1IL - = 1 & [55, = A P
el T T L . Wh T I
0~ - a3 Lo
B -

o -
= =1
i

Crverall Survival (%)
z

>
#

% -
' a—t—i
i
ot Ly
il i
10~
Ly v i i i + i
] ¥ -] @ 1 15 & 2 24 - 30 i}
Time in Months

Vb ol Rk
Pembrolomuab 00 186 178 15t 1% W0 ™ 8 " » 10 " B
506 w7 T W 1] ] a2 = 1 & 1 B

a9 31. KEYNOTE-59004 PD-L1 & <SFACPS=10)% X &5 Fx&) A=
(PFS) Kaplan-Meier =41

- 107 -



1L
RX — e a
F] P T Lo L] . M i
Bl 0 r ¥
i e
" B ‘l
B
3 \_
a
&
£ w- \
£ \
& 1
2 = "%
g L
fm &0 1
o h"\
Eo e,
- -IMH
“h—s
e
A -
i
o 3 & 15 18 Fl Fo X e |
Time in Months
v @ Bk
Fertln b A0 e 143 108 ] in M k. 12 a ' a
i W {re w 70 " LF] d 3 7 1 =] a

A A Z9HRenal Cell Carcinoma)
KEYNOTE-426: X5 7 3ol gl Ayd AAEG 3= gde ¥E a9
B
ANEIGT HEI o oo KHFEAHLS PD-L1 F% A8l 2 IMDC(nternational
Metastatic RCC Database Consortium)e] 913 W59} Aol 2P AlAxG 3
g o= FR9 A, oy, 3 94, 4 dERT 44A
KEYNOTE-426°14 H7t=E At o] YA ZAAAE AVtdgdS sa ==
A4 HA77F B3 A= ALY IMDC7IE A3 HF[A 9 P (favorable) vs.
Zkel f(intermediate) vs. a9 (poon)] ¥ A &H FL(HFH] vs. AFH vs. 7|Et
M) FIEHPHY $AEL S A ET T shubol 729 v 1LDEATH
AAEY 5 mg 1¥ 23] AFFoAe WEste o] oF 200 mgs 35wtk A

z 9

fu)

g o
Hl oy 12 o

Sl

- 29 =33te As #4d F28o] gler Febo] 150/90 mmHg ©]st2 & 2d
£ oA AAEY 1Y€ 23] 5 mgs 23] A% AE FUE, 676 &A% F
19 23] 7 mgo 2 AAEIHY &F F7F HEH AT

o
NEIES 548 A3 93t 1Y 23] 3 mgo =z, olojA 1Y 23 2 mge
a4 = Ao
El'd 50 mgE 1¥ 13] ATFAG § 25 St Fo& T
o 2 W& X8 RECST 11 w2 BICR H7lol A Aol
& B7sd 549 B, = o] o] A9, A 2471 €7tA AYH AT

1 9 8 Fol= o] o P o

.

Hgo

iy ok

rU

== 7

re
-
_>|i
=2
1o
2
o o
0%
2
o
19
o
g:(_){
)
k]
g
.
i
rlr
o,
—o

N
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ANEIFY Fos d8EHAT T e tid Frts e Al- e AlFste, 73
¢ A = 125 YgEHAeH, I F 6500 54F7HA], I Folle 125Fmt
Tyt 313t g dHst AP HA= ul F7)vigh FEH A
KEYNOTE-426¢2] 8619 2] 22} (o] ¢F HE QW AdT 4329 2 FYUEY A
T 4297) wlolxgl EAL o3 2o A8 FYdik(median age) 6241(H$:
26~90A4)), 6541 ©]/d 38%, FA 73%, W< 79%, 12l FFU 16%°I AT 99.9%+=
Karnofsky Performance Score(KPS)7} 70% o] goliar, #xe] IMDC 71+9] 3=
X5 31%7F A9 @ (favorable), 56%7F FXt<¢ @(intermediate), 183l 13%+ 319
3l (poor)©] At

12 84 Hr7HREe AAYE0S) 2 FYAAEPFS, RECIST 1.1 W& F71H4

H H5H2FYH7HBICR)A )R, 22 84 H7Fx3E= RECIST 1.1 WE &

71898 545 YH7HBICR)O A A#Z w-3E(ORR) 2 HEE-A] 47| ZHDoR)©]

AJ. F2 8- AF= F 629 Q9FEo]

E 62. AP A EQG BAfol A o] oF E AAEH T ¥H§ (KEYNOTE-426)
o] ¢k 'l A 2=

—— ] oF 2 A e FUEY
n=432 n=429

2 A A Z(0S)

AR A B S (%) 193 (45%) 225 (52%)

ZYONLY) (95% CD 45.7 (43.6, NA) 40.1 (34.3, 44.2)

2] & ¥ (HR)(95% CI) 0.73 (0.60, 0.88)

p-#" 0.00062

7 Y A =(PFS)

AR I B S (%) 286 (66%) 301 (70%)

ZA7ON€) (95% CD 15.7 (13.6, 20.2) 11.1 (8.9, 12.5)

2] & ¥ (HR)(95% CI) 0.68 (0.58, 0.80)

p-#k T <0.00001

AN#A ¥-8-E(ORR)

A#AA ¥-$-E(ORR)T(95% CD 60% (56, 65) 40% (35, 44)

p-3t® <0.0001

HF-8-2] < 7] 7HDoR)

ZA4ONY) (890 23.6 (1.4+, 43.4+) 15.3 (2.3, 42.84)

ol A= ol 3 AAEY BE FAA FHEE thHl OS, PFS 51 ORRell thgh
7

13 32. KEYNOTE-426 X &9 A *3 Z(0S) Kaplan-Meier =4 (ITT # &)
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1ag

a0+

80+

704

al (%)

60

N,

g
£
5
@
] fun
] 40+ H
6 .
30+
20
10+
Trs Otrsesttimentts DSmaitiimonts  HAAMCH Wemmaloewi
— ke b s s, Cramen o6 o
hhhhhhhh T LY
T T T T T

T T T
[ 6 12 18 24 30 36 42 48 54
Time in Months

_5- U4 + Axtan 432 407 384 345 ns 286 259 181 16 o
inand 429 379 336 308 279 252 224 10 2 L}

1% 33. KEYNOTE-426 # &9 YA E(PFS) Kaplan-Meier =41 (ITT fh)

100

e —.
{] = NEYTRUDA + Acitinik Lo o .68 |0.54, 240) 00001
ac Sunind i
- 20 |
g 70 Yy
£ .
g &0 b H\
3 1
i "\ \w
: “ LH
2 \
& W
e 40 \. -"-Lﬁ\g
o lu
il . H"\-H-H
Lay ““‘*\,
20 b .
-y
| S
104 H-ru
o -
a 6 12 8 E 30 36 a2 48
Time in Months
Numbet 2t Risk
KEYTRUDA v Aw 32 258 233 180 6 @ 80 28 o
Saniindy 2! 244 185 1 -

[

KEYNOTE-581: 31 2lAxer 3z iAo 13
H oz A3

Al g W& o] ok FEALS AAF AAESG A 106098 Gz o
718, 3, F29 d4A P KEYNOTE-58104 H71= Ak A5 PD-L1 £
& TF AEet BAglel FEEHIAY. o] A APolAME B ArpEgEs &
e WY AAE B8R st o5t AEHE M #AE AL =AY 72 S
1212 (& vs. A-FH vs. 718 =718) 2 MSKCC 71&9 #9138 ®HFA
(favorable) vs. F3F9)¥(intermediate) vs. 1 d(poonlz 33Ut IAEES
=9 A5 F shtol] FA9 v EH ATHA:1:D.

ArlElg 20mg 19 13 Z7Fodek Bgslal o] oF 200mge 35wt A o
El=

« 22T Smg 19 13 AFFo o HEstod ey 18mg 1¥ 13 A+F
o gt}

224 dAnEdael e 2

e Jo

>

N

ot e
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4F B FUEY 5mgE 19 18] A7RA 27 Bt FoFat

A8 RECIST L1o] & BICR Brbel 2A4% AWel Qo] SAgAL, 5§ 2
sd Sol WAEY] A7A A% AYHU FA7L YFHOE o1 &
TR6l s A olo]g AE Ao NFHE A4S, RECSTO me AW 13
Fol= of o3} ubege] ok #§E ek

o] ¢F X E& Hd 24/ML7HA JAPEon; AMutEd X5 A9 24MLS do
AE AED & AT T AEHA Ui Hrts Z1AA A JAdHE o] F 85rtt
g = At

KEYNOTE-581¢] 1,069% 9] 2=} (o] ok} #utelyd H-E& & AP 3559, #
HHEIE 3 M2l F 2~ HE8 89 AgT 3579 2 FYUEY AET 357%) wlolx~
2kl EAL AdH FYFk(median age) 6241 S 29-88A]); 654 ] 42%; B4
75%; W<l 74%, FIFA 21%, =20 1%, 18|31 7|e} AF 2%H Tk Karnofsky
Performance Score(KPS)7} 70-80%<1 A= 18%, 90-100%<! TA}= 82% Atk IMDC
7179 YIdE BEE 33%7F A9 A(favorable), 56%7} F3F9) & (intermediate), 18]
I 10%+= 2 B(poor) °lem; MSKCC 7|#9 3% BEXE 21%7F AYd
(favorable), 64%7} Z3t$]d(intermediate), 18]31 9%+ 9P (poor) ©]itt. 3=t
o] Al Ho] Ho= #68%), BEZH(A45%), 1elx m(25%) ATt

123 84 H7FX32= RECIST 1.1¢] w& BICR H7}el &A% F338 AE(PFS)o]
Atk T8 23 FEAQ FHIUIAEE AA A0S L AAH ¥EgE(ORR)E 2335}
Aot KEYNOTE-581¢] =8 84 Z3+= & 63, 218 34 2 I9 359 89F5
At

F# 63 XA AAMZESFoA o] o 9 =ntEldel thd F&A4 2 IHKEYNOTE-581)

o] ¢F 200mg
_ _ ] 350l 13] TYEY
B &

+ ey =357

n=355
F218 A =(PFS)
AR B 55(%) 160 (45%) 205 (57%)
24BN (95%
;)" SOV 5% 00 0 0.8, 27.7) 9.2 (6.0, 11.0)
o u(HR)*  (95%
# 0.39 (0.32, 0.49)
D
p-#k T <0.0001
A A =(0S)
AAREA 32 S5(%) 80 (23%) 101 (28%)
=7 < 95%
;)" AONE) - O5% o (33.6, NR) NR (NR, NR)
HHMHR)*  (95%

0.66 (0.49, 0.88)
CD

p-z " 0.0049
HZF BEXoA &8 AA A0S

- 111 -




AR B A S2(%) 149 (42%)

=0} (] %
;)o #wong)  (95% 53.7 (48.7, NR)
218 ¥)(HR)* (95%

0.79 (0.63, 0.99)
CD (

159 (45%)

o4.3

(40.9,

NR)

*=2te Cox BlE 91 =Ed 7=

T2 &9 H2EJ
NR = not reached
o]l AT FUEY APT

4Llss

9 34. KEYNOTE-581 A &5+¢] F

213y A Z(PFS) Kaplan-Meier

oF=(Two-sided) p-%&t

2 oyl o] ofx} AniEld WEaw ARzl ¥
H &3] PES ¥ OSoll A A &2 fFom gk /R4

.__ o]z%]—;]_

=4

100
90
\
i
80
\
704 ']
— |
B
® 60
3 \
£ {
A ¥
© 504 il
! |
& i
u‘. |
= -
5§ 40 L,
@
[ (A FR
o B |
g 30 "y M
= |
o
204 el
Fit-Bh-} 1§
i 1
104 [l
Traatment arm PFS Rate at 24 months PF3 Rats at 38 montha HR (95% GO}
——— KEYTRUDA + Lenvatinib 40 3% 047 (039, 0.57)
Sunitinib 2% 18%
o T T T T T T T T T
o 6 12 18 24 30 36 42 48 54 &0
Time in Months
MNumber at Risk
KEYTRUDA + Lenvatinib 355 276 213 161 128 a9 81 49 25 a o
Sunitinib 357 145 85 59 41 30 3 12 7 1 o

a9 35.

KEYNOTE-581 zl gto] Ax) AW=(0S) Kaplan-Meier =411

-

100 -
90+ 3
80+
Y
g 70+
3 P,
z Ty
> 60~ Hey
@ Uy i,
2 Hiy Iy N
o
5 504
> i
Q |
404 1t
o4 ey
204
10
Traatmant arm 08 Rale at Z4 months 03 Rate at 36 months. HR {85% C1)
———  KEYTRUDA + Lanvatinib 070083, 008 |
-~ Sunitinib % 60% 1
0 T T T T T T T T T +
0 6 12 18 24 30 36 42 48 54 60 66
Time in Months
Wumber at Risk
KEYTRUDA + Lenvatinib 355 338 313 206 268 245 216 158 117 34 5 ]
Sunitinity 357 308 254 242 226 208 188 145 108 33 3 ]

T AR AR HF 2

7] =%}

29 H) A
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KEYNOTE-564: AA|&S& w2 AAM =S g2 thde] ++ & B xQ H(adjuvant) =

5 f dizx A E

o] ko] HFEAL AMNEL hE HzQW(adjuvant) X EZ A, AAEre] A
Sl = Aol AY M1 NEDMmo evidence of disease) 2=}

94 W& tHeE trid, FAY WA, ol WA, Y dx dEAF

KEYNOTE- 56401]/‘1 F7HE T S5-29F ¥ 1Y W= veol 23

Al ~ded Ao RRY 4%4- o7 Bi mE= 97 A% dAE (M1 NEDY
)e wstojol am 4% Aol Aolofok 7

A8 B4 £e A9 o4 Amsh Bag B A8 &

S oA A EE de Bk el w7hA o] oHn=496) 200mg =

9 ekn=498)< 370t Ho) 137 el WALDH AT 2a9 )

AL o] AH(MO, M1 NED)o| wz} F3+= A3, MO+ WA= ECOG PS(0,1) ¥

AzA Az, w3 ool o R BHUAG. BABE B WA ol F

Ae 2d Fobe 127nth 1 thgol= WA 574 16Fmich, 1 thgol= )

3 Uz GAe BT

994vg o] ZAte] ol xgljl B d¥ FYak(median age) 60A1(H2]: 25-84A)),

654 ©) 33%; A 71%; 18]a ECOG PS #7423 02 85%, ECOG PS ¥ 714 3}

18 15%°]| 3 o

NOE 94%, S50 SlE BAEL 84%0lATh F5-TAWLS 86%, 1AW 8%, Ml

NED+= 6%°] it}

12§54 R EE A AF ATATE Wobe $AY AEZ0FSel 1, Fa 23

W7hA E= 050tk

o) A= o] o =olAl $leF thul DES 2 OSel et BAHoZ foa AHL

Z3tgich. A AT= E 64, 1% 36 2 1 370 aokso] gick

64. +84 A3} (KEYNOTE-564)

_a —|~ F-?ﬂ
{m
o
_0|L
bt
JHH

4

ol

B o

o] °F 200 mg 3 Fritt < oF

B7F A&

n=496 n=498
724 ABZEDFSY
A B g (%) 109 (22%) 151 (30%)
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Z43ONY) (95% CD NR NR
& BIHR)T(95% CD 0.68 (0.53, 0.87)
p-#k 0.0010°%
24 MY A-olAe FAHW A=EDFS) HS
= delas 74 =77% (73, 81) 68% (64, 72)

(95% CD
ZAAAYZE0S)"
AR A BRE 5 (%) 55 (11%) 86 (17%)
ZSFONE) (95% CD NR NR
& BIHR)T(95% CD 0.62 (0.44, 0.87)
p-#k 0.0024 %
48 ML Al Al AA A=0S) HlE (95%
o e AR = 91% (88, 93) 86% (83, 89)
Z2 BF 717 2Y73Eo] 23.9/M LY 2.5~41.5719)2 13} Z=3F B0 7] %8
T3A #3271z Fdgkel 55.870 LSl 2574570 33 T2 Bl N2
T239 Cox Hld 98 = 71 %3
23| 2 9 " 2E(og-rank test)ol] 7]x3+
NR = E_%
19 36.

:,% 50 ! ll‘l:mm.”I}Ii:;}-lw -H

8

E 40 -|

a9 37. KEYNOTE-564 X|E 9] ZA|AE(0S) Kaplan-Meier =4
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100 ==t
%7 M
o . ’
80 | S—
704
60
S
= 504
[
e
:
a 40
T
@
3 30
204
10 4
Treatment arm OS rate at 24 months OS rate at 48 months HR (95% CI) p-value
KEYTRUDA 96% 9% 0.62 (0.44.0.87) 00024
- Placebo 94% 86%
0

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75

Time in Months
Number at Risk
KEYTRUDA 496 489 486 484 479 470 468 462 451 443 397 270 188 81 22 O
Placebo 498 494 487 483 476 463 455 441 433 423 382 248 155 79 22 O

A-g W =2 HEndometrial carcinoma)
KEYNOTE-868/NRG-GY018: A2 ot XPAF =& AL Azt 2 o
o] & 8 tix YFAH

Zggd 9 JtREGE I ¥ o] ofo faALe MAH e ALY AT
2ok g4 8108 S thd e ®E g or|d, FAe wiAg, olF WA, Ao xR YA
gl KEYNOTE-868/NRG-GY018o| Al ZALE AT A4AIE AAlol= MMR “FH ol
2 FEE 2o IZTEE XIS }Cﬂu}- 2229 (27%)2] FAEL dMMR ZIZ Eo|
Z3E o, 588W(73%)e] FAE2S pMMR ZSEO ZIEHAT £ AGAFol
= %@7}-‘5—% 7], 47153 IVA71, IVB7] =& AL A3HeeH(ESH 73

5 |

5

9 : =

Z Fgsistay of Fof e} F3EAT
gk T % shutell 729 wA@:DE AT

« " 3Fmit} o] —F 200 mg, WZFgebd 175 mg/m’ 2 JlRZgE AUC 5
mg/mL/ming ¥ 657] &< Fo, g oo mw 65wt} o] ¢F 400 mgs XHTH
1457 &< Fo

o o] 3Fmich 9k wZFeEbd 175 mg/m® ¥ 7R S8 AUC 5 mg/mL/ming &
67] ToF Eof, 7183 olojA uj 63uitt 9ekS A 1437 9 Ed

EE ANFE =S 4 A8 7)o 19 AW HAFAHAT. A5 FH X,
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58 B/l A4 e Hd 205771 A oF 241 D)7bA A EHAT 6577 A=
£ vpxl 3 RECISTO| whe} Aojd ¢HA HW e FE 93-S Holw ZA3753
AW S Ad A= A7 Aol wet gy JtREGES o] o ®
+ % HE&ste] H 10577174A olojA TS 5 Q. T AEHil
Bt A id & 9Fmiey, O ol Fdle 12Fwith FHAY. T8 FEA
A3} A FE= RECIST 110 wat AFA7F Hrek ZR @ =PFS)e|Qtt. =7 &
4 B7F A F= AAYE0S)o] At

dMMR <l o] EALS v ZUth A% Sk 66X 37-864]), 654

ol Ae 55% WMol 79%, F3l 9% P okAokel 3% dlxdY mi el 5%
ECOG PS 0 64%, ECOG PS 1 33% 2 ECOG PS 2 3%, A A3 61% L YA
= AEA AZ 39%; 5%e oA FE & RE FAsIE S Higton 43%+=
oldel WAN AmE wold zAd §¥L AT UL FEE1%), HUYE
NOS(11%), AAA +F2%) L 1 21(6%)FA T}

PMMR Q17 Hehe] EAQL 8w LUtk A8 FU3t 664089 29-9441), 6541
ol A% 54% W 72%, H 16% B okAlolel 5% 2y mi 2FElA 6%
ECOG PS 0 67%, ECOG PS 1 30% % ECOG PS 2 3%; A2 23 56% 2 A2
Ee A& AR 4% 6% olHe] 4% T Bz Fesstawe wgton 41%
= ooldol WA XmE Wit A 3 AT Ut GEG2), A4
4F(26%), ALE NOS(10%), 8 M 45(T%) L 1 JB%) AT

o] 7= dMMR % PMMR & RFA $jotat wZeletd 9 stHZdle Wg
Eo o] vla] o] ok sl 2 R ZeE WE Bofo] Fake) wAH 8
A A EAASZE F9u|dk PFS /NAS Y=39 . KEYNOTE-868 <4+2 MMR
ejol mE §EA A= E 65 2 19 38, 19 399 QokElo] glTh PES A
AFoA, 05 AFHe A%aA 2gtom dMMR SAEolA 12%9] AGAA B
PMMR BtApzoll A 17%2] AFgArzo] 2alsg .

¥ 65. &4 ZIHKEYNOTE-868)

dMMR o pMMR % &
o] °f+ & o] of+ &
) ST Searer T Y slehig
Il A E 1:151':1—9-1:1 5}6—,]'_9_%* 1:151':1—9-1:1 i}_@_ﬁ%x
n=112 n=294
n=110 n=294

3124 A =(PFS)
A A B

%) 29 (26%) 60 (54%) 95 (32%) 138 (47%)
T (%

TH#HONY) (95% NR (30.7, 8.3 (6.5, 13.1 (10.6, 8.7 (84,
CD NR) 12.3) 19.5) 11.0)

AFHHR)T (95%
;) IEHR)™ € 0.34 (0.22, 0.53) 0.57 (0.44, 0.74)
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*p—%ﬁ <0.0001 <0.0001
Foststan(@tegd g 7tEEee)

T 239 Cox vd 98 2 7123

T =89 23 49 H2E(og-rank teshol] 7]Z3HIMMRe A% Lo AA
0.00207, pMMR 2] -9 &3H A4k 0.0011634 Bl al)

NR=E=93}A &5

19 38. KEYNOTE-868<] %134 =(PFS) Kaplan-Meier =4 (dAMMR H &)

100

90

60

50

40

Progression-Free Survival (%)

30+

20

Treatmentarm PFS Rate: iﬂZma iths PFSR:!: H!mn iths HR {35%Cl) pvalue

= KE\r‘rﬁqucmmmmpy 034(022,053)  <0.0001
Cher mnlﬁ 6rapy w% 3:%

0 T T T T T

0 6 12 18 24 30 36

Time in Months
Number at Risk
KEYTRUDA+Chematherapy 110 85 45 24 10 9 2

Chemotherapy 112 63 25 ] 4 3 o

19 39. KEYNOTE-8682] %182 =(PFS) Kaplan-Meier =t41 (pMMR )

100

204

Progression-Free Survival (%)

20 |
10 T
Treatmantarm PFS Rate af 12 months PFS Rateat 18 months HR(S§%CI)  pwvalue
——  KEYTRUDA+Chematherapy 2% % 0.57(044,074)  <0.0001
21%
o T T T T T
0 6 12 18 24 30 36
Time in Months
Number at Risk
KEYTRUDA*Chemotherapy 294 162 57 29 7 3 0
Chemotherapy 294 144 36 15 3 0

KEYNOTE-775: o]de A4l @Wo & Xz Aol U+ PP A= 4
g HE o dx Jd4AE

o] °Fo] AL FMutEld WE&AHS o, 729 wiAd, foF iz, U0 2pE
AGAI P KEYNOTE-775914 olxol &  EZ8 W (necadjuvant)? & & H




Z8H¥(adjuvant)e 23 ZE QWA Holm e WErNt X EQHO
Z ESk Aol Q= HPA Aguuter 82799 3rlol A ZAE T o] A 3
NHE & FFS st Asulet %2017%4 54 AtEY A3 == HY
AAE QLT 3= 2 AHE e s AYEAT T2 MMR A
G 3

=9

‘12
o

i i B
(MMR == [dMMRo] ¢l=] pMMR)EZ =3t 9tk pMMRS! Z$-ol= ECO

e, A A, =8 BA A5 olgd wet oA FEEHAT. e o

A g ol F29 v QDS A

« o] ¢ 200mg= W 3Fvith AW Fojsim FdlElE 20 mg= 1Y 13] AT Foo
o} W&

« A3 Megog =A4AFHA 60mg/m’e "W 3Fnit FostAY, g Eba
80mg/m*S m 15 1402 T3ty 33 Fof & 13 Fof

o] oz} #Hulelyd WL QNS RECIST 1.10] W& BICR H7loll 243 Ao 3
o] FAHAY A, & E7sd 54 WA A7A FAHJL, B o] k9 A4
Ao 2470 L7HA] FAEHIJT. o] ko] Fo= SA7F X5l WekdE Kol AT
A7 g o]lYo] vty BHE = A9 RECIST 112 AFogd AW 8 Fo=
S &EATE T dHol tE Frie 8Fvith FAHAST. 1A FEA8 AxFE= A
A E(0S) 2 RECIST 1.19] w& BICRE 7} A3 F3 8 A =(PFS)o] At

F 8279 A= F29 wiAHo], 41199 A= o] oFy dHAulEYd HELWT
T8 ATAY] g we) 3062 SAFHIA e 11082 HE8 gl Fofrt
of HiAEAT. o] AT AT I EALS e AT AH S 6564 (F
2. 30-86A4), 654 o] A& 50%, ¥ 61%, °FAlo}l 21%, 521 4%; ECOG PS 0
59%, ECOG PS 1 41% 18|31 84%+= PMMR F% HEIAT 2284 /3 X}%LH
TreFdE 60%, AL 26%, FHAZLET 6%, & 5%, 1AL o] 9 3%AT. =
8277 o Atz et b= ol XAl SR e E Xm Aol AU 13 69%,
3l 28%, 33 = 1 ol HAA 8W 3% 37%e A= FE A HEZAW
(neoadjuvant) =+ T+« * HxQW¥(adjuvan) X5 43¢

PMMRCI(MSI-H == dMMReo] $1%) 69799 484 Ad= & 66 oﬂ 2 oF5 o] gl Tt
3 66. KEYNOTE-7759] a4 ZAx

MSI-H 2= dMMRo] fl= Azt

u] 35wt} o] ¢k 200mg+EHIE] SR A EE fFeE
H7h A5 9 )

n=346 n=351
AA AE0S)

AR A B %
(;) 8 P T e (48%) 203 (58%)
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TERONE)  (95%

D 17.4 (14.2, 19.9) 12.0 (10.8, 13.3)
¢ @ HI(HR)* (95%
g]l) 0.68 (0.56, 0.84)

p-a" 0.0001
T8 A =(PFS)

A A g2 S

( ;) 28 B T 238 (68%)
Z=o}7H N Y 95%

g)° WOHD O 66, 7.0 3.8 3.6, 5.0)
91 & v (HR)* 95%

;) WHRT 9% 60 050, 0.72)

p-#t" <0.0001
*Cox3) 7 =3 (Cox regression modeldl] 7]Zx3t

T2 49 ®2E(og-rank test)el 7]x3

o] AFE pMMRSIMSI-H =& dMMRo] ¢lE) TollA] o] ¢k3} #Antelgate] HEE
oAA EF 8% tiH] OS % PESollA BAIA SR {ong /M-S dS53tATh

13 40. KEYNOTE-775914 pMMRSI(MSI-H ®=+= dMMRo] $l&) AFgu=etet skxto
AA A&(0S) Kaplan- Meier =4 (ITT b

100
gﬂ, -
80 9
70 4
E &0 |
2 ]
2
2 50
=
g 40 1
30
20
10 Tresrment arm
— KEYTRUDA + Lenvalinib
1 Chemathermy
0 3 6 9 12 15 18 21 24 27
Time in Months
Humber ai Risk
KREYTRUDA = Lenvatinic 346 322 285 232 160 108 62 28 5 0
Chemotherapy h | 319 262 201 120 70 33 11 3 0

19 41. KEYNOTE-775¢ A pMMRSI(MSI-H == dMMRo] §1E) zbguletel kxpo)
2238 AZ(PFS) Kaplan- Meier =4 (TT A%
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100
Treatmeni arm
——  KEYTRUDA + Lenwatinib
g Chernothed apy
- [
!
£ 70 -
g
cw]{
o
o
@ i
&
5 ™
i 40 7 %
Lol
(= 1 Y
g % "y
| Y
t
20 4 *y
1 'l-r-n,i
10 - + ey —
. '
———————— —
[ e e e P e Py e P e
0 3 [ 9 12 15 18 21 24 27
Time in Months
Humber & Risk
KEYTRUDA + Lenvatinb: 346 264 165 112 &0 aa 30 12 5 0
Chematherapy 351 177 B3 a7 15 8 3 1 1 ]

i)

KEYNOTE-146: gl =eF $k2} o] M-8 88X 371 A3AIR
AutEl g B o] ofo FEALS Yo FANA Hojx stitol o]He HAl
8% o]% xldgo] ZlH AFlEet At 108H s o= vF2Y, U, F
4%, O% ZZE(multi-cohort) Y7dA @< KEYNOTE-14604 H7}E At} o]
AAAZolAE A Artaddst 4 = |y oA X857 83 dx= A
2ot

=2 58 B 54 2 B
7FAl 3F Pt 13] o] of 200 mg AW FoE

W&ttt ATAke o8 d3A o]elo] dntar J&‘%HL A AW Y Fox
o] of g9 HutEde T FEHJAT o] o2 HU 247 E7MA FAEHIAoH,
A S 2470 o] Foll = FoE + AT T dHo tid Brie= 71E AA
of XIYPA o]F 24Fx74A] 65mtTE, 1 Folle 9FHG S HJAY. F2 O FAEA
H7 A = RECIST 119 wE w798 S35 YH7HBICR) A 33 gt
E(ORR) ‘%‘ 182 471 ZHDoR)°] At}

108 9] 3a} F, 87%(n=94)+= MSI-H =+ dMMRE YE A gtor, 10%n=11D)+=
MSI-H =+ dMMRE YEelfl o, 3%n=3)dlA= FHE & 4+ Ao, MSI-H
dMMRS YEt A 5= 949 9] $kxpe] wloj2giql EA4LS o33 Ao A=
Zt(median age) 664, 654 ©]/d 62%, < 86%, =< 6%, &UF 4%, 18l

d

oy, oE

=

d

oo ox ¢

N ofy A
oo rr
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AF 3%HR T ECOG PS 052%) E=+ 148%)°1th. ©] A5 949 BEF Aot

of g oldel W4l ARE Wkth 51%E 1714, 38%E 271, 11%E 3704 o4
o ool MANRE Wkt

$84 Ane ¥ 670 2obEoilT

E 67. MS-H E& dMMRo] §l& AFWeter S FEH A

o] of @ Anlel

H7F A& H

n=94"
Aol AAA wg T
3324 ¥k3E(ORR) % (95% CD 38.3% (29, 49)
& H-8(CR) 10.6%
HE 9-3(PR) 27.7%
H1-8-2) 4 7] 7ZHDoR)

NR (1.2+, 33.1+)

FARONY) BsD L
=12 W4 WA %7]7HDoR)2

; (k! ]<: 7] ZHDOR) <] 519

RS 7R o A ZE

THHONY) (H2D 14 (1.1, 8.0)
T2 3 R E(PFS) T

SHHONY) 95% CD 5.4 (4.4, 7.6)

7 A A =(0S)

SHHONY) 95% CD 16.4 (13.5, 25.9)

*

N

2 zAF 717ke] F43k 18770 €

TRECIST 1.1¢] w2 BICR H7}ol &A%

TEHA AER $ET FAM=30) ZAF

*Kaplan-Meier 34 #4o 7]%%h 12709 o4 w3-& 1Ql 899 3a =3
FYPFAS e

2 @ty B85 A ORR E DORel tigh A2 o2 /v

T =-du|Raa) Bobd A o (Microsatellite Instability-High Cancer)
KEYNOTE-158: 9% o]3% Zdd MSI-H == dMMR H] 22 %H(non-Colorectal
Cancer, non-CRC) &2} thi/de] I/ 43AE

o] °ko] FAEAL AFTHHN=49), A Ln=24), F=Ln=22), H&¢Hn=22), &
(n=19) =& d42¢n=15 # F 1514<S £l MSI-H == dMMR H] 223
(non-CRC) $H#} 2339 o= 3 br|d, HlFEe], 37 94, b5 ZSE A
278 AZANIDKEYNOTE-158)o A H7H= vk 2283 L3 #AIgle] MSI ==
MMR £ dH+ 2474 8854 AH9$PCR) v W23 AHHO ] ¢

Z}o)

Brbss S4 0ol AW A8 A7AA ol o 200 mge 3Frith
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o
o
o 247 L7kA] A ZES = AAG. o] <k

OAl AlZtEo] Ao 1d7tA] 712 T2 & At TF A8 Bt A 1de
9Fult}, o]F o= 12F vttt FF AT

AU et 3A; 499 o] wlol 28kl B A¥ T Yak(median age) 654654 ©]
A 53%), WM 90%, FY¥U 4%, 520 4% L ECOG PS 0(49%) 2 1(51%)°] AT}, 96%
7F M1 AgE, 4%7F MO Agto g SIE AT 49% A7} Holx 271A] o]/
olxde] ARE Wt AY FA 2459 Hjo|xEl EAL: A¥ FYF(median
age) 6741654 o] 58%), FA 63%, MMl 50%, T 46% L ECOG PS 0(50%)
g2 160%01Ath BE A7 M1 3oz SRIFATE 58%2] A7 Hoj= 27}
2 o]Fe] olHe X5FE Wt FEY A 229w o] HlojxEl AL ¥ F
ak(median age) 61654 ©]% 41%), FAd 73%, WM<l 91%, U< 9% L ECOG
PS 0(45%) 2 1(55%)°lAtt. 82%7F M1 AZo =2, 18%7F MO Aoz FRI=T
41%2] A7} Holx 27HA] o]/t ol A mE wokth S A} 229 o]
ol~g}el EAL: Ay FYgk(median age) 6241654 o4 32%), HA 59%, W<l
82%, &U<U 5% = ECOG PS 064%) 2 1(36%)°1Ath. = A7 M1 Aoz &
A=A 77%e] SA7E Ho% 27FA] o]Fe] ol AmE Wdth. AT A
19949 wHlolxgkd EAL: A3 FYgk(median age) 6041654 °14 37%), B4
63%, W< 84%, &Y< 16% L ECOG PS 0053%) 2 1(47%)°lutk. =& A7 Ml
Az oz AT 37%2 AT HoJx 271A] o)/ ol ARE wUTh ¢
2% 32 15 wolxEl EAL: A8 FYak(median age) 55A|(65A ]
27%), W<l 80%, U< 6.7% 2L ECOG PS 063%) % 147%)°lAt. =& A7}
Ml Agto g =}t 73%°] SA7F A% 27FA] o]49 ol XNgF WY

12 &4 #H7FAE= RECIST Llol wE w7Hdd SH3FTGH7HBICR) <A
@A E(ORR)OIAH. 23 a4 F7HAE= WA £7]3HDoR), FYAE
(PFS) 2 AAAAZOOAT. +2 #F FIa2 AziEretol disi 24470403 <:
0.5~34.2), SIFel s 23.37RL(E9: 1.4~32.6), BFE=<ol oHsi 12.57§LCH %
1.1~30.9), &<kl whsi 4.070LCH9: 0.4~33.6), A%<kl ohsi 20.67H-L(CH <
4.2~33.4), 122 Aol dis 13 1/H2CHS: 2.8~249)8H. w2 A= E 68
2 3 690 L oFxo| T

3 68. MSI-H A-gi oot = dash #xke] a4 43 (KEYNOTE-158)
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222
<A ¥H-8-(CR) 16%
BB ul2(PR) 41%
Hk-8- 2] 4= 7] ZHDoR)"
SO g) (H2D NR (2.9, 27.0+)
=247019 W2 %71 7HDoR)S] %' 74.1%
RH-g712) ) A2k
FSaONg) (HF2D 2.2 (1.3, 10.6)
228 AEPFS)
F4ONY) (95% CD 25.7 (4.9, NR)
1271E A1-d e FXe AY=(PFS) H
. 58%
=
24718 A A 28 AZEPFES) B
oﬂe 12| T3 AE(PFS) ]M%
=
A AHZ0S)
F43ONY) (95% CD NR (27.2, NR)
1227019 Ao AA A=0S) vl& 73.5%
*247H% Aol AA AH=(0S) vl 69.1%
RECIST 1.1¢] w& BICR H7}o| &AS
TKaplan-Meier 534 4o 7] %3}
NR = =93}% &L
¥ 69. MSI-H 9<%, 9=, AHFY
(KEYNOTE-158)

o] o)
B} A e

(n=24)

57% (42.2, 71.2)33% (11.8, 61.6)

20%
13%

NR (4.2, 20.7+)

NR

2.0 (1.8, 4.2)
23 (19, 6.2)
26.7%

NR

NR (3.8, NR)
73.3%

64.2%

e 23y #A49

Gz F 7&<t
(n=22) (n=22)

rEd 2%

279}

(n=19)

M B2 W-3-E(ORR) % (95% CD  46% (25.6, 67.2)41% (20.7, 63.6)18% (5.2, 40.3) 42% (20.3, 66.5)
gk wE-S(CR) 17% 9% 5% 16%
F& uHg(PR) 29% 32% 14% 26%
HE-8-#1 471 2HDoR)
NR (4.1+,134 (8.1,NR (4.3+,
SHROND) (B¢ NR (6.3, 28.4+
SEUONE) (9 ( " 2190 16.0+) 31.34)
2247019 WA &71ZHDoR)S] % T 91% 88% NR 100%
RH-g 7R o] A
FIRONY) (HsD 24 (19, 42 2419, 42 2119, 2D 2119, 42
T3 BEPFS)
ZLRONL) (95% CD 11.0 (2.1, NR) 42 21, NR) 21 (19, 34 9.2 (23, NR)
1209 N 73 AEEPFS) Hl
. e Ael e A 48% 34% 15.6% 46%
=
24N ARe 719 AEPFS) Hl44% 34% NR 46%
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o

ZAA A EOS)

TYHONE) (95% CD NR (7.2, NR) 243 (6.5, NR) 4.0 (2.1, 9.8) NR (10.6, NR)
12714%J Aol AA BE(0S) HIE 65.2% 61.9% 22.7% 73.7%
24708 Al AA AE0S) HlE 60.9% 50.6% 22.7% 55.3%

'RECIST 1.1¢] w2 BICR H7}oll &A%
TKaplan-Meier 3% &2 o] 7] %3
NR = 1:1:1——3]_;(] oJ-p_

TRE=-Hu| A Bk A ZFAS  (Microsatellite  Instability-High — Colorectal
cancer)
KEYNOTE-177: MSI-H =+ dMMRE Uetli& 224 21 tidddA 13 X852
/\19] tﬂz o])\l-/\]-a
o] °fo FAEAL

l

AR Aol 9= FEol BrSSAY Mel4d MSIH Ei
3

07‘%‘% oz grd, E—Z‘H qu4 27

oTH ol

) E-177914 #H7}= Atk MSI =& MMR %2
= 4 %LEA%HHP%PCR) == %ﬁ?a?—%ﬁ}iﬁ*P(IHC) of
osf AAHIT AriHy Aoyt WY AAE BAR o+ oTH AHE 7Hk
AGAE ol A 194H°:1E‘r

2 o] ¢F 200mge 35 }E} AW EASAY A7 ddlo=z &9 ggta
S 230t AMEAs s AoE FA2(1:D) wAF A

« mFOLFOX6(54tel &2, FEEY, EF2=2%2H) = mFOLFOX6S wH}A]
Ftoly AEAH ¥E: S Edd 85 mg/m? FEEY 400 mg/mi(EE HE
FFRY 200 mg/m?), 181 192t TR 29k 400 mg/m® bolus FoFd &,
46-48AX 7ol Az ZF 2984 2400 mg/m*S %E——FGPE} 1€ Aol WHA =&
5 mg/kg FeFstAY A FPoE M FEA TS 400 mg/m® Fokgk &, uf 15wtk 250
mg/m*& FoFgi},

« FOLFRRI (¢]g)x=HZ, F3RY, T2 20e4) == FOLFIRIZ HvlA Fytolut
AEAN T Hg: olgl:HZ 180 mg/m? FEZEE 400 mg/mi(EE HRFZEY
200 mg/m?), 283 1¥=te] ZF 2 29-g+4 400 mg/m® bolus FoF3F 3, 46-48A) 7k
of 23 ZFe 29k 2400 mg/m*S FoFdith 19 Xl wlulAFRE 5 mg/kg
Eokat ALY A FYPoE AEAWS 400 mg/m? FeFg &, v 15Fvith 250 mg/m’S
FoFgttt

o] oF X 3t awiA Xa= AT AAC uwag} RECIST vl.le] 23] Ho=
Aol 3 == 38 EVlsd 549 HA d7hA JAFHAG. AW o] gl
2t A Al 240 L7tA] A 85E8S 7 AT &5 AW 8 A o] kg AL
g AEE ANeta A 19714 F7F FAE 5 A} T GEH B W 9F

( l’ﬂ
DA )
a e e

L
2
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U}E‘r TYPE AT 3t HA A 5ol FEe wiA" Ao A Aol Xdo] S
o] ¢fo] AFHAY. 1A FEAH AF= FXYAY=PFS, RECIST vlld mE
BICRJéﬂOﬂ o) 2 AAYE2O9AT. 23 FE23A AEE BHEEORR) 2 RESA]
2:7]7HDoR)©] 1 T}
Z 30759 AU S2Ho] o] 9Hn=153) E=& 3 aHA(n=154) 5| FZY
i = itk 3079 o] Wlo]2ekdl EAL tha Aok d# S 63X 24-93
A, 654 ol 47%; FAd 50%; ¥ 75% 18]l HU¢<U 16%; ECOG PS H7} A3t
02 52%, ECOG PS #7143 190 A= 48%°|th. 73 o] ZEl= BRAF
V600E 25%, KRAS/NRAS 24%°| 0t} HIHIA| =9 = HAIEAT B8 o Fo 4agl
o] 3l oA X8E W 14399 A F, mFOLFOX6E FoFgh A= 56% AL
FOLFIRIZ F<¢Fst $Al= 44% X T
o] AT FIHEAA st aHA Fokrto HlE| o] ofF 52 F2b9 wiAH 3
Aboll A BAIFCE o)k PFSe] JfAdo] gl AT. HFE OS B4 A= 3188
MA Fofy o] of FokF 7] EAIZOZ {93 xo|7l EJFHAE fskon,
st oAl FokFo B9 wiAd" Ao 60%00A o] kS xEgd &
PD-1/PD-L18 % Fokg fall nAtstAth HE £4 ARHolA FHZAZIE 4%
£ 38.17HL(H$:0.2-58.770 &) o] A T}
3# 70. MSI-H 21274 stapoll A 9] 12+ X524 F84 A3 (KEYNOTE-177)

d

o] ¢F 200 mg et
g7t A% nj 35l 13] K
n=154
n=153
2218 A =(PFS)

AR Y B2 52(%) 82 (54%) 113 (73%)
F4ONY) (95% CD 16.5 (5.4, 32.4) 8.2 (6.1, 10.2)
gHIHR) T (95% CD 0.60 (0.45, 0.80)

p-# T 0.0002

A AYE (0S)*

A A B2 S (%) 62 (41%) 78 (51%)
Z47ONY) (95% CD NR (49.2, NR) 36.7 (27.6, NR)
AFRIHRT (95% CD 0.74 (0.53, 1.03)

p- Zxa 0.0359
PFSe] 91@u] e HFEANME FAH A

TCox3] 7 =3 (Cox regression model)el 7]Z%3%F

T2 49 H2E(og-rank testoll 71 Z23HHJ+F 0.01173 Hv @)
$HF BAAgd 2

"F4d 24 F 5AHE F9314 &S

NR==23t7] &

a9 42. KEYNOTE-177 X 8+¢] F313) A=(PFS) Kaplan-Meier 4 (ITT )
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520
St PO e T e NPAEL s
— T LY L iKaa K e
@ e It -
N \'.
g m
r | y!
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x
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=
]
L] r] A .. = H 4

% 43. KEYNOTE-177 X279 A A=(0S) Kaplan-Meier =4 (TT I

mg oy
] -
i TR
E “'i M‘Lﬁu-qn-
I ~——
2 i '
3 9
e
N
@ ‘ B 'IE '-I!-?l."-'?\lﬁ:lli:l:!-lilﬂ df @& B2 M 8
T i Mosthe
‘R EFo|A ] J3l HF EAAH
Ed 24 F FAACE foEA &
KEYNOTE-164: o]dd| ZFeZygnd 2 SAgEZgtd = ZFozvgmd
9 olg):H 7t X8 AFo] 9= MSI-H == dMMR A ZAA<eHColorectal Cancer,

oo

7
o] <k %EH e MSI-H =& dMMR 22 749HCRO) A5 o= 3 thr|d, H
UZH U, O ZITE A 24 YGAFKEYNOTE-16H)4 H7HeE Atk
MSI == MMR T% dHls 44 $d8E4 AHRES(PCR) Ev AHxA 35t A
(HOE /\F‘l—Poﬂ AAREHNY. 78S FFeRdgud 3 SAZEEd B &

Feozngrd ¥ Olﬂi |7t A5 olFd = 3PH FPAH MSI-H == dMMR
CRC 3# 124 3 E Bn=63)]. A7} Wy Ag

o8 "
K3
Y
o
\
N
)
Q
£
=
1]
(@))
=
m

e R oS WA S S FUE = BAE AU

FAZE S8 WS B4 WAl Ay AW A7A o) oF 200 mgE 37wt
Sol wgith A3 WY 7] IS B YHHOE W BAEL W 1Y
o] He8 WA ARE FAREES HASHAUG W FPol gl B 4%
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O 2470 L7tA] A B5REE = AT o] ¢S o] 83 AEE & A 8 A
Al Az o] HAd 19714 F7FE FoE & AU TF GH F7heE 9F it
T34 =] At

IS E A°] FoA3g SAtol thgk Hjol 2l EA-L: A8 FTYgkmedian age) 534
(65A] ©]d 31%), EA 59%, WA 69%, FU¥< 31%, 12]al ECOG PS 0(48%) H
1652%)°1 A0t RE SAELS oMo Xgwe FFo] Yt HolAd CRC AT
98%7F MSI-H =& dMMR F4S YeRROH, 90%7F 27FA] o9 o]l AsE
okth, IS E Bol Fogk Aol tigk wlojxgkl 52 A FYFk(median
age) 59A41(65A4 <] 40%), FA 52%, WA 67%, FUFA 22%, 18lar ECOG PS
035%) % 1(65%)°lATt. 94%7F M1 AZ o =2 6%7F MO AFo = SelEAYg. =&
37 Hoj= 17FA 9] o]He] X 8E WohoH, 62%= 2714 o449 ol A=
= %E}E‘r.

12 w24 #H7HA &= RECIST 11°ﬂ e w=7tHE SHITGH7HBICR)O A%
s J%%(ORR)OloiE} 22 a4 HI7HAZEE WA E7|ZHDoR), FRIAYE

(PFS) 51 A0S H .

IS E A°A 619 % FAISE BollA 639 Ao iz 4 #F 7]Zl TS 4
Zb 313702 (R 9 0.2~35.6) R 24270 (9 0.1~27. Dol #+&A A= 7+ 71

of k=t
3 71 MSI-H 2% g2k a4 23 (KEYNOTE-164)
A

AZE A% E B
7t A%

(n=61) (n=63)
%2 ¥<$-E(0RR)
A#AA W-2E(ORR) % (95% CD  33% (21.3, 46.0)33% (22.0, 46.3)
2+H ¥H-3(CR) 3.3% 7.9%
22 u-3(PR) 30% 25%
HE-8-2] <5 7] ZHDoR)
4O 039D NR (6.2, 31.3+) NR (4.4, 23.6+)
=187 Y W2 471 7HDoR)S] %' 95% 95%
WS 7kA 2] Az
ZA4ONY) a9 4.3 (1.8, 24.9) 3.9 (1.8, 12.5)
2218 A =(PFS)
ZAHONY) (95% 9) 2321, 81D 4.1 (2.1, 18.9
1209 A" =238 A=(PFS
OHEl«l ﬂg()134% o
=
24ML A TR AE(PFS) H
. e A 3 A 31% 37%
=

A =05
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TYH0N4) (95% CD 31.4 (21.4, NR) NR (19.2, NR)

12714 Alzlel A AE0S) vle 72% 76%
24718 Al o] AA AEQOS) HlE 55% 63%

*RECIST 1.1¢] w2 BICR H7}ell &A%
TKaplan-Meier 54 4o 7] %3}
NR = 5237 %+

MEe4 3 (Triple-Negative Breast cancer)

KEYNOTE-522: 1@ =7 Ae4d #34¢ A4 oy € A HxeW
(neoadjuvant) ¥ <& % R H(adjuvant) thE A

o] ¢ko] FEAL F& A BREQWHoEA 7R Zgle 9 gF g e olo] H4
FHA EE o9 FHA 9 Ao FEx Auulo]lEele] WE 9 9 £ & B
Lo EAN = aWe 729 WA, olF WA, t|H, At dx dEAEY
KEYNOTE-522¢1 4 H7t= Atk 58 A 7|3 PD-L1 3ol #AGlo]l o]x <
A5 Aol gle AE Idd 193 27 4534 +HEzZd ol e 4
$ TF37] AFel 21 cmo|AA] AF <2 cm, == HXZA ol TAIGlol FTF
7] AF >2 cm) ARG, 2d oy A X857 29dd S ArEdEES =
= HY 9AE 8= ste 9 AHE 7 A AAAE tdelA A9 H
At FAAEAR S Hxd AW AE(ER vs. 24), TF Z7I(TUT2 vs. T3/T4),
a9 ZhREGE A 3F Rkt vs. w0l whel F3kE i

s FE XA RELH

=2 otgf sty W8St o] ¢F 200 mge 3FVITh 83 e foFs FH
ok Th.

(1-4571)

- ZFREEE: 199 ] 3Frlg AUC 5 mg/mL/min == 1-457]19] 14, 8¢, 15
A z}of] w3 AUC 1.5 mg/mL/min

- gZgga: o3 1Y, 89, 1582} 80 mg/m?

(5-8F71)

- 1¢Abol| vf 3Fritt S4AFH4 60 mg/m*EE o3 264l 90 mg/m?

- AlolF 2 Avulo]l = 1Y x}o| wj 33wtk 600 mg/m®

s FE ¥ HEXaW

- o] ¢F 200 mg == %S vl 3Fv F 9F7] ¢ F4H

o] ¢F e %S AS3 AEE AE S50ATFV), TXFH F&& BUESHA S
= A9 ¥, & & dY AY, == 38 BT 54 A A7A AEHA
o}

Q)

=




% 117499 FAT}T 49 WA=, 784799 BAE of oF 11 3909 9] &
L Sopel AU o AT AT AF EHS thet Btk AY FY
A9A1(FA 2 22-80A)), 6541 o] A= 11%; oA 99.9%; W0 64%, oFAloF] 20%,
Q1 5%, otdlEzt AT = dE =7t dFW 2% ECOG PS 0 87%, ECOG PS 1
13%; #78 A 56%, H7d 3 44% ATAH FF 1 (TD 7%, T2 68%, T3 19%, T4 7%;
Hxzd A 0 (NO) 49%, N1 40%, N2 11%, N3 0.2%; T W7 7] &= 75% L 1
7] 84 25%
#FEAQ ATE E 729 19 Mo 2ok}
% 72 2YY 27] BFSH FUY B FEY A3 KEYNOTE-522)

ol 35wtk o] ¢ 200 mg + 3}

Job B 24

H7t A& se [ w 353wk o] ¢ 2009¢F + LW [ ek
mg

H o] & Z] 12 i

¥ ik A H-S-(pCR (ypTO/Tlsn=669 1333

ypNO))

pCR B &(%), (95% CD 64.0 (60.2, 67.6) 54.7 (49.1, 60.1)

27 2ol (%) A (95% CDT 9.2 (2.8, 15.6)

p-#t 0.00221

FAA X Z8(EFS)T n=784 n=390

AR Y 2 52(%) 123 (16%) 93 (24%)

2470 Do A2 EFS B & (95% CI) 87.8 (85.3, 89.9) 81.0 (76.8, 84.6)

30 (95% CD°® 0.63 (0.48, 0.82)

p-#" 0.00031

’\P‘* A" pCR HF B4l 7128 (Fe4F 0.002837} B]u)
THzd AW A, % 37 @ stRZSge Ao o8] =39 Miettinen & Nurminen ol
7] =38}

A ARE EFS F3b B4l 7123 (fo5F 0.0052¢F ¥l )
SNaE Pgxd AW A, 2 37 2 FtRZgE A o5 Z3E FWFOR sE JTE
= s}

9] e}o] A= WH(Efron’ s method of tie handling)S ©] &3 Cox 37 & V2=
"9z AW A, F¥ 327 D 7tREEE Ao o) F3kE 2 9 v 2E(og-rank test)
o 7]z=3t

o] ATE ANFR(] s am/o]l oPol thET(SIF+F AT/ T
Ml pCR % EFSe) e BAM o2 fold Ade dzshan

19 44. KEYNOTE-522 A &9 FAAAYE&(EFS) Kaplan-Meier =4 (TT &)

i offt
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o] ofo] HEAL IFFYPA, YR AF BFed, == HAAFNH FtREe

g yeewel od, J, 9l S

59t F8 @A AA 7] °of olxlel sstay A= A
%
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of 29 MAL2DHENL, FStaH(FIegdd =
vs. AA e 3} 7FR 286, PD-L1 IHC 22C3 pharmDx 7]
-L1 2#HCPS=1 vs. CPXD), 181 & A EBXAW
A3k sta ] Fo 29 ol AgAF(A vs.ofy )] whet

rlr o
£
)
)
off
ool

2orr ne
©
2
M

ﬂlﬁjgﬁ
it o

ol &

o2 g
)
-

M e M e = O
v
i
(=

2 Hz L X oAl iy

k)
Pl

=

of

(neoadjuvant)x]

Ni
Lo
i
32
o

% < m 3F 1At FosiH, o3 Al 7HA siste Ry 5 S
&5 o gk
g2 g 100mg/m*S v} 28Y FA o7 1Y, 8Y, 15Y xjol] WH&

R

no 12
2
)
ol
ol

E
T

- v el 90mg/m*S vl 28Y FACE 14, 8Y, 15% Ao WE Fo
- AN EF 1000mg/m*s} 7R Z2}E AUC 2mg/mL/ming wj 219 tAo = 1Y, 8

Azt W& Fo
o] ¢ = 9oF X8 AFAEKRE RECIST 116 W& @AHo] djo] 32157
A, 38 B/l 54 94 A, == HU 240€7HA AS AP AT o] oF9
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e AL dEA R dAF o A AFA o3 YA olge EEste AL
= 737 RECIST7F Aol AW Iy Fol= ZHAT. T el o
85, 165, 24Fatel] A oH, o] & A 1d7HA= 95, T8

ol Foll = 125wl 435 Q.
12 848 AFZe T PD-L1 EdHo] CPS=10%1 #AtolA e RECIST 1.1 w&
e SUFYRHBICRY 277 AAME0S) 9 FRAHAEPFS)o| ALy 27
Fa4 AEE HSEORR) 9 ¥ %71 7HDOR)O] .

% 847w o) AL A9 wAE o), 566 e BAE of oF 1w 281We] VAL
gt ozl WMARAAT. o] AT AT AW SHLe e 2otk A9 U

& 5341 (H91:22-85A)), 654 o]/ A 21%; A48 100%; W<l 68%, oFAlot:l 21%,

84 A3= 3 73, 28 45 2 19 469 Q2FE o] YTt

3 73. PD-L1 & CPS=10%! a4 9t SxoAe fa4d 23
o] o+ 2 o+

H7t A® gretslst e WA ghekal st @ MA”
n=220 n=103

2 A A Z(08) T

AR Ay B2 55(%) 155 (70%) 84 (82%)

Z43ONY) (95% CD 23.0 (19.0, 26.3) 16.1 (12.6, 18.8)

21FHHR)T (95% CD 0.73 (0.55, 0.95)

p-%k* 0.0093

F-x38 A EPFS)1F

AR Y S2F 52(%) 136 (62%) 79 (77%)

Z43ONY) (95% CD 9.7 (7.6, 11.3) 5.6 (5.3, 7.5)

918 BIHR)T (95% CD 0.65 (0.49, 0.86)

p-7ks 0.0012

gorsist e Al Y g, GRNAS BFeetd, Be AA N 7pR EeE

AR AAE HF B 72T

TAF ) Ferslst aWA(EAF vs. AAENRI T LR ZEED} 5% A B Z Q2 W(neoadjuvant) X &

ZA L3 e FO29 o AFRHE(Y vs. ofULRE A5 FHITFOE F3}3 Efron

EX(Efron’ s method of tie handling)®] Cox 3|# Zdol| 7]x3%

AT ) erstst @ HA (24 vs. AAENN T 7R ZetE)e} 4 d B ZQ H(neoadjuvant) X2

2A FH ey Fo=29 ol XEAR(Y vs. ofHe) FsE 2 9 HXZE

(log-rank test)ell 7] =3+ ©Z(one-sided) p-#k

4 RECIST 1.1¢] w2 BICR #7}

Al AARE 7 B4 7123

o] ATE PD-L1 & CPS=10zolA ety tlzz vl of ok} sataw

AT PFS B 0SIA BAH #ol4 S Ak seE BAED o
B4 285 FAAS BPor)t, A7 7HDisease Free Interval)el] w2

9T ©A4 Av F 1249 olul AW o PD-L1 #d CPS=109) ATl

o&
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735 o] ¢ e aHA WETM=49)F A s HAM=17) BE&ETL FX
PAE TS 44 150EH 12008, AAYE FJ%,\L% Zyzy 17.40€3 19.7
MEE Ry

¢ 45. KEYNOTE-355 A &9 A4 &(0S) Kaplan-Meier 54 (CPS=10)

{Pomst il oyl (|
&

1% 46. KEYNOTE-355 A &9 F33 AE(PFS) Kaplan- Meier =41 (CPS=10)

%00 pezir
D I}

al (%)

ssion-Free Survivi
o & B B &8 B8 8 & 8 8 8

Progre:

Number 2 Risk
KEYTRUDA+Chemo: 220 173 12 95 63 &2
Pacets + Cheme:

24374 B-oH(Cervical Cancer)
KEYNOTE-A18: FIGO 2014 II-IVA7] A@7 ¥t 32 of
He oW gz ow«u]
W A @W(EBRT) & 24X
ojfol AgAHFEY ARE f&l A3
7 Z}%%‘Pr?% g2t 10608 & o=
2] KEYNOTE-A1801 4] ZALE At @ =3
2014 T-IVA7)(Z4F =9 oz 3= =
o7 ¥l TS AUAY AYA e 4 3
A AsS A FIGO 2014 IB2-IB7|(F%
Holu A a5 1/3 AH7A =
) 3}z 4599 o] Fof sk Th
5l¥l EBRTY TFM71x24d IAAASIMRT] =& JAH A7 =
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A 3 HAXB[VMAT] vs. H-IMRT 92 H]-VMAT), =384 Al-ANAS Ag4dFEL |
Z1(FIGO 2014 IB2-IIB7] vs. MI-IVAZD), 1813 A8E & BHAA 2 83FH(ES
ZFEQD2]ell wE [EBRT+BT &%) <70 Gy vs. =70 Gyl wg} Fs5 Ao ex)
< F ART F st FRA0DE A

o N2ZEel vjF 40 mg/m® FAWEAGF7], X #Yo) w} dgHoz 6HA
Fo 7he) 2 HAMI S HEBRT & BT W 838ke] o] ¢F 200 mges v 35vich 4
WMESAG F7)), 2L o]ofA] o] °F 400 mg< i 6Fvith AW EAQ5F7])

o N2ZgE wjF 40 mg/m? X*u“$°4(5f71 AR Ho] met Aoz 6HA
Fo 7he) 2 WA QHEBRT 3 BT ¥ &3t kS o] 3Fuith AHYEAG
F70), 283 olojA fjeks w 65wtk AW FEA(15F7])

x| 5% RECIST vl.leol| we} A7t Hrksk 2 8ol IRIFAY 318 E7ls
=4 A AR A &E

& el g Hrie A 239 T4 A aH S vkl § o) 125w, 3
dzatelle ) 245wt} 1 o] Fol= wis A EHIUT. Fo A8 BUHAEE HU
107019 =& WHI A7 Ho 5719 24 #HHS =25 E A" RECIST vl.l
T 2AYYER gl mgt AFArE Hokgk 2

(0S)o] A T

KEYNOTE-A18 A9 S=%H FIGO 2014 M-IVA7] A3 Ad 60195 FFA=2
Hol2egjjl EA4L ta 2tk A% FYak S1AI0H: 22-87A4)), 654 o] dA#
16%; <l 36%, =21 1%, oFAlol]l 34%, 3|23lY T+ Z¥lA 38%; ECOG PS 0
68%, ECOG PS 1 32%; CPS=1 93%; =%t ¢ 2/Es de9Ul-79 Hx2d(E) &
A 71%, S BE gi59-F9 g9xd n5% 94 29%; IMRT == VMAT EBRT
86%, =70 Gy(EQD2) 90%; 84%+ HFM xS, 16%+ vl-HH Z2sS YEAT

o] AT+ HA B GA o] oFi} WA IH S o] 9ok ek
A QS 83 ol v, A WA AP A" S &4 elA PES [0.70 (95%
Cl 0.55, 0.89; p-4k 0.0020)]¢} + WA AA A AHH F F47)A4 OS [0.67 (95% CI
0.50, 0.90; p-%#k 0.0040)l4 FAHSE FoJ3 /NS ?J%’é‘}‘}it}. T WA ARA
AZE FF BAY FAA VI FSHS 2T0EE S 0.9-4271 D)o, B
TE A= 5 74 D O 47, 1Y 489 29FF

¥ 74. KEYNOTE-A189] #&4 ZAINFIGO 2014 M-IVA7Z] #8747 g4h)

o%N r&'ﬂ

=

LO

7R & CRT®} o] ¢F wj 35vjch CRTe} 91¢F B &
200 mg H& % o] ¢k o]
651ttt 400 mg n=305
n=296
ZA AZ=08S)
Az A B 5 (%) 43 (15%) 73 (24%)
Z4#ON4) 95% CD NR (NR, NR) NR (NR, NR)
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24704 AHe 0SS HlE 87% (82, 90) 78% (73, 83)
(95% CD

36701 A-de OS wHl& 82% (76, 87) 71% (64, 76)
95% CD

$1&BIHR)" (95% CD 0.57 (0.39, 0.83)

AR o8k F-zx8 A =(PFS)

AR BA BRF = (%) 79 (27%) 125 (41%)
ZA42NY) (95% CD NR (NR, NR) NR (26.3, NR)
127014 AlF<el PFS Hl& 82% (77, 86) 70% (65, 75)
(95% CD

24709 A He PFS ®l& 73% (67, 78) 57% (51, 63)
(95% CD

S RBIHR)" (95% CD 0.57 (0.43, 0.76)

* 23152 @& Cox Bl AF 2y 72T
CRT = s}shaabad 2 9]

NR = S2Ha}x] ore

719 47. KEYNOTE-A189] A A 4)(0S) Kaplan-Meier %4 (FIGO 2014 II-IVA7] #
FARL B

3 48. KEYNOTE-A18¢] Fx8) A=(PFS) Kaplan-Meier </4(FIGO 2014 MI-IVA~]
AL A

o)

P e Bapits
f
¥
[ ]

=

A D 0S F=7rEA ] 7] %38
KEYNOTE-826: A4, AEA == FHold A AEY A tiie] HE 9 4
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AP AR AR AEES AQdsta oo ddstEg e X8 H3Hol fie
A&, A e Hdold AFTAREY A 617TH-S tFo=E WA TS X3
StAY 23sHA g FEEgd ) AxEeR e I gAdy 7R SR Y
HEgayoes 3 oty FR9 wA, olF WA, #F dx JdE4AFE
KEYNOTE-826 ¢ 4] ZA}HOM ﬂx}L PD-L1 %‘éﬂ_ el o

oF #AIRlel FHEHU
EE WY dAE 8 E
o}L «15”4 ”ﬂ]e 7}21 2 Zﬂﬂﬂoiﬂ ] QA oA o] e, wlHpA|
FH 23 oF, FF PD-L1 FA(CPSK vs. CPS 194 <10 vs. CPS=10)°l| w2} =
stE T SAES O UZEA et ey F AFArE A4k debss ey i
o] ¢ 200mg =+ A F o T st £ wiAHL:DE A
- #2884 175mg/m? + A 2~Zg+E 50mg/m’
- Zg g4 175mg/m? + Al2=Z2}el 50mg/m® + #|HLAIF3 15mg/kg
- #2884 175mg/m? + 7R =28l AUC 5mg/mL/min
- yZg ek 175mg/m* + 7FRZ 28l AUC 5Smg/mL/min + ®#ukAF%t 15mg/kg
BEE AT AsSE 4 3F A5 F7] F 19Ad FAHAG. AxEGRHE 7 3F
A5 F7] F 243 F4q7t sbsdn EegAay Bg g5t aHe o 657
7} A ?047} st o Aol o9& 65771 ol FostE Aol &HIAUH. o
°Fe] A m& RECIST 11o] w& ZAWel o] FHr] A, 5& EVlsd 54
DA A, e Hd 240E7HA AL JAPEHAT o] Y Foe A JdAH o
2 QA Aol ARkl el A o]eo] vt ATEE= -9 RECIST7E A9
g AW A Fox FEHAT T FHol tig HIlE 9Tk FAEHYoH,
o] & A 1d7tA= 9Frith, 82 o|Fo= 125wtk R HAT 13 FEAL H
M EE AA ABE0S) ¥ RECIST 1L1e wel AFzte] s ot Fx8) A=
(PFS) S T
of A7 T A S8 thad Zsth AW FUEk 514 (H91:22-82A4)), 6541
o]/ A= 16%; WA 58%, oFAloll 18%, =20 1%, 3|23y == ZEA 37%;
ECOG PS 0 56%, ECOG PS 1 43%; 89%<] SAfollA CPS =19 F<F PD-L1 ¥&;
63%2] A7} W¥lAl R X85 E v AY 23%, AHFAAAAES 5% 94 A
o #AAglo] A&HAE e ARAL A A F oldd IF¢ o
= HA= 39%, W*WW Ams FEe T FAE 17%AT-
T84 A= 75, 29 49 2 9 500] 8oFF o] Yo
3 75. KEYNOTE-826°l A4 CPS 1¢]/4%] +2 &84 A&

o} 35wttt o] °F 200mg HleF

+ +

A &
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sFekshsta

)
n=273
A AZ(0S)
AbA Ay x4
R t 118 (43.2)
(%)
Zd N Y 95%
g)" SO 5% 0 (198, NR)
218 BI(HR)T(95% CD 0.64 (0.50, 0.81)
p-a* 0.0001
HZ BYA gAdd AA A=(0S)
AR wA BR 5
R P s (56.0)
(%)
Zd N Y 95%
g)" SOV 5% 0 ¢ 991, 38.0)

218 BI(HR)T(95% CD 0.60 (0.49, 0.74)
T8 A=(PFS)

AR B %
IR BT (57.5)

%)

=0} o) %

g)" sON) - O5%, 0 9.7, 12.3)

218 BI(HR)T(95% CD 0.62 (0.50, 0.77)
p-7ks <0.0001

(£HupA| = Gt 3t et e ™

(£ HlHpA 5
)
n=275

154 (56)

16.3 (14.5, 19.4)

201 (73.D

16.5 (14.5, 20.0)

198 (72.0)

8.2 (6.3, 8.5

gsistay (sFYgAy AxFed 25 aFegd s R EEE)

TCox v1#9 & =3 (Cox proportional hazard model)el| 7] %3

T235l9 21 49 Bl2E(og-rank tesoll 71%3 (LoAAZE 0.005499 vl )
S=23l" 27 9 " 2E(og-rank test)ol] 71%3F (A A7k 0.001449F ¥l H)
NR = not reached

o A& o] o 200mge 3Fvhck TN Siok Tl OS % PES) tjd FAIHo=

fFol@ AN Esho

1% 49. KEYNOTE-8260 4] CPS 1o]4+¢l ¢ AA A=(0S) Kaplan-Meier =+41"T

100

‘\'.
a0+
a0
?U:
50:
50;

404

Overall-Survival (%)

30
20

104
| ——KEYTRUDA# Chemotherapy* TE%

67

-Bdty
0%

o

LT
LT} ‘m,.
e,
t

Treatmentam— — 0% ratwat12 months 08 rate 3t 24 monots-—HR-(25% Cl) —pvalug

0,60 (0.49, 0. 74)

Iy

it -

Chemotherapy"

0 3 8 9 12 15 18 21 24 27 30 33 36 39 42 45 48

Time-in Months:'
Number-at Risk
KREYTRUDA + Chemo

Chematherapy* 275 261 235 207 173

otherapy™- 273 261 251 231 206 188 168 157 146 136 128 116 90
1486 129 117 107 ¢ 81 68 45

SEAFRE EFSRAL TFAA G




Ee RFEAY Tt EEED

A AR AF 24 7123

19 50. KEYNOTE-826¢l| A1 CPS 1¢]72l o] 718 WE(PFS) Kaplan-Meier 341
T

100

90

804

70+

B0

50

40

Progression-Free Survival (%)

b
304 X B
20 '
L
10 Trsstmentam.___PFS ran it 12 mants 863 ate s 24 s HR (5% G xalye B 71
= KEYTRUDA+ Chemotherapy™ 4% - Tt --0.58 {047, 0.71) <0.0001
Chamotherapy* 3% A49%:

a 3 6 ] 12 15 18 21 24 27 30 33 36 39 42 a&f

Time:in-Months
Number-at Risk:
KEYTRUDA+Chemotherapy™ 273 238 208 144 113 104 97 G2 B8 86 81 70 46 25 &
Chemotherapy*- 275 229 170 103 B1 64 55 49 43 40 35 28 8 7 2

WEAFRE ZFAAL ZFRA B FUHHAW @HFIGAG AsETE
T BEYgAY 7R EeE)

AR A" Hx B 7]1%3

“ = <HBiliary Tract Carcinoma)

KEYNOTE-966: s+<°] E7Fadt w4 JPd Ee HolAd = &2 dide |
& 8 dx Y83

ot

J_:[L

3 ) mE 09 gaoE FA T
FAEE o] T # F SR TS AFADH A

o v 3Fpick 103l o) o 200mg Fel 3 AR 1000mgm® + A2Fehel

25mg/m? & 19zt 8Y ol Fo

o ] 3Fuich 1Yo Ao Fof L AAE] 1000mg/m* + Al2Z2E 25mg/m* &
143}, 8Yate o

EE A7 dE2 A FASE BARHIY Am5E 58 BV 4o EAs
A AW ziggo]l FRlE7] H7MA ALHJAT o] ko] A9, A5+ Hul 3557
T O 24ME7A ALEHAT A=EHEY A9, ASE HU §FI|7HA FY




7bestRal, AAERIS -5, 8F7] oo =E E—Oﬂl A 4ol 7Hs R

o] of¥} Yol W8 Foe SV dAHCE BFH ol AFAe o3|

A2 o]l dtta FIHEHE= ¢ RECISTZ} @Q%J Ay gy Fo= HLHA

o Y dEO tid Hrhe wlolzgleA FAFHUL, A S4F7A = 6570t

olF & 125 vt Y= lTh

o] A9 AT e EAL T3 ZuTh A8 Tk 644 (H1:23-854)), 654

o)t A 47%; &8 52%; WA 49%, oFAlokl 46%, ECOG PS 0 46%, ECOG PS 1

54%; 31%°] Aol A HBV 7+ ol¥; 3% A4 HCV 74 o] H.

12 FaA BRI EE AA AE20S)IAaL 22 FAEA B7HAFE+= RECIST 119
E w7HEE 595 YE7HBICR o Hrtd 7318 AE(PFS), AH3 ¥gE

(ORR) ¥ HF-&-A & 7]7HDOR)O] A T

A AyEsE £ 76, 13 51 2 19 529 QoFE o] Q)

¥ 76. KEYNOTE-9662] &4 23}

o) 3%ubch o] o 200mge} 9l okt
B 71A A A ERR A 2 E2hel A A e A 2~ Z 2R
n=533 n=536

2 2 A 2(09)"

APd WAy B2l (%) 414 (78%) 443 (83%)
Z430NY) (95% CD 12.7 (11.5, 13.6) 10.9 (9.9, 11.6)
219 H(HR)T(95% CD) 0.83 (0.72, 0.95)

p-&* 0.0034

218 A =(PFS)

Atz Ay f&xk (%) 361 (68%) 391 (73%)
Z4ZON4)" (95% CD 6.5 (5.7, 6.9) 5.6 (5.1, 6.6)
AFBIHRT (95% CD 0.86 (0.75, 1.00)

p-#tT 0.0225

2924 ¥WH$-E(ORR)®

A w-35795% CD 28.7% (24.9, 32.8) 28.5% (24.8, 32.6)
A WH2(%) 11 (2.1%) 7 (1.3%)
BB uke(%) 142 (26.6%) 146 (27.2%)
p-#&F 0.4735

wEASTIAT P n=156 n=152
4O 39D 8.3 (1.2+, 33.04) 6.8 (1.1+, 30.04)

* [ ARE HE 05 B4 A7

T =3}9 Cox w# 993 =3 (Cox proportional hazard modelol 7]%3%t
+ 239 21 +9 ® 2~E(og-rank test)ol] 7123 ©Z(one-sided) p-#
§ A A" T Y A

q g3 s == FE Uk o g Iy
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# =3}¥ Miettinen & Nurminen ol 7] %3 ©=(one-sided) p-%k
P Kaplan-Meier 54 &4of 7] %%
a9 51. KEYNOTE-9669 4 X572 A4 =(0S) Kaplan-Meier =4

*

g 2. s

* /‘}7‘4 A8 442 OS &4 71
13 52. KEYNOTE-966° 4 x| =79 2134 E(PFS) Kaplan-Meier =4

*

AP A" S 24 A 7+
¥ M| 3 H(Hepatocellular Carcinoma)
KEYNOTE-394: o] Aol PD-1/PD-L1 &S A Llst A4l 9o r xg5wre By 7t
o Ay 7R ZS 32 A xR A
O] ko] FEALS ol A e SAEEEE Je ddssta W A s A
ol A+ 51151\— A5E e F gAY ESAS Barcelona Clinic Liver
Cancer(BCLC) B CewY olAloll A ZY 3AE tido= g o), 2
¢ WA, ek ﬂh, o]z WA AT KEYNOTE-394o)|A] #H7E¢th 3=
Child-Pugh A 53¢ zt7ls°] 875Ut BEXE &9 45 Aol =4 7%
g A== A ZFHJATHHBV viral load < 2000 [U/mML Z=& < 104 copies/mL). 2d o]
Ul @Al ;427} Pagd z:zj_m A7lH A A me W Pz = oA
1:3

r1r

el
= e
o 2

i AT b vs. SAYESSE 7 Fdsstay, tid
¥ AW AR, HAEA HBV vs. ZJEHE/A HCV, ¥z d)el ofsi S35 &
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A5 o] ¢F 200mgS 3Fvitt AWM EASAY S st Ao &2 FA9|(2:D)
Wl G E] A} o] ¢ke] X5 & RECIST 1.1¢] w2 BICR Jﬂ7}01] oA Aol xldgo]
7] d, d8 BUlsd 54 T A, 2= HO 240LE7HA] A&EHAY. T
el tigk Brie v 65 0te A HJT. F8 F3A A %7‘*74%
OS)elAtt. F718Q0 a4 A3 SAAxEE RECIST 110 & &7
B 7HBICR)O &3 B7id Fx13 A E(PFS), ¥+-8+&(ORR) % HJ%X]
o=, ol F 10719 g WA 9 ad Arid Hd 5719 o
5= 45U
ATl 59 &A= 4539 olAaL, o] F 3608(7T9%)°] &4 BY PR 3
Atk €4 BE THE AT dig AT JAd EAALS g 2T A=
524 (FH$):23-82A)), 654 o] A= 16%;, T4 86%; ©FAloel 100%; ECOG PS 0
42%, ECOG PS 1 58%; o]zl aztdld A& Aol A= A5 90%, ool 54k
" 7Rt g Fgste A5 Aol JeE ASeE 1% fo. HES
(extrahepatic disease) 77%; Hd# & 10%, BCLC B~7] C 93% % B 7%, AFP 7]
ZZ%r = 200ng/mL 57% %A t}.
KEYNOTE-394 7+ B& 1t & TAZESS SRt A feF tinl o] ko] OS 7
Ae YFAY. 7848 2= % 77 D 19 539 QeFF o] Q)

A5

3% 77. KEYNOTE-394¢] +a84 A3
HAA T o] 3Fmnie} o] oF ek

200mg n=124
n=236

A AWZ0S)

AR WA B 5 (%) 172 (73) 105 (85)

ZF43ONY) (95% CD 13.9 (125, 17.9)  13.0 (10.1, 15.6)

21FHHR)T (95% CD 0.78 (0.61, 0.99)

228 A=PFS) T

A BA BA 5 (%) 189 (80) 108 (87)

Z43ONY) (95% CD 2 (1.4, 2.7 2.3 (1.4, 2.8)

AFBIHRT (95% CD 0.78 (0.61, 1.00)

A W-2E(ORR) T

282 W25 5(95% CI) 11% (7, 16) 1.6% (0.2, 5.7)

A WS(%) 2 (0.9) 1 (0.8%)

i whg(%) 24 (10) 1 (0.8%)

HE-3-2] —iﬁﬂzl n=28 n=2

ZA4TOnY) 39 23.9 (2.6+, 44.49) 5.6 (3.0+, 5.6)

*

>~
ol

A AAE HF OS B4 A
Z=3}l% Cox Hl# 9 =¥ (Cox proportional hazard modeDel| 7]%3+
]_
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a9 53. KEYNOTE-3940| A4 #5729 AAAY=(0S) Kaplan-Meier 241

N

50 Y

804
7O«

J

---------

L
204 31
1
Th
o 2 6 8 10 1 5 18 22 24 36 28 30 32 34 3 8 48
Tan
Mismber 3t Risk
YTRLUC 36 128 204 157 1 4118 L M 23 i & 3
Plabn 41 08 03 82 T4 24 8 W M XX 0 18 13 14 3 o090
5 =z S 2k
13 3724 (374 57 ZA)

15 AHRAE @gstes 49
O TokAY | A3sERY20)] WE AAAE Y
- B9 FAAA T FEF 912415, 2025.08.14.
- A - FRAAA RS FF7-1038%, 2025.07.09.
16 AEoH
T+ £ EF5HAS) A FEA I AR
AR LA} 2025.09.08.
B2 oY= -
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[EY 1] ¢8A-7E8 FH 7]

AT A A

AN
ek

[H&xE 22]

O AT : AEFAAA T FEHI/FAATFHAF FFEAATA) [EE > A28 > 1. I3

%_E.
= 1 han |
SI7MHA > 1 N2 85 -89, 2 NZ &9 - &%
A 5 W 5
. JE=A = 2 3 4 5 6 .
- 1 7} o 7t i 78
VBBE s hEBLRE B 7D 2B L2 *

Z—"%Z]—g_ 1. O |x X X X X X X | x X X X X X X X X X X X X X X X X X X X o] X A X O [x

Z‘"%Z]-g_ 2. O [x [x [x [x [x |x |x |[x |[x [x |x |x |[x [x [x [x |[x |[x |[x |x |[x |[x [x [x |x |[x |[Aa]Aa |x |&a |x |O|x

X‘"%—Oq_'t‘— O X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X X

A A b5 4, vl&, 5. 715, O 2HE7]3 9 BEoubHol FYsty JS VA AlEE ARE TS
O AEAE 55

1. 71 == oA g g 9e #3k A5

6. PEAHAHA B A2

7. FW-SelAe] Ag B AT ol B AR
8. 718 1 HEY B4 BE AR

- 143 -



- 3 YAAEAA SR S ST BYsA ARsGon At AeBe 9 - §IAE
ol

o Ao WAL ATEA, AY SolA vmA FEeA NAHUL

o FEAS By

S L RS $AD BEOD S 210, 2L BATAA A3 $AL fel9E dehis

- EFSS A%, % ¥ gsnzayd g Z38 25t 3718 + g Aol e pCR
o HREA Wshos pCRE BHHA RB AFAEA HATAH AFEA A AREAFGE

oA HRe] Aol 57820.74)°] 3L AAe] HRO.7)34= FASHRCER HHESFHe] B
&4

=aWMY 840 YFIAGT Y4
- F8 2% WS mPRE AREY Q¥ o] Uehite. A8 E44 danzgeayd o
& wbg-gol wtol pCRE YA olel$mz AAnzgday Wi AnBeFT AL B

- F8 2% WM 0SE FEE FARATL o|TolAA g gHolu AdTel festdon
welsol 88 fel4el Yrky wetg

- HEY TFTH AP ol Ak EAE, FOg o)At LA E, AP A vl &
= o, NESAFLA L HE&stn YA 8-S WHalste AFEAN Ty Eo] Axt
* o

o

[oto U & o]

e Head and neck cancer : 57359

1. 7|19 == oA 2 Jjerd o &s X2
11. AFEAR

¢ International Nonproprietary Name: 2 &8 5%

o AQt AGF A vt w4 NP FAE HBAIMNEY AR AEE2EA FE A XY
(neoadjuvant), o]oA F& ¥ RzQW(adjuvanh) o= W 7|0k 3 HAE XA E§H6HA]
e YA e ¥E 9, o] Ts QW

e Z+2 7| . =2 adH AEA 1(PD-D¥ I #7t=<l PD-L1 € PD-L2 7teo A328S A 2

H

[o

12. 719 2 MEE 4

-#ABEgFge z2aAF NZA 1(PD-D3 I gzt=<l PD-L1 @ PD-1L2 7te] A5z8& AH
A= E 319kd, %@;%i%ﬂ G4(gGY/I7va B3 o ZAEsta =2 Aezel <izts ddF
2 FA(mAb)elt). o] zAdS T3l TFY HAY THoEE AY ARE foldA = EH
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=
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6.1 YRNEARY AHH(GCP €7)
e TOC A=

62. YHNIARR A8

A
A A A & . Fof g o 7L E 5
. QD A% D DA KA B9 =
Adw)
T TA |G| BF | T ¥/ A =57]
W T R R | AR
53
AF |94 [FEE[ 100 | 200 | IV | Hdl 1757
AW Fumgt | mg | AA | B
o] & < q3w
AR s ZaAZE 1P| |ATF | GF [A=E] 1 100 | A9 | 3F7] &<t
M-IVA7) A% #gAEY AEer e | mg/ml | mef | = v EFS in CPS
2q LA HNSCOO o3l $& A me s =10, CPS
KEYNOTE-6g |PE S B o2 Foldha S| [BL [FAMAZE| 44 | 100 | NV | 357 5% | |21
9 UF mzayoz mFAEs zoF 2t " | Y mg/ m2 A Q3w and Al
e FAR AngHFA ki T participants
Bl Sl A3, FAel )
4, sM=hE A d e AEF A & A HxoWor ABEHFY 2 FNS
Fodt 3 544 AAE AL 5% F REOPOE WNE
it G F7) + £F ALY + ANxEES FY
3 F AALMOE FUEYFYS BEOT Eof
e A5 B &4 AA Mol & A RxaWs FA3
A G Fe F RELWNOE EF PAMLY +£ AiZe
(3 F7]) 49
6.3. BEFA AP
o IS
64. YdFA Y
o TS
65. frad 2 AAA
651 FEA - FALRANE AL
o 99t F
6.5.2. A U4 (Pivotal studies)
D 93AF2EA
D AL
KEYNOTE-689 & M&A ddd X5 A@o] gle AA 7Fsd Al M-IVA 7] LA HNSCC A &t d=}ol
A ABE2YFLS & A RxeWog Bosly 3 YA + AN2Zges Heste £4 3
Hzayow B3 & frayor JHEYFHE G508 Fode 88 F7isky] S A3



QA Al 3, TR, E4 gz, o), FEE Aldelt

12 Brbdaas FAUMAYEE s AR F STUE A 715 ER7tA 9 Ate®E AHeojH EFS

@t RECIST 1.1 o m&} BICR o] H7bgh WARAEs AW 8, 4 A Bxay 94 5 <

E7bsetA ete WARAE A AW W, 9 AA Be wAE PR JUie w4 e 94

28 wmE A == wE Qo g Qg A

22 frad Hrkeee e 2th

e BIPR © 93 H71d of HAA"E 84 TF AL} AA AHAE Be =5 =2 WA JAE4H d
A ko] 10% olakel Ao g Ao = mPR.

o FALHIAFLRE RE YA Z Qg A ER7pA 9 At E A= OS

e BIPR o ojaf H7t wf dAld
A BHAEG] gl Aoz HoHE

e PRO, EORTC QLQ-C30 ¢ v &5 T A4 ¥k 17 ZE/QoL H4, A 7l HAF
EORTC QLQ-H&N-35 o] o5 &5 = A 4717 tF &5 A535-38 &5), T/ b5 5

A (46 &, 53-54 &), TF tT FF AFGl-34 =) 239

@ A7-5A

KEYNOTE-689 Al @t dzte] wlojxeiql 542 A5d It thialz w9 FdFo|len HA 7he
LA HNSCC Al @gaE thzxst ot [Table 2.7.3-hnscc8: 51 CPS =10 # CPS =1 2 ZEAH FTY
PD-L1 2& & A 57 ol @Atk ko] Addat= 23(78.9%), WR1(77.6%), ECOG PS 0
HG71%oloeH, Al IVA 7] F4E 7R AT (73.9%) [Table 2.7.3-hnscc8: 51.

Table 2.7.3-hnscc8: 5 Al@th&A 54 (TT JH)

Pembrolizumab SoC Total
n (%) n (%) n (%)
Participants in population 363 351 714
Sex
Male 286 (78.8) 277 (78.9) 563 (78.9)
Female 77 (21.2) 74 (21.1) 151 (21.1)
Age (Years)
< 65 249 (68.6) 227 (64.7) 476 (66.7)
>= 65 114 (31.4) 124 (35.3) 238 (33.3)
Mean 59.4 60.6 59.9
SD 10.0 10.0 10.0
Median 60.0 61.0 60.0
Range 29 to 82 22 to 87 22 to 87
Race
American Indian Or Alaska Native 0 (0.0) 1 0.3) 1 0.1)
Asian 51 (14.0) 44 (12.5) 95 (13.3)
Black Or African American 9 (2.5) 9 (2.6) 18 2.5)
Multiple 9 (2.5) 20 (5.7) 29 4.1)
American Indian Or Alaska Native, 2 (0.6) 4 (1.1) 6 (0.8)
Black Or African American, White
American Indian Or Alaska Native, 1 (0.3) 8 2.3) 9 (1.3)
White
Black Or African American, White 4 (1.1) 7 (2.0) 11 (1.5)
Native Hawaiian Or Other Pacific 1 0.3) 0 (0.0) 1 (0.1)
Islander, Asian
Native Hawaiian Or Other Pacific 0 (0.0) 1 (0.3) 1 (0.1)
Islander, White
White, Asian 1 (0.3) 0 (0.0) 1 (0.1)
Native Hawaiian Or Other Pacific Islander 1 (0.3) 1 0.3) 2 0.3)
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White 284 (78.2) 270 (76.9) 554 (77.6)
Missing 9 2.5) 6 (1.7) 15 2.1
Ethnicity
Hispanic Or Latino 55 (15.2) 46 (13.1) 101 (14.1)
Not Hispanic Or Latino 300 (82.6) 298 (84.9) 598 (83.8)
Not Reported 4 (1. 4 (1.1) 8 (1.
Unknown 0 (0.0 2 (0.6) 2 0.3)
Missing 4 (1. 1 0.3) 5 (0.7)
Region
North America 64 (17.6) 49 (14.0) 113 (15.8)
European Union 138 (38.0) 145 (41.3) 283 (39.6)
Rest of World 161 (44.4) 157 (44.7) 318 (44.5)
PD-L1 Status by TPS Score
TPS <50% 257 (70.8) 242 (68.9) 499 (69.9)
TPS >=50% 103 (28.4) 107 (30.5) 210 (29.4)
Missing 3 0.8) 2 (0.6) 5 (0.7)
PD-L1 Status by CPS Score (CPS50)
CPS <50 244 (67.2) 224 (63.8) 468 (65.5)
CPS >=50 116 (32.0) 125 (35.6) 241 (33.8)
Missing 3 0.8) 2 (0.6) 5 0.7)
PD-L1 Status by CPS Score (CPS10)
CPS <10 126 34.7) 118 (33.6) 244 (34.2)
CPS >=10 234 (64.5) 231 (65.8) 465 (65.1)
Missing 3 0.8) 2 (0.6) 5 (0.7)
PD-L1 Status by CPS Score (CPS1)
CPS <1 13 3.6) 14 (4.0 27 3.8
CPS >=1 347 (95.6) 335 (95.4) 682 95.5)
Missing 3 0.8) 2 (0.6) 5 (0.7)
Primary Tumor Site
Oropharynx 35 9.6) 38 (10.8) 73 (10.2)
Oral Cavity 219 (60.3) 213 (60.7) 432 (60.5)
Larynx 81 (22.3) 73 (20.8) 154 (21.6)
Hypopharynx 28 (7.7) 26 (7.4) 54 (7.6)
Missing 0 (0.0) 1 (0.3) 1 0.1)
ECOG PS
0 199 (54.8) 209 (59.5) 408 (57.1)
1 164 (45.2) 142 (40.5) 306 (42.9)
HPV Status
Positive 12 3.3) 15 4.3) 27 (3.8)
Negative 351 (96.7) 335 (95.4) 686 96.1)
Unknown 0 (0.0) 1 (0.3) 1 0.1)
Overall Cancer Staging at Baseline
I 90 (24.8) 93 (26.5) 183 (25.6)
IVA 271 (74.7) 257 (73.2) 528 (73.9)
IVB 2 0.6) 0 (0.0) 2 0.3)
Missing 0 0.0) 1 0.3) 1 0.1)
Cancer T Staging at Baseline
T1 9 2.5) 4 (1.1) 13 (1.8)
T2 49 (13.5) 47 (13.4) 96 (13.4)
T3 110 (30.3) 113 (32.2) 223 31.2)
T4 11 3.0 15 4.3) 26 (3.6)
T4A 184 (50.7) 170 (48.4) 354 (49.6)
T4B 0 0.0 1 0.3) 1 (0.1)
Missing 0 0.0 1 0.3) 1 (0.1)
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Cancer N Staging at Baseline

NO 94 (25.9) 88 (25.1) 182 (25.5)
N1 81 (22.3) 72 (20.5) 153 21.4)
N2 32 (8.8) 31 (8.8) 63 (8.8)
N2A 12 (3.3) 7 (2.0) 19 2.7
N2B 83 (22.9) 88 (25.1) 171 (23.9)
N2C 58 (16.0) 64 (18.2) 122 (17.1)
N3 1 (0.3) 0 (0.0) 1 0.1)
N3B 2 (0.6) 0 (0.0) 2 0.3)
Missing 0 (0.0) (0.3) (0.1)
Cancer M Staging at Baseline
MO 363 (100.0) 350 (99.7) 713 (99.9)
Missing 0 (0.0) 1 (0.3) 1 (0.1)
Smoking Status
Never Smoker 64 (17.6) 81 (23.1) 145 (20.3)
Former Smoker 176 (48.5) 144 (41.0) 320 (44.8)
Current Smoker 117 (32.2) 123 (35.0) 240 (33.6)
Unknown 6 (1.7) 3 (0.9) 9 (1.3)
Cigarette use (packs per year)
0 (No Cigarette use) 64 (17.6) 81 (23.1) 145 (20.3)
<=10 67 (18.5) 73 (20.8) 140 (19.6)
>10 216 (59.5) 186 (53.0) 402 (56.3)
Unknown 16 4.4) 11 3.1 27 (3.8)
Alcohol use
Yes 250 (68.9) 238 (67.8) 488 (68.3)
No 107 (29.5) 110 (31.3) 217 (30.4)
Unknown 6 (1.7) 3 0.9) 9 (1.3)

SD=Standard deviation.

European Union category in this table includes European Economic Area,

Database Cutoff Date: 25JUL2024.

United Kingdom and Switzerland.
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I FEAL 245
(D FARAEE
@O CPS =10 Htel A EFS o tigt dxt 4
RECIST 1.1 ¢ w2} BICR ©] H7}3+ EFS ¢ EAX R Fodta YAdFoz o] Q= M &
Zv—ile T Hluste] HBEZFH oA TEEJASHHR: 0.66; 95% CI: 0.49, 0.88; p=0.00217, ©]
= p-& YA 71EQ 00138 RO @) ol EEXE T H8 FBREZHFH FolA EFS AR
2180l 3% Fad s v gt [Table 2.7.3-hnscc8: 6].
EFS S4z+e A8 2835 79 A9 59.7 Mo, &5 79 4% 269 /MLolAtt KM 3=
Aol wWE EFS H&L 4" nE AFAA BEXNZ FRU HABEIFYH FolA O =g
[Table 2.7.3-hnscc8: 6.
EFS o tigt KM Z#jzo] mt2d B E
E]Q"*Otﬂ H7F 71 W &8 ZHE %Xlﬂ
®FA 59 Hlwd FAEE2FHY EFS &9
[Figure 2.7.3-hnscc8: 4].

T FAo] of 3 A EEAE & FAAA £
o} [Figure 2.7.3-hnscc8: 31.
dtAow Aol AAHH shewelA dHAEHAG

Table 2.7.3-hnscc8: 6 AR AE7IZE 4 (2 A4 7+2) RECIST 1.1 o w& BICR B 7ol <A
g (CPS=10 1 A=, ITT e

Pembrolizumab SoC
(N=234) (N=231)
Number of Events (%) 85 (36.3) 107 (46.3)
Death 43 (18.4) 37 (16.0)
Distant PD 15 (6.4) 39 (16.9)
Local And Distant PD 2 (0.9) 2 (0.9)
Local PD/Recurrence 25 (10.7) 29 (12.6)
Number of Censored (%) 149 (63.7) 124 (53.7)
Last assessment showing no progression 148 (63.2) 116 (50.2)
Randomization 1 (0.4) 8 (3.5)
Kaplan-Meier Estimates (months)?
Median (95% Cl) 59.7 (41.1, NR) 26.9 (18.3, 51.5)
[Q1, Q3] [10.9, NR] [6.5, NR]
Person-months 5605.3 4244.6
Event Rate / 100 Person-months 1.5 2.5
vs SoC
Hazard Ratio (95% ClI)° 0.66 (0.49, 0.88)
p-value® 0.00217
EFS Rate at month 6 (%) (95% ClI) 85.7 (80.4, 89.7) 79.4 (73.3, 84.2)
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EFS Rate at month 12 (%) (95% Cl) 74.0 (67.6, 79.3) | 60.0 (53.0, 66.3)
EFS Rate at month 24 (%) (95% Cl) 65.1 (58.2, 71.2) | 53.2 (45.9, 59.9)
EFS Rate at month 36 (%) (95% Cl) 59.8 (52.3, 66.5) | 45.9 (38.0, 53.4)
EFS Rate at month 48 (%) (95% Cl) 55.9 (47.7, 63.4) | 44.4 (36.3, 52.2)

a From product-limit (Kaplan-Meier) method for censored data.

a Based on Cox regression model with Efron’s method of tie handling with treatment as a covariate stratified by
primary tumor site (oropharynx/oral cavity vs larynx vs hypopharynx) and tumor stage (Ill vs IVA) with small
strata collapsed as pre-specified in the sSAP. © One-sided p-value based on log-rank test stratified by primary
tumor site (oropharynx/oral cavity vs larynx vs hypopharynx) and tumor stage (Ill vs IVA) with small strata
collapsed as pre-specified in the sSAP. NR
= Not reached.

Database Cutoff Date: 25JUL2024

Figure 2.7.3-hnscc8: 3 F-AAd A&7 ot 7FE-nlolo] D =(dx F=d +32) RECIST
1.1 of w& BICR H7}el &A% (CPS=10 <1 AlddidAl, ITT H&)
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E
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)
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10 + Censored
J Pembrolizumab
el gl ]
0 T T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66
Time in Months
At Risk
Pembrolizumab 234 188 154 128 111 93 61 40 27 19 2 0
SoC 231 168 115 94 70 53 38 27 18 9 3 0
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Figure 2.7.3-hnscc8: 4 3t UA¥ EFS ¢1€w®] =% RECIST 1.1 o] w& BICR H7lol &A% (¢
A FEAEG 73) (CPS=10 91 Adudl, ITT A

Pembro SoC Total HR 95% CI
#Event/N #Event/N #Event/N

Overall 85/234 107/231 192/465 0.66 (0.49, 0.88) ﬂ?

Primary tumor site !
Oropharynx/Oral Cavity 65/166 83/178 148/3d¢4 073 (053,1.01) M
Larynx 14/48 20/35 34/83 034 (0.17,067) ®!

Tumor stage |

I 11/55 29/63 40/118 029 (0.14,058) # |

IVA 74/177 78/168 152/345 0.82 (0.60,1.13) {ef

PDL1 TPS status |
TPS <50% 46/131 56/124  102/255 063 (043,093 @

TPS >=50% 39/103 51/107  90/210 0.69 (0.46,1.05) bi
Age category |

<65 49/155 70/154  119/309  0.55 (0.38,0.80)

>=65 36/79 37177 73/156 086 (054,1.36) |

Gender !

Female 20/54 17/56 37/110 1.21 (0.63, 2.31) Fo—

Male 65/180 90/175 155/355 055 (0.40,0.76) @/

Race |

White 66/183 84/185 150/368 0.65 (0.47,0.90) ®

All Others 14/43 18/40 32/83 064 (032,1.29) |eH
Region |

North America 18/46 16/37 34/83 0.74 (037,1.44) |-
European Union 30/87 43/97 73/184 0.67 (0.42,1.08) |&
Rest of World 37/101 48/97 85/198 059 (0.38,0.91) HI
Smoking status |

Never Smoker 17/42 26/63 43/105 093 (051,172) e

Former Smoker 41/123 39/88 80/211 0.66 (0.43,1.02) b-’
Current Smoker 22/63 39/77 61/140 0.51 (0.30, 0.86) bll
I

T T T
0123456

Pembro « Favor — SoC
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Table 2.7.3-hnscc8: 7 FARA A =77
TASE (CPS=1 A AFUdA, ITT A

Ftoll A EFS of thgh dxk &4
RECIST 1.1 ¢ we} BICR ©] 87} EFS ¢ BAF

Q1 0.0124 Bt} ©3) o=

< 9Ju]git} [Table 2.7.3-hnscc8: 71.
3% 59.7 /Lol
EAE BEE AHAA EFEA

AuE Y 7
S o
J=IE=1

FHe| EFS 9

dol oF 3 LA ¥

TEHG HE E]

o Fi o} [Figure 2.7.3-hnscc8: 51.

< bz o s ARel AAFE

29.6 7Nt
o TelA o

REAR 2 FA6A

Sh9f ol A

o8 felsty YHos o g AHe =
sto] AB EFF FollA TEFJASHMHR: 0.70; 95% CI: 0.55, 0.88; p=0.00140, ©]
mEAR Pol vsl WREDFY TN EFS A2

KM #
okt

Yzt =4 +3) RECIST 1.1 o & BICR #H 7}l

vs SoC
Hazard Ratio (95% CI)°

p-value®

EFS Rate at month 6 (%) (95% ClI)
EFS Rate at month 12 (%) (95% CI)
EFS Rate at month 24 (%) (95% Cl)
EFS Rate at month 36 (%) (95% Cl)
EFS Rate at month 48 (%) (95% Cl)

)
)

0.70 (0.55, 0.89)
0.00140

86.2 (82.0, 89.5)
74.8 (69.6, 79.2)
64.6 (58.8, 69.8)
58.2 (51.9, 64.0)
52.1 (45.0, 58.8)

Pembrolizumab SoC
(N=347) (N=335)
Number of Events (%) 128 (36.9) 156 (46.6)
Death 63 (18.2) 62 (18.5)
Distant PD 24 (6.9) 51 (15.2)
Local And Distant PD 4 (1.2) 6 (1.8)
Local PD/Recurrence 37 (10.7) 37 (11.0)
Number of Censored (%) 219 (63.1) 179 (53.4)
Last assessment showing no progression 216 (62.2) 168 (50.1)
Randomization 3 (0.9) 11 (3.3)
Kaplan-Meier Estimates (months)®
Median (95% Cl) 59.7 (37.9, NR) 29.6 (19.5, 41.9)
[Q1, Q3] [11.9, NR] [6.9, NR]
Person-months 7751.6 6245.2
Event Rate / 100 Person-months 1.7 2.5

80.0 (75.1, 84.0)
61.3 (55.5, 66.5)
53.4 (47.4, 59.1)
44.9 (38.4, 51.2)
42.8 (35.9, 49.4)
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reached.
Database Cutoff Date: 25JUL2024

® From product-limit (Kaplan-Meier) method for censored data.
method of tie handling with treatment as a covariate stratified by primary tumor site (oropharynx/oral cavity vs
larynx vs hypopharynx) and tumor stage (Ill vs IVA) with small strata collapsed as pre-specified in the sSAP.

¢ One-sided p-value based on log-rank test stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and tumor stage (Ill vs IVA) with small strata collapsed as pre-specified in the sSAP.

b

Based on Cox regression model with Efron’s

NR = Not

Figure 2.7.3-hnscc8: 5 FARA A&7 dig 7}

E-rtolo] (LA F=AD +3) RECIST
1.1 o w& BICR #H7tell 243 (CPS=1 A Adhd#, ITT )
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g
E 60 -
=
7}
8 50 -]
=
=
o
FE 40
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10 + Censored

o Pembrolizumab
— — — - SoC
0 T T T T
0 6 12 18

At Risk

Pembrolizumab 347 274 220 181
SoC 335 245 170 140

T T T T
24 30 36 42

Time in Months

147 122 83 51
104 82 56 36
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Figure 2.7.3-hnscc8: 6 3l 1A EFS $91@H] =3 RECIST 1.1 o] w& BICR H7}o| <A (d
A FEAG 737) (CPS=1 o AguldAL, ITT FJh)

Pembro SoC Total HR 95% CI
#Event/N #Event/N #Event/N
Overall 128/347 156/335 284/682  0.70 (0.55, 0.89) ™
Primary tumor site ‘
Oropharynx/Oral Cavity 92/244 121/242 213/486 065 (049,085 @
Larynx 25/77 30/67 55/144 0.62 (0.36,1.06) &l
Hypopharynx 11/26 5/25 16/51 228 (0.79,6.56) h—e—H
Tumor stage 1
T 22/86 40/88 62/174 042 (0.25,0.70) 4,
VA 106/259 116/246 222/505 0.81 (0.62, 1.06) ﬂ
PDL1 TPS status :
TPS <50% 89/244 105/228 194/472  0.69 (0.52,0.92)
TPS >=50% 39/103 51/107  90/210 0.69 (046, 1.05) ol
Age category ‘
<65 82/237 99/220 181/457 064 (0.48,0.86) ¥
>= 65 46/110 57/115 103/225 081 (055,1.19) &
Gender ‘
Female 24/75 23/70 47/145 091 (0.51,1.62) |e

Male 104/272 133/265 237/537 0.65 (0.50, 0.84) ﬂ;
Race ‘
White 96/273 116/260 212/533 0.68 (0.52, 0.90) ﬂ‘
All Others 26/65 35/69 61/134 0.72 (0.43,1.19) o
Region ‘
North America 23/63 22/48 45/111 066 (0.37,1.19) &4
European Union 42/134 60/139 102/273 0.67 (0.45,61.00) i
Rest of World 63/150 74/148 137/298  0.70 (0.50,0.98)
Smoking status |

Never Smoker 24/61 33/76 57/137 0.80 (0.47,1.35)
Former Smoker 53/170 60/135 113/305 063 (0.44,0.92) E‘
Current Smoker 46/110 60/121 106/231  0.70 (0.48,1.03) ‘

T T
0123456

Pembro « Favor — SoC
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© ZE A@ddaol A EFS o tidk dat &4
RECIST 1.1 o m&} BICR o] 3713k EFS o] A2 fofstal ddHoz on e /S =
FA 7 T vt FEEF oA AFEHJSHMHR: 0.73; 95% CL: 0.58, 0.88; p=0.00411, ©]
= p-# 4 71Ed 00120 Bo W) ol EEAE Tol vls] FREYFY TolM EFS AR
™ol 27% A 5S ¢rtt} [Table 2.7.3-hnscc8: 8].
EFS T4@2 FREFY o 4% 518 /Hdella, EFAF T2 4§ 304 ALtk KM F
ol WE EFS Hl&e E4E RE AHAM BEXE wET JBEFY oA o =3uoh
[Table 2.7.3hnscc8: 81.
EFS o tigk KM Zf=Z& ABEFR & =40 o 3 MdAd 8FXE & FAdoA 2253
o of 57 /WEAZMA EE FHE FASAT. 57 7H d o] Aie F ART EFolA o /\lX4
F Aol A AddidAe] w7 A7) dZel AFstA sl dsioF ekt [Figure 2.7.3-hnsce8: 7]
A 5o} Bt iﬂ‘ﬂiﬂz‘i}rﬂ EFS &9 %‘ﬂﬁﬂi < @A, PD-L1 TPS AH|, 913, UAZ,
A A B AYF Ade Edste] Abdel XA " skl dAH AT [Figure 2.7.3-hnsccs:

H

S oho o

Table 2.7.3-hnscc8: 8 F-AFA A&7 B4 (93 =49 772 RECIST 1.1 o] w& BICR %7}
A ATT I/

Pembrolizumab SoC
(N=363) (N=351)
Number of Events (%) 136 (37.5) 159 (45.3)
Death 67 (18.5) 64 (18.2)
Distant PD 26 (7.2) 51 (14.5)
Local And Distant PD 4 (1.1) 7 (2.0)
Local PD/Recurrence 39 (10.7) 37 (10.5)
Number of Censored (%) 227 (62.5) 192 (54.7)
Last assessment showing no progression 224 (61.7) 181 (51.6)
Randomization 3 (0.8) 11 (3.1)
Kaplan-Meier Estimates (months)®
Median (95% Cl) 51.8 (37.5, NR) 30.4 (21.8, 50.1)
[Q1, Q3] [12.1, NR] [6.9, NR]
Person-months 8166.9 6588.2
Event Rate / 100 Person-months 1.7 2.4
vs SoC
Hazard Ratio (95% CI)° 0.73 (0.58, 0.92)
p-value® 0.00411
EFS Rate at month 6 (%) (95% Cl) 86.3 (82.1, 89.5) | 80.3 (75.5, 84.2)
EFS Rate at month 12 (%) (95% Cl) 75.1 (70.0, 79.4) | 62.5 (56.9, 67.5)
EFS Rate at month 24 (%) (95% Cl) 65.0 (59.4, 70.1) | 54.6 (48.7, 60.1)
EFS Rate at month 36 (%) (95% Cl) 57.6 (51.5, 63.3) | 46.4 (40.0, 52.5)
EFS Rate at month 48 (%) (95% Cl) 52.0 (45.1, 58.4) | 44.2 (37.5, 50.8)
2 From product-limit (Kaplan-Meier) method for censored data. ® Based on Cox regression model with Efron’s
method of tie handling with treatment as a covariate stratified by primary tumor site (oropharynx/oral cavity vs
larynx vs hypopharynx) and tumor stage (Ill vs IVA) with small strata collapsed as pre-specified in the sSAP.
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¢ One-sided p-value based on log-rank test stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and tumor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP. NR = Not
reached.

| Database Cutoff Date: 25JUL2024

Figure 2.7.3-hnscc8: 7 F-Ad AE7]|3e] ot 7FE-nlolo] D =(dx F=d +32) RECIST
1.1 o] o& BICR H7 7} &A% ITT )
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0 6 12 18 24 30 36 42 48 54 60 66
Time in Months
At Risk
Pembrolizumab 363 287 232 191 157 129 88 55 34 21 2 0
SoC 351 258 183 147 110 88 59 37 25 15 7 0
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Figure 2.7.3-hnscc8: 8 3+ QAAE EFS $1&¥4] =% RECIST 1.1 o] w& BICR H#H7}o &AE (¢
2 FEAY F21) (TT AW

Pembro SoC Total HR 95% CI
#Event/N #Event/N #Event/N
Overall 136/363 159/351 295/714 073 (058,092) #
Primary tumor site |
Oropharynx/Oral Cavity 96/254 123/251 219/505 0.66 (051,0.87) #
Larynx 27/81 31/73 58/154 068 (041,1.14)
Hypopharynx 13/28 5/26 18/54 255 (091,7.17) |——
Tumor stage ‘
T 22/90 40/93 62/183 042 (025,071) W,
VA 114/271 119/257 233/528  0.85 (0.66,1.10) @
PDL1 TPS status :
TPS <50% 94/257 107/242 201/499  0.73 (0.55, 0.96) «“
TPS >=50% 39/103 51/107  90/210 069 (0.46,1.05) ol
Age category |
<65 89/249 100/227 189/476 068 (0.51,0.90) #
>= 65 47/114 59/124 106/238 083 (057,1.22)
Gender ‘
Female 25/77 23/74 48/151 100 (0.57,1.76) |
Male 111/286 136/277 247/563  0.67 (0.52, 0.87) ﬂ‘
Race :
White 102/284 118/270 220/554 0.71 (0.54,0.93) #
All Others 28/70 36/75 64/145 0.78 (047,1.27) W
Region ‘
North America 23/64 22/49 45/113 067 (0.37,1.21)
European Union 44/138 61/145 105/283 0.70 (0.48,1.03) ®
Rest of World 69/161 76/157 145/318  0.73 (0.53,1.02) #
Smoking status |
Never Smoker 25/64 36/81 61/145 0.77 (0.46,1.29) &
Former Smoker 56/176 60/144 116/320 0.71 (0.49,1.02)
Current Smoker 50/117 60/123 110/240 0.71 (0.49,1.03)
1T T 1T 1T 11
0123456

Pembro « Favor —» SoC
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@ CPS <1, CPS 1-9 % CPS <10 9] EFS o gk AlS B4

CPS <1 HdolA T#EH EFS ¢ HR 2 2.57(95% CI: 0.50, 13.36)°] A7, CPS <1 3¢+ (n=27)9]
b2 w8 AZIE s g2 Cl 7t 2Aste HF Ao A7 vk Aol #Fodot [Figure
2.7.3-hnscc8: 91. CPS 1-9 F&# CPS <10 wtolA ##HA EFS ¢ HR & 77} 0.80(95% Cl: 0.53,
1.2D) % 0.87(95% CI: 0.58, 1.28)°1eH, e AFhdA oA EFS ZAZHHR: 0.73, 95% CI: 0.58,
0.92)¢} L AslF T [Figure 2.7.3-hnscc8: 91.

Figure 2.7.3-hnscc8: 9 &t 1AHE EFS $1@H] =% (AF) RECIST 1.1 o] wh& BICR #H7boll <A
(LA F=AE ) ATT JH)

Pembre SoC Total HR 95% CI
#Event/ #Event/N #Event/N

|

Overall 136/363 159/351 295/714  0.73 (0.58,092) 4

PDL1 CPS<10 Groups '
|

CPs<1 5/13 2/14 7/27 2.57 (0.50, 13.36) } | 4 i
1<=CPS<10 43/113  49/104 92/217 0.80 (0.53,1.21) #
PDL1 CPS<10 :
CPS <10 48/126  51/118 99/244 0.87 (0.58, 1.28) »l

Figure 2.7.3-hnscc8: 10 F-ARA AE717k] tigk 7h&@-ntolo] = (Y3 S =4 +2) RECIST
1.1 o @& BICR 7ol &A% (CPSK1 Q1 Ao 3=, ITT Fh
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0 6 12 18 24 30 36 42 48 54 60 66
Time in Months

At Risk
Pembrolizamab 13 11 10 8 8 6 4 s 0 0 0 0
SoC 14 12 12 6 5 5 3 1 0 0 0 0
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2 ozt & HIHE - F ol
mPR & BIPR ©o] H7}3t 2 HAAEH A8 T A< AA AHAE 2 55 F=24 oA
4 "B A Z o] 10% olskd

@ CPS =10 oAl mPR o thgh =
REAE v Hugds o ABE
Aoz on A AHAEHALH ¥EE o]+ 13 7%(95% Cl: 9.7, 18.7; p<0 00001)E p-#t oA
71l 0.0005 Bk o4t mPR HI &S FEEHFH 79 A 137%H1 FFXE 79 A¢
0.0%%t} [Table 2.7.3-hnscc8: 91

Table 2.7.3-hnscc8: 9 BIPR 7t &A% F8 Weshd whg 4 (CPS=10 <1 Al@ohdA, ITT A
)
Difference in % vs. SoC
Treatment N Number mPR Rate (%) (95% Cl) Estimate (95% p-Value®
of mPR cny?
Pembrolizumab 234 32 13.7 (9.5, 18.8) 13.7 (9.7, 18.7) <0.00001
SoC 231 0 0.0 (0.0, 1.6)

a

Based on Miettinen & Nurminen method stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and t umor stage (Ill vs IVA) with small strata collapsed as pre-specified in the sSAP.

One-sided p-value for testing. HO: difference in % = 0 versus H1: difference in % > 0. mPR = Major Pathological
Response. BIPR = Blinded independent pathologist review.
Database Cutoff Date: 25JUL2024.

b

F% o)A BIPR ol ZA% mPR o] BAF o2 fofsta 94
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Table 2.7.3-hnscc8: 10 BIPR #H7}oll &A% F8 Wz w8 B4 (CPS=1 <1 AgddA, ITT #
)
Difference in % vs. SoC
Treatment N Number mPR Rate (%) (95% Cl) Estimate (95% CI)° p-Value®
of mPR
Pembrolizumab 347 34 9.8 (6.9, 13.4) 9.8 (7.0, 13.3) <0.00001
SoC 335 0 0.0 (0.0, 1.1)

Based on Miettinen & Nurminen method stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and t umor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP.

One-sided p-value for testing. HO: difference in % = 0 versus H1: difference in % > 0. mPR = Major Pathological
Response. BIPR = Blinded independent pathologist review.
Database Cutoff Date: 25JUL2024.

b
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Figure 2.7.3-hnscc8: 14 3¢+ ¢1A¥ mPR W€ x}o] =% BIPR H7lol &A% (CPS=1 ¢ Ay
Az ITT )

mPR Rate Diff Pembro SoC Total mPR Rate 95% CI
(95% CI) #mPR/N #mPR/N #mPR/N Diff (%)
Overall | e 34/347 0/335 34/682 9.8 (7.0,13.3)
Primary tumor site |
Oropharynx/Oral Cavity I 24/244 0/242 24/486 9.8 (6.7,14.2)
Larynx | —— 6/77 0/67 6/144 7.8 (2.1, 16.0)
Hypopharynx it + { 4/26 0/25 4/51 154 (0.8, 33.7)
Tumor stage |
11 | 9/86 0/88 9/174 10.5 (5.6,18.7)
IVA | o 24/259 0/246 24/505 9.3 (6.3,13.4)
PDL1 TPS status ‘
TPS <50% | o 16/244 0/228 16/472 6.6 (4.1,104)
TPS >=50% : —e— 18/103 0/107 18/210 175 (11.3, 26.0)
Age category
<65 ‘ —— 22/237 0/220 22/457 9.3 (6.2, 13.7)
>=65 ; —o— 12/110 0/115 12/225 109 (6.3,18.1)
Gender
Female | —e— 6/75 0/70 6/145 8.0 (2.6,16.4)
Male I - —| 28/272 0/265 28/537 10.3 (7.2,14.5)
Race |
White \ = 29/273 0/260 29/533 10.6 (7.5,14.8)
All Others | —— 5/65 0/69 5/134 7.7 (2.2,16.8)
Region |
North America | —— 7/63 0/48 7/111 11.1 (3.3,21.3)
European Union | e 14/134 0/139 14/273 104 (6.3, 16.8)
Rest of World | -1 13/150 0/148 13/298 8.7 (5.1, 14.3)
Smoking status
Never Smoker ‘—0—| 3/61 0/76 3/137 49 (-0.1, 13.5)
Former Smoker —— 19/170 0/135 19/305 112 (7.3,16.8)
Current Smoker —o— 12/110 0/121 12/231 10.9 (6.3,18.1)

@ =E APUAACIA mPR o TE A3k B
FFEAE w3 HuPs o ABEFH oA BIPR o &AF mPR o] FAACE Folata 4
Hoz ofn A AXNEPOH ¥eE ol 9.3%95% Cl: 6.7, 12.8; p<o 0000DE p-3t 214 7]
#2l 0.0005 Bt wrghth. mPR W& FBEYFT 7o A 94%93 EEA 79 S 0.0%
o} [Table 2.7.3-hnscc8: 111

Table 2.7.3-hnscc8: 11 BIPR H7}el &A% 8 Welshd wkg &4 (1T JA)

Difference in % vs. SoC
Treatment N Number mPR Rate (%) (95% Cl) Estimate (95% CI)® p-Value®
of mPR
Pembrolizumab 363 34 9.4 (6.6, 12.8) 9.3 (6.7, 12.8) <0.00001
SoC 351 0 0.0 (0.0, 1.0)

® Based on Miettinen & Nurminen method stratified by primary tumor site (oropharynx/oral cavity vs larynx vs

hypopharynx) and t umor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP.
One-sided p-value for testing. HO: difference in % = 0 versus H1: difference in % > 0. mPR = Major Pathological
Response. BIPR = Blinded independent pathologist review.
Database Cutoff Date: 25JUL2024.

b
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Al 84 o HlElEE ARAYUT

3 AAYE

@ CPS =10 oA OS o thg dx &4
AR ELFH TolA F 73 1 05 Aol #&Ha, OS Sdatele EL8hA ekl vh95% Cl:
NR, NR). FFA|& oA F 89 11 OS Abdo] #EHAN, OS T4t 61.8 7o) ATH95% Cl:
49.2, NR).
OS HR ¢ d F4A+ 2R TR FJEHEYFHE Lo Fa dFe 2o HR: 0.72; 95%
Cl: 0.52, 0.98; p=0.01793) [Table 2.7.3-hnscc8: 12]. &y #&HE p-#2 1

oA 7120.0100)& FA skt

KM 542 A5 2 7id ool Za=glen 7 713 Y FEEFR Fe3 o= e
el E FASHA T [Figure 2.7.3-hnsce8: 171 OS Bl &2 #4198 BE A Fdd ZFXE ol H3] 3
BEFW 7oA o =gt} [Table 2.7.3-hnscc8: 12].

Table 2.7.3-hnscc8: 12 A A A=717F B4 (CPS=10 <1 A=}, ITT )

Pembrolizumab SoC
(N=234) (N=231)

Number of Events (%) 73 (31.2) 89 (38.5)
Kaplan-Meier Estimates (months)®

Median (95% Cl) NR (NR, NR) 61.8 (49.2, NR)

[Q1, Q3] [22.4, NR] [14.6, NR]
Person-months 7314.8 6337.5
Event Rate / 100 Person-months 1.0 14
vs SoC

Hazard Ratio (95% ClI)° 0.72 (0.52, 0.98)

p-value® 0.01793
OS Rate at month 6 (%) (95% Cl) 93.6 (89.5, 96.1) | 88.7 (83.9, 92.2)
OS Rate at month 12 (%) (95% Cl) 85.8 (80.6, 89.7) | 77.8 (71.9, 82.7)
OS Rate at month 24 (%) (95% Cl) 74.8 (68.5, 80.0) | 67.1 (60.4, 73.0)
OS Rate at month 36 (%) (95% Cl) 68.2 (61.3, 74.2) | 59.2 (51.7, 65.9)
OS Rate at month 48 (%) (95% ClI) 63.5 (55.7, 70.2) 58.1 (50.4, 65.0)
OS Rate at month 60 (%) (95% ClI) 61.0 (52.0, 68.8) 52.5 (42.9, 61.1)
2 From product-limit (Kaplan-Meier) method for censored data. ® Based on Cox regression model with Efron’s
method of tie handling with treatment as a covariate stratified by primary tumor site (oropharynx/oral cavity vs
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larynx vs hypopharynx) and tumor stage (Il vs IVA) with small strata collapsed as pre-specified in the sSAP. ©
One-sided p-value based on log-rank test stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and tumor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP. NR = Not
reached.

| Database Cutoff Date: 25JUL2024

Figure 2.7.3-hnscc8: 17 | AE7]7¢e] Wit 7pE&-nlo]o] = (CPS=10 A Al d)iA}, ITT
A

100 H
90—-
80
70
60

50

Overall Survival

40

30

20

10 + + Censored
i Pembrolizumab
— s & (SO
0 T T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66
Time in Months
At Risk

Pembrolizumab 234 218 191 161 143 120 89 70 47 32 22 0
SoC 231 205 173 142 113 91 74 56 40 25 17 1

@ CPS =1 ¢ #
CPS =1 <1 A&
frelg AdFs B £
2 (0.76(95% CI: 0.59, 0.98; =& p=0.01529) [Table 2.7.3-hnscc8: 14]°] T}

CPS =1 Q1 A@dEA 2 BE A Jd 254 KM 34 A5 2 7id oo &85
o P@rt 71 iy FHEEFH FEld oz EEd AHE FASIAT [Figure 2.7.3-hnsce8:
18] [Figure 2.7.3-hnscc8: 19].

BE AR A XS g ABEFY OS d8e dutz oz Abdo] AAHH 319
T AA A &=} [Figure 2.7.3-hnsce8: 201

52 = A @dAe A OS o tig 1 2k 4
A2 8 e AU AelA OS HR 43+ EEA 500 Hls| FEEFR
o

Z}2+ 0.72(95% CI: 0.56, 0.94; =+ p=0.00666) [Table 2.7.3hnscc8: 13]

Table 2.7.3-hnscc8: 13 M A AE7|3F 4 (CPS=1 <1 Ao, ITT Jh)
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Pembrolizumab SoC
(N=347) (N=335)
Number of Events (%) 106 (30.5) 128 (38.2)
Kaplan-Meier Estimates (months)®
Median (95% Cl) NR (NR, NR) 61.8 (49.2, NR)
[Q1, Q3] [24.5, NR] [14.2, NR]
Person-months 10621.2 9081.0




vs SoC

p-value®
OS Rate at
(0N
oS
(0N
oS
(0N

Rate at
Rate at
Rate at
Rate at
Rate at

Event Rate / 100 Person-months

Hazard Ratio (95% CI)°

month 6 (%) (95% Cl)
month 12 (%) (95% Cl)
month 24 (%) (95% Cl)
month 36 (%) (95% Cl)
month 48 (%) (95% Cl)
month 60 (%) (95% Cl)

)
)
)
)

1.0

0.72 (0.56, 0.94)

0.00666
94.2 (91.2,
86.3 (82.2,
75.3 (70.2,
69.0 (63.3,
64.0 (57.6,
60.1 (52.4,

9.2)
89.5)
79.7)
74.0)

69.6)
66.8)

1.4

88.4 (84.4,
77.5 (72.6,
67.3 (61.7,
60.2 (54.1,

57.0 (50.4,
51.7 (43.8,

reached.

Database Cutoff Date: 25JUL2024

2 From product-limit (Kaplan-Meier) method for censored data. ® Based on Cox regression model with Efron’s
method of tie handling with treatment as a covariate stratified by primary tumor site (oropharynx/oral cavity vs
larynx vs hypopharynx) and tumor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP. ¢
One-sided p-value based on log-rank test stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and tumor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP. NR = Not

Figure 2.7.3-hnscc8: 18 Z A A&7]|7tel gk 7}E&-ufojo] 2 (CPS=1 1 A oldA, ITT H
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1——=— sec

lizamab

0 T
0

At Risk

Pembrolizumab 347
SoC 335

6

12 18 24

283 237 201
247 203 161

30

Time in Months

170
135

36

132
103

42

100
76

48

68
55

54 60 66

45 29 0
36 26 1

Table 2.7.3-hnscc8: 14 A AE7|3F &4 (TT )
Pembrolizumab SoC
(N=363) (N=351)
Number of Events (%) 113 (31.1) 131 (37.3)

[Q1, Q3]

Kaplan-Meier Estimates (months)?
Median (95% Cl)

Person-months
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NR (61.9, NR)
[25.2, NR]

11133.5

61.8 (50.1, NR)
[14.4, NR]

9550.7




vs SoC

p-value®

OS Rate at
OS Rate at
OS Rate at
OS Rate at
OS Rate at
OS Rate at

Event Rate / 100 Person-months

Hazard Ratio (95% CI)°

month 6 (%) (95% Cl)

month 12 (%) (95%
month 24 (%) (95%
month 36 (%) (95%
month 48 (%) (95%

(
(
(
month 60 (%) (95%

o))
o))
o))
o))
o))

1.0

0.76 (0.59, 0.98)
0.01529

94.2 (91.2,
86.7 (82.7,
75.9 (70.9,
68.4 (62.9,
63.6 (57.4,
59.8 (52.4,

96.2)
89.8)
80.1)
73.3)
69.1)
66.4)

1.4

88.6 (84.8,
77.9 (73.2,
67.9 (62.5,
61.1 (55.1,
58.0 (51.6,
52.9 (45.2,

91.5)
81.9)
72.7)
66.5)
63.9)
60.0)

reached.

Database Cutoff Date: 25JUL2024

® From product-limit (Kaplan-Meier) method for censored data.
® Based on Cox regression model with Efron’s method of tie handling with treatment as a covariate stratified by
primary tumor site (oropharynx/oral cavity vs larynx vs hypopharynx) and tumor stage (lll vs IVA) with small strata
collapsed as pre- specified in the sSAP.

¢ One-sided p-value based on log-rank test stratified by primary tumor site (oropharynx/oral cavity vs larynx vs
hypopharynx) and tumor stage (lll vs IVA) with small strata collapsed as pre-specified in the sSAP. NR = Not

Figure 2.7.3-hnscc8: 19 A AE7]7kol| tigh 7h&gh-vle]o] T 2(TT Hh)
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>
o 40
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20+

10+ + Censored

J Pembrolizumab
— — = SoC
0 T T T T T T T T T T T
0 12 18 24 30 36 42 48 54 60 66
Time in Months
At Risk
Pembrolizamab 363 340 298 250 214 179 138 104 70 46 30
SoC 351 311 261 212 169 142 109 81 57 38 27 2
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Figure 2.7.3-hnscc8: 20 3¢+ AAE OS f8¥ =% (IT )

Pembro SoC Total HR 95% CI
#Event/N #Event/N #Event/N
Overall 113/363 131/351 244/714 0.76 (0.59,098) #
Primary tumor site |
Oropharynx/Oral Cavity 77/254 99/251 176/505  0.70 (0.52,095) @
Larynx 26/81 28/73 54/154 0.71 (0.42,121) &
Hypopharynx 10/28 4/26 14/54 223 (0.69,7.20) p—oe——
Tumor stage I
III 19/90 34/93 53/183 052 (0.30,092)
VA 94/271 97/257 191/528  0.84 (0.63,1.11) ”
PDL1 TPS status
TPS <50% 79/257 88/242 167/499  0.75 (0.56, 1.02) A
TPS >=50% 31/103 42/107  73/210 0.72 (0.46,1.15) &
Age category ‘
<65 72/249 84/227 156/476 071 (0.52,097) #
>=65 41/114 47/124  88/238 0.86 (0.56,1.30) I
Gender |
Female 21/77 20/74  41/151 094 (051,1.73) KA
Male 92/286 1117277 203/563  0.72 (0.55,095) #
Race |
White 88/284 99/270  187/554  0.78 (0.59,1.04) W
All Others 19/70 29/75 48/145 0.60 (0.34,1.08) &
Region I
North America 20/64 20/49 40/113 0.71 (0.38,1.33) ed
European Union 39/138 46/145  85/283 081 (053,124) &
Rest of World 54/161 65/157 119/318  0.71 (0.50, 1.02) ﬂ
Smoking status ‘
Never Smoker 21/64 29/81 50/145 0.85 (0.48,1.49) IO‘-I
Former Smoker 50/176 48/144  98/320 0.79 (0.53,1.18)
Current Smoker 37/117 51/123  88/240 0.63 (0.42,097) ‘
rrrrrrr.
0123456

Pembro < Favor - SoC

@ CPS <1, CPS 1-9 2 CPS <10 2] OS o tigh AL E4
CPS <1 F oA #&ZH OS ¢ HR & 1.73(95% CIL: 0.32, 9.54)0] A A gk, CPS <1 3F$I(n=27)2] =&
EE 77 W2 C & 238t HF A8 A7 Aok Fol gt [Figure 2.7.3-hnscc8:
211. CPS 1-9 X3} CPS <10 F oA ##EE OS ¢ HR 2 72+ 0.70095% Cl: 0.44, 1.11) 2
0.76(95% CI: 0.49, 1.19)°]%lem, BE AddAe OS daet dAstAtHHR: 0.76; 95% Cl: 0.59,
0.98). [Figure 2.7.3-hnscc8: 21].

Figure 2.7.3-hnscc8: 21 39 AAE OS H1d¥] =& (A (TT D)

Pembro  SoC Total HR 95% CI
#Event/ #Event/N #Event/N

Overall113/363 131/351 244/714 0.76 (0.59, 0.98)

PDL1 CPS<10 Groups
CPS<1 4/13 2/14 6/27 1.73 (0.32,9.54)
1<=CPS<10 33/113  39/104 72/217 0.70 (0.44,1.11)

PDL1 CPS<10

i

CPS <10 37/126  41/118 78/244 0.76 (0.49, 1.19)
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Figure 2.7.3-hnscc8: 22 A AE7|7tel] gt 7}&@-vlo]o] 2= RECIST 1.1 o] w& BICR #H7}
of &A% (CPK1 <1 Ao, ITT o)
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Hegdtd 9bd w-3(pCR)-E BIPR ©] H71sk ti2, A" 934 24 A4 2 AA HHY »E =
H Hzd Yo #F A5A dHFAEI] gle Aoz HoFAh
% EEX 5 Hlwste] AEEEF5 oA BIPR B7te] 243 pCR Bl &
= 4.2%97 95% CL 2.1, 7.6 ). pCR V&2 FABEFqt
]E o] A5 %Ak

CPS =11 Hel A% EEAmsh vimetol AB G EoIA BPR B7bol 27 pCR ¥l ol
AdEReoH w25 ztolE 3.1%At 95% Cl 1.6, 5.6 . pCR Y &S ABEE T #
o] A% 32%91 TEAZ 9 A9 0%YTh
2E ANIUgAe] 4 =59 Hlwste] ABELFT oA BIPR #H7bol &A% pCR B &9]
ARERow weE zol= 3.0%Hch 95% CL 1.5 5.3 . pCR 1S AB=Eg 3y #
o A9 3.0%932 BFAFE T F$ 0%A 0

"o

(5) FARIAH
gz B3 A3(PRO)= EORTC QLQ C30, EORTC QLQ-H&N35(2 =+ 37FH <) 2 EQ-5D-

SL(E41 2 H7has)e AHgstel Wzhslth EORTC QLQ-C30 AuHH 17 4ElQol 2 A4 7%
4% 9k EORTC-QLQ-HAN-35 & A8 2717), 237 2 5% 4o wolxehel oiul s Bz
o 13 FHEA Aol BE A@ugaeld] 4Rtk RE A@hAA, CPS =1 AW 2L CPS =

1
10 "ol tha o] PRO @lo] ¥4 PRO FAS Ag 7oz wuh,
EORTC QLQ-C30 #wd A7 Fel/QoL 2 71% 999 A% ¥57F 255 HRQL & 7]%0|
o 5t e ﬂu@q. EORTC QLQ-H&N-35 ¢ 7% A57h 2255 F40 o Asjrrs
AL ofEsta A5t ResE 4ol AMATE AL ofn
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ArA o2 HRQoL 9 HNSCC 542 @7 &< A BxeW A% A7 ¢ & Bx WA
+ ANz=EHR GACA A Hol Tt Hol 22kl tir] H Wile Az o

6 <= ¥ sty 997t
T4 B Grtd mad, RE AFWAA JAdedA BEEHFT 7 AWEA T F 54.0%
R REAT T AYHAA F 42.2%7) AYPTOR BRE v, Ansdry 7 A
325% B EEAF T AFWEA T 444%7F AP TOE ERHENCH, ol FEEHFH A
8 EYE WYY 5 Atk WREAFT T ALOYA F 135% L BEAR T AU F
134%+ Fe< TA FdAY € 5 A H7IE A ¥tk [Table 2.7.3-hnsce8: 181,
Table 2.7.3-hnscc8: 18 <& % £ W3 2o (TT HH
Pembrolizumab SoC Total
n (%) n (%) n (%)
Participants in population 363 351 714
Risk Category by Central Assessment
HIGH RISK 118 (32.5) 156 (44.4) 274 (38.4)
LOW RISK 196 (54.0) 148 (42.2) 344 (48.2)
Missing 49 (13.5) 47 (13.4) 96 (13.4)
Post-surgical pathological risk categorization of participants as either high or low risk was completed based on
central (BIPR) pathological assessment of the surgically resected specimens from the primary tumor site and neck
lymph nodes.
Database Cutoff Date: 251U12024
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Table 42 Drug Exposure by Duration (APaT Population)

KN-689 KN-689 Pembrolizumab Pembrolizumab Monotherapy
Pembrolizumab SoC Monotherapy Reference Safety Dataset
HNSCC Pool
(N=361) (N=315) (N=909) (N=7631)
Duration on Therapy (months)
Mean 7.99 2.70 5.43 7.85
Median 9.10 2.89 3.02 5.78
SD 5.07 1.20 6.09 6.91
Range 0.03 to 22.34 0.03 to 0.03 to 29.70 0.03 to 38.01
7.20
Number of Administrations
Mean 10.16 1.25 8.74 12.33
Median 12.00 1.00 5.00 9.00
SD 6.76 1.33 9.08 10.12
Range 1.00 to 19.00 0.00 to 1.00 to 58.00 1.00 to 59.00
4.00

Duration of exposure (months) is calculated as ((last treatment date - first treatment date + 1) / 30.4367)
Database cutoff date for KN-689: 25JUL2024

(@ oA Qe

KEYNOTE-689 €] 1 2} FIHEA A, HBEE T #2 AA 7H5g LA HNSCC Al g=to] o g

ot ZEude dutH oz HBEYFY TE5aH] IR AN Z2ad 2 A ey
A

d

NaEepee W ey ZEads ANSHET AT A PGS A8 gy
drhsel olabite MFE WEEYFY 27 EREAR ZolA fAT TAEE BHAY [Table
47). FUE o4 WAE B o PWSOE AY Fof YTEW WARL EFEANE 2ol v
BEFY ZoAA O EdAW, o] Folt za%% BAR Fol o old UruA ekt

5% WBEFY G589 HNSCC wo el ERM HNSCC A@thd By A7 T4)sh vl
o ), oFE B ol gULS, 35 B oAU, % #el 3-5 5F ol % olgurg mi of
2 B oo QAF Fo TFY YAEL ARBAFY FolA © BT [Table 47). ©|

g3 ol gasaéw GAHEY + AsEGEE FET BT FNEAT UEA
HNSCC Hlojei Aol vish Au &g 2ol 1 =% 7)ol B A7) wEel 3.0 ALY vs 9.1 )
J 4Rl AR eREe Yudes nguy



Table 47. Adverse Event Summary (APaT Population)

KN-689 KN-689 SoC Pembrolizumab Pembrolizumab
Pembrolizuma Monotherapy Monotherapy
b HNSCC Pool Reference Safety
Dataset
n (%) n (%) n (%) n (%)
Participants in population 361 315 909 7,631
with one or more adverse events 348 (96.4) 305 (96.8) 882 (97.0) 7,375 (96.6)
with no adverse event 13 (3.6) 10 (3.2) 27 (3.0) 256 (3.4)
with drug-related?® adverse events 294 (81.4) 258 (81.9) 562 (61.8) 5,462 (71.6)
with toxicity grade 3-5 adverse events 275 (76.2) 233 (74.0) 512 (56.3) 3,514 (46.0)
with toxicity grade 3-5 drug-related 161 (44.6) 135 (42.9) 134 (14.7) 1,208 (15.8)
adverse events
with serious adverse events 179 (49.6) 116 (36.8) 404 (44.4) 2,742 (35.9)
with serious drug-related adverse 69 (19.1) 33 (10.5) 88 (9.7) 840 (11.0)
events
who died 25 (69) 24 (76) 79 (8.7) 346 (4.5)
who died due to a drug-related adverse 4 (1.1) 1 (0.3) 8 (0.9) 42 (0.6)
event
discontinued drug due to an adverse 88 (24.4) 45 (14.3) 120 (13.2) 1,066 (14.0)
event
discontinued drug due to a drug- 64 (17.7) 39 (12.4) 50 (5.5) 639 (8.4)
related adverse event
discontinued drug due to a serious 47 (13.0) 11 (3.5) 96 (10.6) 714 (9.4)
adverse event
discontinued drug due to a serious 27 (75) 8 (2.5) 32 (3.5) 347 (4.5)

drug-related adverse event
2 Determined by the investigator to be related to the drug.
Grades are based on NCI CTCAE version 4.03

Non-serious adverse events up to 30 days of last treatment and serious adverse events up to 90 days of last
treatment are included.

MedDRA preferred terms "Neoplasm Progression", "Malignant Neoplasm Progression" and "Disease Progression"
not related to the drug are excluded.

Database cutoff date for KN-689: 25JUL2024

Q) E3kA LT o) AL

ol mpgbdl 2024 @ 7 ¥ 25 & VIEo R, 3 A oo AE BAELS FEEYFT (96.4%)%
HEAT T(96.8%)A FASIAT [Table 49]. FEBEFH oA 7P RIHSA Rud(TAE
=20%) °l4Wrge T, WA AR &, AT Fa, WE, detad, \b], A7 sA S,
oA, A=, 77 Az 2 AAIY REFAE FolA 7P WIHEA RaREEAE =20%) oS
= TS, BAR IR B, 0, dekd, o4, Al e, 7 ) Rt o] 2Rk ot
<

o=, o]ut ol A2 FASEE Y [Table
5.3.5.3.3-hnscc8: 51.
AR YT v T FEEAFT E58H HNSCC vlo]HAME o, g 7 o]/de] o]dwks &
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AELS AEELFT £96.4%)3 T FEREYFH &52H HNSCC H O EA EOG7.0%) 4 A}
At [Table 49]. FEHEZFR T3 T FEEL T T=52% HNSCC Hlo|HAE o), 7Hg HIi
stA Bad o] 4RkE HAECIN% EHE)S FBEYFH T4 B EFACI0% 2ol B ol
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= o= WA AR £ Al2EEZE ASE WA =E 73] FHET
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Table 49 Participants With Adverse Events By Decreasing Frequency of Preferred Term
(Incidence = 10% in One or More Treatment Groups) (APaT Population)

KN-689 KN-689 SoC  Pembrolizumab  Pembrolizumab
Pembrolizumab Monotherapy Monotherapy
HNSCC Pool
Reference
Safety Dataset
n (%) n (%) n (%) n (%)
Participants in population 361 315 909 7,631
with one or more adverse events 348 (96.4) 305 (96.8) 882 (97.0) 7,375 (96.6)
with no adverse events 13 (3.6) 10 (3.2) 27 (3.0) 256  (3.4)
Stomatitis 150 (41.6) 172 (54.6) 29 (3.2) 201 (2.6)
Radiation skin injury 144 (39.9) 151 (47.9) 4 (0.4) 13 (0.2)
Weight decreased 129 (35.7) 86 (27.3) 128 (14.1) 628 (8.2)
Anaemia 123 (34.1) 105 (33.3) 204 (22.4) 982 (12.9)
Dysphagia 105 (29.1) 100 (31.7) 91 (10.0) 190 (2.5)
Constipation 97 (26.9) 70  (22.2) 177 (19.5) 1,179 (15.5)
Hypothyroidism 89 (24.7) 17 (5.4) 147 (16.2) 937 (12.3)
Nausea 88 (24.4) 87  (27.6) 151 (16.6) 1,534 (20.1)
Fatigue 85 (23.5) 52 (16.5) 281 (30.9) 2,368 (31.0)
Dry mouth 81 (22.4) 81 (25.7) 50 (5.5) 388 (5.1)
Diarrhoea 78 (21.6) 33  (10.5) 133 (14.6) 1,678 (22.0)
Lymphocyte count decreased 65 (18.0) 48 (15.2) 38 (4.2) 130 (1.7)
Insomnia 64 (17.7) 25 (7.9) 72 (7.9) 528 (6.9)
Vomiting 59 (16.3) 32  (10.2) 96 (10.6) 945  (12.4)
Dysgeusia 55 (15.2) 60  (19.0) 22 (2.4) 150  (2.0)
Alanine aminotransferase 53 (14.7) 29 (9.2) 42 (4.6) 572 (7.5)
increased
Hypokalaemia 52 (14.4) 40 (12.7) 78 (8.6) 324 (4.2)
Hyponatraemia 49 (13.6) 25 (7.9) 93 (10.2) 387 (5.1)
Oral pain 48 (13.3) 28  (8.9) 22 (2.4) 53 (0.7)
Decreased appetite 47 (13.0) 42 (13.3) 150 (16.5) 1,312 (17.2)
Pyrexia 45 (12.5) 17 (5.4) 108 (11.9) 934 (12.2)
Neutrophil count decreased 44 (12.2) 61 (19.4) 6 (0.7) 53 (0.7)
Aspartate aminotransferase 43 (11.9) 23 (7.3) 56 (6.2) 538 (7.1)
increased
White blood cell count decreased 43 (11.9) 55 (17.5) 14 (1.5) 70 (0.9)
Rash 41 (11.4) 5 (1.6) 101 (11.1) 1,175 (15.4)
Asthenia 39 (10.8) 39  (12.4) 64 (7.0) 880  (11.5)
Pruritus 38 (10.5) 6 (1.9) 87 (9.6) 1,435 (18.8)
Oral candidiasis 37 (10.2) 19  (6.0) 24 (2.6) 101 (1.3)
Cough 33 (9.1) 13 (4.1) 145 (16.0) 1,392 (18.2)
Arthralgia 31 (8.6) 17 (5.4) 105 (11.6) 1,449 (19.0)
Headache 30 (8.3) 13 (4.1) 95 (10.5) 946 (12.4)
Procedural pain 30 (8.3) 32 (10.2) 6 (0.7) 60 (0.8)
Pneumonia 26 (7.2) 26 (8.3) 99 (10.9) 487 (6.4)
Dyspnoea 20 (5.5) 16 (5.1) 138 (15.2) 1,130 (14.8)
Back pain 13 (3.6) 5 (1.6) 73 (8.0) 847  (11.1)
3 A olgel kg BA oS (F, AFA} APARD BA AT AFF ) PHES A

- 173 -



BEYFY 7@LA%I EFAE TBLI%WNA FASEA T [Table 50].

7 A #dd o) INSERE = 2002 AEEYFH T A5 AT A7
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Table 50. Participants with Drug-Related Adverse Events By Decreasing Frequency of
Preferred Term (Incidence = 5% in One or More Treatment Groups)

KN-689 KN-689 SoC Pembrolizumab Pembrolizumab
Pembrolizumab Monotherapy Monotherapy
HNSCC Pool Reference Safety
Dataset
n (%) n (%) n (%) n (%)
Participants in population 361 315 909 7,631
with one or more adverse events 294 (81.4) 258 (81.9) 562 (61.8) 5,462 (71.6)
with no adverse events 67 (18.6) 57 (18.1) 347 (38.2) 2,169 (28.4)
Radiation skin injury 142 (39.3) 148 (47.0) O (0.0) 1 (0.0)
Stomatitis 140 (38.8) 164 (52.1) 12 (1.3) 103 (1.3)
Hypothyroidism 70 (19.4) 6 (1.9) 107 (11.8) 810 (10.6)
Fatigue 65 (18.0) 41 (13.0) 146 (16.1) 1,476 (19.3)
Nausea 64 (17.7) 67 (21.3) 46 (5.1) 675 (8.8)
Dry mouth 63 (17.5) 68 (21.6) 13 (1.4) 209 (2.7)
Dysgeusia 46 (12.7) 56 (17.8) 8 (0.9) 79 (1.0)
Neutrophil count decreased 42 (11.6) 59 (18.7) 5 (0.6) 34 (0.4)
Lymphocyte count decreased 41 (11.4) 28 (8.9) 14 (1.5) 64 (0.8)
Vomiting 39 (10.8) 25 (7.9) 18 (2.0) 248 (3.2)
White blood cell count decreased 39 (10.8) 50 (15.9) 6 (0.7) 34 (0.4)
Dysphagia 37 (10.2) 49 (15.6) 5 (0.6) 22 (0.3)
Weight decreased 35 (9.7) 34 (10.8) 25 (2.8) 148 (1.9)
Anaemia 32 (8.9) 34 (10.8) 43 (4.7) 234 (3.1)
Decreased appetite 30 (8.3) 29 (9.2) 55 (6.1) 525 (6.9)
Pruritus 29 (8.0) 1 (0.3) 59 (6.5) 1,143 (15.0)
Rash 29 (8.0) 0 (0.0) 74 (8.1) 884 (11.6)
Hyperthyroidism 27 (7.5) 5 (1.6) 15 (1.7) 352 (4.6)
Alanine aminotransferase increased 23 (6.4) 16 (5.1) 24 (2.6) 336 (4.4)
Diarrhoea 23 (6.4) 7 (2.2) 52 (5.7) 904 (11.8)
Oral candidiasis 23 (6.4) 15 (4.8) 7 (0.8) 17 (0.2)
Dermatitis 21 (5.8) 15 (4.8) 7 (0.8) 46 (0.6)
Odynophagia 21 (5.8) 25 (7.9) 1 (0.1) 7 (0.1)
Aspartate aminotransferase increased 20 (5.5) 8 (2.5) 29 (3.2) 312 (4.1)
Asthenia 19 (5.3) 19 (6.0) 26 (2.9) 491 (6.4)
Oral pain 19 (5.3) 17 (5.4) 2 (0.2) 13 (0.2)
Pneumonitis 19 (5.3) 0 (0.0) 34 (3.7) 268 (3.5)
Blood creatinine increased 16 (4.4) 16 (5.1) 3 (0.3) 105 (1.4)
Pharyngeal inflammation 15 (4.2) 19 (6.0) 0 (0.0) 0 (0.0)
Platelet count decreased 14 (3.9) 24 (7.6) 5 (0.6) 43 (0.6)
Arthralgia 10 (2.8) 2 (0.6) 32 (3.5) 672 (8.8)

Every participant is counted a single time for each applicable row and column.

A specific adverse event appears on this report only if its incidence in one or more of the columns meets the
incidence criterion in the report title, after rounding.

Non-serious adverse events up to 30 days of last treatment and serious adverse events up to 90 days of last
treatment are included.

Database cutoff date for KN-689: 25JUL2024
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Table 55. Participants With Drug-Related Serious Adverse Events Up to 90 Days of Last Dose
By Decreasing Frequency of Preferred Term (Incidence = 1% in One or More Treatment
Groups) (APaT Population)

KN-689 KN-689 SoC Pembrolizumab Pembrolizumab
Pembrolizuma Monotherapy Monotherapy
b HNSCC Pool Reference Safety
Dataset
n (%) n (%) n (%) n (%)
Participants in population 361 315 909 7,631
with one or more adverse events 69 (19.1) 33 (10.5) 88 (9.7) 840 (11.0)
with no adverse events 292 (80.9) 282 (89.5) 821 (90.3) 6,791 (89.0)
Colitis 6 (17) o (00) 4 (04) 63 (0.8)
Stomatitis 6 7)) 2 (06) 2 (02) 3 (0.0)
Immune-mediated hepatitis 5 (14) O (0.0) o0 (0.0) 3 (0.0)
Pneumonitis 5 (1.4) 0 (0.0) 12 (1.3) 129 (1.7)
Adrenal insufficiency 4 (1) O (0.0) 2 (0.2) 25 (0.3)
Acute kidney injury 2 (0.6) 6 (19) 2 (0.2) 19 (0.2)
Febrile neutropenia 1 (03) 4 (2.3) O (0.0) 0 (0.0)
Nausea 0 (0.0) 3 (10) 1 (01) 7 (0.1)

Every participant is counted a single time for each applicable row and column.

A specific adverse event appears on this report only if its incidence in one or more of the columns meets the
incidence criterion in the report title, after rounding.

Serious adverse events up to 90 days of last treatment are included.

Database cutoff date for KN-689: 25JUL2024
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Table 56. Participants With Drug-Related Adverse Events Resulting in Death Up to 90 Days of
Last Dose By Decreasing Frequency of Preferred Term (Incidence > 0% in One or More
Treatment Groups) (APaT Population)

Participants in population
with one or more adverse events

with no adverse events

COVID-19 pneumonia

Death

Pneumonitis

Renal failure

Acute kidney injury
Autoinflammatory disease
Cardiac failure acute
Cardio-respiratory arrest
Disseminated intravascular coagulation
Encephalopathy

General physical health deterioration
Guillain-Barre syndrome

lleus paralytic

Interstitial lung disease

Large intestine perforation
Malignant neoplasm progression
Myocardial infarction
Myocarditis

Myositis

Pneumonia

Pneumonia klebsiella

Pulmonary embolism
Respiratory failure

Sepsis

Stevens-Johnson syndrome
Sudden death

Superior vena cava syndrome

Urinary tract obstruction

Every participant is counted a single time for each applicable row and column.

KN-689 KN-689 SoC
Pembrolizuma
b

n (%) n (%)
361 315
4 (11 1 (0.3)
357 (98.9) 314 (99.7)
1 (03) o (0.0)
1 (03) 0 (0.0)
1 (03) 0 (0.0)
1 (03) o0 (0.0)
0 0.0) 1 (0.3)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (00) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0o) o (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) o0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) o0 (0.0)
0 (0.0) 0 (0.0)
0 (0.0) 0 (0.0)
0 (00) 0 (0.0)
0 (0.0) 0 (0.0)

Pembrolizumab
Monotherapy
HNSCC Pool

n

909

901

O O O B OO OO OO0 OO0 »r B OO OO O r OO +» O o N +» O

(%)

(0.9)

(99.1)

(0.0)
(0.1)
(0.2)
(0.0)
(0.0)
(0.1)
(0.0)
(0.0)
(0.1)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.1)
(0.1)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.1)
(0.0)
(0.0)
(0.0)

Pembrolizumab
Monotherapy
Reference Safety

Dataset

n

7,631

42

7,589

P R N R R N R R B R R R DR B R R R R PR PR PR B OO0 ® W O

Non-serious adverse events up to 30 days of last treatment and serious adverse events up to 90 days of last

treatment are included.

Database cutoff date for KN-689: 25JUL2024
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(0.6)
(99.4)

(0.0)
(0.0)
(0.1)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.1)
(0.0)
(0.0)
(0.0)
(0.1)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
(0.0)
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Table 58. Adverse Event Summary For AEOSI (APaT Population)

KN-6%9 KN-689 Sol Pembrolizumat
Pembrohizuma Mor af
b ll\\(( I' !
n (%) n (%) n (%)
Participants in population 361 315 909
158 (43.8) 34 (10.8) | 244 (268) |2
203 (56.2) | 281 (89.2) | 665 (732) | 5
128 (35.5)| 13 4.1) 186 (205) | 1
306 (10.0) 2 (0.6) 49 (5.4
34 (9.4) (1] (0.0) 40 44
29 (8.0) 1 (0.3) 47 (5.2) 527 6.9
27 (7.5) (1] (0.0) s (4.2) 462 (6.1)
who died 1 (0.3) 0 (0.0) 3 (0.3) 13 0.2)
who died due to a drug-related adverse 1 (0.3) 0 (0.0) 3 (0.3) 13 0.2)
cvent
dis nued drug due to an adverse 28 (7.8) 0 (0.0) 23 2.5 363 (4.8)
di frug due to a drug-related 28 (7.8) 0 (0.0) 23 2.5) 356 “.7N
dis rug due to a serious 17 (4.7) 0 (0.0) 17 (1.9) 231 3.0y
& 1g due to a serious 17 4.7) 1] (0.0) 17 (19 229 (3.0)
d clated adverse event
Dete 1 by the investgator to be related to the drug
Grades are based on NCICTCAE version 4.03
us adverse events up to 30 days of last treatment and serious adverse events up to %0 days of last treatment
are included
Database cutoff date for KN-689: 25JUL2024
The list of studies and database cutoff dates for the aggregate safety datasets within this table are provided in the
appendix of Module 2.7 4

Source: [ISS: adam-adsl: adae

6.5.3. HI3 A 4A E (Non-pivotal studies)
KEYNOTE-412 & HA|7} E7Fsste] Ad F<o] o
gaes WEENEY « FPPAURPE WE FolB ¥ 2
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UPAR WRBLYFUL Fo we AP YAelA EFS 7 7H**H% Aol ATk HR &
0.83(95% CI: 0.68, 1.03)°]1aL, log-rank p & 0.0432 p # el 71=< 0.024 Boh Zit.
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KEYTRUDA is indicated for the treatment of adult patients with resectable locally advanced HNSCC
whose tumors express PD-L1 [Combined Positive Score (CPS) =1] as determined by an
FDA-approved test [see Dosage and Administration (2.1)], as a single agent as neoadjuvant
treatment, continued as adjuvant treatment in combination with radiotherapy (RT) with or without
cisplatin and then as a single agent.
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