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vl AN 2| oF
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5. BAl 7FHsHEY 271 4 cm Ol EE% 3 dxd) vlaA 2ot gRte x]ii/\i Fa A
fQ¥(neoadjuvant)o 2 WiZ 7|9t fofeteteat W8 QW, 123 oJojN a9
(adjuvant)o 2 ©= Q=

6. AAlaxt g 7]dt steta A X g& W2IB 7|(T2a =4cm), 1I7] = MAZ] v ANzt $HX
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FAD 5§ IS SHS FAT A4S o] %9 Folg FHdAc
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2% ool =g irHzolE g ZAEe sldgos 19 10 mg ootz 49d & G B350
1ol o A5 ol £ 123 ol 2o S40l 015702 S%elA g Afole of ool Folg ¢
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we|2lo] Ay ARHAIO 2u) oloR HasHs HL, of ofut AXElde] EolE RE AT F
Ul m2ERAfRolE Soig nejiic)

o ofy} AMule]de W Toslt AL, oFBolyvre S AAs| £Asb] Yl & A i £ A

OFg U FUSIL aAMuleldo] B2k ZaAsLAL, FULICE AMulEldo] okgolAule AHS 93t

WAL FMute]do) sj7hARtS Fhugicy. o] ofo] gaziare WAtwlA] ehirh

2. 43 gARtofl= AFsl £ A
27 At AAY WA 2 A APHHAEES Yol e A}

3. ol 4Ate]
1) QRN Bas olxAte
of ool 7tEl ASE(ASET @
(MK-3475A-D77) @ 7| E=2ch Aoz
ol et
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MK-3475A-D77 ¥4t= o|Xof X|& 74¥o| @i EGFR, ALK T+ ROS1 9744 ®ol7} gl Mol/d
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BEAZHY AAE RO of ofnt JlERet YARAT ulmsel oFE FEY U WYL W
Jhet oplE, 2Ae] Wi, 371, B4 dia? drolch & 37799 #Ash o) 65 ujet of of 790

mgg W V¢ steteuut W Este] ol WAL(n=251) Et U] 65 ufch 7|ERcH HURAF 400
mgs Mg 71v stete it Ygste] £of Wokthn=126).
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Solgt 7|E2ct FUZA] obxly menjolul AyIsoz ApElglon], o] oFg Bof we xR




o Mut 72 FAF RO uk2o] 2.4%(6/251) 712 LAISH O

MK-3475A-D77 QoA o] ofal w3 7|yt shete e wgdt

5t WA-Of7 QFEo]ANrS e ZFARM A EHE(14%), ZIAMAM 3HX
(

Sl JEe L H O
A BA(2%), 5 =5 We(1.6%), Y

U A YYAPA F 27999 L o= J|ERCH JUEA] obd

2 e wASET A2
Fzre 4.271B0HS: 19~ 30.4719)0I AT, 6719 ol REWLS AL 115

3%, 14 o]4

I A
(o)
rlo oy
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T2 A 10% oA 2E Fo & 90LA 7HA] Az B SO o AHI(SAE)7 EaE 9l
7P S5t et Als o™ %"413& odAtdls HBE, 2EY. GAL EEold. AF ©HA
A
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Al
AL 5%7} Klﬂ *JE* °F= Ol*“ﬂ‘é—i IERL FUFAL RS SHSIAG. I ERH FURALE
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N EAE
= 2 KEYNOTE-006014 215 Shajol/] 7|E20t JUFALE Sof3he o 10% ol o] ShfolA
B0 oA R Zlolch b E3F o] AAR(20% ol el FAtolA HnE): 2ot MY
o},

® NS oA 71 ERG FUWAALS Folie o 10% olde] AtA Eiwy ojE Ry
ol o]doz At o] FAH(KEYNOTE-006)

71E2C JWAAL 10 mg/kg o282 +Y 3 mg/ke
uj 23 E+= 350] 13] U 3%0f 13]
n=555 n=256
o] AL e 53 3-453 BE S8 3-453
(%) (%) (%) (%)
HAl Ao L Sojng] Ae
e | 28 | 0.9 | 28 | 3.1
0% 9 fstza Ao
RN 24 0.2 23 1.2
uRub =S 13 0 2 0
2247 L 2REA B
el 18 0.4 10 1.2
EE IS 12 0.9 7 0.8
3571, 8% 9 345 Bl
713 17 0 7 0.4
sead 11 0.9 7 0.8
IR
A8 7 | 16 | 0.5 | 14 | 0.8
A7 7ol
& | 14 | 0.2 | 14 | 0.8
" NCI CTCAE v4.00] @2} 53 ujzich
P, B EHAlL S EA, AAEA, R SRl R A 3R, A EAl, A HAlL kel
wrle materc
‘mR AMaAte mabsict




FJ|E2r} JWMZAALS Eof €9he SEx} 10% O|AtoA] OFE2 UARo2 X Q35 ojald2 BEuE e
ot At 2AH26%), 2 (FH)21%), 2F5(17%).

SME SxIO] 20% o]Ato|A WhAEE 7| AR KT olslEl QlAFAAL
] A8t o] AHKEYNOTE-006)

o = T 4y o B =2
I ERTt JUWAAL 10 mg/kg ojge| &
0] 23 EE 339 13]
AAAA BE 53 (%) | 3-453 (%) 2E 53 (%) 3-453 (%)
sFer s Z4AE
g 45 4.2 45 3.8
LAY ES 43 2.6 31 1.1
HNUEFEZS 28 4.6 26 7
AST =7} 27 2.6 25 2.5
REEENE RN 20 1.2 13 0
st AAt
I 35 3.8 33 4.0
AT JATAS 33 7 25 6
" Al 7IAAIZE g A4 18] o)A} AR £ o] JHseid At thsf Zb Al wAyES AlASH
Aok F|ERTE JUWRAK520-546%) 2 o] RRH237-2479). LEFAHAYES: J|ERT FUWRAF n=429,
oj™a| 3 n=183; NEZYAEESBS: 7|ERY FJURA n=484, o]Ha] Y n=205.

¥ NCI CTCAE v4.00] we}t E2& ofZct.

uko Sixtol| A 20% o]Ato 2 W E T2 QIAMAAIX] o]Ahe theut Zich
59 27%. 3-455 2.4%), ALT Z7HZE 53 23%. 3-45+ 3.1%), ALP

% 45 KEYNOTE-002004 S4%5 SHAo|A] 7|ERTH HUEALE Fojshe 1 10% o4l ExfolA
B o]/ JARE Qofst Zolt. 7P &7t ol ARI(20% ol4e] gxtolA HidE)es mE, AYE,
WAl el 94, MAL A8zE gk,
H 5 J|ERT JUWRALS Folgt SAE X1 20% ol/dolA St ZIARED ofgtE ASHAL
A ol & stetauAl 2 o402 wWol WA o AHKEYNOTE-002)
7| EST BURAL 2 mg/kg B sret QA
10 mg/kg
oj 3% 13]
AN A e =32 (%) | 3-452 (%) BE 53 (%) | 3-45F (%)
s} At

138G 49 6 44 6
AgBugd= 37 1.9 33 0.6
AUESSE=S 37 7 24 3.8
VBHRLE S 33 0 32 0.9
ALP =7} 26 3.1 18 1.9
AST =7} 24 2.2 16 0.6
Bicarbonate Zr4a 22 0.4 13 0
ANZads 21 0.3 18 1.9
ALT =7} 21 1.8 16 0.6
" A ZIARE A A4 18] o] YA B0] JH5E Aol dish 2 AlgE WAEES AAltst
Aot | ERTE FYUWRAK320-3257) L ST HA|(154-161%): LF/GAYE S 7| ERTE FJUWRAF n=247,
3}t QWA n=116; bicarbonate Zt4: 7|EZC} JWMAA} n=263, s}t Q¥ A n=123.




[ 7 NCI CTCAE v4.00 o}e} 532 ojzch |

ERTH AURALS Fof W TxfolA 20% o402 WuE CFE UYAR oS cheut 2ok
HA(BE SF 44%, 3-45F 10%), ol ZAZ(BE SF 40%, 3-45F 9%).
WO, 8% W omelDY Eoigud BAYC 9HY ZEUUL Al

=% ghx} 969% % KEYNOTE-0540] Aojgt HAlag w
Zol 2IH5AL Folgel EAE £ ulan| L

o ZAE BA 101994 WA of N saE =
oF @AfoA9] ol bAlElel MutH o ulAstgct.

SHNESES I

e ey

% 62 KEYNOTE-1890] Aofs) 7|E 20t Fulzatel Mojealie 9 w2 sletoyAlole] He @
oz xBYe At F 10% ool Wi olAtelE H2lst Aolth. KEYNOTE-4070] Folal
J|E2rt Auzatel steEetel @ el 2o avnl AY mIeelse] W eyos Ala
whe oF A& Zdol gl WAN|Em HAlA EuE ol Alls KEYNOTE-1890]4 B gl of
Aatelol QALSTRAIRE, The ol gAtElE olelAo® KEYNOTE-407014 AiEo] 57}soirkr] e

ez
of FURA ot RIAl vs. Hof+ ofStR WA FR(46% vs. 36%). WEE(21% vs. 14%), LEAI
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ok 7| ERT U RAL/RI6E G (H $1:263-340%), S42H
'NCI CTCAE v4.030] w2} 552 ojzict.

¥3e4 fUY
KEYNOTE-522: 193 %7] Arx2A ourel shx} thate]l 44 A ¥ % Q¥(neocadjuvant) U 4%

5 HYxQ¥(adjuvant) Oix UAAA S

o
ERTH AURAS Folure AR 0.9%01A ThEy 7] Jl% BA, A2 AN, 43 2 9 8
Hol Algtut pao] Qb At W W, WY, NS, O MAE, 220 §EFL 2aAe AHAQ
olgAElZt WISt VI ERT AURAS Folure #ato] 44%olA FThE oAt WA

—
N
»
X

T30 B4 BaB2.2%)00t 7| ERTH AU YA ! (=
2005 FHT HLF(26%). BLW FLB5(6%), ALT S7H6%), AST S7H3.7%), WIB(3.5%), LAl
(3.2%). WL 4T Y2F(2.8%) WFT U25(2.8%), 471= TU(2.6%). HA(2.2%), 1211 1

B 27 2 B 282 KEYNOTE-5220] &olsl 7|E 2t Amzte x2uw-e sxjoA wAlst ol 4Ate]
9 QAZALA] o]AhS 27k gorgt Zlolrt

#£27. 71ERT FURALS Fof 2 A 5 20% o] At LAYt o] FARI(KEYNOTE-522)

sty a Wgsto] JlERT AN [ sietey'w ¥8atol Ao/ 9ot
A}200 mg U 3%0] 12]/ 7|E2CH A n=389
ol At LEW
n=778
2E =37 (%) | 3-4 S3(%) 2E =37 (%) | 3-4 SF%)
A 7ol
PER 70 8 66 3.9
ure) 28 1.3 19 0.3
A3 Aol
QA 67 3.7 66 1.8
bl 42 0 39 0.3
AL 41 3.2 34 1.8
Y 34 2.7 29 1
21E 31 2.7 28 15
=t 24 0.5 23 0.8
B 9 ujs} £ Ao
et 61 0 58 0
el 52 5 41 0.5
A ZFof
9% Al w=P 41 3.3 42 2.3
cEe 30 0.5 29 1
o424 9@ A A Ao
e 29 0.5 31 0.3
oaE 20 0.5 19 0
557, 8% 2 54 Fo
71318 | 26 | 0.1 | 24 | 0
A 2 FF Fof
A8 ZHa | 23 | 0.9 | 17 | 0.3
Al Ao
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g 343 2d)e n=o9d, 290 29 42l £ gAY 4 slusaage] yganos
71E 20} FUFAL 200mgS o) 3% Forsteict.
A0 7% nﬂow 420308 2YSHE AYY cYAAE TIEFT JARAL steta YA

e oAl 5’1‘5 f UIASL TH2IEA, QRUEY TR i A 9 huE
B}El WRE WAL 30%oIA WASIACE. BALO] 2% ol WAIR FOIEH oAbl H(2.9%)
BIE(2.2%), 120 BAT ZAF(2%)0] k.

FAte] 11%7} oAl R 7|E RO} FUFAL FoiS %nﬁwq 7|E R0 FURA] GT F

o1zl 7 BIHISE ol AR (= 1% ALT Z7H2.2%). AST 57H1.5%), 1211 B ¢%(1.2%)0 1 q
7|E RO} FUFA] YA FHOR oofAl oAl UH SOOI WUStSLC s R U
Afe] QA] FTo2 ololzl JPE WIS olARl(=2%)e FHT WAF(22%). AW UAF
RIE(7%), ALT 57H6%). HRP ZF45(5%). AST F7H5%). WBTP 5 Z4(3.9%), 123 AH2%)
%t

%29 % 0L KEYNOTE-3550] Afofsl 7|ESCt YuFAbe Aawe SA)A 2 oA
U YYUAA o4 Rt olct.

529 7IERTE FUFAL ATQUAE TP TR F 20% olge] TANA LA oA
(KEYNOTE-355)

F|ESCt FUFAF 200mg Qo
o 330 13] o 330] 13]
+ +
olgAtel ststa A ssta A
n=596 n=281
RE 3 | 34 53%) | RESI 3-4 53%)
*(%) (%)

HA1 %]

hEN | 48 | 5 | 49 | 4.3
A% Aol

Q Al 44 1.7 47 1.8

AL 28 1.8 23 1.8

] 28 0.5 27 0.4

21E 26 2.7 22 3.2
0y 9 w5} &5 Ao

Bt = 34 0.8 35 1.1

ulx)? 26 2 16 0

557, 4 ¢ 34 Zof

7138 | 23 | 0 | 20 | 0.4
oiAL 2 Q% Aol

A8 A | 21 | 0.8 | 14 | 0.4
AA3A 2ol

c et | 20 | 0.7 [ 23 | 0.7

’ o 2w o =2 o 2 R
wRlg watsit
SR 84 1AL 1R A BERe 2R
TRE WSS WY $5 n

130, 7| E2ct AUEAGL SlstayiAlE Sof W #al £ 20% olyolA WAISH s|Mx Bt otate




AAFAATR] o] AHKEYNOTE-355)

J|ERT ZHFAL 200mg o o
A AA of 330 13]+ o] 370 13]+
ssta WA slsta W A|
=e 53 3-4 53 = 53 3-4 53
% % % %
EHstE AAL
L] 90 20 85 19
WL AT 85 39 86 39
ot i 78 50 79 53
do3 gas 73 28 71 19
dam tas 54 19 53 21
35T AAL
ALT =7} 60 11 58 8
AST =7} 57 55 6
1895 52 4.4 51 2.2
Agdn I3 36 2.0 32 2.2
azra] QlAr 25 54 57t 35 3.9 39 2.2
Naa 8% 29 3.3 27 1.8
ANUES 85 28 5 26 6
ALt E5 21 7 18 4.8
NEE 8% 20 4.4 18 4.0

A" ZIRRPE A A A 18] o] AAAARR] F70] 7HsSiE Ato] s 2 AIEE HRES Aot
Aot 7| ERCh FJUBEAE}SEQ HA(HY: 566-592), Hof+ S HA(HY: 269-2807).
'NCI CTCAE v4.030] e} S2< ojzich

AFE7AR Y
SFSPAY QW(CRTI(A A St 2 9% W wWabd QW[EBRT] &
Huzato] obHAe FIGO 2014 II-IVA7] AF27Ret st 5999

e YA ,
FAL(LD. IR, o1F WY AYAY KEYNOTE-ALSIN ZAESIE. & 29599 bt 7l
oF BURALE slshARI AW W Eslel Solwgton) F 3047 BAL Slorg sishyARd AWl

' g3of S gty

Es gAYl =F FYULS 20/4YHY: 12-3274%)e] ek

AHAHQl oA FIERCH YUFAS SSPYAM QML HEote] Fofure T 1A%OIA

WSRO AT, 024 NS, NEE L Y B A7 1AK0.3%)S Y

Friet olgARlE 71E RO FUEAL SSPYAM QH L YO Fofure ALY 34%c)H AL

ek @xtel 1% ool WA BT olYARIE 2 YYGIH, WHLTH, 924 BEF

(L4%). WEZ(1%) L W 2B(1%)S T},

ORI R Qg FIE R FUFAS FoiFThe BAfe] 9%olA WA UL JTHA FAFTE of

713 7P WINIGE Ol ARI(= 1% HAH1%)0) %t

o gARE QAF FIESTH PUMEALY WA FEE Bl 47%]N WSACH YA FojFS
H] &

S Hl 1(7%), COVID-19(7%), SARS-CoV-2 Ald F/d(4.7%), 2
AH4.1%), ALT Z7H4.1%), AST Z713.4%),
25(2.4%)0] 1tk
3 31 ¥ T 32 KEYNOTE-A180|A Z|ERct MR X g8He ShRjoa] whAish o] Ababd et ¢
SAAR] o= 247 Qeofeh Aol
#31. 7J|ERC HUMAALS Folwre FIGO 2014 II-IVA7] AFg72Qt SH&F & 10% o]Ako] hxlof|A]
st o] AAH(KEYNOTE-A18)

=
il

NP & ZAGBI%). 22 ZERT%) D FHTE

oA




oA spehAbd @ Wat 7| E 2ot JWREAL Of shshakabd @ wal 9]oF
3201t} 200 mg ¥ 9 J|ERG
AUz AL of 630ich 400 mg n=304
n=295
=E 53 3-453 =E 5F 3-453
(%) (%) (%) (%)

AT Aol

QA 57 0 63 2.3

AL 51 4.4 51 4.3

1E 34 1.0 35 1.6

k) 20 0 20 0.7

N 13 1.0 14 1.6
Z4

N 35 4.7 34 5

COVID-19 10 0 7 1.0
FAl ol

o2’ 27 1.0 28 1.3

o 14 0.7 15 0

Fu] ol

RIS 23 0.7 8 0

B FRZE 13 0.3 3.3 0
A4 AAY

A= 74 | 19 | 2.4 | 19 | 1.0
AL 2 I Fol

RPN | 18 | 0.7 | 17 | 0.3
AT 2 azA Fol

. et [ 12 | 0.3 | 12 | 0
o8 9 msxA Zlof

urz] | | 12 | 1.0 | 8 | 0.3
227 9 2% 55 B

E5]2] EX | 11 | 0.7 | 11 | 0.7
A2A 7ol

DU} £ | 11 | 1.0 | 14 | 1.6

L -1 O O v i R
oed SR OREg, e 2A SA 2R, oOf 2 a2y fRg, R -AA 2R HE B, et ol
Al o= 2o mye myditt

& 32, 7|E2r} AWAAE Eojwhe FIGO 2014 M-IVAY] AF274Bot 3t & 20% o]Afo] &xpo]
A @ Z|RA R} okstel QAZALA] o AH(KEYNOTE-ALS)

AR SHSIYALA ¥t 7| E 2ot Uzt stehatd @ gt 919
o 3%utt 200 mg ¥ & A F|ET}
WAL Of 650t 400 mg
2E 53 3-453 RE 53 3-453
(%) (%) (%) (%)
gonstd 7at
dnl Az 99 96 99 92
L A 96 47 94 49
91y 87 32 82 26
ZNL A 76 33 76 33
daw qag 64 9 62 /
sfstd At
Aoty 3= 61 4.2 63 3.7




ANUEE 8% 56 4.8 49 4.6
AST =7} 50 1.7 43 2.3
ALT =7} 49 3.1 46 1.0
N 85 46 5 43 5
NEE 8% 44 15 41 11
2otEd &7t 44 7 46 6
AgHnl d5 38 2.4 37 2.3
azra] QA Bl 34 &5 38 0.3 35 0.3
7t

1IE B3 21 2.0 16 1.0

TF 2ol Giell AT@ JTAA7T SEL A& 18] o[ JTAAl o5 QAANAl 5401 7Ts0d SALo] el 7t
== 1=

300-302%).
" NCI CTCAE v5.00 wte} 522 ujzict.
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2, Ay e Moy xHFHRY #XIE tjroz JlE
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AP EG H A AR HE@E AL,
1244 0] it

g oAM= ZIERT FUEArel HUIA Y-S 2EStAY HLEGHA] o= st
TolA 50% WAESEATE AES] 3% oligollA WAiE FOIgt ol Al TR
(6.8%), 22 ZA((b.2%)., §18(4.6%). 578 A 24(3.3%) ¥ E5(3.3%)°1c}. &
KEYNOTE-826014 7|E20 JUWRALR g2 APoA] LAYt
Qorst Zoot,

Fo ol of % ol
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rE L
19
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N
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H33. 7| ERCH JUFALS ol $Hx} £ 20% o]4Fo] ShxfolA WAISH o] AL (KEYNOTE-826)
QR o) 3%0ich 7] E2c JWAAI200me 9Jef
+
grotslst W (+HUIA| =5 L r
ey SR Fotor @ (£l A 5 L)
n=309
BE 53 3-453 BE 3 3-453
(%) (%) (%) (%)
K77 "ol
2E NG P35 | 58 | 4.2 57 | 6
Dy 9 3 x5 o]
Sanh 56 0 58 0
9pxs 22 3.6 15 0.3
H31 Ao
ozt 47 7 46 6
AT Apof
QA 40 2 44 1.6
AL 36 2 30 2.6
Ayl 28 0.3 33 1
& 26 2.6 27 1.9
R EEECECE T
HHE | 27 0.7 26 1.3
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= GAAR] ol 2 o dA(18%). BAT 2 dA(10%). TE(6%). WAL > da(d4%). T
A(3.8%)., T2(3.0%). F2A(2.8%). ALT £7H2.6%), AST 57H2.5%), ¥ = HJ(2.3%)A .

£

Fdsterariol HEFoer Yofut FAEeraHo] Y8 FolE vlusS
7| ERTE AUWRAL Fo] AL} 9JoF Fof X} ghof] 5% o]ife] WA E K}O]E Bl o] AFAlE = \g
(26% vs. 20%), LR (21% vs. 13%), 2AUYZ(15% vs. 10%) & TAA A 5HS(9% vs. 2.6%)F T}
T 7to| 3-453 =A40] Y Bos ARl o2 ool 9l xlo]|7} Sl A] Qofrh J|E=Ch AJuhx
Al gofetetan] HE FojehAtel 9jofit Ftetsiay e EOE] SHA} 7ol 5% o]Ate] W& A}

41 ne

o}2 Bol ANHAR ol HILT FA69% vs. 61%)9ct F 2 7ol 3-45F SHO WOl
Qo oo g Aolst EelEA] eorct

A

J|ERct FHAA) Qe ofd] AR Adol Uk MNEAL Yo & ol oF W,
Sa9) ), 9loF oA A7 KEYNOTE-394o] A A 9lct. 8t 99) ulg(2:)slo] 7]E2
o AR 200mg(n=299) £ AAn=15)2 Se) 377 of IFok £of wolck

IERE AR B 2 @10 FIUL LVIUHR: 14 2.9IIR, ol AT 237
qel BYUL 201980 19 e

1915, )OI, olAIR 99 FEect FAEAel So
ot Al FolEhg op|3t 7 wIHE ojbAlel: 24(2.3%)%tt. o]
MU IALO] AA] ZTHS FHRFQ] 26%0]A] 2HAESIICH UA|AQl EdEZTHS
omor e ‘ﬂ“ﬂﬁJ(ZZ%) oAt E AAAAIA o]Ahe BE WalRul F7HI%). AST S7H5%).
! ALT Z7H2%)Si T
35 % # 36 KEYNOTE-3940]4 7]E20H JuZsle A awe ghajolq 2Ash oAk %
AFAATR] o]AFS QoFst Ziojct

(¢}

no l:l:\ >4:

#35. KEYNOTE-39404] 7]E20t AUAAS Bofre xt 5 10% olAte] SatolA] LAt ol
At

oA uj 3Zofct 715 u} A W= A1200mg o] oF
n=153
e 53 3-453 e 53 3-453
(%) (%) (%) (%)
g
urg | 18 | 0.7 14 | 0
D% 9 w5t x5 o
HE}EW 18 0.7 7 0
245 12 0 4 0
ARt Aol
At | 16 | 1.7 | 9 | 0
AL 2 9
Al 7E| | 15 | 03 | 9 | 0
7
}\0}7]E AR | 11 | 1.0 | 7 | 0.7
3. 5745 B
714 | 11 [ 0 | 9 | 0
U]
A Aets 10 | 0 [ 7 | 0

Cmyel, QRN M, 4Ly TG, WA, FUA W, WY TH WA, 5EY T, A Zeec




Aot orste AP ol

AFAA uj 3zxoic} 7| E2c) JuWAEA200mg Aok
=g 58 3-452 =E 53 3-452
(%) (%) (%) (%)
stald HAt
AST =7} 54 14 44 12
EEECIES 47 11 36 7
ALT =7} 47 7 32 4.6
Zop-22etyd ®o] g4 40 20 39 15
(GGT) &7t
Aorun = 40 0.7 20 0.7
o AA B3| g4 & 39 4.1 34 4
7t
18g= 36 3.3 26 1.4
AUES 85 36 11 28 5
R OIAF A= 30 6 17 4
Aty d= 24 1.4 15 0.7
FAstA AL
Aol 7tas 44 11 34 4.6
g 36 7 30 3.3
EESCIENPIYN 32 4.7 29 2
RS L 7hA S 30 1.3 21 0.7
AT AT 25 4.4 21 2
£7o] 7t5sid Exto] disf - AlgE WAHES AASEE

~ g JIRAE & l
ok 7| E20h FUWAAHY: 223 - 297 W), SJOHHY: 144 - 151%).
" NCI CTCAE v4.039] w}2} S= W4

sholE] 17 A A 13] o]AF UAFAALX

a o

—_l
i

Rie

N
o

- Aol BIaE-Toh}s]-slett 582
- oA Aol @7 gAY P xApE
- WA Aol AlAA

3) Ho-uj7f oFFolidyts
SAE 9 v AAMZHG A} 27990 st WA-Of7f oFFo]dvhE-S A|AlstALE. & 4F IF Qb
d m2ode gAlsEIt & 370 7|ERC HJUMBALS Fofst $HRfoA EQlEl HAA-uf7f ofFol4t
vr3-S Saol et Zelstit
®37. HA-Oj7 oFF o]yt
FJIESTH HWRA 2 mg/kg U] 350 13] ==
10 mg/kg O] 253 E=E 350 13]
n=2799

oFZ o] 4uh-g BE 53(%) 253(%) Sa(%) 45-3(%) 559(%)

A AEEsT 8.5 6.2 0.1 0 0

R AR ol 3.4 0.8 0.1 0 0

e 3.4 1.3 0.9 0.3 0.1

2R 1.7 0.4 1.1 <0.1 0

2 2A 0.8 0.3 0.3 <0.1 0




A= 0.7 0.1 0.4 <0.1 0

SRS 0.6 0.2 0.3 <0.1 0

ARy S 0.3 0.1 0.1 <0.1 0

A 18 Gy 0.2 <0.1 0.1 0.1 0
VIESCH JUFALS ©E @¥oz Eojpte =Aw mBAnAzd #HAHn=909)0 thet JHE AoA A
A Aohse] HRES 16.1%(EE SF)FH, 3539 UHES 0.3%AT}. 7|EFTE HJUFALE g U
5-FU slerayiAel ¥& gyioz Zojure =48 HygymA LY $AKn=276)0A 44 Ast5o] A&
15.2%(153 E& 25390 AFA AP E $AHNn=389)oA A Ast5o HHELS 17%(153
= 252)9h JIERL JUWRALS ©E QRloR Rojite Ax&S AlSe AN = #AKn=488)0] Cigh B
2% A7olA WA Hotael WARES 21%(2E S0, 3550 WSS 0.2%At

'7IERG JURALE O g¥oR REojurd AXeg AR AAMEY $HAH(n=488)0] st EXxQ® Ao
N A 71 B WAEL 12%(RE SRS, 3530 WAEL 0.2%An

FIERD JUAAS OE g¥loR Fo] uhe vANZHY #RKENn=2602)0] tigt iE Ao H SO
YHE(RE SF) 3.8% ~ 8.3%2] WS UePc JERC JURAS TEo2 Rojwhe P sx|7
Yuos sAloA] HAS(RE S32)°] WSS KEYNOTE-087(n=210)7} KEYNOTE-204(n=148)0|A] z}z}
5.2%~10.8%2] ®o]= Ltehjict.

SF|E20H JUMARAL 200mgdt HHEAAE U Wi StstQ UAS WR5to] Fojghe u|HyY vl AN LEQt $hx}
(n=405)014] A He] WAEL LI%(RE SHA0], 353 YAEL 1.0%, 453 WAEL 0.5%Art
IRl R
BAl BXo] Wgsts A7He] FY32 5.370L(H 9 26€~ 16.670€)0] T}, A|&717t9] St of
Al TISHA] IMTHE Y 4U~ 1.9+9d). BAl 2oz Qlsf 7|ERrt FJuURALS FHSH $xpe= 19
(<0.1%)o]ct. 5o &xt= B4l B4A 4402 HH &Y. HotpA|do] Wste Al 3
W2 3NEEHA: 1€~ 11.97§E)01dt. X &717E9] S 47712 (EH: 8+~ 12.7+7]¥€)0] %
o}, HstpAlgoR Qo 7|ERT FJURALS FSHI TR 4Y(0.1%)0] AT}, 7H9] A= H oA
F THACREEH &R YA T7IsPRSol UHste AlMY FYwe 2.1 3¢~
15.0+7€)o] . A|&717t0] S4ai2 1.87HL(HY: 1Y€~ 12.87¥€)0] U},
DA 71 FAFer sl 7|IERT ZUPALS FHI SR 29(<0.1%)0] AT}, 717g2] &R}=
W71 sFR S T2 EH 5oty A Ashso] E¥ste ARMe] F4w2 3571 (Y-
14~ 18.970€)o]Uth. A|&7|7H] FYt2 otAl =EdshA] At 2U~ 27.7+714). A4 A
ol5 02 F|ERT JUMBALS FHTE A= 19(<0.1%)0] A TH
| SRS

H@zo] wrsts ATt FUZE 3.3/MA(AY: 28~ 19.34Y)ol Tk A& FAE L.
Al 19~ 17.200Q)l ik, MAZOR Qs 7|ERTE FUAAS FUL SAHE 36%(1.3%)0]%
o}, 55%0] BAte MRS SHo2uE st

2 E

AR o] vF st A|7F0] HQIZES 357 H"é(mr] 1021~ 16.278%)0] A1c}. 7\]5\_7]7}2] sorzre 197
0. 41389 #Atks 289 SR T 1 ﬂ%a}gﬂ;

A

7Fdo] whsl= x]7H9] &bzt _37]1%(%494; 891~ 21.47]%)o] 21}, 7\]5\_7]7}94 o %I%l A




o] o]

o

ol ot

gk

AV
o

L=12N
=

ht ol

wol-j 7} oFgol
[e)

st

. 129~ 12.87)9)0]5ith. A14717ke] FYZES 3.37)

HE Xr Fo=2 oY 7t

|

1 Kot AIHAQ A

/E

ol Al

=

o

al
=

o

3. olAkte]

‘I,
o

s}

71710 o2t &
]:ﬂ-}\g
o} A}

=
N

122~ 8.9+74%)o]
T
0]Al& W-0p7) oFEolabur

Sol FxpoA
2.799)(A}-849)

GEE

oF
(n=
Al 5, Z2E]FAHZO|E &

|

—_

<0
ol

t= A=

9

154 °l

Hlzol= At

seEasH oS Ha 1Y o

=

Foll of

0l 155 °Is

of efEolidrt

1=12N
=

ol
—

%o

oA

Ko

‘o
i

=9

oF
—

I

(¢]

yotal,

S Akt o)

S5 d=oldt

B

3. oA}l

+
[e]

[}

ot

N
e

L ARGl

@ Wod-oj7f =

o

JERct HURAL Sof EROA

3] 8% 1-2 mg/kg/day T+ O]

3=

fis

[}

afiof

5 0

BE 2]

=2
=2

o &l

Jof s

A
[e]

Klo

i

—_—
110

oju

J)

mju

@ "-7l 2HF

BO

Jle=rt Huzal 2of sxjoA A%t

1-2 mg/kg/day £+= olof] A-&3t

—_—
1o

oju
)

,mo
W

A= 717 SO

o] WaH(x|2 AR} AIA,

J|ERCt JURAL Eof Safo]A 2t

2o

oju

i

o ¢ 1-2 mg/kg/day E olo] P33t

mg/kg/day, 3




e
gl
%M_.H_NE_.
”%Ee._g. X
uooAuH olox_oﬂ
wamw mmqu
TME@ onmﬁé
goﬁoum1 TupVotﬂu
mom._._. n_x).SmoE._H
. 47LﬂﬂwﬂA]Mwm)A 7§
my 0 Ll_lﬂ_u]On,oo/o _Ll_L._.
! iy T 5 « ~ ol 5 ¥ s DECENE
A waﬂx%me$% m%wa
S~ _H
it ﬂ%%%%nm@m% E i 1
B or %o T <0 I Klo ~ X Ee_ﬂ. 5o T "
. QQEA@T%mmm iy 7o
i @ASMMM?ﬂuE_.ﬂL Qe._mm% ﬂm.__ﬂo]_.
iy xomxA,__/‘_ﬂ_ﬂmﬂMﬂHﬂmﬂ _n;.oHM;M\_E_' M_Mm_lo_uo MOQE
iz qTﬁqﬂaqu% E4H 2 m@@% B
wh uF N — tlo gy o - 1 L ob o 4 K 1T
or il a,m|13}9.} ﬂﬂ@o ﬂﬂ_ o ° Mox]uuou
_,_/,mﬂ_.c._j fal o% o ;A,Ll,m_umﬂ 7HwA1r .
= QEOLET_AZm:%ﬂ mﬂEm_ow_. M_n%ﬂ@ wﬂo_. L}émﬂ_&l
ar }ﬁmweﬂuHmL@ﬂgﬂT ﬂ@x_myo _AOETVTW 1@ hﬁ@ﬁ@
il o 772%@5T§x o v o —y A o %Auoumﬂ
W_m_xmo}ﬂ 50 oi. ~ ;) mprgeﬂ;o o __gﬂ}é
= =5 o ﬂ_oee._”ﬁo i { T D E_ELU..}D E.n_x_._ T ]mo E._]_é ol o o
o ﬂgoaoﬂ :_Hw_m é:ﬁmo 1115__ ) ﬁﬂo_;o >
o Y EOHE@QMEO%E .lfé 5055 mouo}oeﬂ)mano o U
s S u:_}glo LR o g t £ o;;aooi 5w
Klo 1 LLD._Q.__',_/ILﬂONr(D\M NMEK_“_JH_ ]]q]@ .D.o,._.oﬂoe_u.umpx_armx_x_ mrﬂdl
om.mﬂqol ﬂgxa}mal QH_ U \ozéA H_.@ Hikmﬂu.wﬂm._ H_.E_.
o gﬁETEExemOLA7RM ﬁA_o_.A__m Hoa_.q_ e o g T °
% n%mﬂmiomim% Liwa %.mﬁu M.EQME%% =
< ~ m;oaAmooe aﬂﬂ Aﬁqe_#é xmﬂﬂm_x OTE_:H o ©
smauufei ) wergo ]5>HT L_gET @ﬁoi% o
< gﬂi_@ agiMAH 5 __Ao_g D_xﬂ; o o X o Ko T
i oru Egl} mmx Diqﬂ 5 aomuw} K f
%o b % oo i i r ;OLOT_O T
= quyA:EuV@%ofL < k- éLnﬂon aﬂl%agﬁo% o
. MaﬂwiiMpﬁwgﬁ it @Ewa% i%oxigqq =3
i K KT < o & ° KX _Jtlﬂiu o
= aﬂumz_ nﬂuﬂ_xL%me._ leﬂ — HﬂHﬂ*oro L.ou._ﬂl.,rﬁqoﬂ.} r Ko
=0 ]e_n e_eﬁxrﬂTAwl i _A,mnn___le _u_xm._ .__ou ol Zu_E._._1__A|_n”ﬂn0ﬂL e
wﬁegﬁulmﬁqxlmuﬂ ﬂ_mo;owm @u_n mﬂmﬂ EEQ,% 1leL e
ﬂﬁﬂwxém *onol_ﬁ ﬂ@w_om_; HT;O%EO ﬂxgmfei:g &
qugqmgamﬁuﬂ g © o Hﬂmmemm @95&%%%@@ %
__ ]JI_ ]_o _o7x
%%@ﬂm%hg %HMM@ MWLO@ %ww;u} < 3
mi_%%m e 55 %Q@M@%Mﬂt T
1__/|o(\m_1_m 7“m_“_| L_LF x_oﬂrmm on_JUI. oﬂhnm._uoon_o._mm._ Q.,_m_.
1__/|:__.=(\_6L n_mﬂﬂo)m._ . ,m.odlh,W] .._IL..A,AOH_.C]L.F,._ILl .
wruapro _ ik B = ﬂ}ﬂm; Mé@ug Em”_xu o T
o m_.u.go Yqou a wk o T 7 ﬂx_o W e 5 o Ko T
<° m.Lezﬁe_u _.L1r_|x_o :oﬂ.ﬂlmﬂ.o_unxl_nqjlaoa.e o
_.x(/i Jnﬂx}ﬂurmm}ﬂ ﬁo1WEE|WE =
@ E_ ;o o K_l ~ n K o] ‘___o_v M iy B “_u/Hn.H
IEK m_/HH K_l__o __oq o or o ,HﬂlE n_HH_
~ o/ge HUﬁH1_.o+?Ld.xoom EEE_. = o
Kio % B = K° ar KO Klo wh o ' ol Klo U o [ i
g ,m_ %0 E_Lmly S 10 E._wﬂ,I_T ar Ul
Wk T rT ol L|1_ Ll,moadu_.ﬁ_oOoﬁo —
N 5 Ul,.rq _L,A il ]_qll ,m_ﬂ_o
L_.c_l 708 ﬂ:O In_ _.A_I Lu_ i E_l K ,_.._Al_l _ [} ]ﬂ — Mﬁu
®Ee_.u._o_._u KE mo o l@wﬂo <
ul ol ﬁoie_ﬂmm Qk,mmouogwo <
~ o " e u KO K- | K o X Lxlq
_q_ol__e I ﬂﬂﬂ.x =i = 2 0 0 o
gﬂge gmoﬂmﬂo_LL_ o
E_.w_w__w___.&mnﬂﬂ?o_.xloﬂo 5
~ %EE}@RLW O_OET@M
Klo _._.__v = "R 100 <° = = %u
7,.m_.:“_Mo7) ,_mlnn__HD._
xOﬂo_u Wu_ Mo =} o
mﬂAo:_o Q.xoLl
ﬂaml\ x_o1_u|n_._mL
A KFET,@.
@El_mm
—
~<B




IERCE AUZAL S0 FALA

ol

i

KD

_
100

mju

war

)

<|J

MK-3475-D77 3Loj|A o] <oFu} vl 7]d

BO
o
i

HA(2.8%),

R

B
w3

= -
ol
@ o
G
ofr Bo

Ko .
Ko Ko

i A Ad=2Hd 7s BAL

Ee AT § ARGOA BaEict.

Ko

Al 2 ARGOIA 7]

AL A

=2y

o
T

ot ol

[e)]
A

A
L

o]
AR

K
o
ol
ol

oju

ol

K

et

sfioF

73

27b A

off

i

ofo
o

ot Sxjof et

L Atx

=%

2] ofo]

al
=]

Hu s

AHollA

=
<]

AolM 7| ERot FUAALS Eeleatol = FARA <}

IRAL

S

S

Aoy

ShRtol] et &

a9 o] =

&

ARI9L SOl e

5 @xtolA 2ejwotols

oA
qd =5

T
=

D

N
;A_I

olo
o]
ﬂ:a
=R
o1

KH

J)

oD

mju

o] Eof "re shxto] 3.2%(8/251H)0] A

g8s

o

aw

ol

s

ot

|

=7

ul
i

MK-3475-D77 Ao A o] <Fut

|ERct FUEA TR

ojm

Ein
e

il
L

J)

ol
Jo~

[t

oo
__O._

O




=
~_O_I
o

mju

sfof gt salet of

E- HAARIA|Y AH§L 1

94

o]

4 ol

) At

7N oFE o)/t

U/
olct.

TEA]
g >

S|
S
AR B2 AR

g o,
C=
—=

—
Boog
()
o) Ay
2L J)
T X
oo °
=~ s
B
K- O
o o
s
g Mk
K
o T
T o
= B
o+ W
m_u_ L.,_b
(o]
T 3
J]J o
o8 ic°
—_ <k
K
o olJ
B P
wh <
0
Lo
<
B =0
b
iE >
% -
T K
o 9
Jo =
~ i
o . K
%
o M
™ |
o A Ep

7t

=
o

fslol efol 4ol

5

bl efote] Wl A

<1 O

A

E
e

1__“
[

17t 1gG4

ARLIE

Y2 [gG49] EFolnz AR 2 RE EfopofA o

o}

wk

Ko
ran

of

oK

Ko

K

of

olJ

)

K-

Yoz 28804 of

3y

o]

0]

o
o] ofo] 184] mlgte] Aoto] o

<ol o

7. Ao}

E& §a49 Aot B

3

o] At

=0

st

9. Aol gAto] of

=0

‘_:5_]-

10. Z17gof gxto] of

J)

11. IFF0] A]9] X Z]
o] oF ykgFEoio o

%0

K

!

et

afioF

|25 A2Al

< -
R




® A F]
- o] ofo] ufo]ekg A4 308 FOb o] s FAc.
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o £olg gt A4 A A 24 AR WAL WA BT % 9lo}
- e Rl Aoj o2 59 WA o2 §toR ZARiof dith. o] ok EWstAL ot
Suo] 8w @o wabo] ofxjojch. ¢t B9l A] o] 2] HAHH vlo|LS T7|Fct

- o] ofe B memaAT FaslRuolE AR FA], AEjQlgA A” ALY o] FE U FAE
Zapdat s3to] b5ttt

AT FAPI9} o] 58 FAPA(18-21 G AHE)S ol &3l UNEH
395 mg) £+ 4.8 mL &3F(0] °f 790 mg)S Ftth. FAMHO] 93]
ZAF A A of 25-30 G9] 13 mm hypodermic FARE FAMRIOZ W

2

| wet 2.4 mL &aHo]
Ae WA s mst

oF
-

- o] oke WEA7} FQEA oton @ ulo|LoAl Fgh A AF&Sfof dhc B[A] AF&EHA] e
749 o] QFo] W7l ZAP|L o588 ZAMA W Ay} A F2o] LA St}
o 20°C-25°C A20]A Z|tf 8 A|7W7}A] B sALt
o 2°C-8'ColA At 24 AIZWIA] WA woer & Qlrh WA B JhsE 24 AR el A
o uy o) 8A7tE = 4 9lck
- B ARE oS Rupeh 2AE APl H7IH

- SAEL AeE o 20 2AE FE stety 3 298 AR Y R ojdEeA A
dolg 7[&oz YgH FAPI= ARG =3 5t 2°C-8°ColA A|df 7 A, AW =% 3§t 20°C-2

5°C AQoA 2 24 AWK B 7p=sio)
- QARB A, ZAE FAZIE AHE A A4 308 5 Ao =25
- 2R et

® =0l
- o] 92 SYAY Bxo] wetaAo] FASIE, ¥1F £¥ 5 cm GRS WA 24T YR, of
Nel, 9E el FEVF Qb B9l vl: 2o WP, Eb B ubgo] 9t mRo] EojsiAt

—v—‘—v—‘

K0 M9l TN B nr Bolct. Wasl R R A Qnje] #Aol LA A
AE2 xejstel stz ol folsl ojopEo] Mg olshl ith,




HMugrye PD-10o] izt =2 A FeMde Ad FAZ, FEANARZ E= SEAIZA
PD-1 7 Zo] ¥ojst= PD-L1 9 PD-128& =33t 2j7t =S

blockade) A}-§-2 gttt MBEL| 202 PD-1 28A9 1 2J3teo] AgS Wolld
oA FY-5o1A Musyd T dog 4 3¢ Hvhgg AFdsesio.
g AR 2" AdlM, JupeA PD-1

inhibitor, TKI)?] &3

A (dual ligand
C=2H, TF UA

oro] ofEste o] of(395 mg Uf 3F0I} EE 790 mg Uf 6RUFCHEL 7|ERCH AWZEAH400
S
=

mg U 650ICHE TEAY 5 YEAWOER Eofdt YT UFY BASL GOz ArH It
Mg 5wl okFald 9o AgE 7 YyHoz uigdt Atolt YTk,

Y RYEH s 1650 =25t o] oF 790 mgs o 650t Folsie of AU
A1, o] °F 395 mgg U] 3%0ich £oide ool 2.58]% . MK-3475A-D77
790 mgg O 650t} mSEFEASHAY, 7|ESCE FWMAEAL 400 mgS Uf 65Uttt &
olgt = of2sty S5/442 Fristdch WEEYSRY Cycle 1 AUCoems OllA O] 2f(7]5Hg 1,633
mcg-day/mL)2 7|ES0H FUEAKZ|5HEw 1,438 mcg-day/mL) fH] B]E54dS HERHCD], 7]
sl W v]eS 1.14(96% CI 1.06, 1.22)0]9th. MU Z2] =0 Cycle 3 Choun(E, IHAENNA o]
oF(7]5Hgw 39.2 mecg/mL)2 7|ERCH FWRANZ|SHE W 23.5 meg/mL) tiy] H]E54H2 HERHC
o, 7|5t Pt ¥l&2 1.67(94% CL: 1.52, 1.84)0]dct. e ollA o] of 790 mg2 o 650t T
strARES ™ AUCo-6ws” 1518 w2 2,798 mceg-day/mLOJ it

MK-3475A-C18 A-+9] Arm4ofA o] of 395 mgg U 350ttt matpAteh & HB SR ofF
g4 5780l BUHEAH. Cycle 6(5, FALH)NN HA=Z25T AUCosms’5H8 w2 1,343
mcg-day/mLo] 1, Cyougns 49.0 mcg/mlo]ct.

o m\o

S A

=T

o] o5 mstyAtst & WY E25qto] Hid A o] EE(HEAL[CV] %) 2 60%(14%)0]ct. HME =
gawe] g @4 55 £F AHTha)? 592 oF 4L4(HY: 1Y, 35Q)o|c}. oA =E
225U G Chae © & 790 mg2 Uf 630} Fo3iS O 99.0 mcg/mL, o] 9F 395 mgZ
o 3zxotth Fo3is © 76.5 mcg/mLo]tt.
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AgtARl dat o] #xet ASshA, o] kol &4 AdHi(steady state)ofAe] 2 &4 ATH6.0 L
HEs AL[CV] 20%). FA| AAIA 71diE = viet Zo], Hu g2 d74F TeiAlyl So|& At
< SHA] &=t

chAL

HMB g 32UY2 v 50X H22 o]gtHct: thile HMEFLYe] ZejojsiAo 7]ofstA] =t
AA

He S22 Z-AA(CVR)= A Fof A|(252 mL/day [CV%: 37%])oll vla] &7 AEfollA A
O Wst2 gdAdst 5 oF 23% Wi 7]51erAl ", 195 mL/day(40%)]: o]2igt A|7to] o2 Z2jojd
29 A dgAo=2 foJujstA] Atiy oAXICH AAT] ¥EY7I(t0)9] 7ot HAFH(CV%)S




ore of 350ty o A 165R10] B4 AE o] Eusigo
o 0] AT 5% (Crad AR BE(Co)L BY HEINIAH A-BF5E 34 5F AH(AUCL)E o) 3
Fojct £of A 2-10 mg/kg WElOIA 83 vleldoz Fsct.

=5 gha A
4282390 orgalol tel B9 FU(covariates)el I YL k5ol Aol WAl
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Fol. 35 EE 53 P0) L Y RUT 22 AxEe BuSRYY FeoAre] Yo
2 g3t 9FL vlAIA YU AFW FeoAAN] WAL TYEY A§L HUA A}

A 7% Aot Wugelsee] FeiojdAd ojxt 9P FS(GFR 60 o]4 90 v]ZmL/min/1.73
m’)E= ZFE5Z(GFR 30 o]4 60 0©]9tmL/min/1.73 m?*Al%}of Q}K}Sl} F&(GFR 90 o]

mL/min/l 73 m )1\]7]: g}x}g H]ﬂ_a} 7\11:} okia]— H/d ]/\-] %7}5404[,} = T 7\57\ }\]x}oﬁ
ghRpe} A Al7]s &AF AtolofA HME Ee|RRte] F2jojyAo dgAo =R %ﬂ@ Apol= AR XA
oottt $%(GFR 15 o]4F 30 0]%tmL/min/1.73 m?*)Al%of #ALS thoz gt Mu 2| 5gto gt
At o8 vh oA Se] oAt 9. Aol &xtoll st £of & AH).

o At

7

Folr MY Ee|awe] ZejojdAo njXle T P55 =

bilirubin, TB) 1.0~1.5 x ULN(Upper limit of normal) £+ AST >ULN % AST®} A+t glo] TB >

1.5~3 x ULN, 7|5 oo tist =4 AH A (National Cancer Institute) 7]&of 2]&H AR} 7
>

—

%} Z715(TB 2@ AST <ULN) $at2 ulast A oF5sl Baold Brg ot 45 = 555 2t
Aol ghxtet At 71)% BhAt atololA Muge) el FejojdAc] QR oR Qolgt Aol wAr
= A] Ath 55(TB >3 x ULN 9 any AST) Mol &A1S tides st BB E25go tigh A

L 2 o QCHAEALY] FOIAR 10. ZHAo) #Ate] chdt ol & &),

14. 43AE BH

of of ZIERG A S5 Aol vAaM=E HYG ix}oﬂﬁ gtetQ Wit wg-stof

MK-3475A-D770] 4 S=g]9ict, o] ool &7kel M-S0 thst A& rthokst ofs
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7Pl oFEsh as. A HlolHo s SRR THANE Y] oA 130 44 ofelst, 3. o] At
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o] of

MK-3475A-D77 AL

MK-3475A-D77 @7 oldlo] A4l A2 WA ef9ki EGFR, ALK E& ROS1 S8R £9 ¥ol7}
gl Aol WY Ei ]y ul AN L HNSCLC) BxtolA] stetayiat W aste] o] ofu 7|Er)
AusAE ulasts] glal AAlE a9, oplw, 2 ®Al, 24 oiE Aldolth. MK-3475A-D77
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B[olo] BESHE BIlEE AAHAN R B1E%). (1839 FoAFI3. 9 ofelel
&) o|x} H7PA4E RECIST 118 AL8stol BICRO| oJ3) B7hd T4 ¥rS-E(ORR). £ 23
(PFS) 2 FRIYE(OS)ol Ut

(o]
> o%

rpoot

29 U A4 A 87F R AFRe gl 9 BAk W oAl R s MEph gk 8L
E olFl 26 F olulo] 30 Gy ol49] §F WAME we A Aot RA9) ¥ ECOG
PS(0 vs. 1), &AJeH(HY vs. H|HY), PD-L1 TPS(<50% vs. =50%), ¥ X|2|& X H(FOtA|ot vs.

EI]/}\-] OEJ/R_Z'S/—HJ‘;_]E‘HE VS. 7]E} K]O—:!)Oﬂ H}E} 7—5‘_‘;&]‘5]9\1‘:}

SRS wg 7]yt i}i}&‘ﬂj H8s5to] o] oF 790 mgZ Ul 67U HSIRALR FoSHAY 7] ER
g= Uf 650t AU Eojstes FARQ] i e deh(2:1). £AIstS 7|9te g sfstg
- HHY vaAdxmed: HHEHAAXE 500 mg/m*} W5 SFef QW (Al AES™ 75 mg/m® £ FHE
22t AUC 5 mg/mlL/min)2 Uf 370ict 4 Afo]Z Fof FHMEo ¢F 2o, HuEAAEZ 500
mg/m’g O 3&0tc}h TR o]
- Hg vlaANEme: 7tEEH AUC 6 mg/mL/mindt SANIZ2HA 200 mg/m*Z21 4 F7]9]
14 Ao £ofstAY nab-mt2 2|54 100 mg/m?S U 21 & #7219 1 LA}, 8 LAL, 15 LAto] &
of)= Ui 3&uttt 4 Ato]Z FQF U Fof
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MK-3475A-D77 9] & 377 B TAHO] of Foft 25 7|ERT AURAL Foi126 )9
Hloj kel 7442 EJr—ﬂ 2o AP SR 65 M(FH: 37- 87 *ﬂ) 65 Al o4 53% R 75 Al ol
14%: 278 71%: ¥iQl 63%, OoFA|oFAl 29%, =521 3%, TIE 4%: s|AmY E+= 2}&A 31%: ECOG
PS 0 & 19 v]&2 Z12F 35% % 65%, PD-L1 TPS 50% ol 19%: ®HE ZASHS Ad T4
34% U v|Hm xAHS x|d £F 66%; L Xo] o]a] 9l AL 9%,

o oF 790 mgg WalFAtshs ] A Azt FYLS 2B(HY: 1-128)0] 9.

A A-OA A A 7|70 S 8.671E (M9 0.2-16.47]¥)o]qlct. 0OS ZAut:= Ad&0oHAl &

o] o] oF FojFofA 61%(24.3%)2] AFYALY}; 7| ERTE FWMPAF FofFo|l A 377H(29.4%)2] A

APZF i, @H(HR)= 0.81(95%CI 0.53, 1.22)%t}. PFSoA = & o<t =5 9teh zfol7} gigd
] oF Eojfo] PFS ZUgrS 8.170¥(95% CI: 6.3, 8.3)0]Qx, 7|E=rc} AJul

PFS %3527.87014(95% CI: 6.2, 9.7)2 HRE 1.05(95%CI 0.78, 1.43)%c}. FIIAQ

F7MR|E= 1380 Qofwlo] Qlrt.

I 38: MK-3475A-D77 Ao &4 ZAxt

ol of+ W2 2A] 8510 | JIERTH AWEAL W 2

AR A stetey




n=251
n=126
AN ¥-SE
ORR*%(95%CI) 45.4 % (39.1, 51.8) 42.1 % (33.3, 51.2)
S 89h2-% 3.2% 1.6%
25 9k8% 42.2% 40.5%
ORR #}o]"(95% CI) 3.5% (-7.0, 13.7)

"SANS(CR) E= FEWS(PRIS 24 40l AnA we GAE Eoz &
o

L 4uyg
- T
'SC Eoj - IV Eoj3: 535l Miettinen & Nurminen 9o 7] &3t

JEE R LERY
S A& (Melanoma)
KEYNOTE-006: o]™a]&ar x =
JlE=ct guzite] gaAe o™ Ry Az Aol glov, o
8517 e 220 b5 A 5 2
KEYNOTE-006014 %7}e]9ict. & 20} YWAAL 10 me/kg 275010Hn=279) Ei 3%
ojcin=277) Sol@ AL} oj"elTete Soi(n=278) WS PAY Hl(L:1]
of therapy), ECOG PS, WPD-L1 W&l Aejo] we} Fabe gt xp7hwieial
S Fo 9= X} oAl e ©F

_ﬁ

ujn

flo o

N

m 4
wog

£ PA0l 359 PUFL B FA L HIV, BY 1Y E: C
¥ 709 ®Aks of AAAIEOIA Al9lsi9lch BRAF V6OOE S@Mol b SAES 91 b @t
chshA 5ol BRAF 9AIA] 22 W Zo] WA @31e ohyglct
APSe WYY MY Eb 51§ BHsA B4 WA WA JESC AURAES Sof worch WY

548 sl 3
52 5|gEch £ AH ke 1250 oo, 1
o} a9t

KEYNOTE-0060] A7}3t 834%9) #bS FolA 0% G4, 4% 654 olA(A= FU% 62414
9118-891)01 91 0.0] 98% = wWelo|gich. 66%L olHol MAl AI2E We FEol gglon], 34%: olF
ol1g]e] Xl= 7ol At ECOG PS= 0(69%) Z 1(31%)o] it €hAre] 80%= PD-L1 &¥/d(22C3
YPD-L1 JAIE ALt W) &4 sfsh w0 oa) AP BhE £ L A W AxO| 1% 0|4}
ol JPD-L1 g} usl)o]glon] 18%= PD-L1 S40|lc}. 65%= Mlc WAL, 32%= A4¥ LDH
AiE BT 9%E ¥ Hol7l IEich 302%(36%)2 &AllA BRAF ESewo] opolsict
BRAF Zei%io] 9449l gt 5 139%(46%)2 o] Mol BRAF oAIF2 A2S Aayer HHol Usich
HlolA2tel B4 A2 Hut] AH 3L ol

15} &4 WREE AABEOS)T PAPPEPES, DY WS HsL 7IFRECIST 1.10] TEIRO
a4 WA EE AR YLSE(ORR)Z ¥R 4717HDoR)I L) &

_]
[e] =
AW £7] FHL HEoY Yoz orgd $ASL Ay Aol HAW A x2S §AIs)
S
T

-
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3501 JIESC} A | 2700t FIE ST A S

Hrt A& WAAL 10 mg/kg | WEAL 10 mg/ke ;2;;
n=277 n=279
AAABE(0S)
AP 9EAN SHR} 5 (%) 119 (43%) 122 (44%) 142 (51%)
= (e} = [e]

Zo}ZH(7HY) (95% CI) E%O}T]A?fﬁ(% E%}o}ﬂfﬁ(zz’ 16 (14, 22)
o3 6](HR) (95%C1) 0.68 (0.53, 0.86) 0.68 (0.53, 0.87) .




p-7F <0.001 <0.001 -
IRO%0] 2|5t SLXI3§AY = (PFS)"

AP BEAE BERE 2 (%) 183 (66%) 181 (65%) 202 (73%)
Zo1zH7N4) (95% CI) 4.1 (2.9, 7.2) 5.6 (3.4, 8.2) 2.8 (2.8, 2.9)
©]318](HR) (95%CI) 0.61 (0.50, 0.75) 0.61 (0.50, 0.75) -
p-% <0.001 <0.001 -

[RO%O] 9]35t z]Ato] 7AuA] wpod

ZHbA 822 (ORR) % (95% CI) 33% (27, 39) 34% (28, 40) 12% (8, 16)
IRO%] 9]¢t 9H-S x| 4 7]ZHDoR)*

Eﬂo}xl UG (2.0+, | =EolA] F3(1.8+, | =ESHA] eF3(1.1+,

ZOYZH 7 % H\:'!o

F4ung) 8) 8+) 22.8) 23.8+)
HE w4 1EY
'Z5tECox v A¥ 2o 7]1xF YFu|(HR)(0]1E] 2 tju] 7] ERCt FUWRAL)

S8 27 &9 HAE(log-rank test)o] 71x2&
RO = RECIST 1.1o] ohe S3AQl wAsh 2 Sgstat 2ji
T} 57 840 7158
2|5 BAMoA EQlE HRES(CR) Be BEURS(PR)S HQl 4o AWA uh Ats 71zo=z g

NA = 7}183tx] o
o] 3L 71E=2ct HUWMZAA 10 mg/kg

o
& EARo= fojud e YFstach

Overst Survivat (%)

9] 2x18Y AE(PFS) Kaplan-Meier ZA(ITT A

Froe Survval (%)
@ 8 & 8 8 @
—/

KEYNOTE-002: ol22) 2 A2 8ol Sl S8 fyos @ dz dyAd
P|= AR fage ow_

o A 1__

- T o
AgAEY KEYNOTE 002011 1 F7rE AT EAE2 71 ERT FUARAL 3520k 2 mg/kg(n 180)iL
& 10 mg/kgn=181)v"E+= etot@W(n=179; 47Iutyl, HEE=20]E, 7IEE24d, o229, ®
£ IR St 2l el mgho] 2AH wig(1:1:1) ol AtHSAS SR B WY IAAE
7\(_]

Sof W 3}, oWl ARM FF E AP YPsH: AL-UhA ol W I}
staf, 125 olape] J2EjAAE|Z0lE A 2(10 mg/day o0 THEUL Ei oot SIS We@




St 3 Ev 45399 542 BT &AL oA g T2E Al 559 ARES Bl S}, b
A5 9 P o Agh gEo] gl AL HIV, BY HE v CF 1HE k= o] GAI™A Al
Q=
RS2 AHY A E= 518 E7HES 54 EA AR FIERT AURALE ERostit. Ay
1889 £7] BA4E Yoy JAaAor otdd $AE2 AW A8do] &ld mizbA] A &g /Al
=2 Sl 8ET Y dH ke 1230 AdEen, 1 ¢ 6F50ict 485 71K], 1 Sol= 1230}
of f3=de. Ax Agd AW HoF & 534 B/ Aol A3w shetawo] #Ahe olF W
4 gAler 3 Futtt 2 mg/kg £ 10 mg/kgo] 7IERTH JURALS Fof TS 4 QIQlTh
KEYNOTE-0020]] %715t 5409 9] SALS HolA 61%= JA, 43% = 654 o] HA™ UL 62419
9]18-89])0]1%1o0] 98%L HiQlo|Qict 82% = Mlc TAQ &xtolny, 73%E T 7FX] 131 32%%=
Al 7FA] olidel R8s SAE o dist A4l X' FFg 7HAIAL At ECOG PS 1(45%)0] o,
40%= 35 LDH Z5 B A 23%=BRAF Ed%0] SAALS 7HA|1L QIQiTh. Hlo]Aetel /42
Al Jgro] A& f#3o] & FFoh
1A} S84 BH7IABe 2AISPABE(PFS, RECIST 1.10] @210 AEo] ]3] ﬂ47}) R AAYEOS) o
At 2t S84 WA RE LXSYAE(PFS, RECIST 1.10] ©h2 ARAHE7H, Z43A ¥-2-E(ORR)
Y YHREAI&7]ZHDoR)oI e}, olFo] o]Be R A gE W A9 FQ {EA 754% I 400
oF&]o] Qlot.
#40. 5 S7FSHAY Aol SAE &Atof dist 7|[Ef0 FWMARAL 2 mg/kg £+ 10 mg/kg 3
oty £o] & {84 ZIHKEYNOTE-002)

3xulct FJIEST AT | 3501t 7| ERT 3T srotay
7} A= FAt 2 mg/kg ZAt 10 mg/kg 179

n=
n=180 n=181
A E(0S)
AP 9P SHRE 5(%) 123 (68%) 117 (65%) 128 (72%)
Z4200E) (95% CI) 13.4 (11.0. 16.4) 14.7 (11.3, 19.5) 11.0 (8.9, 13.8)
2] 8] (HR) (95%Cl) 0.86 (0.67, 1.10) 0.74 (0.57, 0.96) -
p-%f 0.117 0.011° -
IRO%0] o]t FXI38A8 =(PFS)
A1 S SERE (%) 150 (83%) 144 (80%) 172, (96%)
912 71Y) (95% CI) 2.9 (2.8, 3.8) 3.0 (2.8, 5.2) 2.8 (2.6, 2.8)
2]&1H](HR) (95%CI) 0.58 (0.46, 0.73) 0.47 (0.37, 0.60) -
p-3t’ <0.001 <0.01 _
ROl o3t &|4o] 7R ut
o1
A WS E(ORR) % (95%
- S{ORR) % (35% 21% (15, 28) 25% (19, 32) 4% (2, 9)
ROS]  ojgt  WSAI&7IZ
(DoR)*
L= AS(1.1+,

F4u0nd) (") 22.8 (1.4+, 25.3+) 28.34) 6.8 (2.8, 11.3)
EEN R ] |
"FobECox vlEl 9l maol 71ag ARB|HR)EEIY ou] 7| E20H WA
‘Zotd 27 29 HAE(log-rank test)o] 7] £
RO = RECIST 1.10] w2 SgA watdst 4 Fgstat 2R
2R} B3 A0l 712
25 BN P SAVES(CR) Bt REVS(PRIS WSl A4to] AW vhg RIS J|Eo=
txy £4 § EANCR Qolstx] g
o] AF+ J|ERT HMAAL 2 mg/kg W10 mg/kgs 3F0ILE £oA] 215t ® Gju|PFSO] tist &




AROo =z Golst /fHS US5sHATt
a7 3. KEYNOTE-002 A|&+e] A8 E(PFS)o thst Kaplan-Meier SA(ITT AT

Progiession Free Survival (%)

KEYNOTE-716: 9HA A4S 8re [[B ®£L [[C7] SAXE §Hxl0] B x e x| g0 st 9oF gz
A

e Fuizae] ga4e 95l HAE stage B T 1IC7] 2AE tx}% Moz 3 o)
o, 29 o5 %7 9o thx A7el KEYNOTE-71604 7l & 976%0] &brl Aol
AL 518 2ob5s 54 WA A7t A 1azta) 7lEsn o%x}% 200 mg [124] ol4
184] Dl9to] 9, 2 me/ke (3104200 me)] 350kt AW Fol(n=487) £ $JoFS £oi(n=489) S1
= 2are) WL Sl9ch RAS wEe T WII(AICC 8% ZIE)d ofsh Sshegich HA: A7
A& Hol Aol digt 2AF olua] MAE doldt BAE Ag we o] glojof it 24
AZtReiAsto] gAY HoloH S Wa g sl AU E: obp BAIES JhAl #ASS A9
ch

9760] Ald Abatel wojxelel EAMe cheu 2otk @ FUzmedian age) 6140
16-87A)), 65A] oAt 39%, F4d 60%, ECOG PS 0(93%) @ ECOG PS 1(7%)0]9tt. 64%= IIB7],
35%+= IIC7] ¥ct.

I 984 WoRlEE AR ARolN Q4 A AR WA LA AERFS)IC 23 HoHA]
mE AA AUAA £UAM0] YEDMFS)E AR AEOS)oloh. @Rl F7F BA0lA 0SE

op

e

TARo 2 Hote A oot
« RFS: 2ak9] uigl Qatold A ) A 9ri=4, 59 £ 9AM0|) = A F WA L
A

S ‘477}7(]_4 7]7}

o«

[©]

| A7E 7o) 7|ERCH FUAFAL 200mg e 350ic}t £olA] glof oju] RFS % DMFSo| tjst 57
&*BE OJDIOP S d5sich AP R]FE RFSeE DMFS %3+ 240 - E

Tea 2R gl Oy 5o QofEo] glod, A A UK S 44 143D 18w
26.97]1150]910(.

®41. 9574 ZTHKEYNOTE-716)

3xoict F|ES2ct FJWMREAL oot
o}
IR R 200 mg 489
n=487

AL A E(RFS)
AR Al SRRSOl (%) 54 (11%) 82 (17%)
1870 A1 A A& (RFS) B & 85.8% 77%
ZobzHIRY) (95% CI) NR (22.6, NR) NR (NR, NR)
9] 318](HR)"(95%CI) 0.65 (0.46, 0.92)
p-(Est © 23 +9]) 0.00658

SAAT o] AJ=(DMFS)
AP BEAY SERRe] 4 (%) 63 (13%) | 95 (19%)




247]14 Al-e] AKX o] ME(DMFS) H]-& 88.1% 82.2%
SAZONE) (95% CI) NR (NR, NR) NR (NR, NR)
AA8|(H )(95%CI) 0.64 (0.47, 0.88)

byl & =0 5o 0.00292

o T T BT TR

NR = £oR] g

a2 4, KEYNOTE-7169] 2x&t &(RFS) Kaplan-Meier Z2A(ITT &)

e

i
:

Recurnence-Free Sunvival 1%

a2 5. KEYNOTE-7162] 27 x0] AZ(DMFS) Kaplan-Meier ZA(ITT A

"
- s

-,

Distart Metasiasis Free Survival (%)

i
£
i

KEYNOTE-054: &4 AAlas W2ll7] SAE expe] By Alao] oieh oF tix dAId

JERTH AWt gade ¢As] AAE WA (1 mm &z J28 Fo), B £& MIC SAE
dxt2 ooz § I, RAY olF WA ¢loF thE A7 KEYNOTE-054014 Brteolck. &
& =4 W A7 A 1k ERd gus

101975 9] gtxj7 Argo] KHH%PM 58 2715
F= £0(n=505) st== A viA(1:1) HQlo. =57
S A vs. LIC 471 o4 ¥ F=A)] ¢ XA 99
of oJsl FatE|UTt. A= A =&E AIASH] A 1353 oY
of dxd AAe2 wotof st, X|AI7 = Oﬂ YA R85 B2 4 Ao &4 AprHgAg
of Y HAAAIE TBAZE stHY AL E+= O SATZ VM SXE2 AQE T gRFE2
A 29 A ¥ ZIESH AWPAF £of & 125010, 1 S WA 5|AVMK = 67idott, 12
1 2 9o+ tfd FAd(imaging)2 P
101978 9] Al A7HAR] Hjo]Aefel 5442 th33t Zofth: A S Yh(median age) 544](25%+ 65
Al o]Ah), YA 62%, ECOG PS 0(94%) ¥ ECOG PS 1(6%)o]Qitt. 16%= 1A ©7|, 46%= IIB &
A, 18%= 1IC TA(1~37] A F=A), 20%= 1IC TA(47] olAr A FxmA), 50% = BRAF
V600 =dwo] ¢/d X om 44%+= BRAF opdd(wild-type)olt], IUO FAlo] T=H 84%+
TPS 1% O]JARIPD-L1 A BEM=ES JIA ]
1A} f878 B7IR 12 AA AT EPD-L1 4 SF= 2= ATOAN dGAId AR W}%J 2
A AERFES)o|T}. RFSeF DMFS {878 ZAd= 2478 ® 42 9 736, 19 70] Q9F%o] 9loH

(801, 9% B} 55 2 Al AW 2D

a rlo

N




= BA
* RFS: 22| wiAget FatolA Al Ha &g
RFE Qx| o) 717
#42. §84 AHKEYNOTE-054)

NR = £dsbr] e

e = JUi R o

w7} A& 3zt 7| ERt JWAEAL 200 mg Aok

n=514 n=505
FAL A E(RFS)
AP 9EAl BEREO] 2 (%) 135 (26%) 216 (43%)
ZoZHMY) (95% CI) NR (NR, NR) 20.4 (16.2, NR)
©]314](HR)*(98%CI) 0.57 (0.43, 0.74)
p-w(Est © 23 +9) <0.0001
FHAZA7o] ABE(DMFS)
ARl A8 Sbxre] (%) 173 (34%) 245 (49%)
ZoZHMY) (95% CI) NR (49.6, NR) 40.0 (27.7, NR)
9] 811 (HR)*(95%CI) 0.60 (0.49, 0.73)
p-w(EE 2 27 +9) <0.0001
‘SotdCox g HF 2ol 7123

o] AL JlERCH FUAA 200mee 350ICH FolA] ¢lof chu] RESO| i3t SAMOR

12 6. KEYNOTE-0549] Zxjet &(RFS) Kaplan-Meier 24 (ITT A1)

100+

|

I 7. KEYNOTE-0549] 22 o] A&E(DMFS) Kaplan-Meier =4 (ITT )

'H*-m.
- -.._.__‘___h

U] AANZH < (Non-Small Cell Lung Carcinoma)

KEYNOTE-189: X|& Z4&o] Qe v|#Hg u]AaA|ZhQ A} chAto] B8 @

HUEAAC U W 3slgue B Qs 7| E2r) AuURAIO O FAS o} a4 o
2, olF WY dGAIEYA KEYNOTE-1890|A F7teolct. &8 Wiy &AF A4 71&2 7‘*01"3 Ll
Ty HlaMzuer gFApoly, oo Aol vlAN =Tt tfet Al @wlS ®FX] oieton, EGFR




E= ALK H®Ho|7} gle €xtolth. 29 o] Rm &QF AAl A =7F BQst APrrHIAS &AF, HY
AA| X527t Qg AN, E= ol 265 ojylo] 30 Gy o] FRYUAMZ w2 A= ALl
o &R E2 AlET £ dA2wo] FAYE(2:1) v E AT

JIERCH JUWAAL 200 mg E= YoF, HHEAA S 500 mg/m” ¥ A]AZet 75 mg/m* T 7}
BE2td AUC 5 mg/mL/ming 3301t 4 Ato]Z Fot AWML oF Sof, 7|[E20; AJWRAF 200
mg = 9o, HUEAAE 500 mg/m*S 350tcH HUWEo] HPIcH

J|ER0t FWAAN= RECIST 1.10] whe} Atxlo] Frist Aol xlefo] &Rl A, 58 &7l
=498 A B U 24701E97HA] B HT exprt Ao s QMg AlolaL AR 2fsf
A o]Qjo] oty WHE = 49 A A8 W HuEMAIE FH $0
Xk 247149 X gg dEPAY &4 ¥HES HQl gRbo] gisiA = Ao
FUBALS AY] 1E7HR] 271 Bo4d 2 ]l 54 Aol dist

S 9FpOich ~SE Aoy, @joF 4l gtk S ¥ of
AtzolAls 71 ERT AWMBAP O QR0 8 A3 :
KEYNOTE-1892] 616 (410982] 7|ES0t JWMpAel ststQH+ 2 206789 Hofyt shstaw+t)e]
Ald A7ERL Hoj A2kl E4d& ot At dY & 3
59%, HHOl 94%, £9Fol 3%, ECOG PS 0(43%) X 1(56%), 31%%= Z9F PD-L1 & TPS 1% ulut
U 18% A RojRob WG] o Aol ol2io] Uitk AE BA AUHAIA, ¢iof U st 2o
F 8439 @A AW AWA JIEST FURA UE Q¥o2 WA Folwgron], 2099 Hts

$4 AWOR W ANAE ol worch

IAD 274 B7HR#e AAPEOS) FAYAE(PES, RECIST 1.10] g 714" 54359387t
(BICR)oll Z7)olqitt. 2xt &84 H7IA®E= RECIST 1.10] w2 BICRo| 73t YA uwr2g

(ORR) 3 RFSA&7|ZHDoR)OIUH. #8 Fa’d Avbs & 430 f°of% o] It

H 43, vjHE v AMZHS gxto] Tijst | ERCy FJURAL muERAE g wig SISt A A&
S o5 Ay (KEYNOTE-189)
JESC AUFA + HUEHNE [ ¢} + HUEANE + WF gjte
B} RE + W13 35k WA HA
n=410 n=206

AR E(0S)

AR A SERE £ (%) 258 (63%) 163 (79%)
ZUw0N4) (95% CI) 22.0 (19.5, 24.5) 10.6 (8.7, 13.6)
©]31u](HR) (95% CI) 0.56 (0.46, 0.69)

p-at' <0.00001

S RPPE(PFS)

AP BEAN SRRF 2 (%) 337 (82%) 197 (96%)
ZoFZHNY) (95% CI) 9.0 (8.1, 10.4) 4.9 (4.7, 5.5)
913 u](HR)" (95% CI) 0.49 (0.41, 0.59)

p-at' <0.00001

ZAA ¥h2-E(ORR)

N} A o= 9

i ESEORRT % (5% 48% (43, 53) 19% (14, 25)
-2 <0.0001

§H-2%]%7]7HDoR)’

ZoRUIY) (He)) | 11.2 (1.1+, 18.0+) | 7.8 (2.1+, 16.4+)
CAE A 71xY

" 53tE Cox vle] 9 =yo] 7]x3F Y& u|(HR)

=351= 273 29 HAE (log-rank test)of] 7]x2&h




I 9. KEYNOTE-189 R g9 FAI38 & (PFS) Kaplan-Meier =4 (ITT A

e

P B b )iy s, UL

KEYNOTE-407: x| & ZA%o] gl= H#® ulaMEmel 2x} thafe] He aﬂs i
IREYEY G2 5L LYY
? 1%, o3 A, Tl 91
2 o4 @A A 71ES PD-L1 B¢ o 47110*01 Rl BB W AMZHY exfolsl, of
Roly ool thek M4 Q¥e WAl 9o exolth 24 710 AIE Bt WA A} Bag
15} sha}, wlo] ox|7} WA st SHA}, T o]A 265 o]Ujo] 30 Gy o]Alo] FHMIAIAS we
A=t & PD-L1 E&l (TPS 1% 09t [Z7d] vs. TPS 1% ©]4}), tizof Asi(m3 2=t
T AY WAL L A2 Fol(Golol vs. vFolohel elef B3 5
T EE AT RALL) WY A7ol ASH FTL BE FY £
ZJ|E20 JWRA 200 mg = JoF & 7E =g AUC 6 mg/mL/mm2 214
Aol FQt T2 T WIS 200 mg/m'E 21% 719 1UA 4 Ajo]F Fe ®
¢ oF2ele 100 me/m’S 219 £7] 19}, 8ARY, 15| 4 Afe]2 5ot Fof &
oF WA} 200 mg E 9ok 3RuI Fojgit F|ERCH FURAE 195} st
gt

jE, rlO
ST
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oS
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J|ESTH AUMAAL Ex 9o A RE RECIST 1.1o] ©h2 BICR B7ho] 27 AWo] Algo] =halg]
)AL BE BrhsE A UA A, B AT 4R AL AR BAE AHoR O
Aol APAt] olsh YA ololo] olckn WUE: A9 AW MY Holw JERG FUFAES £




ofgritt. && 29 Al Al 7|ERT JURALS AREST X=2E AWVHSAL A|d) 1E7HA] 27F &0
2 Sl

Yot &Ats & AW Alsgo] il H& JIERH FYURALS U= Q¥oR wAb Fofsiiot
TG JHdl it B7ts 1857HAl= 650tdt, 453 7kK|= 940ttt 2] o] $ojs 1250ttt 4385
ot @A fad @7HA2= RECIST L1 met =7tgd 59598 7HBICR)A 2t FA8A8E
(PFS) & AAAYE(OS)ol . F7F Fa7d H7HA1&+= RECIST 1.10] @ BICR #7fo et A

2
e

SE(ORR) ¥ ¥Hg-A]47]7HDoR)o] ATt

A 55979 eARP7F fAT9] vA(278H Y] A= F|ERTE FWMARAR, 2812 HhHUAH. Y &
At 542 O3 2o A 54wt 654 (B9 29~88), 65A4] o] 55%, d7d 81%, @Bl 77%,
ECOG PS 0(29%) ¥ 1(71%) 22]1 ¥ o] o]zlo] 9l stx} 8%}, 35%= £ PD-L1 23
TPS 1% 0lTHS/d1o1th. 19%+ &otAlotol]l 7551, 60% = m32|efd3 Fof doft.

Z2Q S84 Ad= 1® 440] Q0oFE]of Qict,

B 44. 5874 23 (KEYNOTE-407)

FIEStt AURAL ot
FlE =atg) 7te Z2Hg
E nIeepd/gn A% o | fIed/dn A 02
ESER 2lepd
n=278 n=281
XA AE(0S)
XA S 2 (%) 168 (60%) 197 (70%)
Z42E0NY) (95% CD 17.1 (14.4, 19.9) 11.6 (10.1, 13.7)
o|&u|(HR)' (95% CI) 0.71 (0.58. 0.88)
p-%f (588 23 &9) 0.0006
SR8 AB=(PFS)
AR 9 5 (%) 217 (78%) 252 (90%)
=2 01D) (95% C) 8.0 (6.3, 8.4) 51 (4.3, 6.0)
o|&lu|(HR)' (95% CI) 0.57 (0.47. 0.69)
p-% (%i}ﬂ 23 £9]) <0.0001
ZAA uk-3-§(ORR)
7R UFS 5(ORR)S 58% 38%
(95% CI) (52. 64) (33. 44)
48 x] 4 7]ZHDoR)*
?L:K)]MP}(DOR) R 7.7 (1.1+. 14.7+) 4.8 (1.3+. 15.8+)

" 53hE Cox vlE 943 =¥ 7125 YFuI(HR)
]_

S £7] F7 24 (]SS0 AUEA W awol e n=101, 9lofe] H$ n=102)014] A
o2 {ojulgh Xtol7p AU f]ofo] Cfeh ZTA RF3-E(ORR)2 58 %[95% CI (48, 68)]
gl 35 %[95% CI (26, 45)], p=0.00040]Ac}.
of dpt ylERC} FuFAY JluEelH 9 EYA(EE G0 AY N2 ¥E Fojx]
slorit JluZely o mioee(Es angl A9 m2ejebd) Roi oful 0S.PFS & ORRO| cfat
(o]




I3 10. KEYNOTE-4079] A&A|AIE(0S) Kaplan-Meier =41

a3 11. KEYNOTE 4079 2X1 O*@é(PFS) Kaplan-Meier =41
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KEYNOTE-024: A|& Z@o] gl v ANZH L ShA} tjife] iR AdATH
o|do] X|& ZA3o] gt v|ANZH FALE o St J|ERC) HUWEAL]
A HiA, & AAAIEQ KEYNOTE-0240A = H7tE]Qict o] AAA|E o] Z=
7128 PD-L1 IHC 22C3 pharmDx™ 7]EE Atg3st HIARASSHIHC) EA0
0]%49] PD-L1 ¥a&o] =2 Aol v|AaM =zt gtxfoln] o] Fol/d o tist AAil a3 g
x| ore sixto|ch. EGFR T ALK ®ol7} 9= $kx}, 24 7Ho] x|& =ZoF XAl X877 Te
AAlgh ghxf, £ o] 263 oyl 30 Gy o9 FRYAMIE w2 Xt A=t
S AEE B g2 osE A9 vl )= A

E S0 FWMAAF 200 mgS 3R0MH Fof(n=154) E=
o W3 oF Fetaw % st AEisto] £oj(n=151)
HEAANC+7IE 2t T A|AZH Fo] & MEiXos WU EAAE A QH(B[HEF HA

- n}ZeleratR ety So] 5 MEs oz WolEAS S AN(s]HY vl 2M Lol 317)
B S Y W ISR0 GURAE £ Lslct )

ARl ololo] ojtti Wil Ao Aw X3 Sof| ¢
| e ghate] AL ATy 244U ARWS 2 9
Fe A F|ESct HMANE ALGT ARE ANT FO) 1A £ Seig 4
9zobct HYEAC) stetawie Wi A FolA SUR YA Pyol A

)
|m
ru

—

o ¥2
=

o x
oz

KEYNOTE-024 A& Z7HAF 305% & Hjjo] Akl %@% E}%I'Jr EEJr. A ZoZHmedian age) 65
ANl (65M] o]} 54%), EA 61%, wiol 82%, I =9kl 6 12]31 ECOG PS 0(35%) % 1(65%)°]%)
oh. Ao 542 HPNE(18%) 3 v]HFAE(82%). M (99%) Y = F10](9%)% .




1A 9274 WIARE RECIST L1o] 02 /a9 59338 HBICR)] A8 A8 8E(PFS)d
o}, 28} §&4 WKEE AAMEOS) L AT YRS E(ORR, RECIST 1.10] me BICR %7jo]
Aolgict. £ &M SHe & 450] QoF slo] Yt

® 45. f874d Z3 (KEYNOTE-024)

3zoict 7| E2ct JWREAL 200 sjstow
F71 AE mg
n=154 n=151

RIS E(PFS)"
A AR SER 4 (%) 73 (47%) 116 (77%)
‘765%}73&}(7]1%) (95% CI) 10.3 (6.7, NA) 6.0 (4.2, 6.2)
9]314](HR)" (95% CI) 0.50 (0.37, 0.68)
P28 <0.001
MAABE09)!
A Ay A 4 (%) 73 (47%) 96 (64%)
ZZH7NE) (95% CI) 30 (18.4, NA) 14.2 (9.8, 19.0)
9] Y| (HR)" (95% CI) 0.63 (0.47, 0.86)
Nt 0.002
%A ¥-3-E(ORR)"'
ZHIA 9E2-5(0ORR) % (95% CI) 45% (37, 53) 28% (21, 36)
92| 47]7HDoR)"**
SSONE) (B ZEoEA] o5 (1.9+, 14.5+) 6.3 (2.1+, 12.6+)
A s e e ey
" RECIST 1.10] @& BICR H7}o] 27&
F 3otE Cox v Y& o] 71xgh YFu|(HR)(EHIR Y tfy] 7| ESCh Huiza}
§ 235tel 27 29 ElAE(log-rank test)o] 7]&st
T 2% 240 7128
" 2F BAofA #EolE AMURS(CR) B BEUNS(PR)S 29l 49 WA vhS $AS J|Foz g

P Kaplan-Meier &% BAMof 7]%3t

NA = 7}83Hx] 9bg

of A= ZIERY AWMAAL 200 mgs 3570t FojA] ghetawy o] OS % PFSO] tigt A8
2 foulat AjHe Axstact
I 12. KEYNOTE-024 tjx+9] 2Xx18) AME(PFS) Kaplan-Meier =4 (ITT A
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3 13. KEYNOTE-024 dj=+#9] XA AE(0S) Kaplan-Meier =4 (ITT A

KEYNOTE-010: o]flof| gste¥oz X g% H|ANZHL AL Oj/de] tix AGAIE

J|ERC FAUMAEALY] RRde o7, A9 o, dia d/dAIE Q] KEYNOTE-0100A1 7t it}
FQ O A AR 71E2 g 7|8 stetaviAl Rlg ol Al vHlAaNzmdoz, XA A
L2 ALK FEX= EGFR Holo st A X|g ZAIs§, @ PD-L1 IHC 22C3 pharmDx™ 7|EE Ap&3t
AGAIE A ofsl PD-L1 TPS 1% ol%follct. A7t Agt &xp, W oA x| 57} Bagh
AP AT AJAF 265 oJUiof 30 Gy o] FRHANMIZ ¥ &xte ALY, #RE2 71E
o FWMAPAL 2 mg/kg(n=344) £= 10 mg/kg(n=346)2 350ttt Fof WAL =AEAL 75 mg/mze
3&0t £0{(n=343) W= 89 wiAR(1:1:1) =t Az 58 =27hsst =40l WAEAY
Argol Aledo] &I 7] XA Z|ERT FAWMEAL X 25 A&stT. & JHol dist B7t= 9%
opct A188 =l Tt

KEYNOTE-010 #7FA} 1033%H2] #jo]Azkel %73% oot ok 93 HAdZHmedian age) 63A4](65
Al o]At 42%), EA 61%, HiQl 72% L =QFQl 21%, 12]1 ECOG PS 0(34%) % 1(66%)0]ct. A
ol 542 HEA=E(21%) % Hll?i‘—%i’\ﬂi?:(m%), Ml (91%), =70o](15%)o]Att. EGFR(8%) E+=
ALK(1%) 774 o7 Qlth. W& &AL oll9] XggA Wig 7|8k o]Fslste 3 wefon,
71R(69%), E= = 71K o]AH29%)2] o]A x| &= Hroic},

1A} 574 H7IX1&+= RECIST 110 g w71ds 535YE7HBICR)Ol 75t ‘ﬁﬂ"HE—(OS) ‘3—:
FAYBEPFS)RT. 27 Radd F7HK 3w AAANRS-E(0RR) ¥ §HEA]&7]7HDoR)o| 3itt.
w87 A= ® 460] Q9FE o] A},

rurk&l‘r

&

oo

KEYNOTE-010: offof sfefayioz Aad vl aMZH} A o] tix AGAIE

JEsc guizate] gage oh|d, Rty upg, tha QAR KEYNOTE-01000A B7helict.
28 O xR AR 71E2 Mg 71N Spefa Al Alg o]l Aldid HlaNzmgo=z, AEt A
9 ALK E= EGFR ®olo] st & x]& ZI8), & PD-L1 IHC 22C3 pharmDx™ 7]EZS AL23
QAA]E B0 95l PD-L1 TPS 1% o]Ato|qitt. Alrpwicd Algt &hxp, ®id olx| x|ar} DQst &
Ab 9 AT AR 265 olUjofl 30 Gy ool FRMAMS whe At AlelElct #AIELS JES
Ch JUWEAF 2 mg/kg(n=344) £= 10 mg/kg(n=346)2 350ttt £of ¥ =N EA 75 mg/m?S
370k} £oi(n=343) W= Rl WA(LLL) Ak FASL 58 BHsE SAol LA AY
5] Aledo] =HlwY] A7MR] | ERG FUWRAL XS A&SHch S AJEiOl thet B7hs 9%
ojch Ay Qlct.

KEYNOTE-010 A7HAt 10339 woj 22kl 542 o2t £ Ur dY SYut(median age) 634[(65
Al o4 42%), E7d 61%, HQ1 72% Z Sl 21%, 21 ECOG PS 0(34%) ¥ 1(66%)o]ict. A
B9 542 HEM=(21%) R HEFAE(70%), M (91%), & 0](15%)o] At EGFR(8%) E+=
ALK(1%) £4A Hol7} et R $RP7E o] 9 iliiﬁ e 7|8t ojFetetawlS wioton, o

F

O




TERI(69%), E= = 7HA olAH29%)9] olA AlmE Wt
1 984 WK EE RECIST 1.10] }2 rlsl S5 8 HBICR)] 25 AAIAE(0S) 2
%8@*@%@ )t 25 94 WiRmE AVARSE(ORR) U ¥HSX|27]7HDOR)OI AT}, Za

# 460] Qo= qlot.

I 46 o] A2d WANZHY @5 cgoz 350G JERT URA 2 Ei 10 me/ke

£o Al 874 A (KEYNOTE-010)

7| E2ct AUz}

FIERT FUEA

EAEA 75

Bt A 2 mg/kg 3%uict | 10 mg/gg 350 | g/ oy
TPS > 1%

SAf 5 344 346 343
HAAE(OS)

AFA 928 SERE 2 (%)

172 (50%)

156 (45%)

193 (56%)

FYUCNE) (95% CI)

10.4 (9.4, 11.9)

12.7 (10.0, 17.3)

8.5 (7.5, 9.8)

o] u|(HR)" (95% CI) 0.71 (0.58, 0.88) | 0.61 (0.49, 0.75) -
p-3 <0.001 <0.001 -

Y A 5 (%)

266 (77%)

255 (74%)

257 (75%)

FUAR0UNL) (95% CI) 3931 41) | 40 (26 43 | 40 (31 42
21 BI(HR)" (95% CI) 0.88 (0.73, 1.04) | 0.79 (0.66, 0.94) -
p-%k 0.068 0.005 -
A5 WS B(ORR)

U o 8
G e EORR) % 99% | 1gy (14, 29) 18% (15, 23) 9% (7, 13)
¥h-3-x] £7]ZHDoR)"1
= ° 5‘:}0}7\] uf% LIS %
“EerE Cox WIE 917 O] J1E SR EAEE o] TS IR

ot
fo
rﬂ

23 9

H A E(log-rank test)of] 7|x&h

" RECIST 1.10] @& BICR H7to] 24

o] At F|E2r} FUWRA 2 mg
SAROR gojujst JHe A5

2 w9l 5y A

A who
- 1 O

SRS IEeZ

/kg £+ 10 mg/kgs 370t FofA] stetey] ofd] OSo oigh

X
L

(ITT A

KEYNOTE-671: A 7I-s¢t v ANZHY oA tido] »& A Ex Q¥ (necadjuvant) I & &
B % g¥(adjuvant) thE AJAIE
= Al Brevioay Juetelawintol 8 8W § o J21 oo 5 & HEQRORA




dol gl AA JFsd D], 1A
g, A9 WA, ol %
1=

J% QWoz wojal JEStt AU gade oAe A=
£9F PD-L1 wlo] #oglo]
o

3
71, B LIB7](N2) H]AMZHF(AICC 8 7]&E) &AF F 79799
B, HoF dix JGAIFQ KEYNOTE-671004 H7telet. &Ats
2AE AT 24 ol AA Alart 2adld 24 ApHHIAE =
FEIE VM EAE B AHRO|E FolE Haz did MR T A
ALl E it FAEIE 2 2y 9AY] vs. 1I7]), £ PD-
Aot vs. 8]HY), A YA FH(FOMAot vs. FOotAlot &)
Fee ot Alaw & stuol RARY] vl (1: )= ek

Agat A 22 A QRioR U 330ttt 1At 7]ERC FUMAEAR 200 mgs AlAEe}
mg/m* ¥ HU EAAIE 500 mg/m¥1Q8A}) E& AAER] 1000 mg/m*(1GALeH 8L Azt
of At 4F7|7kR] Folettt. & 2 4-12% oW, of 3Fotct 7|ERG FWRFA 200 m
o 135717HA] Fof it
« BT B & A a¥oR u] 3R0i} 1Y) 9jorS AlaZetd 75 mg/m’ % #iEA

500 mg/m*(1¥AH) E= AIAJERE] 1000 mg/m*(1Q94xtet 8UxN1} W&sto] o 4F7|71K] &0

ok e & 4-12% oY, Uf 3R0t kS AO| 1357|7HA] —.—Oﬂliﬂr
Aol AHgE des2 2T AYW FAUHIG. JIERC AUFA = S AMERt AlEE A=
ga(l 77\7]) TAA pae 27t ste AW AR, a5 & Exey 9AMY AY AqE, &
=2 SHA &dAY 24 2A ol e = E29Y AR AUt dEAMY AY A =
518 %7}%@ = T AR AEHAS. S FE O BUte e A EReY 9AA 7]
AR, T3AE 13FAM] aSEAY e & BReR DANAM A= AR A 45 o]y —Tj@ﬂ‘}i

—?— l‘i}—&“\j Aas AR 2, £ JHol tigt 87t 3d7HA]= i 1650tch, 1 o] %o

ot
o
kil

ojut H
9 (TPS>
2t Z8he 9lct.

Erksh

i)

rksh B

of rm
~J
(@]

&3}

g% 4

=
=

L

3

Ol

WAGE A BEAY B 22 3 BEaWIA JER0 FURAY &

}e PRY 4 U=s WAA o
59 984 BHIEE AANEOS) L APAL WIS LARVSEERS)eldh. S0 984 B
AEE w7hEE SAWS HBIPRI] 2713 Welshs S-S (pCR) U8 A8 Welstd

AT RAT SHe ST TUTh AY FYR 64M(8N: 26-834), 654 ol 45%: 754 oy

7% 2 71%: WQl 61%, EFQ 31%, X B9l 2%, AF U|HI 4% SlAmY w: LA 9%.

ECOG PS= 63% R 37%0IM 247 0 ®= 1ot &= 871 1I7] 30% 3L 1I7] 70%: TPS 50% ©]

% 33% 9 TPS 50% 0|9t 67%: WY ZASHS AU £ 43% % WY ZAtS Ad FY 57%:

Zolxo} x|Ho] SR} 31% AT}

JlERc Ymzatel M sl FUstane e Tl 43 BAlY 81%7) 2AN 2E2
WS WEEold Fo| 43 TAL T6%It TAH 4

pe gt wlmstel 9okt W v|ut FYstate
&g Wy,

of Ayt FlERCE YUWAEA WP J|u FAskSaY Y& o] olo] J|ER0t YURA BE 9
We Eof we Al Yo WF v FAststao] olof A UE QUL Sojue wxj
83} OS 2 EFSo 3

B 47. 5878 Z3KEYNOTE-671)

guacreranst geoel M 3 | arorereryar wgstol gjo/gl




n=397 n=400
RAFE(0S)
Azl dHAl SR (%) 110 (28%) 144 (36%)
ZSuN4)(95% CI) NR (NR, NR) 52.4 (45.7, NR)
9]318](HR)(95% CI) 0.72 (0.56, 0.93)
p-3t* 0.0103

“AH:‘%‘%(EFS)

AR SR SERT (%) 139 (35%) 205 (51%)
20 H7RY) (95% CI) NR (34.1, NR) 17.0 (14.3, 22.0)
9]314|(HR) (95% CI) 0.58 (0.46, 0.72)

p-3! < 0.0001
* Kaplan-Meier &Aof 7|xgt
" ARs AR oA, £ PD-L1 €y, £AE 9 x2JA o] o) E3tE gwHoz sh= Cox 37

o\){v
ﬂ
ri
bu

3 9] HAE(log-rank test)ol] 7]&g}
p-%t A9 0.01099} v wg

T & p-3t 471 0.00929} vl w3t

NR = =E5HA] &3

= 15, KEYNOTE-6719] AAAZE(0OS) Kaplan-Meier 241

KEYNOTE-091: HA|&g ¥e NSCLC £&l tiAte] 424 $ 8% Q¥ (adjuvant) TIE UAMAIY
ZIERT AUMAAY fade orld, A 8RS UAE. Ao tiE 4dAId ! KEYNOTE-091
oA Frieleh. £ Ui &A AR 7182 AJCC 7AF ZigEd] dep e EAles w2 IBY]
(T2a = 4cm), II7] £ HIAZ] vlaANZHgollon, PD-L1 &< &dd AJEjo BAle] Ao of
4 Fdol tiste oA £& A ExQ%(necadjuvant)O.2A YAM RAg U/EE HTRYPA A]
29 4ol oM +& & Exey(adjuvant)ozA YA Alg A 7=ﬂ§401 Qlofor sict. e
AFe2 e £ ExaR¥(adjuvant)o 2 St RAl XS WA TA] A%S i
oy AA Algrt BRAUH AptAGE, & Wl oAl Ter st oJsHA *Jﬂi% 7P SR E =
4771 old9 e & Exgv(adjuvant)o2A ShetaWA| Xgg W2 At GHAIG tidollA
AAE et BAS w2 AR DB vs. 1T vs. MA), 22 2 BEQR¥(adjuvant)O.2A] 3}5}
QYA g Al FR(ee = 22 oEtaA AR Y S vs & ¢ BX STaRAl Ala 7
3 1), PD-L1 & MEf (TPS < 1% [S4] vs. TPS 1-49% vs. TPS = 50%) ¥ X|2]& A (A
+3 vs. S&Y vs. ofAlot vs. 7IEF F7ES)ol sl FetE Tt EAER 7IERT FUWFAL 200mg
FE= QJoFS 3Fuich AJuMzaAtz Sojutz =2 nxbol wiA(1:1)g]Qlct.

7|ESct JUWAFARE RECIST 1.10] mhet dtAlo] gk Awe] Aol =heler] A, 518 27ts¢
=4 2 AL e = 1d(189] £o) 7HA] BAHIE EAE2 Al sfo 7| ERT FURALE A
& Fog & 12501, 2§ 290N 3EZIAE 67kttt 12 O S0 Ao 5E7A= oid @
M(imaging)S #F3lct. 5 o] 9o AX] el 7]Fo det FAyo] AU




T,

A wige gxF 11777 5 1010%(86%)0] AAl=S w2 F &= & EXQ¥(adjuvant) Q24
= 719 st QA A2 5 Wkt o] 101099 eArEe] AY S 64MI(H L] 35~844]), 65
Al o2 49%. E7Jo] 68%, wBQlo] 77%, ofxloflo] 18%, HA] T A FAAIE 86%%H oM
39%= 19] ECOG PSE Hrt 12%%= IB7|, 57%%= 117], 31%%= IlIA7] Agto|gict. 39%= PD-L1
ZoF 93 TPS <1% [SA41]0]9 1, 33%= TPS 1~49%, 28%= TPS >50% o|C}. 52%= A9,
20%+ 7. 17%= obAlof, 11%+& 7|8F =71 &410]iT.
12} 87 B7HR 2 AA 274 1 ¥ PD-L1 54 43 TPS >=50%%1 £AtEolA] AFAtol o5
Botel 24 AAEDFS)o|ltt. DFS+ FAMY] sl G228 A 9w Al AH=A/AG9A A,
A4 Ho]), & ¥R P TG = AT F 7P ©A WA 7R QoI 24 f84 F7t
AlE+ PD-L1 3% = TPS =1%Q1 &AMo|A AFAto] ol F7he DFSeF AA 2Al Qldit
PD-L1 £ 93 TPS >50% 2 TPS >1%9l At OSHL}.
FA WA TR S0l 467714 (H Y 0.6~84.270€)1 %]F DFS ZAoA »m § HZEQ
(adjuvant)©. ii shetQ Al X85 W #AE9 fa4d 2 & 48 ¥ I8 169 QofE o]
of. 24 DAl OS Zib= ofAl dRE A AUTHAA 2FgddoA AP A|IZE 0S A1 58%5t
).
E 48, & § HzQW¥(adjuvant)oz2A SStQ¥iA XaE W2 WAES /a2
(KEYNOTE-091)

JE 4o

d

N
ruEZ 30 k&

J|E2Ct FWRA} 200mg 35 ojor
F7} R E otk -
°© —_—

n=506 n=504
Y AE (DFS)
AP BAY SERE 2 (%) 225 (44%) 262 (52%)
Zo1ZHHY) (95% Cl) 53.8 (46.2, 70.4) 40.5 (32.9, 47.4)
913 Y] (HR)" (95% CI) 0.76 (0.64, 0.91)
p-3 0.00150
« O Cox AARDO 75T

Cox 3|7 oA Wald E|lAES 7|9to2 gt & (one-sided) BEA p-3t

Iu}
&
ot

19
rlo
(o

N
)
ujn
1

33 16. KEYNOTE-091014 4% & Ex@W¥(adjuvant)o2A ststaRiy xag 4t
LAY AE(DFS) Kaplan-Meier 241
\

oM §9 B
KEYNOTE-483: 4&°] 27hsd MW4 it Moy oM 8% 515 wxoldel ¥8 24 o
A7

¢
B

JIERL FUAaAtet HyEHAE Sl Wig spetaviate] Ygawo st fad2 ol AYd/A
old Agtof diiet AAl X2 & WA @2 poo] =7bsoh RS B Hold o U FHE AL




1408g ooz @ OUIE, A9 a9, 31, 24-0E A7 KEYNOTE-483014 EAIHISICE

FAPS L PD-L1 W@ ofRef B glo] SS9

A 39 oly A4l A&7t 2 H AIHARS AL = WY

71 A AlE Qi FAY i &

(non-epithelioid))2 =35+%] it

e a9 F & 5 stz A s ()=, 2 A4t

=] A

o 21€utc} 1GAb] 7| ERT FWAAR 200mg W HU| EAA = 500mg/m + AlAZetd 75mg/m’

i shageld AUC 56 me/ml/min 80| 6571717 Sof F. o] 3okt slesc gAA

200mgg £ojsitt 7|E20 FuzAbe 1] sttt AR ojwg.

af Zl?éﬂ}ﬂr 19xto] WY EAXE 500mg/m” + A|AZeHE 75mg/m’ EE 7tEZ2tE AUC 5-6

mg/mL/min Xt 6%7]7}A] Fofstct.

Jle=rct Auzite] el 58 Brbsd =4 WA A, £mE0 ofst 24 RECIST

LUmRECISTI ste} 924} 97t 29 Aol 21y) 4. £ 50 201818 A% M

AL L FH dist Brte A 18371+ 630, o] $ol= 12301t 43 QO*Ur { &

B R A AE(OS)oldet. 7 R84 B7HA#= mRECISTO| g =7Hdd = %%*

(BICR)oll <Jsf ®7Hd FA1ed AJE(PFS), ZAA vh-3-5(0RR) 3 “}Qxliﬂﬂ(DOR)ol‘ZiUr.

o Ao QIstA 542 that Atk AR 54 T0MI(65A o4 77%), FAd 76%: w1l 79%, <l

Zo] HULX] AAL dHA|A] AL 21%, s|ATY E= 28 2%, ECOG PS 1 53%. £AIgtA O

2 78%°2] ZHAMO|A Atm w QF(epithelioid), 22%2] =rAROA] v]|-Arm 2 QF(non-epithelioid), PD-L1

CPS 10]4} 60% 2! PD-L1 CPS 10]gt 30%.

o] AP slE=rt FWAate} stetawo] WeePor Aty wigH Ale LA sEley wE
oz

ek g Wae st oo Aeis
~s7 shgl R4 R (epithelioid) vs. ¥l-4m 2o}

2o A

19
o
i)

zxQoz o

ox,

ol |ob
N
N

(] o
=of oju] 0S, PFS U ORRo| tfgt SAMo®m Qolgt /jHe Uxstdch = 49 U 117
KEYNOTE-4839] Z@ $&4 ®7} 222 Qort slojct

H 49. KEYNOTE-4839] 9-57d 23}

R HRE: uf 3’<U}Ur 7IE S FWEA HHEHJXE +
00mg + uig oketaw
ﬁJIIHIIE'“—*'/‘IE +
W akete n=218
n=222
XA AM=(0S)

A7 YPAR SER} 2 (%) 167 (75%) 175 (80%)

Zo1ZHOH) (95% CI) 17.3 (14.4, 21.3) 16.1 (13.1, 18.2)

I SAu](HR)* (95% CI) 0.79 (o 64, 0.98)

D=7 0.0162

S X158 AE(PFS)

AP PRSP} 2 (%) 190 (86%) 166 _(76%)

Z2HOHE) (95% CI) 7.1 (6.9, 8.1) 7.1 (6.8, 7.7)

$IF18I(HR)* (95% CI) 0.80 (0.65. 0.99)

p-2F 0.0194

7R3 HP&%(ORR)

70 A 9HS 5(95% CI) 52% (45.5, 59.0) 29% (23.0, 35.4)
LI ‘#o(%) 1 (0.5%) 0 (0%)
HE uho (%) 115 (52%) 63 (29%)

p-2F <0.00001

uLO x| & 7|71
Zorzh O¥) (95% CI | 6.9 (5.8. 8.3) [ 6.8 (5.5, 8.5)

' —2}54 Cox vl Y& 2y 7|23
" 23tel 273 29 BAE(log-rank test)o]] 7]&3t

Aag FAY HIFgAIR ] RASHA B& (4 2o (epithelioid) vs. & £A]3]
2 5= o209 Elo] 2] WHH(Efron’'s method of tie handling)2 ©0]&3t Cox 3]H 2HE 7|52 3




T RSl opgAEe] AAA 2a(gm 2 H(epithelioid) vs. CF £AISHA BR)0] ofa] Fohd Meittinen &

Nurminen ®of 7] &gt

A LR NOR & AN AFE PR g0, YNLY EAN-345E ST B ol
159 H9 0S Yul(HR)= 0.89 (95% A7 77k 0.70, 113)o|Qlon], OS FUge 7| E2et o
AAe} soay WET AZRolN 19871€0lT sheley Ry A2 @A 18.2€olct ul-
Hu2oF £8n=95) 714l Bl 319 LECIAC] OS ¢YUI(HR)IE 0.57 (95% Al 77k 0.36,
0.89)019100], OS FAZS 7|ERT AuzAte} sfatay Waay ArPolA 12.3749o] 1, atat
QY gsey AaPold 82712090t

=7H0F (Head and Neck Cancer)

KEYNOTE-689: 8| /b5t 4 Mgy £33 WRYMAZY (Head and Neck Squamous Cell
Carcinoma, HNSCC) 8F&jo] 24 A Bx g 4 24 5 WX QW x2S 95t thx AAIAE
ZIESO Ampate] fade @xﬂ bsdt R AYAU-IVA 7)) F4% fgguazer [AICC 8
o7& B} 7148 o 3 wakel, oplw, 27, B4 tia AAAIES KEYNOTE-6890)4
BoE= Qe 2 ol A4l A2 BRAE Ty Af e Ale W st ofa
HElE 715 SRt MelEloch 2AY wiAe 9wy E9 RTAR/PY vs. FF vs. SH9IE),
ZoF WA vs. IVA) @ PD-L1 IHC 22C3 pharmDx™ 7]Eo] w2 PD-L1 &3 AEJ(TPS = 50%
vs. TPS<50%)ol| we} &8sl gict.

o
H
i
rg
19
12

RS2 ofl A& & shuto] AR i (1:1)% Ak
o ABF A QMH ZShs| Hoﬂ e A Hxgwlor F|ERct JWEA 200 mge 257159 £
gt w2 65 ol e & 1YY Yoty SA2 7K #Ates 7IERH AUWRALS 357

91 A + 37719) AAZSHE 100 me/miat WEtol o 3R0ICH Solat, 4% § 29I
Welshs Exjo] gl SAb: WA UEQyoR Amdith o% of 3%oitt F|ERC k)
200 mgg At} 125717k Fojstch.

« AR B Aud A4 Aol 22 A BreyWos AEstA Ptk 22 F 65 oY, 22 §
9% Wejets A TP SRk WA + 35719 AlAZeld 100 mg/m’E of 350 &
ofsti, 22 % 1YW WSk SAo] gk At WA TEe¥oR AR

J|E2ct FUEAS AGE Al2E RECIST vil o me w/lu® S35 YH/HBICR)I] o5
= 9R(7770), BAK 422 W5l Ste AW A, 42 T HELY
2, 222 S AU BUR BAl o3 42 ¥ REY WAZ AYY

Aol AW R, E 518 Bobse B4 WA FAl AlSEQIch O HElo] et ks 42




B2 oW OA0A 65AM] 4 A £t 24 S HR QY X BE AJAGE & £oF AEfo] of
3t WUk AT AY £ AIAEYY RE 8 9§ 125, o]F 37K o 3iEnid, I oo
o) 5EZFA] o 67)duttt 83|l A&t Ao &% gARQ] 89%7F paE W A H|wsto
Rlaa Boll &3 ghxte] 88%7t &S WITth A& Aol 43 #Hxte] 29%7F AlAaZetdnt WA
02, 46%7F YA ©EQyloR X aurorch Alad Bo| &35 $XIO] 40%7} AlAZetelal wApd o

2. 39%7]. ul—/\}ﬁ \:}59_84 oz K]EH]‘O E,}

AGAd2 Agqiio] 2t D(ee A 2% B+ oo & EXAW)N 7|EST AWRALS] &
s F28 S des AAEA AS

F2 f84 B REe %AW*&(EFS)OE BICRof| ofsf BAre] widRH ZAA »u2 £71H55)
7l st A AR, 24 B 94 AY A9 B A, B 25 9oz QI A F 7T WA
S ti2 Aot FuA Ay ST Ao r IIRER AT £ 5 R/ BUHKR
v =/HE" 539t g7HBIPR)o] o H7hd £ H2jstA 83(mPR) vl&1 AR AFE(OS) I
BIPRO| ofsli 7Hd gt b ¥H-8(pCR) v]&0] it

68272 PD-L1 el CPS =1 &A1 Ql4tshA 96 Hjo]lAaelel 542 o3t Attt A 54w
60M(H]: 22-87A4]), 654 o]AF 33%; FA] 79%: HRQl 78%, TUQl 13%, &9 T ofmz]7}A u]=
ol 2.5%, s|ATY EX 2}8l 14%: ECOG PS: 43%0A4] 10]9lon, 1A = A SAXI}T 78%
ATt 4%9] xjoA FGo] HPV G/dolqlil, 26%+= 1lI7], 74%+= IVAZ] ZAghololct. xte] 68%0]

A PD-L1 59 w3l CPS >100]9ict.

AA SRS QO & A WA AV AR FUEMAA, o] A7k JlERC FUEAY AL
SRl EASAAL BSR4 WAMMRWTC WE RWoR ARwe AN AaZue
ZIASAY EESHA @S WAHMQWOR ARWE BAte} u]@Ye O EFSO] tfat SAMo=z §
ot 7S Y5sTh. o] A9 FA WA VI FYuE 27.171E(&Y: 0.5-66.5714)0] A .
KEYNOTE-689°] §&4 Zits @&l Az 92g ag 4 gaych® 50 ¥ 23 180] Uepjgl
}.
B 50. KEYNOTE- 68901]/\1 CPS >19 &=74% moXimA g A9 4~%K S (perioperative)of 7]
E2ch AUt 22 5 Bxe¥(aduvant) QA AAZANS TISAL EAGHA] e YAM
¥t ¥eewo 9ay 7.;4

7T Alm o 3zojc} 7| ERCh Y9

#=AF 200 mg +SPAIE Q'
i (iqua‘fg}) B waded (zA2SaE)
n=347 n=335

SR E(EFS)

AP P SERF 2 (%) 128 (37%) 156 (47%)

ZoF7H(71Y) (95% CI) 59.7 (37.9, NR) 29.6 (19.5, 41.9)

_cHsE-I]H](HR)T(95% CI) 0.70 (0.55, 0.89)

p-ZH 0.00140

FeATE fojg g st =A35HA (Kaplan-Meier) ¥rHof <73t
T RRE 99 G B9t BY oAl o5 Sty Fwigoz st= oz 2o Elo] 2] W (Efron’s
method of tie handling)g o] &3t Cox Y 22 7|22 &
D Ady 5 2ot 54 9ol o et 23 9] HAE(log-rank test)o] 7] &5 @5 p-3t ©E p-gt
ZAA°1 0.01249} v w3k,
NR = =935IA] 95




3 18. KEYNOTE-6890fl41 CPS =191 H73 moAmAzet
Kaplan-Meier =41

Ao FARIAE(EFS)

rlot

R
" " ‘
S A ARG AA ABEOS) Biabe FSHA] Adoten, CPS=1 HHoA AP A]7d€ OS Al
710] 76%7} WAGAIG, AEE Aok AaFe AEA o
st

olE =xo

PD-L1 A(CPS =1) S1QIF % EALel DAY o191 AN 259 P BA51H)e] EFS
AAH] = 2.28(95% CI: 0.79, 6.56)°]Ac}. ©] | o s
23%9] @A} 3 175(74%)0] RO BAIE Woth. BEQY ARTOIAE 2359 BRI 252 WY
of, ol % 20%(87%)°] RO BAIS Wi},

P BUAM 2EE we

F(CPS = £l = A
5 7|ERCH AR} £ol29] 91%7F RO AIS WO, £EQY X229 85%7} RO

wa i

& ApHEGAS 2= WY A A&7t ”EJ gt exb= Al i

PD-L1 [HC 22C3 pharmDx™ 7]|Eof] @& Z9oF PD-L1 ¥ (TPS 50% o]4 E+= 50% 0O]|gh), HPV

FE (P8 E= 273). E ECOG PS(0 T+ 1)of] 9Jslf SR, &A= & Rlad & st

1112 2AR9] vid =l

o J|ERC FJWRAF 200 mg 3F0tT} Fofgitt

o J|ERT JWRAF 200 mg 3RO 1UAfo] Fof, 7tHEetdd AUC 5 mg/mL/min 3500} 1Y
Aol B AlAZEtE 100 mg/m” 3Z0tc} 1UAto] £of U 5-FU 1000 mg/m”/d 4% 402
320ttt Fojgtti(M gk 5-FU+ 2t 6 Afo]2).

o ANEAY 400 mg/m? B S 250 mg/m? 1=0ict 13] Eo, 7t Z2te] AUC 5 mg/mL/min
3xoich B, B= A|A a}EA 100 mg/m* 3F0ich £oigh &, 5-FU 1000 mg/m’/d 49 4
O 2 370ttt Rojstp(Mgut 5-FUE Zdf 6 Alo]2).

J|ERT FUWEALS o] &3t X]E RECIST 1.10] Z7{sto] APAF HEst AJole Aol XIgjo]

sl Y, 518 27158 H/4do] WAL Y, T+ AG 24 JWE7HA] A4S ZRISEE ). SHAPE




Aoz otxxlo]1l
FOIERT
ch Bt it

DHKA}E

A SOz JERTt A
St 207427tA 95t

3 88299 X} & 3019e] Xyt 7|ERC JUWMAAL THEQWH, 28190 AP} 7| ERCE JUWRAL
2 eistgw, 2]y 3009 AP BE Amdo] FAY iR QT AAAIE AUERe] §d2 A
2 HY7(median age) 61A(H Y 20~94A)]), 65A] o4 36%, 'E7d 83%, BHQl 73%, & ZFQl 20%,
ECOG PS 1(61%), &1012(79%)011c}. AHo| 542 HPV Y4 22%, PD-L1 L#E CPS 1 o4},
CPS 20 o4, @ TPS 50% ol4kQl Ztxj= 717t 85%, 43%, ¥ 23%0]x, IVEHAL 95%(IVatts
19%, IVbSA 6%, 221 VA 70%)o] i ct.
1A G874 7R B AABEOS) ¥ FAE(PFS, RECIST 1.10] T8 w7HEE 53593871
(BICR)Ol A )olqct. 2&F f-57d H7IX|®= RECIST 1.10] ©& BICR H7}o] &7t A ¥rS-&
(ORR)o|2ict. KEYNOTE-0480l|A4] 7|ERC} JubpAte]l 2Q G874 Zu+= ® 51, ® 52 ¥ I¢ 1
9, O 200 YEHIT
E 51, 7|E=CH HulzAp+stetew WA 954 An (KEYNOTE-048)
| ERc}t FJuREAL WE 5}

sktQwl _
W7t A5 ) BE A2

5-FU n=278

n=281
R ABE(0S)
At Al SR £ (%) 197 (70%) 223 (80%)
Z40NE) (95% CI) 13.0 (10.9, 14.7) 10.7 (9.3, 11.7)

2]38](HR)" (95% CI) 0.77 (0.63, 0.93)
p-3t’ 0.0033

ol

"3{‘—(PFS)

ri )

S SR 3 (%)

244 (87%)

253 (91%)

40 Joft |2 [Ha
O
17

oul(ﬂ%) (95% CI) 4.9 (4.7, 6.0) 1 (4.9, 6.0)
FH](HR)" (95% CI) 0.92 (0.77, 1.10)
p-%t 0.1697
AR ¥r-3-E(ORR)
ZA9bA ¥R Z(ORR) (95% CI) 36% (30.0, 41.5) | 36% (30.7, 42.3)
p-%t 0.5740
¥H-3-A]4717H(DoR)
ZYU0NY) (E9) 6.7 (1.6+, 30.4+) | 4.3 (1.2+, 27.9+)
T NEAIY, BE eteted 9 5-FU
| 5%)el Cox el 9 malo] 712E
=318 273 49 glAE(log-rank test)o]] 7]x3&t
S yhg: SUAVRS(CR) B RE WS(PRICE A HAo] A vre
T ECOG(0 vs. 1), HPV AYER(FA vs. S4), W PD-L1 Aref(strongly positive vs. not strongly positive)o]|
95l &3}l Miettinen & Nurminen®o] 7| &gt

s E2ct oy

A

P

le}ou;vﬂ* 2 5-FU 9

&€ FoA & 2% df8] OSo dist &4




19. KEYNOTE-04894] 7|EZtt AulzAp+glsto¥ #HE Al HAX|AYE(0S) Kaplan-Meier

.
ey
o T

« ZREZON AYT AFEA AROIA FHEA FYL 114719

E 52, CPS =1 3 CPS =209 EAbZolAe] 7IERc WAA ©E awe] §ay i
(KEYNOTE-048)

AR E:3 CPS >1 CPS >20

3zojc} 7| E20) NSATE 3=njc} 7)E2r) PENED

Chansas LER R Chatal LER R
n=257 n=255 n=133 n=122
AAAE(0S)
A2 9 B % (%) 177 (69%) 206 (81%) 82 (62%) 95 (78%)
FUAC1D) (95% CI) 123 (108, 14.9) | 103 (9.0, 11.5) | 14.9 (11.6, 21.5) | 10.7 (8.8, 12.8)
= H](HR)' (95% C) 0.78 (0.64, 0.96) 0.61 (0.45, 0.83)
p-3t 0.00855 0.00074
SRYAE(PFS)
A S S % (%) 255 (88%) 231 (91%) 113 (85%) 111 (91%)
Zo2019) (95% CI) 32(22.34) | 50 (48 58 | 34(32.38 | 5048 62)
Sl&l](HR)' (95% CI) 115 (0.95, 1.38) 0.97 (0.74, 1.27)
p-Z 0.91981 0.41028
A7 Y-3-5(ORR)
liFUWS| o= 8

G S BIORRE 9% | 199 (145, 24.4) | 35% (20.1, 41.1) | 23% (164, 31.4) | 36% (276, 45.3)
93X 47]HDoR)
FACNY) (89) 085 | 45 (12w 28.64) | 209 (27, 34.8+) | 42 (12+, 22.34)
AR AAE A0 B ZAl o

ot
Lo
ri
Q
Q
~

vle] ¢ 2o 7123
+2] H|AE(log-rank test)o] 7]xgh

S(CR) B RHYIS(PR)OZ olel A4l AU urg

o
_E[I‘
ri
bu
]

Surg: ebA

L

=

CPS 1 o]4 9 CPS 20 o]4
8] OSof ot sAM o= #ojo]

oS
2t
)
x
oy




O3 20. KEYNOTE-04804 PD-L1 &dd GA(CPS =1)91 Aol 7| ERCH JWMFEAL THE Q¥
R A 2(0S) Kaplan-Meier =41«

T e i e am

* HEE*OﬂH leﬁi SN A FAERA TS 115708

KEYNOTE-040: o]7lo] wWiZ 7]¥t stetayA2 xgdte o] Qe F4% HFAOA =S At
tjAre] thx AAAEH

JIERT FJUWRARY R RS . F £ S5 xAGgAo=w wold AT £ A
ol FA% HELdYNEAS Ras Hdl =, A B BEARQWZS 2ot Wa VY efsta v
2 Aadtes =F £ ol A9 AS Fdstdion g owo] =4 Qo] AgstA] o2 MY
4 e Aold FAE HEAMAZAS R8s Y tE, 370 44 FAY Uil iR A
91 KEYNOTE-0400|A H7tE|gict &A1& PD-L1 2Hd(TPS 50% ©o]4h), HPV ArE] 722] 1 ECOG

PSof sl Sebd H FAH w8 (1D
| ER20E AWMZEAF 200 mg 3570} £0j(n=247)2AY ok Al 71X & & 71X]9] BE Q¥ (n=248)

2 Eo:]\:ﬂ-ol-q

170t HEEAXNOE 40 mg/m” (n=64), 370ttt =AEA 75 mg/m* (n=99), & ASAY 400
mg/m’ Oﬂli s 1%40ic} 250 mg/m* (n=71).

SR AdAo R Aol ALKt o5l AGA o]ofo] Qtiil WHEE= FL AW ZSY Soke
J|ERT FAWMRALS Fojuigith o] Afts HIARY, 29 {He] A8 &of A A&7 Bag &4

Nl &t
Azt gAgt, 9 oA A 8rF Bast gAf, B ALY 2/E= Kol 8 o)
sl of&lofl Al 7tA] o9l Al avew Xg¥he AE ALttt &4 AHOl digt Brh=
A, 28]l 523 7HA] 650t 1 Soll= 2471E7HR] 9F0tct ZISEE| it
KEYNOTE-0400]] 49| ujA = 4959 0] A& PD-L1 IHC 22C3 pharmDx™ 7]Eof 2]3) 50% O]
39 PD-L1 ¥d TPSE Zt= A2 1299(26%)010tt. 1295 9] Hjo]Azpel E/4d2 o2t Zoh
A FAZE 624(65M] olAF 40%), G 81%, HHQl 78%, T4l 11%, X B 2%, ECOG PS
0(23%) 2 177%). 19%+= HPV &/doldtt. 67%= M1 AYS 7IF oy dogae IVEAIV A
32%, IVa ©A 14%, IVb @A 4%, U IVc O 44%)¥ch 16%= @iz 7]¥to] g A WX QW
(neocadjuvant) £+ £+ $ B X Q¥(adjuvant) 2tstQ¥ X5 Sof A ZIs§o] 2RI, 84%+
Rolid Agtof tial 1-23]9] o]& XAl Q@8-S vttt
IxF 24 B7HKEs ITT AToAY AAAAE(0S)AE. TPS 50% o]/l &AM &2 Fasd
A= ;5309 QofE|of Qi

3 53. o[flo] Wi 7|9t Shet QWA S Fofut2 TPS 50% ol 4% HEgoA=ZYd eHAto] tfsh
J|E=r} JuzAl 200 mg 3%0ich £0] & Q&4 A7 (KEYNOTE-040)

3zoic} J|E2 Uy @
71 A® At 200 1 mg A EE A8
n=64 n=65




AR AIE(OS)

ARl AE SR 2 (%) 41 (64) 56 (86
%9}%}(7]14) (95% CI) 11.6 (8.3, 19.5) 6.6 (4
&4|(HR)" (95% CI) 0.53 (0.35, 0.81)

- 0.001

3] AEE(PFS)§
9l B 5 (%) 52 (81) 58 (89)
7h<) (95% CI) 3.5 (2.1, 6.3) 2.1 (2.0, 2.4)
HR)" (95% CI) 0.58 (0.39, 0.86)

0.003

1

o]
£x

0 |oft | 2|
ook [0 | 2

N
-~
— =

Rl

2
5t

£

|
e

(ORR) (95% CI) 26.6 (16.3, 39.1) | 9.2 (3.5, 19.0)
0.0009

= (22
rE e

%

pr
N
=
w)
(]
=z
<

o2
E e
—
N
==
O
\_/

(890 =l g= (2.7, 6.9 (4.2, 18.8)

ol o [rE T |
oo

*

tm
[m
1

ATE EATT TAEAT
Cox vl2] 918 280 7125 YRY(HRIEE @4 oh] 7]E20} Fuzay
FR3 &9 H2aEd 719t B5(One-sided) p-3t

$ RECIST 1.10] w2} BICR B7tof] &A%

¥ Miettinen & Nurminen #%oj 71x3}

Y AE B0 HAE SAVS(CR) EX HEUS(PRIS B9 AA] AnA WS #x1E2 s|FOR 3

o\){v
_E_[n‘
)

o] AL TPS 50% o]4fel oA 7|E2TE FWAA 200 mgS 350t =ojA] mEQW ohE] U4
How Gojnjgt AnE Wart

O 21. KEYNOTE-040 PD-L1 2JA(TPS 50% o]4h)Ql Hxte] MA|A8&(0S) Kaplan-Meier =41

Overall Survival (%)

3 8 8 ¢ 8

3

°

Number at Risk
Pembralizumab:

‘Standard Treatment 65

8
N

PR $X)7] dxZE (Classical Hodgkin Lymphoma)
KEYNOTE-204: 84 £t o] Mg /71 "as oiat ojaol oz o

S
2
Do)

218
KEYNOTE-204% 2874 Ei A4 cHL @4 30492 tigoz & 29 w1y, 34 94, 24
GEF QAo 25, v-Zdd HAF B A2 59 olY(EL >5H0lX| GVHDY Fg
o gl A%) SFolY RADMEO|ASS(HSCT)S We ah B AVIAAAE Tat W ol
S Wa2 sht oobd eI AU A4l fwo] Wadt BEA el b TAb: Aejwgic,
2atgl sige olfel AZIAY LAl Y(Auto-HSCT) (o vs. o) 9 HE A= Ay ye
(@ 294 vs. A2 Y2 5 12719 O]9 U Al vs. A2 @E ¥ 1208 ol $ Aol o
S Soteloich. BAIS S oh Az & ohibol RAS wRR(1:L) Sk
7|ERck YUFAL 200 mgg 3F0IC} Y Fof

=
2
EAY HEE 1.8 mg/kgS 3F0ict AU o




drhs 2 A, e 518 27bse 54 2 A7bA] of 3xoit 7| ERoh YUAAL 200 mgS A
W FoiAT. Y JH ¥rbe 12x0id AAEIH 1A fE4d BUHRRe 2007E THEE

IWG(International Working Group) 7|&9] T2 BICR 7o 27 35F SXISIAE(PFS) & ZAA gF

5 E(0ORR)o] .

KEYNOTE-204 2HAtoflAf HojAgtel E42 A Sk (median age) 354 (6541 o4 16%), F7d

57%, ™9l 77%, ECOG PS 0(61%) 9 1(38%)ol9ict. A 57171 Pmo] 22 5] £ofs of

ol Az ey %o FYze 2810490 1-118])%ich 42%E ObAI olFle] |20l 2349,

20%= Yy 294 AEL JPECh 37% $APE APEa@RA Lol Ml(auto-HSCT) Zdel AL,
=

Al
=
5% ol Aol HAEAG HTE

|2 %ol glon, 39%: olFol WA X122 worct
J|ERC YUFAR MBS 15199 ato] ofet 8 KA YL 24.9 AB(UY: 1.8-42.07)
Yoloich. $a4 Awe E 540 aofwofgict

& 54 294 Ex AUY BEA EX7 YL @19 984 A

350k HASAY W8
1i]
R ES 7IESH fi;‘é A 200 | g me/kg 3:OpCEH
n=151 n=153
BRI E (PFS)
AP S AL 2 (%) 81 (54%) 88 (58%)
LHE) (95% CI) 13.2 (10.9, 19.4) 8.3 (5.7, 8.8)
SR H(HR)" (95% CI) 0.65 (0.48. 0.88)
P~ 0.0027
ZA%A ¥r-3-5(ORR)
WA SIS E(ORR) | 66% (57.4. 73.1) 54% (46.0. 62.3)
(95% CI)
A 9H-2(CR) 25% 24%
2 E29L8(PR) 41% 30%
p-3° 0.0225
* Cox Hld| A =of 7|x&

T Z235tE 27 %9 HAE (log-rank test)o]] 7]&3st
T EAERS(CR) = BEURS(PR)O2 &0le z|4fo] WA whg #ALE 7|&Fo2 3
R

-

R

§ Miettinen & Nurminen o] 7] x50 o]l AptrdRA oA 2o B AY AJEfo] 95 Setd

==

o] A4e 7IERT AWEAL 200 mgS 370t FolA] BAISAIY H=® ofd] PFSo oigh A4

a2 22. KEYNOTE-2049] X138 & (PFS) Kaplan-Meier 241




KEYNOTE-087: &SAjo]Au} 3&} o]Ate] x|& o|S xjHst APA X7 dnFE &t oA 7] A

A E

JIERCH JURALY] {842 287401 3AF o] A& ol% AjYst APA SA HmF AL

21098 gz st op7|a, v]24Y], 371 JAHKEYNOTE-087)04 H7t=]ict. PD-L1 H&dof o
a

Aglol & $AME 5T E5/d. 8] 4EAY HIS &XF 2 59 oJUl(E= 59 o]/golX|§!
GVHDO] F/o] Qe 4% sFold "@E/\ﬂiolﬁléé(HSCT)é gre Shx}, &g AprregAler e
Ab, ®HY A X827t BQsh S 25 ARlE QT SAE2 518 s 54 U9 52 AT
AMEst7] 7R 7] ERT AJWARA } 200 mgZ 330tk Fof3ity. PET CT A7iog 4" HoF
&0 2 ¥Hg ofBE Hrigion 12F3AM0| AR A=H 7]E AR ol AZHE AAIEIH 1A &
‘s IR R ANA HJ%%(ORR), S (CR) E ¥HS-A]47]17HDoR) 20079 7id" WG 7|&
of E w7IEE SYEYHY7HBICR)o| ZA5IAT. 24 fa74d B7HKKE+ FAIBYEPFS) 2 KA
AJZ(0S)0] k.

KEYNOTE-087 &AtoAl dojAefel S42 A" FYwt(median age) 35A(65A] o4 9%), ‘273
54%, ol 88%, 2] ECOG PS 0(45%) T 1(51%)o]ict. AaA 571 dnxo] zla= s &
ofd oA X5 FYuE 4HH: 1~12)0]JTt. 81%+= Aol g+ 7HA] o9l o] Xz 87

o]9l1, o] & 1&} x|Eo] oMol &} 34%7} m3tE]o]oict. 61% SR} AR E GA| mO| A AL
(auto-HSCT) 7ol YA, 38%& ol RAARGON, 17%E olfo] BASAFH =N A2
gk #3lo] 91917, 37%9] A= o]Fof YA x| 22 uotr},

= ® 55

sa4 2 ol Qorejo] 9ct.

H 55 284 B A APA X7 HxF SR fad A
3zoict F|ERct Juxi
I} A E AF 200 mg
n=210

ZAA ¥r-3-E(ORR)

ZRA 8RS Z2(0ORR) % (95% CI) 71% (64, 77)

7 3H(CR) 28%

B B95}(PR) 43%
9r-3-A]47]17HDoR)"

SSwONE) (E9) 16.6 (0.0+, 39.1+)"
>1270¢ 9r3A&7]7HDoR) % 59%P

RXI B E(PFS)

ZAZHNE) (95% CI) 13.6 (11.1, 16.7)

R A3 E(0S)

671 HAAAE(0S) H& 99.5%

971 AAAEOS) B& 96.1%

* 20079 7§ = IWG(International Working Group)of] @2 BICR H7tol] A%
=53 ZE0 ST AxHn=149)0] 7|E
P Kaplan-Meier 4 &40 712§ 127§E o]49] vre2 HQl 60H9]

0

A 23t

DolI

o] AP F|ERCE PUFA 200 mg@ 350k £ojA] ORR, CR % PRo] o
g 2us Boch

oA} 0 2 ©ojn|

ol
d
0.
J

Q2 Aot (Urothelial Carcinoma)
KEYNOTE-A39: @ 2Atm et 1AL A} &Yy HE oW i
NEEVUES T WG FESC FURALS] GaNS WM /v Forstetavio] sHed T4 A
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KEYNOTE-A3901 4 ®7lE|gict. o] Algoll] Apteiolast aiap =

1=
27 SFAEA Aol AEAR 2w ol A4 B 2F

o 12
>
l:‘
fru
AN
N
gl
fo
ro
rio
Da)
>

5% NS Be Sus geraas
(HbAlc) =7% i HbAlc =8%2 AHl® HolHlA] e Fuye 715 #ASe A=A g
Z ol ol¥el J1FS FE5W AABPN A2 5o WUHUTh AP ong Yis
30-59 mL/min, ECOG PS >2, 23 ©o|4 A3 &4 = NYHA 35 AEA. AMAJetgl @ w2 7|4t
goststaw 2ol RA9 oY BASS A HAAWS W2 4 Utk RAY wge AxZa
9 AR b5 olR(Fs E& 27b5), PD-L1 W# [£8(CPS >10) B W&(CPS <10)], 122 7
Hol 922 FolEioich MRS ABE EX hEPo] LAL(1) vhgElon, ATo] AH8E o

=2 25 AY Fow ]l

JIERT FAWMFAL 200 mgE 219 719 1At 30% ¢+ Folsti, AREYHEHS 21U F7]
14 xte} 8UALO] 1.25 mg/kg Folgtr.

RAERIS 219 =7]9] 1Y}t 8YU&bo] 1000 mg/m’? Eojsta, Hpxte] A
mg/m” E JtEEE (AX] ARl @t AUC 45 ®& 5 mg/mL/min)g
Fofght.
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Jlesct Juziel AT EYHEES Hest A2t RECIST vl o me Awo] A8y, & 27}
Seh m4o] WA, mE FlE2r) Fuzate] A9 o) 353 (o 29)7HA AREY A 2L At
xmol fopd e wolm Aabt QAA ojolo] Qlrkm kel 49 RECIST 1.1z gojsl A% A
o solw sl REUTE S0k AEjol thEt Wrhs AS 18749 S9F o) 9&0E, 1 olfoE o) 125
oft} 2E 9t 50 S&4 WKL £/1d® SASFYWIHBICR) oJs) H7be RECIST vi.l

O}rlé:]

of @& PFSet OStt. 71 787 H7IXE+= BICRO| 9Js] F7HEl RECIST vl.lo] m& ORR}
DoR, &% ZI37HA] d2]= ARt (TTPP)o] Tt

A7 DT EYL Oeu YUk A FUYY 694, 9 7%, W 67%. 95%7F M1 WL )
ouf, 5%t MO WS JHAth 73%7t st Rz ALy FFS sbEO0, 27%E PR 2= o
W FYol ULk 5A%E AABYE A2 J15I00], 58%E PD-LL WALl £UT, 72%9 &

o4 o4
22

41%, 2% = 35, 555, 535 Ao AP Tr 97%= ECOG PS 0-10]9111, 3%= ECOG PS 2%
c}. 85%% O|PALAF(TCCIS 7hon], 2%E 7]et £A3tS 7bal TCCE 7HAL, 6% W)
w312 714l TCCE MY

o] AT J|ERCH FUFAGL ALEWHEH WG QWS We A AL 2 WF 9
geteranle we gato] uls) OS, PFS, ORR| theh E/Mo=2 gojujat AHe UFHch a4
Aube BE APE AT sl Qe ok,

J|ERct YUFASL ALEUMCHS WEI 44299] BRI FA WA I FURS 17.30Y (Y
9: 0.3-37.270)0l ATt §&4 ZTHe & 56, 1% 23 % 2% 240] RoFEo] Qe

B 56. 984 Z3% (KEYNOTE-A39)

3xalch RAERRD +

sleart yux | e 7]‘35}‘%}5}3—.}
37t Al w Al 200 mg + < =
ERUMED 1 gA wyay)

n=442 n=444

FAE(0S)
AP Ay =t 4 (%) 133 (30%) 226 (51%)
4R NE) (95% CI) 31.5 (25.4, NR) | 16.1 (13.9, 18.3)




1@ ul(HR)" (95% CI) 0.47 (0.38, 0.58)
s <0.0001
S7I YA E(PFS)
A7 9P SHRE 2 (%) 223 (50%) 307 (69%)
ZAZHNY) (95% CI) 12'?6%?'4' 6.3 (6.2, 6.5)
1FuI(HR)" (95% CI) 0.45 (0.38, 0.54)
-y <0.0001
ZAA u-2-5(ORR)
A" dreg 8 9 9 9
aet = SE(ORR)" % (95% 68/;’2f?)3'1' 44% (39.7. 49.2)
p-3' <0.0001

279H-3(CR) 29% 12%

B 2ulo(PR) 39% 32%
9H-3-A] 4 7]17H(DoR)
FYUCIY) (490 NBSZOr | 70 15+ 30.94)
> o "rox|&a7|7 b
> Ohd wEAR7IDOR) o6k oL

21 dloxl&d P

> 2] "o x| &7]7 b
> 18748 WEAR7IDOR) 60% 1%

5319 Cox 7 9% a7 2ol JIEE
‘23 9] EAE 7]uket FE(Two-sided) p-3t

A& offet TAQl0] 54 stest AWE JHA A 2
SAHYH(CR) B FEEHS(PR)S HQl A4fo] ARA §hg xts 7150z &
PD-L1 Zdl g, AlAZete A8 7Hs of® % It FMojof] 95 58t Cochran-Mantel-Haenszel E|AEo] 7]

gt 4&(Two-sided) p-3f
PKaplan-Meier =4 EAMo|| 7]x38t

NR = £QalA] g

a3 23. KEYNOTE-A399] MA|ME(0S) Kaplan-Meier 2%

LIS

IS

a2 24, KEYNOTE-A399] 2 XIS AHE(PFS) Kaplan-Meier =%

Fl
[




KEYNOTE-052: #13 7|9t gstslasio] 2rh5st aartue &x o
JERC AUFAY fade M VN FUetayiol Brbed ¥S d
Agte Ald 4 A8 E= Aol a=z4dmd e 37082 ez o7, 371 44, o
AGAI] KEYNOTE-052014 7=l Qict. o] AloflA A7t AR gF
LQgt ix}b Aelelglct. #Atee 518 BIbsE S4 Aol Ay Ale Hrtx| 7
200 mge 3ot £o ‘ﬂéO*Ur Z27] YA S
golAY, Al&eh 7H%‘Ol LR FeolAY, &5 HEi7E Aoty AEioA T
o]
%

>

4SS
M
_l;
5;

4

(¢]]

o
I

rlo

&

i)

;o o

AW A2
1270kt 49
o5} B7tel
of 57H0] mA
SHATO] Hjo] A2kl c}. A8 ZotZHmedian age) 744, G4 77%, 2] ¥Rl 89%
ojltt. 87%= M1, 13%+= MO HEiZith 81%+ sti Q=0 4y F4S 7R, 19%= J+F
Qo A Fgol AJT. 85%= UFAolZE llen, o= 21%9] It AolE =ttt 50%=
71" Zote]d Zg]oj#A A7t 60 U]k mL/mino]¢l 1, 32%= ECOG PS7t 2, 9%+ ECOG PS7} 2
ofHA ZIA ZdotEd Z2jojlAYE 60 0] mL/minc|lod, 9%+ 35 A FA, 29 ol F
ZAZEE, 29 o AR A2H F sty ool sHEE AT, 90%9] A= Alm Fdo] §ldley,
10%+= o]Aof] &% & HZQHW(adjuvant) B= = XN HAE Q¥ (neoadjuvant)e =z €z 7|¥t 3}sh
QulS ukopr}

J1ERT JWABALZ R g2 $HAL 37099 FA wA VIRE2 Su2 11L4A70E(HY 0.1-63.870€)
ol9itt 924 Zubs & 570 Qopelo] gk

T &

o

_Ié o2 T
- | -
?_% Z% $Q Mo o
Jm o
0. _|>{
fo
for
oX
i
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oX
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B 57. 984 2% (KEYNOTE-052)

37Ol J|E2Ct AUAAL 200
S TR E: mg
QE 3RE n=370

7UA 913 5(ORR)
AR WSE(ORR) (95%

cn o 29% (24, 34)
&A™ ¥HS(CR) 10%
=9 4O (PR) 20%
Yh-g-x]47]ZHDoR)

Z40NE) (He) 33.4 (1.4+, 60.7+)
T RS A LER
ojldo X5 dFo] gle Wag 7Ivh FIeteta¥ 7hs A
ZIERL JUWMAEAS] 5§42 oo Rg 7470l ¢ wF 7§ FAststewio] 7Hsgh 101099
oA AYd = Fold Q4o €AF giidoMe] 1} Rlg2X o7, 24 uig, 371 A4
&g dE2Td dAAIEQJ] KEYNOTE-36104 H7HE|QITt. oo A& Fo] gle 4 F8d &&=
Kol Qg ShAto|A wRZ Tuh gfetstsk oyl W&o tist 7| ERrh FJuRate] obdd U &
8742 SHEA] AT
o] A2 7|ERTH JURALS W3 7|9 FAeer@H(S, AAENRIY AAZeH £+ 7IEE22tE)
I HE5tAL BHEoHA] o2 T avlo g Wiz T|gt grolgtet @ Wt vlwolich Y| EROE WA
AR} Wiz 7|9E sttt ¥lS HESt SAF & 44%+ A|ASEHR, 56% = 7HEEZEHS Foistth
o] A8 7|ERT}) HUMApALe} FAsleraw HE oA Ftseistow © s  OjH] 28 587 ¥




JIAIES] PFS &&= 0S of HHE 256HA 2 sIAct 27F 924 B/HAEE, JIEstt gouzAf
TEauel 0S Mg sl BAROR AR et

KEYNOTE-045: olflo] "1 7|yt sfstayin] A28 we a=yue & tige) gz dyAd
JlE R YUEA] QaNS WF VNN setewA AR =5 EE =2
Ay wE Aoy esymY ®AS oz olm, R LD, @Y i
(active-control) %4418 KEYNOTE-045014 B7|9ict. A/leigt &), @io) o|g Ha
st ghake of AlolA AE gt

RIS 350l F|ERCE YUFA 200 mgE FWOR FoI(n=270) B ARA} MEF O} 3
SER¥ 3 SIS 3F0ICH §UMO R Sof(n=272) WL

B

n}22]etd 175 mg/m’(n=84), AL 75 mg/m*(n=84), £+ ‘,ﬂ_%eﬂ 320 mg/m*(n=87)

518 27Fsd S/doiu A Aegol Rl AV EAtE2 71E U RAL Al2s ot A
g AR 7] Be B ddARer gl EAte2 29 1_8“01 2l WA R 2s A
st== Sl &=l 2% Aol gle EAtY 4+ 2o 247H*J77}K] K]E-‘?:}% 7 Al =& A
RS A | EScH HUMEALS ALRE K22 MRSt qrﬂ TA7bA] 27F Bold 4 9Jolth B 4
B B7hs 749 EE 9% 7. 2 % A slole 650t 1 2 1250k e Qiet 1A 2 ¥
7FAl#E RECIST 1.1o] mg =714 %Eé%oo””}(BICR)Oﬂ oAt AAEQOS) o FAIAE
(PFS)OﬂE)r 2R 7278 H7HA &= RECIST L.1o] & =7Hde S35 87HBICR)O 75t HatA

SB(ORR) 2 ¥H3%147|ZHDoR)0| ek,
%Km ST 542%0) BALS B, AR Aol2o) SHL theut Pk A FY 668089 26-88
A]), 65A] o]At 58%, Fd 74%, ¥HQl 72%, T2]1l =QFQl 23%0]%tt. 57%= ECOG PS7} 1 o]Afo]
919lon, o

o; M1 96%, MO 4%o]tt. 87%= A& o7} | 5 34%%] 7t Ho]& z:atsith. 86%+ ot
| %‘ﬂe‘% TFS 7HReH, 14%e g5 Q2o g g0l AU ALY 15%+= 71 &
= B2 £% & Hx9¥(adjuvant) = £ A H IR QH(neoadjuvant)o 2 HiZ 7]8F 518t QH
= W2 & A Aol QUL 21%+= ol Aol dEioA 27HA] o9l HAl AlgE T2 Aol
ch. 76%% olfo] AAZEE XS woron, 23%: JtREelH, 121 1% o2 W3 /)4 o
steys ottt

w878 At & 589 RoFE o] Qlot.

& 58. o|Alo] FEraA|aA| A RS W2 QR XY R4 An

37t
W} Az Isgn gas | AReT
n=272
n=270
AR E(0S)
A S AL 2 (%) 200 (74%) 219 (81%)
ZolzH(E) (95% CI) 10.1 (8.0, 12.3) | 7.3 (6.1, 8.1)
9]818|(HR)" (95% CI) 0.70 (0.57, 0.85)
p-7F <0.001
SRR E(PFS)
AP EAY SERE (%) 218 (81%) 219 (81%)
Zol7H (1) (95% ClI) 2.1 (2.0, 2.2) | 3.3 (2.3. 3.5)
°13u|(HR) (95% CI) 0.98 (0.81, 1.19)
p-3t 0.416
ATA 818 §(ORR)
4‘1)34 W-SE(ORR) % (95% | 919 (16, 27) | 11% (8. 16)




- | 0.001

],

+v

= 4.3 (1.4+,
+) 15.4+)

ol
62

FUOND) (29) oS

»

fastd 273 29 HAE(log-rank test)o] 7| &g
$ RECIST 1.10]] w2 BICR B7tof] &g
¥ Miettinen & Nurminen #%of 71x3}

Y FHUFS(CR) B BEUS(PRIS B AN

1
N
==t

ol

o)

rII,

oo

ri
N

D)

i

N

M

lo
bu

0%

WAAF 200 mge 370t oAl sheta®] ofd] OS 3 ORRO oigh SAAC

o] A7 J|ERT HY
8 sstoct,

ofujat e

2 oX

O 25. KEYNOTE-045 x| &+t9] AA|AYE(0S) Kaplan-Meier =41 (ITT A®)

KEYNOTE-057: BCG-£& 193 u|2ASA vBZoKNon-Muscle Invasive Bladder Cancer,
NMIBC)

F|ERCE JUWAEAL] RE2 Wd AA|&o] BIFsotAYU AlRES dEISHA] gton, fFE /7
Atglo] Amuyehs st BCG-5-5 LHE v2ASA WL (NMIBC) A} 969 thi oz t}7]
o3 44 BdT AFAIES KEYNOTE-05704 B7tE] ). BCG-8-5 1Y ¥ NMIBCE A4
g BCG A& ol X|&74Q0 Ay, AAS BCG Al Foll TY°] g HJHl & A9 Ay, £+
BCGY T f= 3 & T1 Agho] LA F9=2 A g A 2& A2 AT BCG
Alag woton, BE AR 7hsst HH(Ta ¥ T1 J8)S AlZAsty 28578 Ao A& Bt
7] Yol W37 AAF ¥ e AA|S(TURBT)S okt et AX7F 871sgh £ho] CIS(Tis
di)e S18ETE o] AlFolA 2ASA(: T2, T3, T4)o] AN o2 Xdd HAA| 27Hs3h E&
Aold =AM, ggelul(d: 2%, Q@ T+ A19) H|Z2ASA ol 22NN EY, A7HH

AAgt &AL = WY oA X287t At exbe A9 E i
e 58 M 50l A& e A 19 ® NMIBC, ®+= X8 ©wio] &els]7] A
THA] ZIERTE JUWAEAL 200 mge 3F0MCE Fof ®Ight} FYF AEjol] thgh b= 1230i0 K138
A X80l Gl SRS F9 Ao 2471L7HA] A 8RS & Q. 1A &R FIK B U
=78 Aol E+= 4% TURBT/biopsies Zg], QM ZPAl, H4itsl G5 Q=

F&[CTUlZ AoJet SATHS(CR)2 w34 7]ZHDoR)o| et
iz = Zo. A FYat(median age) 73A|(65A] o] 69%). ‘F/d 84%, uQl

0 E& 10] Z7h 73%9t 27%%ch AL %719 £ e T1 CIS
(13%), TA S5go] =2 CIS(25%). Y CIS(63%)%ct. 7]|&AM 19d NMIBC Agh AFEjE= 27%7t A4




‘golal 73 %7t A g0l BCGY ol % S5 St 129t
2R WA 7|70 UL 2870L(H Y 4.6~40.571L)oldct &84 A= & 590] Q9w o] Qlct.
I 59. BCG-22 1|3 NMIBC &xfe] Sa4 Aut
30l FIESC FARAT
g7t A ' 200 mg
n=96
SRYES(CR) H]-&’ 41%

4H-2X] 4 7]ZHDoR)’

FURUCTE) (22

16.2 (0.0+, 30.4)

>12719 9H2-A]47]ZHDoR)9] EHAF %

57%"

“url A ZAAbo] gist 24 gﬂ(oﬂﬂﬂg 742 TURBT/biopsies Z&),

ﬂﬂﬂiﬂﬂ} Aiket &5 %‘ a8 29 %(CTU)Oﬂ HEXH

" A& 712 @REES(CR)o] BE 717HS wryst

* Kaplan-Meier 7 E4of 7]x3h 12709 o]A}o] ¥h8-S W9l 1879

AL 23F

o] A+ ZIERY FWMAAF 200 mgS 3F0tch FA] CR X DoRof| gjsh Adgxlcz gojujgt 4

7= wark

2] ek (Gastric Cancer)

KEYNOTE-811: &=0] 7Fssh =4 A8 = Ko]id HER2 ¢ ¢ = AR A9

11X} R]=

JlERTh JUEAlY Ecfafryn FRezmnd U W3 sisewd $g ewel faye

PD-LL W@l of2eh igiol, ool Holy Aelo] did BANE ol g HERZ 4 M

H Ee AAHLRE AY A 6980l S T, FA9, olF WA, Y diad dFAIES

KEYNOTE-B1104] H7lslaict. o QaAlgola 24 o) 241 A2} Basd Abjeelgs o

A EE o Mg WA s osby JEl M @Ak A3t RAuYe PD-L1 Edol

B(CPS=1 E <1), PUNTQYUG-FU % AAZUFP] E: slHAE U Sarelseld

[CAPOX]), Z2]i x|2]& Qei(§l/ oAt/ 20]/ 5%, otX|o} ®i 7|} 2715)0] ojaf 58ts)

AL, EAES o Aaa T stuo] A wiF(LDESIeE: FE ZHHAIES Aot & A&

oFge uf 3F0ich AU HAFYH 9k

. JlE20t FURA} 200mg, EAERY A £YOR 8mg/kglt $4 F7|ol= 6mg/kg Hokst
of, olojAl sfEtaye @AY Moz A AZatY 80mg/m’ A 657] % 5-FU
800mg/m*/day 5YU3t WH&(FP) Ex AejZatdl 130mg/m’ Z|tf 6-857] ¥ FHH|AJER]
1000mg/m? 147+ 19 23] &(CAPOX) Stk 7IERTH FWFALL ) 7] Ad Efaes
8 9 gosretay Fof odo] £ojwgct

. 9o} EARAY R ZYCR 8me/kent £4 F710l: bme/kg FO{Sl, olojA sistaue
QX0 MEio 2 A]AZate] 80mg/m? 2o 6%7] @ 5-FU 800mg/m?/day 527t ¥WL(FP) =
t QA EY 130me/m’ AT) 6-8%7] % JMEAIERY 1000mg/m’ 147 19 28] W&
(CAPOX) sttt Qjere of 7] A EgtfAEzxur dl shorglslgel Eof o]Ao| Eojg it

J|ERCH JURAY EFARRY U PAsisiayol Y 9¥ i floky EAAERY U Yo}

grawol W8 Q2 RECIST vl.lo] @& BICR H7to] Z7gt Aol %18§0] 9}015171 A, 518 =

Hss S A AL b A 24497 A% AR B Aejol tat Bk exuit 43

=]l

KEYNOTE-811 <¢1tofA A9l viA® 69899 A &, 594Y(85%)2 PD-L1 IHC 22C3

pharmDx™ 7]|EZ Ap8235}o] PD-LI
A3 ZYZH(median age) 634(HY:

ZoF vy

£0oF dhsjo] CPS>1=2 UEFTH o] 59439l o tstd EXo:
19-85). 654 ol 43%. ' 80%. Q) 63%. Foel 33%.

k=X
|




91 0.7%, ECOG PS 0 42%, 12]1 ECOG PS 1 58%%Th 98%9] gtAl= Xo]Xd Ak (stage IV)o|A
A, 2%e BAl 27hFset =4 A Aoldoh. 95%(n=562)°] A= MSI-H7F otyglod,
19%(n=8)°] &At= MSI-HRAL, 4%(n=24)9] &At= AH7F SRIEA] ofokch. 85%9] A7t CAPOX
Tt oy wlh

oz} W7PHAL RECIST vi.1o] o}
o|x} 7} 4= RECIST vl.1o] ot
o ict.

© BICR 7tof] 2t #AIY AE(PFS) AAAYE(OS)o] A
& BICR 7to]l 24 ATAE-S-E(0RR) Y ¥-8-X]47]7HDoR)

o A RAY WY AT F 26489 BAS Yo APHYL(IERTE FUFAT

13397 o 131%), ARAWSE ofgt SAMOE Golgt JjMo] HAHACKTAA% vs.
6 Atol; 95% CI(11.2, 33.7), p-%t 0.00006).

27k B3 BAL FA #APe oz ABEUL, J|ERct FUEAel EetrARRT U Forete

%ol $8 auTlA AN ESARRY U FAstey $& U ol 5

PFSO] 7|42 AZ=sGTHHR 0.72, 95% CI 0.60, 0.87, p )

)

et ol A4 Al 1% AR Aol et 571]’9.%1 79782 AR AU
gt 2 2

O 270 .oFE]of ‘RlUr
¥ 60. PD-L1 &&io] CPS>1 o]Atol &tx}to] thst S &A1 ZAxt
F|ER} JWRAF 200mg T o] oF
3%0] 13 N
B2t A& Ectagzgt ESARRY
szoemeoy @ waser | ETLEMAUL % s
9 2%
=298 n=296
2133 E(PFS)
AR A SR 4 (%) 199 (67%) 215 (73%)
ZobzHRY) (95% CI) 10.8 (8.5, 12.5) 7.2 (6.8, 8.4)
9]318](HR)" (95% CI) 0.70 (0.58, 0.85)
p-%t 0.0001
A ABE(0S)
AR Ay SERE 2 (%) 167 (56%) 183 (62%)
ZobzHIRY) (95% CI) 20.5 (18.2, 24.3) 15.6 (13.5, 18.6)
9]318](HR)" (95% CI) 0.79 (0.64, 0.98)
p-%t 0.0143
% RH-3-E(ORR)
7Bt W25’ (95% CI) 73% (67.7, 78.1) 58% (52.6, 64.1)
&4d dreE 14% 10%
2E ¥ E 59% 49%
&Fo]® (95% CI) 15% (7, 22)
p-% 0.00008
ukS x| £ 7]7t n=218 n=173
Z401E) (HH 11.3 (1.1+, 40.1+) 9.5 (1.4+, 38.3+)
%67]1‘% 9H8-A] 4 717HDoR) 75% 67%

*

SsteAI%e Cox e 91 waol 71=a
" soteRore 21 %9 EHlAE(log-rank test)oll 7|E3 p-gt

FURS: o uhg i R uwko® sold A|ijo] AT ke

rlo
of
Jio
42
T
N
N
O,

v T R




S 58tE] x4 Miettinen & Nurminen o]l 71523 p-3t2 ¥54 p-¢d

1 Kaplan-Meier estimationo] 7]x3&t

& 26. KEYNOTE-8110]|4] PD-L1 ¥ FAH(CPS=1)2 R a9 FXIYAE(PFS) Kaplan-Meier
A

h s

| T

27. KEYNOTE-8110]A PD-L1 ¥& FAH(CPS=1) A &+9 AAAE(0S) Kaplan-Meier

| T
2 ol

KEYNOTE-859: o]0 X2 Z&o] gl HER2 578 HYolA HE 89 tix AJAE
JIERT JuipArel 2R 2mejo)d U wig gpstarivte] HEawol 87

WA glo] o]idof Hol/d ZAgtof gt UJ A8E @2 7ﬂO4OI %+ HER2 373 A]
CAEE A A 15799 OigeR o RAY HiAF, olF WA, Yo tix APAIEA
KEYNOTE-8590]1A H7}1%]Qict.

249 ol A X2} BAPH APIAG LS $Ah Ex WA RS BAE she ey e s
gabe AEch. $A9sH: PD-L1 WHOIR(CPS>1 Ei <1), 8L W(5-FU % Al AZe}e[FP]
E& JHAE 9 AR E2R[CAPOX). 121 Al2jA Jo(37/ olAztl/ $u]/ &%, ofxlo}

]

T 7|8 37FE)oR SEEHAY. A ES o A& 5 sty FAY] w1 DE AT A 7t

HAE-S AlQst B& A& ofE2 Uf 3R0tth AW FAARE )

o J|E=2r} AUWZRA} 200mg, ALXI0] MEHo 2 x|AZalE] 80mg/m? Y 5-FU 1€ 800mg/m? 5
d EO[FP] EE 2AgZetd 130mg/m” 9 ZHEAJERY] 1000mg/m* 19 23] 144 Eo
[CAPOX]Z U] 35%7]%0F Eo] 7|E=r} JMAAL 0] =7] A 3let@¥ o] o]0 =0
ISPy

o YoF A7l HdEHoz A]AZetd 80mg/m” ¥ 5-FU 19 800mg/m* 5% §0i[FP] & <4
2]22td 130mg/m* ¥ ZHEHAJERY] 1000mg/m® 1Y 23] 14% £o{[CAPOX]E |0 35%57]&5<t
Eof, ook mf Z7] A s}ste¥ =of oMo Eojg it

7l 20} YUEAGL stRwol WE o ®i oloky} sistevol W AWS RECIST vild me




BICR /1o 2AG Aol Aol =5/l A, 518 2/hsat 54 24 A, £= A0 244971
A% ABESICE ARE B} AyHos dgHoln ANl ol QYA dlg SEE o
2 %5 49 RECISTZF Aoat AW 213 Fole 518ei9ick 5 el theh B7he 650kt
AoEIGTs ARt BoAE HABEOS)C F71H) ol B/ RECIST vi.1o] UHE BICR
Botol TAG R WEPFS), AUV E(ORR) % WHSAI47I7HDOR) o]t

ASHA B2 A% FYu(median age) 62M(HH]: 21-86), 654 o4 39%. 2/ 68%. Wi
55%, %9 34%, ECOG PS 0 37%, 2|1 ECOG PS 1 63%%Ch 97%2] stap= o]y A
(stage V)OI, 3%+ AA| E7Fs3t 4 X8/ Agholqltt. 78%= PD-L1 Ua CPS>1Q1 &
< 7R, 5%(n=74)9] A= MSI-H Q1 534S 7HE o 86%2] $A7F CAPOX FHatstas s
c}.

et Fuzatel sletey We @y WY ExiRolN 9ok sty
AMoz goJst 0S, PFS 2 ORRO| 7jAlo] A5elgict. Sa4 Zute & 610

I 61. KEYNOTE-8592] 9&4 Zut

F|EZC} JuiRAL 200 mg 3 BT
Zopck
FP £ CAPOX
37t A= FP T CAPOX
n=789
n=790
RA ABE(0S)
A1 YrAE SERE 4 (%) 603 (76) 666 (84)
%Jzﬂuﬂd) (95% CI) 12.9 (11.9, 14.0) 11.5 (10.6, 12.1)
o]&8](HR)" (95% CI) 0.78 (0.70, 0.87)
p -% <0.0001
2.X138 A =(PFS)
A7l 9Pl BERE 4 (%) 572 (72) 608 (77)
ZAONE)" (95% CI) 6.9 (6.3, 7.2 5.6 (5.5, 5.7)
913 'I(HR) (95% CI) 0.76 (0.67, 0.85)
p-2 <0.0001
A3} A HI'OEE(ORR)
ZRabA ¥ro.25 (95% CI) 51% (47.7, 54.8) 42% (38.5, 45.5)
oX b5 9% 6%
Hd upog 42% 36%
x}o] (95% CI) 9% (4.4, 14.1)
p-21 0.00009
Y2 x] 4717t n=405 n=331
SL0IE) (H) 8.0 (1.2+, 41.5+) 5.7 (1.3+, 34.7+)
> 12709 92X 7]7HDoR) 39% 26%
%"
> 247019 ¥h3X]47]7HDoR) 27% 13%
o0

Kaplan-Meier 7% 2A0of 7]&3t

" 23519 Cox vld 913 w0 7] xst

" &3otE 27 29 HAE(log-rank test)o] 7]&3H @& (one-sided) p-3t
S QHAVES(CR) £ BEURS(PR)C2 BHolg z|4to] HwHA uhg

¥ %3}5] Miettinen & Nurminen ¥rgoll 7153t ©H&(one-sided) p-

M




A=Y 28 KEYNOTE- 85901]/\1 A B279 AAMAEE(0S) Kaplan-Meier =41

I 29. KEYNOTE 8590 R 59 FXISPME(PFS) Kaplan-Meier =41

S P

Al & oK Esophageal Cancer)
KEYNOTE-590: 2&0] 27l=st 24 844 Eo &

o Augt/Alw AeEete] 1x} A=
JERCH FJURALY] AL a0 BIFSEH Z4 AP EE Mol Alxd U YAz Mgrmol
(Siewert type 1)9] 1x} X|g 2K, &AL 7499 S Tfbo = ohr]a, 22 vy, YoF iz dJAIE
KEYNOTE-59004 B7t=|Qict. 5 AdAoA PD-L1 HALS $Ish 2& ALY £Y #io] Q.
3lx, PD-L1 IHC 22C3 pharmDx™ 7|E& Ap&sto] £ PD-L1 Hd-S AR &/ APIHIA
3t = gjol olx|S WQ 2 st OJstA AME|ES 1Al $HAF, E= HER-2 UAl Az A EHE(GE]) Al
(6]

ok

AF Fabe AAHU PR FY RAEY AL GF vs. HYF), AH G (ohAlo} vs,

ofAlo 9]) 2 ECOG PS(0 vs. 1)of 23] %i}

Al AEE £ Gadel g9 Y B

+ JlERCH YUFA 200mg Ex YoFS nﬁ 3% 19k Eofstol, AlAZ2e 80 mg/m” U] 3%
1xko] 6AF0]271A] 2] 3 5-FU 800 me/m? 0 3% 1AMEE] SURIAl BojstAAut, Al &
F A2yl wet We ot

JERC YURAL B AW 8 BT 54 2 Moy F Myo| Aelwy] FA

Ad DAL 71220 FEARA] L5 WL DA A 45 olF s YOz 2

o WAl T4V Mg Held wbal oz SR A9 AIg RECIST vLIE Hol

sols S8HgT. A NGl g are] A% Al wIRIA ARLE 4 Aotk 9 ol

3]

o?A

313

3
o IR
£ A
ofst W7t 9xoir} AaiE|oich 1x} S &4 WK EL xAIsHA mm AE, CPS >10 ¥ AA|
Aol A RECIST 1.10] w2} ALA7F |g7heh OSeF PFSoIQIt}. o] lit= AMAlol Age 2& Al
ol tish OS % PFSOA SAIXC=z [oJueh VIS BT 24} Ra/d B7HK#+= RECIST 1.1
of 2Astof A+AE B7tet ORR % DoRo| it
KEYNOTE-5900]4 7499 9] #x} % 383%(51%)0] PD-L1 ¥d CPS=1091 &g 7HEct ol2ist
383 Ald A7HA] B2 tat 2ok AF S4R 6389 28-89A]), 65A] ol4f 41%; H/d
82%; "BQl 34% 2]l ofAJolQl 56%; ECOG PS 0 43% 12]3l ECOG PS 1 57%. 93%= M1 A
= 7tROoY, 7%= MO BH2 7RG 5o AR Oz 75%e WY NE AdES VA, 25%=




HUEE 1A
KEYNOTE-5900]4] PD-L1 ¥&d CPS=>10%1 £Y¢2 7Hl &xpoAel &0 /e84 ZAite A XA
= Bdor 7 620 Q9%of 9t 0SS ¥ PFSQ Kaplan-Meier 242 73 30 @ I 319 ot
e 9ir.

® 62. PD-L1 2HJA(CPS =10)o|A 7|ERct JuWRAL + ststQ¥Ae] 984 ZAuHKEYNOTE-590)

Z|ERTH 7"‘““’“} 200 mg 3 ek
Ford A2Zetd
=y} A E A A2 5_FU
5-FU
n=197
=186
AA AME(0S)
APzl G SERE 2~ (%) 124 (66.7%) 165 (83.8%)
oY )* (95% CI) 13.5 (11.1, 15.6) 9.4 (8.0, 10.7)
SIAH](HR)" (95% CI) 0.62 (0.49, 0.78)
p -4k (5818 27 $9) <0.0001
S XIsH A =(PFS)
Ab71 9HAE SERE 4 (%) 140 (75.3%) 174 (88.3%)
ZOoRZHOR)* (95% CI) 7.5 (6.2. 8.2) 5.5 (4.3, 6.0)
ST5IH|(HR) (95% CI) 0.51 (0.41. 0.65)
D7 (E51% 27 20p <0.0001
7AW A Y9FS-S(ORR) *
Ao ¥ES.Z(0ORR) ° (95% 51.1 (43.7, 58.5) 26.9 (20.8, 33.7)
Cl)
p-2 < 0.0001
Y99 X] £ 7]7HDoR) **
HFS X & 7|ZHDoR) 42N 10.4 (1.9, 28.9+) 5.6 (1.5+, 25.0+)
L) (H9])

]

Kaplan-Meier 74 EAo] 71x&
" Z3te Cox Bl Y =0 71xE
" RECIST 1.10] @2 HA3ARe] 7o 2Agh

C Rl2ls ojel(ofAlol vs. 7} R715), B FAS(HAE vs WH AZ 9F) U ECOG
PS(0 vs. 1)of et &£3t= 21 49 E|AE(log-rank test)o 7]59} = (one-sided) p-3%t

1 ARS 93t @E(one-sided) p-3F. HO: %2] x}o]=0 vs. H1: %2] &}o]>0
# QHRUES(CR) T R EUHS(PRIC R shold &|xto] 7ZHmbd whe

30. KEYNOTE-5900|A] PD-L1 ¥&l 4 (CPS>10)¢1 X|B9 AA| AE(0OS) Kaplan-Meier

el B
Fd




a1 31. KEYNOTE-5900lA PD-L1 ¢  E(CPS=10) Rad9 JX3E  AE(PFS)
Kaplan-Meier =41

%, T T T ————————
i f - —— Y M 13z

AlA|ZHRenal Cell Carcinoma)

KEYNOTE-426: A2 Ado] gl Dy AN=e 2at o
AAEG HESH Z|ERO AWMRAS] fa/de -L1 =9 A @ IMDC(International
Metastatic RCC Database Consortium)9] & ®HZe} IAGlo] AIsid AN SALE oz
Sxre] vy, oy, a0 dAt, #d diad dgAIE A KEYNOTE-42600A B71EQich o] JAFA|
doM = AT AAS A B WY AA X &7F e X AlQsith IMDC7E Y1d HA[A
2] (favorable) vs. 57 (intermediate) vs. 1 F(poor)] ¥ A|YA FA(ED] vs. AEH vs.
JJep 2o EE 9t BASL O1S ART F shupol Ak E(1:1)E ook

o AXEG 5 mg 19 23] FFoet WEsto] 7|ERT WA 200 mgs 3R U Fofgh

o] B8 oY dix dEAE

=

* AAEIGY F%,

- 29 AWshe Al ¥ BAREo] glon @¢fo] 150/90 mmHg ofstz A= AJEfOA A
El'g 1¥ 29] 5 mge 29| A4 A= T7l(§, 65) 5 EAt TR 1€ 28] 7 mgo2 AAJE|

9ol 8 371} s gE ok,

- SAY 71FL Agstel 19 28] 10 mgZtAl AAEIEY §F F717 H 8=t
- SAlEd e S4S Teely] sl 12 28] 3 mgoR, ololA 1% 23] 2 mgoR LYY F
ohat

Uel'd 50 mg2 19 18] Z7E0I3 § 25 5o SoiS U

ZIEFch BURAG AN Y YBU ARE RECIST 11 mE BCR o) AT Aol
wzate] A9, H 247097 AWE . ARA}
o olsl Q4 olelol Actn e B9 AW AW oL JERC FURAL © Ao &
o sl &Y. S JH tigh B7he 71E AlAd AlAstA, 2ARe] vl & 125At0]] RledE 9
670tTh 54%7HA], 1 Foll: 12%okch SEglck shet U @oyst UFAl

7)obeh 238 Qict,

KEYNOTE-4269] 8 2rp Uz We oy BT 4329 2 SUEd AR
4297) djo] 22l o 2o AP FYu(median age) 6249 26~90A]), 6541 ©l4
38%, YA 73%, "iol 79%, J2]1 Z9FQl 16%°]9ith  99.9%%= Karnofsky Performance
Score(KPS)7T 70% o]Ato]9ii, gAte] IMDC 7]1&9 YIFx Bxn: 31%7F AYA(favorable), 56%
7t 79 (intermediate), 712]1 13%= 193 (poor)o]gict.

1XF S84 HIHRRE AXAAEE0S) ¥ 2ASPAHE(PFS, RECIST 1.10] o2 = =
(BICR)ol )Rt 24t =7 B7HA#+ RECIST 1.10] & w7tHd =35 YB7HBICR)Ol <A
& ZATA WS B(ORR) 2 ¥HSAI%7IZHDoR)OIGICE £0 &4 Zutt & 630 Qotelo] 9ok,

glj
Qi
ofo
s
N
N
ofr
%
i
oX.
1
T
T
2
A
‘o
N
m
-|m
_l;‘

\m *
E
FIO 1o
i
D)
o]
~
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B 63. K13 AN QY ShAtoA 7| ERTy AWMEAF 9 B Fo] tigt vhg (KEYNOTE-426)
JlEFT AU 4 e
=7} R me AXEd
n=432 n=429
AR E(0S)

AR A SR 4 (%) 193 (45%)

225 (52%)

%‘%}%}UH%) (95% CI) 45.7 (43.6, NA)

40.1 (34.3, 44.2)

©]318](HR)" (95% CI) 0.73 (0.60, 0.88)
p-%t 0.00062
SX133 R E(PFS)
AR Ay SR 4 (%) 286 (66%) 301 (70%)
ZoZYR9) (95% CI) 15.7 (13.6, 20.2) 11.1 (8.9, 12.5)
o]&lu](HR)" (95% CI) 0.68 (0.58, 0.80)
p-3 <0.00001
7A7%% 9r-3-E(ORR)
ZH3bA 822 (ORR)' (95% Cl) 60% (56, 65) | 40% (35, 44)
p-3t* <0.0001
Y3 %] 4 7]ZHDoR)
SLuNE) (H) | 236 (1.4+, 43.4+) | 153 (2.3, 42.8+)
THE A AT

el U K2jd gdof oJsf Sstd Cox vl A 2o 7|12

o

27 29 HAE(log-rank test)o] 7| x5t HEXA p-Zf
wHS(PR)IS 29 249 ZAUH Rhg FAtE

1?__
S IMDC 9+ 9 X|2]& oo o5 &3} Miettinen

e oy 2 by
2o g

rD:
oo
@)
=
H
rr

a3 32. KEYNOTE-426 X]|&2+-9] Kﬂxﬂ/\(‘jﬁ(OS) Kaplan-Meier 241

O

y
‘ I

(ITT A)




2 33. KEYNOTE-426 X|=m+9] FA1s§AE(PFS) Kaplan-Meier 541 (ITT AT

:“\l e PPV Ukl Tl ML R e
e

KEYNOTE-581: X384} AlA|z ot S
Avte]Yat Hest F|ERc FUMARAtY] SFAe FIEY

4o xegA AMNEZQY FHA} 1,069%S iAoz oy,

27}, A9 QAN KEYNOTE-5810]4 #7lelgict. atse PD-L1 £9F 2@ Alejer BAQ

o 529t o AN AHolNE TEA AIWANY Ex} £ Wol o2 W2 st ofarA
q

FHIE 7 A AlYE Y. fAERE AlYA dA(B0] vs. ARd vs. 7B m7hE) 2
MSKCC 7]§94 8 HE[A Y (favorable) vs. 7] A (intermediate) vs. 19 (poor)|2 Z=3}E]
At} BARFSL rheol ABE F shto] LAt wiRE K1),

diubEld ZOrng 14 13] JFojet B§Esto] 7|ER0; FJWRAF 200mgS 35700 W Fof shof

ot 2] F2 bmg 19 18] F+Fojet HEstof #utEd 18mg 19 18] LTt

>1 o

47 5ot 2UEHY 50mgE 19 18] HA3EHst & 257 Fot goksict

A=+ RECIST 1.10] w2 BICR H7to] 273 &weol Alsio] &g AL}, 58 B7h5st S4o 2
RE7] AR A4 AP et BAb QAo Aol ARAlo] o5 AAA ojolg AL 7
02 ZREE 249, RECISTO me &Y A8 Soe 7|E20} Juzaje} Autejgo] Soto] 3

=]l

E2tt BUAA AL Ao 2447k MPHdon: Meteld 229 FP 244YE HolME
A% 5 A9t £% el thet Woke JIMAH A ol$ sxuit Kt
KEYNOTE-581¢] 1,069%°] #Hx} Z(7|E=r} Quizate} 2iufeld W8 @¥ Al@e 3559, lule)
gt oz RA 58 Q¥ AT 357F R SUES Al 3579) HlolA 2fl B4 AdF &
A (median age) 62A(H: 29-88A]): 656A] o]it 42%; ‘FAd 75%: HBQl 74%, =UQ 21%, =9I
1%, 22]1 7]E} Q& 2% tt. Karnofsky Performance Score(KPS)7} 70-80%91 A= 18%,
90-100%Q1 3HAt= 82%9%ith IMDC 7129 = Ex: 33%7F XY &(favorable), 56%7F 5719
d(intermediate), 28|17 10%= 1Y (poor) o]9ion; MSKCC 7159 9z BxX 27%7F MY
3 (favorable), 64%7F &7 ¥ (intermediate), 22]17 9%= 13 (poor) o]t Xl UdrA 9l
Aol £o= 1(68%), L (45%), 121l (25%) Tt

1A} f-874d B7MA &= RECIST 1.10] wg BICR F7to] A% 2418 AEPFS)oIitt. &2 2&h
L84 HIRK|RE A AHE0S) ¥ A vr25(0ORR)S =Ztstgth. KEYNOTE-5819] &8 S8
d At & 64, 217 349 27 350 Q0oFwo] gt

% 64. MY AN RGN 7|ERH ARl R Auteldo] gt 954 AIHKEYNOTE-581)
B FESTT FUZAT e
200mg
n=357




o 3%0f 13]
+ duteld
n=355
2R3 M=(PFS)
AFAEEA SIRF (%) 160 (45%) 205 (57%)
Z4UONE) (95% CI) 23.9 (20.8. 27.7) 9.2 (6.0, 11.0)
2SH[(HR)" (95% CI) 0.39 (0.32. 0.49)
p-ar <0.0001
RA A=(0S)
A9 STRE 22(%) 80 (23%) 101 (28%)
SUONE) (95% CI) NR (33.6. NR) NR (NR. NR)
QISH](HR)" (95% CI) 0.66 (0.49, 0.88)
D2 0.0049
X BXNofA sHolE MA AHE(0S)
APAEEA SERE (%) 149 (42%) 159 (45%)
ZA0ONE) (95% CI) 53.7 (48.7, NR) 54.3 (40.9. NR)
_OJ3I8[(HR)” (95% CI) 0.79 (0.63. 0.99)

" 5EH Cox vl ¥ 2P 15T
" 27 29 E|AEO 7|¥lst & (Two-sided) p-3t

NR = not reached

of APE 2UEHE AR de] JIESC YUFALGL Avteld HEAY Aol A9 wgY &
Afe] PRS 2 OSolH EAK o2 gojujat Axe

a2 34, KEYNOTE-581 X529 X188 XM E(PFS) Kaplan-Meier =41
T

23 35. KEYNOTE-581 R|&+2] KA AE(OS) Kaplan-Meier 41"

-

KEYNOTE-564: AA|&S 92 AAN=ZQ &} oo £+% & Hxa¥(adjuvant) Xlg YoF oz <
AFA| &
o a

J|E20t FJuiFapo] 9542 AAEeto] st B X @¥(adjuvant) X2 2A], AIA|EO] AfE 3




o] &==-19d = udo]lAY M19 NED(no evidence of disease) At 994 HS Aoz
7138, A ui, olF WA, A iR AGAIE)] KEYNOTE-5640A B7t= Q. 55-19d
[e]

- 2= pT, 25 5%, N+, MO
dolgwl e EA)

Ao EHH 47 Omoﬂ H2 B ¢ A% ZBAle(M1 NEDQI 48 Aol
]_ L

AA] =27t At PAb= AT PR 2 A
E2r} AMAEANN=496) 200mg E= 9]°Kn=498)%
(D= FA9 wige Aol AEl(MO, M1 NED)o wep 8w 9la, MO ylolM+= ECOG
PS(0,1) & A=A A|H(ul=, = ol osh F7tz Seedch SAE2 FAY Wiy ole Ag
d 3¢ 12F0it}, 2 thgols 3dolA 5E7tA] 16501ch I thgoll ol 24F0ich GAS HY
i}

99475 9] At} Hoja2tel 542 AP YU (median age) 60AI(HH: 25-84A), 654 o] 33%;
g4 71%; 22]1 ECOG PS H7HAw 02 85%, ECOG PS H7bAm 12 15%0]ct. NO= 94%, <
5ol g A= 84%0|Tt. FE-1H T2 86%, 1P 8%, M1 NED= 6%0] it

1AL 274 B e 44 AlE AAPE Brtet R2% AJE(DFS)olaL, 8 2X FIHA = 0SO]
ot

o] AL o] oF FojA] 9ok thy] DFS 9 OSo thst Aoz {9
A= ®65, 1% 36 W 19 370 Qofe]of It

D

o = o =
e dedd. Fad

2 65. 9874 Z3 (KEYNOTE-564)

87t Al JERT FUR SloF
=
A} 200 mg 3 F 12498

opck

n=496
22y WE(DFS)
A1 8P sERF 2 (%) 109 (22%) 151 (30%)
ZJHHE) (95% C) NR NR
o] 8|(HR)' (95% CI) 0.68 (0.53, 0.87)
p-%k 0.0010°
24 Mg ARAAY 2AY ABEDFS) vl 77% (73, 81) 68% (64, 72)
(95% CI)
RARYE(0S)'
Al B AR 4 (%) 55 (11%) 86 (17%)
ZUZHORE) (95% CI) NR NR
28| (HR)' (95% CI) 0.62 (0.44, 0.87)
p-2t 0.0024°
48 71 AlROlIA 9] AAIAEE(OS) Bl& (95% 91% (88, 93) 86% (83, 89)
@)

N

7]

]_

r

271 Sl 23970 E(H Y 2.5~41.570E))0 1AF FF B 7=

ook




A B 1 29w0l 55809089 2.5-7451)A 3AF 24 BA0 JEg
‘ 3bEl Cox vlal 91d 2ol 7152

§ 2315] 2 3 9] HAE(log-rank test)o] 7]&st
NR = =935l 945

12 36. KEYNOTE-564 X829 24 ME(DFS) Kaplan-Meier 24
"y

A=Y 37 KEYNOTE-564 R|&79 AAAEE(0S) Kaplan-Meier =41

i = |

Drepnl Saretan 8

At et (Endometrial carcinoma)

KEYNOTE-868/NRG-GY018: Az At RISy E= AL Ataulintd &4 tidel 58 e o
EEAIN =

oZelerd 9 ylE Salelal B85t 7 E20 AUMsio] OFAL RISHA Ei REHA AFZUjrol &
AL 810¥e  tide=  oF oriE. A9 HiF. olF WA, Y dix ddAdEd
KEYNOTE-868/NRG-GY0180A =AML QIT}. AGAIE 27lol= MMR ol gzt 29 2709 2
SEZS Zatsiich: 222%(27%)9] FAMELS dAMMR T3 Eo] mEglon], 588%(73%)2] FAISL
pPMMR Fz Eo] mot&Ect & AGAFoAM= S47se V], 547Hset VA7), IVB7] £+ A
2 AFsUH (587 B 5o BAIRlole]l 2AE . oAl A4l e ‘*Kl AUA

w d

O

ool 22 $ BEAWOR YUBILRUL We LS| AelT 2 Utk ol 22 ¥ BA
gosttawe we xse Foststey o2 okl 5 Aojw 127§€el Al 9ol Fold
Qolch. FEEFL EPA AT WY SFolAY, BEY xmn&o& g Ex WY IAE WRR
2 @b As ok PARISH: MMR AE), ECOG PS(O Ei 1 vs. 2) 2 of




gAtE2 B39 Aad F stuof] FAR9 uig ()= i

o 3z=ojc}t 7|E2c} AWAAF 200 mg, o224 175 mg/m? 2 7FEZ2}E]l AUC 5 mg/mL/min
= 5 6537] ¢ Fof, J2|1 ofojA o 6x0ich JERCH FYUWMAEAL 400 mgS EHd 14%77] S
£

of 3zotch 9joF, mZeletd 175 mg/m? ¥ 7FEZete]l AUC 5 mg/mL/ming & 6%57] 59t £,
J2]3 ojojA U 650t ofS F|Of 14%7] &9t Fo
BEAE g2 4 AlE 719 1gAte] AW AARAE AT X s ‘e‘ﬂé A%y, 518 275 =
A 20571(FA oF 247R2WHA] A&E Q. 6527] Al&F U4l & RECISTO| wat 7gojd
oY ¥ T B8 uiSS doln] EA7ILS AY S A|d FAISLS A ELApo] mthol| wle} mpZejet
At TR Zed S 7IE$E% FWAEAL B fofut HEato] A|Y| 1037|7HA] o]ojA] Fojukrg & 9l
ATH FF AJHol digt H7h= A 1E &2 9Fuit}, 1 o]%o= 1270t} H3PEQITh 22 &
8/ A3} A&+ RECIST 1.10] wat ApA7r Frhgh fA8AAEPFS)o|det. £7F 878 B7F A
B AAAEOS)o] ATt
dMMR QI3+ ATe] 542 ofZat Zodth: Ay FYat 66M(HS: 37-86A]), 654 o4 A 55%:
ulo] 79%, &9l 9% W ofxJofol 3%: 3|AIY T 2}ElA| 5% ECOG PS 0 64%, ECOG PS 1
33% 9 ECOG PS 2 3%; AutAd A&k 61% U P9ty T x|&A Adt 39%; 5%= o|Fo] 2% &
Bx gAspstayE woron 43%« olflo] WA R85 Wit 2ASA {¥2 Aty UHY &
T(81%), ALE NOS(11%), FU/d 45(2%) &
PMMR QI3 ATe] 542 tfZat Zodth: Ay FUYat 66M(HS: 29-944]), 654 o]t A 54%:
ol 72%, 591 16% 2 ofrlojQl 5%: s|AmY EX 2}ElA 6% ECOG PS 0 67%, ECOG PS 1
30% % ECOG PS 2 3%; RjgtA Algh 56% o Uury T x|&4 A3 44%; 26%= oA 24
Hx FAdstetayl S woton 41%« oldo] WA A8 E Wttt RAISHA R Abg WY

q®

l‘l[‘

o2 Hor

T(52%), Mg AE(26%), AAE NOS(10%), £ AE AE(7%) X L
o] A4+ dMMR 3 pMMR AT ZEolA 9fofut mpZe|gd 2 i Zepd

ERoh Juizarel mZeetd 9l steEeid 8 Rolyo] RA9] HigH EAiA FAACR {9
o]st PFS 7hAS U=stdct. KEYNOTE-868 04;4 MMR Atefol] o2

d 38, 11 390] Qotelo] Qleh. PFS ®A AlFolA], OS Aibe A&5Hx
A 12%0] AFGARE 9 pMMR &FAFEOIA] 17%9] AFgARZI o] LAY

B 66. 984 ZIHKEYNOTE-868)

dMMR Aot pMMR &g

FIE= = = ZIE= = 1 =

Bt AE At | aagsete | T | dengguse
Fefststay - 5 aetatel oy 4

n=110 n=112 ne294 n=294
SR (PFS)
A7 ubl SR (%) 29 (26%) 60 (54%) 95 (32%) 138 (47%)
ZorzH7NY) (95% CI) NR (30.7, NR) | 8.3 (6.5, 12.3) 13}9%?-6’ 8.7 (8.4, 11.0)
°314](HR)’ (95% CI) 0.34 (0.22. 0.53) 0.57 (0.44, 0.74)
p-at’ <0.0001 <0.0001

* _O}O]-_(;;’]-a;!-_g‘ (J-L]’ELE,]E]'}"“ al ;].i a].E])
ox ulel 93 By 7|23t

"‘ d 27 +9] HAE(log-rank test)o] 7]E2(AMMRO] 3¢ LudAIRE 0.00207, pMMRO] 2 LA
%5 0.00116xt v]w)

of
ﬂ
rif
|.m O




T3 38. KEYNOTE-8682] FXIs§A1=(PFS) Kaplan-Meier 541 (dAMMR A t)

LT

a3 39. KEYNOTE-8689] X188 A= (PFS) Kaplan-Meier =241 (pMMR X&)

KEYNOTE-775: o]flo] A4l @¥o=z A& o] Q= A3/d AraUdd SAF gidel 38 2

iz AdGAd

7|ERC WAL f 8/ diuteEld ©§8awel o, “”H HK* HoF tix, &

AlFQl KEYNOTE-7750)|A] o]Ao] 2 A HX Z 99 (adjuvant)2
ool B QoA Aojw stuo] Wiyt sietxlg @ o g FoF Fdo] = AE Arauierd

827789 &Xto|A RALEITEH o] AGAIFANME & 53 + AtsdlEt sFolAY & At

71 At B WY AN E HRE Ste= YA HJHE #v &A= AlYE UG “ﬂ%ﬂh MMR %}

(dMMR %+ [dMMRo] gi=] pMMR)2 ZF3tE|Qitt. pMMRQI 732-0ll= ECOG 4°8 AJHi, XA

AR, ZH HAMS A& olo wey oAl St QlYy. A o239 Alaato] FARS] vl (1:1)E

cf

gk

£”.=

« JlE2ch FUFA 200mge o) 30} U Fofsio] AujeEld 20 mgg 19 13 A7 Fojel

(o]

- A7l M=oz SAZulAl 60mg/m’S U 3%TRCH FolstAL, m2eEAl 80me/m g O 1

=3 3 #F

d WEaWe RECIST L1o] me BICR Bl 2743 Awel 713

5 W RN RS, Tr 7IES0 AR 29 At
J|ERC FUFALY Soft AL AR Yopde Holn APAL YA of

oo 9ic}T BUHE A% RECIST 112 Hol8 2% 1 Solw o8 och 59 Aol o

7be 8%otch 2SI 15§24 AEE HA AE(0S) % RECIST 1.1o] ob2 BICRH ko] 27

g PAIPE(PFS)o] ek,

5 82799 @Ak P9 WYl 41159 BAL: J|ERCE YUFAY MolEld YEAUF 1

Aol delo] met 3069 SARHA EX 1109 B2l Rokpo] wigH et o o

A7 AT 54 oheu otk A FY 654 (U9 30-864)). 654 ol’F A 50%, Wol

o

ol

ll‘

ol

A

1° ko
’

o

— g u -1 O

61%, otAloFQl 21%, 21 4%; ECOG PS 0 59%, ECOG PS 1 41% 12|11 84%= pMMR &%




LY

Aot 2ASA {FEL AU YAE 60%, FAHY 26%, FEAELE 6%, = 5%, 12|l o] <
3%AUTH 2= 82799 AFZUTd A= olfY A4l oz Rg Fo] Ak 18] 69%, 23]
28%, 33] E+= 1 o]t AAl 24 3%. 37%9 A= = A EXQ¥(neoadjuvant) E+= e
S 2x Q9% (adjuvant) Al FFT AACH

PMMRRI(MSI-H %= dMMRo] gl&) 69799 fa/d Ait= & 670 QoFe o]}

m

I 67. KEYNOTE-7752] 9&4 ZAut

MSI-H £+ dMMRO] $I= Atgujaf
1y
o =
371 AR o 3Tu}r:: N
= Ao R
eo R | T
200mg+&ulE]g
n=351
n=346
A AE(0S)
AP Bl SERE 56 (%) 165 (48%) 203 (58%)
=9 }(7H*4) (95% CI) 17.4 (14.2, 19.9) 12.0 (10.8,
13.3)
2FY](HR)" (95% CI) 0.68 (0.56, 0.84)
p-3 0.0001
£X188 A3E(PFS)
AP 9RAE SERE 2 (%) 247 (71%) 238 (68%)
%%"%IUH%) (95% CI) 6.6 (5.6, 7.4) 3.8 (3.6, 5.0)
2FY](HR)" (95% CI) 0.60 (0.50, 0.72)
p-3 <0.0001
C x3] Y 2 (Cox regression model)o]] 7| x&t
"2 %9 HAE(log-rank test)o] 71x&
o] A5+ pMMRRI(MSI-H %+ dMMRo] gl&=) FollA 7|ERT) R ALel dlupe]gdute] {850
A L& 2% ol 08 % PRSI SAMoR Rojujd AHE Ul

2 40. KEYNOTE-775914 pMMRQI(MSI-H % dMMRo] Q=) AtFUjarer gHx1e] AA| A E(0S)
Kaplan- Meier 24 (ITT AH)




J& 41, KEYNOTE-77504 pMMRQI(MSI-H T dMMRo] ¢t) ApZUjuret $hxpe] XI3R
A Z(PFS) Kaplan- Meier 24 (ITT At

KEYNOTE-146: AFgU2fet ehA} of4te] B8 oW 571 AdAI

dute]dat H 85t 7| ERnt AJUWAALS] a2 Aol oA Aojw shtel oo Al QW
o] xlgjo] &olg] ApZUjutor A} 108HS tjatoz v RAre] chy|T, | AAl o E FSE
(multi-cohort) UAMA]SQl KEYNOTE-146014 H7tE]Qict o] UAAA|Ho| = A Ap7tHARSE gt

A} ER W ojR] X2t WA #Ak A

RIS 5§ WIS S WY b APD F7hA AEel o AAwy] FA 3Fokt 18]
JlE2rt A 200 mg HY 015 lEld 20 mg 19 18] AT Soje} W&t ApALo]
ofs) QAbAl ofojo] ity WHEE A WY MW Fo|e JlERCH FUFA L AP Foj
slgHoct JlE20 AR Ad) 2474271 Sojgglon, AMutElde 2471 o] 3oE Eojy
4 9glth B Aol et Woks 71 A"l AW olF 24FAMA] 650k}, 1 Hol 950}
o} 23Eoich. 52 §84 FAEE RECIST L1 02 w/lde SYFYBIHBICR) 273
Mex| ¥HgB(ORR) % ¥HSA147]7HDoR)0|Act.

1089 9] A} &, 87%(n=94)= MSI-H £+&= dMMRE UEUYA] ¢9tod, 10%(n=11)= MSI-H &=
dMMRE UERom, 3%(n=3)ol 4 JElE & 4 gloich MSI-H £ dMMRE Uehia] ort 94
go| #ALe] wlojAztel S4& ohet 2ok 9 FY(median age) 6641, 654 ol 62%, ol
86%, =91 6%, &2 4%, 121 7] AF 3%Act. ECOG PS 0(52%) E+= 1(48%)o|it}. o] &t
IS 94 L5 AU Cigt olHe Al A2E Wokth 51%E 17hA], 3% 2714l 1%
71| o)) o]Mo| HAIXI2E Wt

Q&% AT B 680] Rk ojgley.

# 68. MSI-H =+ dMMRo] Q= Abguinteh &Ate] Rasd ZAxt

JEzct AWz A aAulE]

It AR k=

n=94"
o] ABA wrg
MR 8FSE(ORR) % (95% CI) 38.3% (29, 49)
AH ¥-3(CR) 10.6%
29 Gh3(PR) 27.7%
Y2 X] 4 7]ZHDoR)’
Z401E) (He) NR (1.2+, 33.1+)"
>12 71 98X 47]13HDoR)9] % 51%°
S-S 7k 9] AIZt
Zorzong) (#9) | 1.4 (1.1, 8.0)
SRIPYE(PFS)’
ZAONL) (95% CI) | 5.4 (4.4, 7.6)
AR E(OS)




[ Z93019) (95% CI) | 16.4 (13.5, 25.9) |
TEA ZAT 1] E9%E 1871

" RECIST 1.10] T2 BICR ®7}o] 27at

PEYA PER SU #atn=36) 2A%

$ Kaplan-Meier 74 ¥Ao] 7|25 12709 o]4de] vhg-g ¥el 8%o] gap gt
+ X85S e

NR = =2sA] oFZ

o] it F|ERC} Fuzat @ @lule]d HEEox] ORR % DORo| thst gado= gojnjst 4
e vk,

VHIE-J0| B LR 2P o (Microsatellite Instability-High Cancer)
KEYNOTE—158 EZ QY o]l A=l MSI-H = dMMR B]|RIZAAQH non-Colorectal Cancer,
non-CRC) &AF th4fo] 571 AgAI<
7]EEUr FUMEA] REAH2 AU (n=49), A(n=24), F=(n=22), FTL(n=22), 2L
g = 235t MSI-H £+ dMMR v]|AZAAoHnon-CRC) SHAt
FAY, 3 Y oF 22 E A 248 AYAIFA(KEYNOTE-158)0] A
ol MSI &= MMR & JHl= 242 38 as AMyS(PCR) £
7‘?:]_

_I

Al
A
|
SH
u

27bsE 4 wAlolY Ay A AR F|ERTH AUAAL 200 meg 350 Fol

dxrge o 3

worch A el £7] S-S B9 dNFoR R BAELS AW Yol AW WA AR
2 gAstes sgHch A Aol Yk e AL Ho) 24A4YAA AL & YA =
SO ABRALE o] 83 AR FAAH AW MY Al opA] AlEtElo] AT} 1dskA] Fvte Sold 5
2%

o 3¢ JH H7l= A 192 9R0i, o]$o= 125300 3= Qi
AraUiared &hxb 499 9] Ho]lAaegiel /42 AF SYut(median age) 65M(65A] ©]%4; 53%), =<l
90%, =42 4%, =92 4% L ECOG PS 0(49%) ¥ 1(51%)o]ict. 96%7F M1 ASHS, 4%7F MO A
gto 2 SQIE|QITh. 49%2] APl Aojk 27FX] o]4te] o]fe] g & wWokty. Y X} 24o] H|
ojAepel B2 A SYul(median age) 67MI(65A] ©]4 58%), '/ 63%, Wl 50%, &4 46%
2 ECOG PS 0(50%) ¥ 1(50%)0]1Uth. Z& SAF M1 Agtog 2RI Qi) 58%2] &ALl Aol
271X o]/49] olFe] XgE WOty G AP 2299] HjojAel 542 AY FYw(median
age) 61A1(65A] oAt 41%), F7d 73%, BEQl 91%, Q1 9% L ECOG PS 0(45%) & 1(55%)o]ict.
82%7F M1 Agto =2, 18%7F MO Agho 2 SRQIEQITt. 41%2] hXl7F Aok 271X o]/4te] o]de] X
g5 Ut AEY A 2299 dojAgiel 5442 AP FYwt(median age) 62A(65A] ol
32%), Z7d 59%, BHQl 82%, =42l 5% I ECOG PS 0(64%) ¥ 1(36%)o]9ict. =& stxt7t M1 A
gto g SRRI=Qitt. 77%2] €X7F Aojk 271X] o]l olAe] R uE Wttt A A} 19959
dlojAgkel /42 AY F Y (median age) 60AI(65A o 37%), G/ 63%, QI 84%, &L
16% 2 ECOG PS 0(53%) 2 1(47%)o]ic}. = sixj7t M1 Alsto 2 stolg|oict. 37%9] sixprp A
ol 27FK] o]ie] o]Ad9 xgE wWTH HAY X} 1599 HojAl S dF FYqW
(median age) 55A|(65A] o]AF 27%), BRI 80%, =<9l 6.7% & ECOG PS 0(53%) & 1(47%)0]9iLt.
2= X7 M1 Agto g Sl Qitt. 73%9] AL Aojw 27FA] o]4fe] o] o] Xgg ¥ttt
1A} f87d H7HX|E+= RECIST 1.19] @& w7129 535YE7HBICR)O 73t AT
(ORR)OIIT}. 2AF {57 H7HX |+ §FSAI47][ZHDoR), FAI8AE(PFS) 2 AAYEOS)AH. =
A S92 Atguereto] ois 24.47HE(HY: 0.5~34.2), o ojsi 23.370H(H: 1.4~32.6).

2

i




ol oo 125120
JRE(HY: 4.2~33.4),
. 700] RFE|oj9it.

1.1~30.9), F&Lol tish 4.070L(HH: 0.4~33.
I3 F4Yo] s 13. 1712 (H Y 2.8~24.2)}.

6).
omx

I 69. MSI-H A}gUjutel £ wpaotk stxjo] 954 ZAab (KEYNOTE-158)
Ao EPX
7t Aw
(n=49) (n=15)
A% A Q-3-&(ORR)’
ZR9HR 8FS S(ORR) % (95% CI) | 57% (42.2, 71.2) | 33% (11.8, 61.6)
7 ¥-S(CR) 16% 20%
283 uhS(PR) 41% 13%
u1.S X 2 7] 7HDoR)’
ZoZHRY) () NR (2.9, 27.04) | NR (4.2, 20.7+)
=244 ¥H-3X]4717HDoR)S] %
. 74.1% NR
WS 7EAIo] AIZF
Z4B0IE) (H9) | 2.2 (1.3. 10.6) 2.0 (1.8, 4.2)
—“-'—’5_33 A E(PFS)
ZoRZHNY) (95% CI) 25.7 (4.9, NR) 2.3 (1.9, 6.2)
12788 A1-d9e] FXIsy AE(PFS)
°° 58% 26.7%
vl-&
20004 A9 BX18Y AE(PFS)
Tee e 51% NR
vl-&
X—]i-“ /\“5(03)
ZoFZHNY) (95% CI) R (27.2. NR) R (3.8, NR)
12788 A17d9 FA| ABE(0S) H]
. ° 73.5% 73.3%
24702 A9l HA AFE(0S) H]
3 ° 69.1% 64.2%
=
“RECIST 1.10] = BICR B7fo] <A
" Kaplan-Meier 2% BAMof 7]%3t
NR = =E35tA] &4
I 70. MSI-H 9]¢F, trzol #AkoF g axtol skxjo] © 54 Al (KEYNOTE-158)
Aot geet A 2R
7} AE
(n=24) (n=22) (n=22) (n=19)
ZA%A 9-3-5(ORR)’
AMA  YFS2(ORR) % (95% | 46% (25.6, | 41% (20.7, 18% (5.2, 42% (20.3,
@) 67.2) 63.6) 40.3) 66.5)
2t YHS(CR) 17% 9% 5% 16%
B8 uho(PR) 29% 32% 14% 26%
913 X] 4 7]1ZHDoR)"
SN R (6.3, R (4.1+, 13.4 (8.1, R (4.3+
Sowmvislne 28.4+) 24.9+) 16.0+) 31.34)
>24714  ¥FEA]47]17HDoR)9]
) 91% 88% NR 100%
%1
ez e K I B
SN 2.4 (1.9, 2.4 (1.9, 2.1 (1.9, 2.1 (1.9,
cowmiel e 49) 49) 2.1) 49)

s 20.6
H 69 ¥




Sx8 AWE(PFS)
11.0 (2.1, 2.1 (1.9, 9.2 (2.3,
ZkZHN4Y) (95% CI) 4.2 (2.1, NR)
NR) 3.4) NR)
12709 AJAQ] TXIsy ME
L e e A 48% 34% 15.6% 46%
(PFS) H]&
247019 A&l TXIsy AR
L e e A 44% 34% NR 46%
(PFS) H]&
A ABE(0S)
NR (7.2, 243 (6.5, 40 (2.1, NR (10.6,
ZAZHONE) (95% CI)
NR) NR) 9.8) NR)
12702 A1-F9] HA AE(0S)
° 65.2% 61.9% 22.7% 73.7%
H]-&
24714 A4l HAA AFE(0S)
" ° 60.9% 50.6% 22.7% 55.3%
=

“RECIST L.1°] @ BICR B7Foll =A%

D‘L‘

" Kaplan-Meier &% 2Xof 7]%3
NR = T35l &S

VHIE-J0| B4R EorAd AAAQE (Microsatellite Instability-High Colorectal cancer)
KEYNOTE-177: MSI-H £+ dMMRE UEUE XZAXQ St} thitoflA] 1R R B2 A9 R UAHA|
3
7| EST AUWAEAS f8 3 20| 8755t AoligdQl MSI-H £+ dMMRE
UetU = A28 Y &4 30785 didez o7, 249 vy, 370 o4, 24 das d3AIgel
KEYNOTE-1779|A4] H7tE it MSI &
(PCR) E+= HARASSHAANIHC)o 9
o

ox,

Flo

ﬁ

o u
oX

o

o,

zQ,

['|F

I e 2K U QU oy oAl Aol E15ict

BASE |ERG HUEA 200med Folc BUALAS A A2Rol Mo cgel sHtaus)
= 250kt BUSa AoR ARl MEsc

mFOLFOX6(%”E4 ael EE)

Z22 2 22t) £+ mFOLFOX6S HBRA| Yol AlSA] 2t
He: Ag]=gtd 85 mg/m 23493 400 mg/m? (Fx L2382 200 mg/m?), 221 1Y

Atol 220224l 400 mg/m” bolus FosH 5, 46-48A17t0] ZX ZF2 29244l 2400 mg/m’
S Eokotct 19 &pof] HHAIRS 5 mg/kg EA4stAU A FUoz2 NEAYS 400 mg/m” FoF
& %, o) 150} 250 mg/m’g Hokic).

FOLFIRI (o]2]:=H|7t, FIEH, ZFQ29etA) T FOLFIRIE H[HFA|ZTolu MEAT T 8
olg]:E|ZF 180 mg/m? &3HA 400 mg/m? (Fx E2IHY 200 mg/m?), 2]l 1Az} =
2029214 400 mg/m? bolus FoFst & 46-48A|7t0] AA Z=20 2 Q214 2400 mg/m?S EoF
gt 1Y Rpof] HEAIEYE 5 mg/kg FostAL A FYPo=R Aﬂﬁkl‘?ﬂ*% 400 mg/m” EoFgt &,
of 17ojc} 250 mg/m*g EoFgicy.

I ERT AUAA £= st QA Xae A9 Ao ot RECIST vi.lo] o5 gojwl Aol
A8y = o8 B7Fsst 5799 WA [7EA] ZISiE|Qict. Ay ZK18o] Qe €AY A9 x| 24704
THR] R &8hg 4 Qlltt. 84 AY X8y A] 7|E20 AUWMRALS ARES A 25 AP7iste Ao 19
THR] 7% Bold 4 Qi £ El B7h= Ul 97Uttt QY. St WAl R|mo A9 Hj
A gRpoA] Aol Zlsdo] 9l B ZIEFH FAUMBAL AlFEJT. 1A} f8/E AlEe
AYE(PFS, RECIST vl.1o] @& BICREZo] &) ¥ AABEOS)AH. 24t R84 AEe
(ORR) & ¥H-S-A|47]7HDoR)O| .

oo A

re -lu
mw o2




3 307389 #APE SEEof 7B AuFEAHN=153) T St aRAl(n=154) Ao A4 ¥
ElQltt. 30789 Hojaztel 5442 thaat Atk A 2wl 63M(FH: 24-93A), 654 ol 47%:
g 50%: Wel 75% 2] F4Y 16%: ECOG PS 7 Ant 0 52%, ECOG PS B7HAx 191
SHAbE 48%0]9iTE RAAL Wo] AfEl= BRAF V60OE 25%. KRAS/NRAS 24%0°]%iCt. H1]H}/\]$m 3
AISAIY 88 ool daelol ehstaviAl Ales ¥ 14339 A 5, mFOLFOX6S Fofet
SHAH= 56%%1 3. FOLFIRIZ FoFst $HAH:= 44%%ith.

of A9 FFEAONA steta A Fofwo] vish 7| ERn FUMAAF X2 FA9] sigE At
A EARCR Rolgh PFSY] JhAlo]l HAEQIH. £F 0S FMoAM= ofetawid] Fobdyt 7| ERC
8T b Zte] FAMCR Rolgh Aozt QIR agtout, shetaviAl fofwol A9
o8 #Ate] 60%0lA 7IESo AUEALS xdet & PD-1/PD-L1RY Fofs #fsl wAbsHC:.
AE A AN AR S9e 381702 (8 H:0.2-58. 77 €)ool

—

[©]

fror

¥ 71. MSI-H AlZAZXter stxjo|Ao] 1x} x| 224 S&4 At (KEYNOTE-177)

37t A= 7|20t JUzAb st HA|
200 mg n=154
o 370 13]
n=153
F%138 AE(PFS) *

AR Ay BERE (%) 82 (54%) 113 (73%)
Z40NE) (95% CI) 16.5 (5.4, 32.4) 8.2 (6.1, 10.2)
AFH|(HR) ™ (95% CI) 0.60 (0.45, 0.80)
p-at 0.0002

A *35 (0S) ®
AR Al SRR (%) 62 (41%) 78 (51%)
%%*%IUH%) (95% CI) NR (49.2, NR) 36.7 (27.6, NR)
°J&H](HR)" (95% CI) 0.74 (0.53, 1.03)
p-% 0.0359

“PRSSl STE9 HE NEEANE FANAT

" Cox3] Y2 F(Cox regression model)of] 7] &g

F 27 29 HAE(og-rank test)o]] 712&H(5-94F 0.01173} v])
SAE B 712

T34 24 § EANCR QoA g

NR=E oA oS




I3 42. KEYNOTE-177 R &+9] 2418 AZ(PFS) Kaplan-Meier =4 (ITT W)
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a3 43. KEYNOTE-177 R|&+2] KA AE(0S) Kaplan-Meier T4A(ITT AT+

KEYNOTE-164: oo Ef=2u2ud ¥ SA2|Ed Fv= EFe=02ojd ¥ ol2| =H3t
2 7Ado] 99= MSI-H = dMMR AlZAXFH Colorectal Cancer, CRC) A} thAre] =7 dAMA]H
IS0 AN fage MSIH T dMMR JAFUCRO) BAE doz 3 i, v
A 24 AAAF(KEYNOTE-164)0A H7tE9itt MSI £= MMR &
MYr-3-(PCR) ARAGSHAAHIHC)E AHgsh ZAEAH. f&
& ® ezm2uld ¥ ol LHZt X' o]fo= FledH
RC kAt 1249 =19 tHE S E A(n=61), ZSE B(n=63)]. At7}
Ze Exbe ML=
AR 7| ES0H AMAAL 200 mgg 3%0bch Hof
oz oty FxE5L Ay Xisjo] &olEl w7tk X]&
Qi Ao A9 AT 24 YtA] ARWS 2 AT F|E
e
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Al 5742 ¥ S Y(median age) 53X(65A o] 31%),
O] 69%, =9FQl 31%, I2]1 ECOG PS 0(48%) % 1(52%)0]ct. B & FAIESL o]A
|awre 740401 9l Hol4 CRC #AFACE 98%7} MSI-H £ dMMR %S LFERJIOD], 90%
7HR] o] d9] o]A9 A& ¥kt IS E Bof Arojst Ao gigt HjojAgil 42 AYE F
(median age) H9AI(65A] ©olAF 40%), A 52%, YBOl 67%, =9l 22%, 12]1 ECOG PS
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0(35%) 2 1(65%)0IICt. 94%7F M1 ASO0=2 6%/t MO Aoz &
17}x19] odo] A& g Wokon], 62%% 2714 olAte] olMe] xlmE Wkt

IRF f-24 H7HIRl#:= RECIST 1.10] & w72 S35 YE7HBICR)O Z7st AH#ARtSE
(ORR)OIRI}. 22t G874 H7HKHE+= ¥H5A147]17HDoR), F4183AE(PFS) Y "AAIE(OS) AT
IS E AoA 619 F IS E BojA 63% <Ato] gzt £A A 77 S4uS 47 31.37E(H Y
0.2~35.6) ¥ 24.2704(H9: 0.1~27.1)0]ict. a4 Aue B 720 QoFgojqlct
B 72. MSI-H AAARer Aol & gX A3t (KEYNOTE-164)
JASE A JSE B
H71 A&
(n=61) (n=63)
7ZA%A Q9-2-E(ORR)
ANRA 9H3E(ORR) % (95%
- 33% (21.3, 46.0) 33% (22.0, 46.3)
2 ¥HS(CR) 3.3% 7.9%
28 ukS(PR) 30% 25%
4L9 x] £ 7] 7HDoR)"
Z40O1E) (#8) NR (6.2, 31.3+) NR (4.4, 23.6+)
>18714 ¥h-&A|47]17HDoR)e
. i 14:717HDoR)9] 95% 95%
(o]

RIS 7ERIS] AIZE
FAONY) (HY) [ 43(1.8, 24.9) 3.9 (1.8, 12.5)
o x|s8 ME(PFS)

ZZHONY) (95% CI) 23 (2.1, 8.1) 41 (2.1, 18.9)
127012 A|Ae] TXIsy ME
o o 34% 41%
(PFS) H]&
247019 A|A”Q] TXIFH M=
o o 31% 379
(PFS) H]&
XA ME(OS)
A 01E) (95% CI) 31.4 (21.4, NR) NR (19.2, NR)
12702 AlE9 FAA AE(0S)
792% 76%
vl-&
24714 A1-89] HA ABE(0S)
° 55% 63%
vl-&
+ RECIST 1.10] T = BICR ®7To] =A

" Kaplan-Meier &% BAMo| 7]%3}

N

Az o aulokTriple-Negative Breast cancer)
KEYNOTE-522: 19d x7] M45374d a9 A e &= A EX QW (neoadjuvant) ¥ &=

5 "Bz 99¥(adjuvant) thR UAAH

JlEsct BUFAS fade +4 A BAQYORA JuEY ¥ Mol olo] sasu
i oUW AlFZEATO|ERS] HE QY ¥ 44 & WAAYOLH TE 4yl &
At} wlg, ofF WA, I, U OlE YA KEYNOTE-522014 Bosioich. 58 A4 71%
2 PD-L1 wdlo] @7glo] oldel Az FEol g Az AuE 193 &7 455 SUdn
B Avol 9 A% 5937] 50| >1 cmolH B <2 om, Er Amd AHo) BAglol Fo




371 Al§ >2 cm) ARG 29 oyl AAl Agrt Bed &4 APIHAESE £=

2 st oS gEIE bl EAbe PAE chgolA AEolch RAejuE e

T vs. 278), BY ZL7UTL/T2 vs. T3/T4), 22|11 7tE et AUl 3

Fabs 9t

e & X HAQWH

SAtS-2 of2) sistaynh Wasto] J|ERct YUAL} 200 mgS 350ic} 83] EE 9jokg Fof

c}.

(1-4%71)

- 7haEete: 19A o) 370 AUC 5 mg/ml/min ®& 1-4%7]9] 190, 8%, 152} oj%
AUC 1.5 mg/mL/min

CEEEl: ofR 19, 8%, 1594 80 mg/m’

(5-8%71)

T 19RO of 3F0bct £ 4 FH]Al 60 mg/m’® E& o244 90 mg/m”

© Ato]ZRmAamtutol = 1Rt of 370ttt 600 mg/m”

s »E T HEQY

- 7|E2ct JURA} 200 mg EE YL U) 3%0ich F 957] B9k £of

JE2Ct JuimAl B 9ok ALRSt ARl B RE(1757]), 2AA 242 27156
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WA, 24 5 AW AL, EE 58 b5 54 WA b K4 oo,
Uxt §24 BIRIEE Pelahd YAVS(pCR) B2 RAZIYER(EFS)0| it

5
pCR: ft1 F=xdo] A57d &ol 3= JEl(ypT0/Tis ypNO)

S 1174759 AP FAY widE o], 7845 9] $Al= F|ER0 FAWMBAL 2|1 39099 A=
ofatoll s =it o] Aol Q3 AH 542 o2t Atk AR SR 49X 22-80A)),
65A o AR 11%: o1/d 99.9%: =Rl 64%, otAlotel 20%, =<l 5%, otH|2ft I E= FefiA
7t 930l 2%; ECOG PS 0 87%, ECOG PS 1 13%; ®7d A 56%, H7d & 44%; 9L £F 1
(T1) 7%, T2 68%, T3 19%, T4 7%: A=A &A™ 0 (NO) 49%, N1 40%, N2 11%, N3 0.2%: E3F
w7) 117] A 75% L 1117] SR} 25%.

FEY Ay B 73 9 1 440] Qofg|of Qi)




B 73. 198 27 A58 NS XY 9574 23 (KEYNOTE-522)

(]
P RE uf 3%ujch 7] ESCH AWMAAL 200
mg + s}stay / of 3xojct 9loF + sjerR / 9o
F|ES} JWAAF 200 mg
Ha]shs HYE-S(pCR - -
(ypTO/Tis ypNO0)*) n=669 n=333
PCR H]-&(%), (95% CI) 64.0 (60.2, 67.6) 54.7 (49.1, 60.1)
X & xto] (%) =4 (95% CI)' 9.2 (2.8, 15.6)
P-4k 0.00221
DA E&(EFS) n=784 n=390
AP A &AL (%) 123 (16%) 93 (24%)
ZhaelA=] EFS wlE (95% 87.8 (85.3, 89.9) 81.0 (76.8, 84.6)
&4 (95% CI)® 0.63 (0.48, 0.82)
p-%tt 0.00031
" APE XA E pCR HE Ao 72T (felaF 0.00282 H]x)

A

.
g

1]
o
oE
o>

(o)

e, 5 371 ¥ 7tEEetd Xyo] 95 58hE Miettinen & Nurminen ¥o] 7] 2
CAFE RIFE EFS F7F B4 7158 (§94F 0.00529 i)

SARES Pnd AW AH, Y 37] € st Ao os SstE yHFoR s omzo] Elo] K] ¥
H(Efron’s method of tie handling)g ©]&3t Cox &Y &L 7|22 &

Tm A e, 59 371 9 sleEete Ayl ofs) Sote 23 9] HAE(log-rank test)o] 7] &3

o] AT AHR(IERC FURAPASE RN /7 ST FUFANo] ChA (SOt e ratel a /Y

o) jel pCR 3 EFSo] ofet $AM 02 o3t AAHe Astelct

%73, 9919 £7] HESH SWY TAS Sa Aw (KEYNOTE-522)

B7} AE o 3%0}c} 7] E2c} AWEL 200

mg + s}ty / of 3xojch olof + ststaw / olob
F|ES} JWAAF 200 mg

B e RorpCR n=669 n=333

PCR H]8(%), (95% CI) 64.0 (60.2, 67.6) 54.7 (49.1, 60.1)

& Ato] (%) 24 (95% CI)' 9.2 (2.8, 15.6)

P&k 0.00221

BAIAYE-&(EFS) n=784 n=390

AR LAY FAE (%) 123 (16%) 93 (24%)

ZhaelA=] EFS wlE (95% 87.8 (85.3. 89.9) 81.0 (76.8, 84.6)

1H] (95% CIp 0.63 (0.48, 0.82)

p-3! 0.00031

AR A pCR A% A0 71Ee (So%% 0.0028% Hlw)




"z A A, 54 37] 9 7tR et Aol 98} 58 Miettinen & Nurminen R0 7] &%
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2% 0.0052¢} v]i)

T AW A, B¢ 37] L skeEetd Al os) SokE 23 29 BlAE(log-rank test)ol] 71Eg

o] APE ABRUIEST FURAFLLI /7| E2ch FUEA0] hEP(S o+ At A/
o) ju] pCR U EFS] ofgt §AK02 o3 Mg Axshoit.

18 44, KEYNOTE-522 A &9] SAAAMZEL(EFS) Kaplan-Meier &4 (ITT )
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KEYNOTE-355: 540] 27V53 24 A £t Aoy 4384 WU oa ool We o
o ECIPAA L]

JERTH WA GEHS T2, QR A w2, Ex AT stR St WE
el ThoIR, P9 P, 919 s QAR KEYNOTE-S50l] Sslgleh. 6 maint 47
718 PD-Liggol BAglel o) shstay AR FEol gl se0l WhsH R4 Ay Er
Roly 4584 §Ue BNtk LIVl Sl e 9AIRE A2 98 1Y 2 %4 Tr o)
AYAo] Qe AL, (A)HEQWoR EpZA HA ARS W HPoH Lt et 2

A AR RAER] £ 93 RS 9x8Roz
Qolst FAAGY TR o7} 53Ut

a}m gobE ®i F|ELCH FUFALZO] R WY(1)HA L, A YEIALA B FRA
Sl vs. AAERIT 7tuZatel), 2
PD-L1 &3 (CPS=1 vs. CPS<1), 28|11 £& A HAX Q¥ (neoadjuvant)X| 22 =gt 9,}&8_‘?3 -
©20] o]f A 2olR(d] vs.ol 9ol mat Faslgirt.

glop T 7]ERCH FMEA 200mgS U 3F 1A Fofsul, Chg Al JPA| s F ohUE
SECEREETE

o=l Ast obEe]eld 100mg/m*S Uf 28 7HAoz 19, 82, 152 X0 ¥L £

o2e]eld 90mg/m’S o 289 7HAo @ 19 89, 152 xjo] W& Eo

RAER 1000mg/m?2t 718 =2tel AUC 2mg/mL/ming 0f 21 7bHo2 19, 8 xto HE =
o]

ZJ|ERCE JURAN B Yof X8 AFALREE] RECIST 1.10] whg Aol xlsjo] &Qlwr] A,
I A, B Fd 2470E7HA] AL ARE Q. 7 ERn
Aol 9ol AA4A o]dg &5k Zlo® (HRE- 72 RECIST7}

_14“
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-
2
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Aot 29 A S0l S8tk 29 AElo] et BoFe 8%, 165, 245A10] 2= A00, o]

% A 1@7kAlE 9%oiet, 28l1 ol gol 1250k £3E| 9t

A §ad Al B9 PDLL S0l CPS=100 BRIl RECIST Lio) HE w7188 59
HI7HBICR)o] 2743 AAME(OS) U RAYYEPFS)oldck. 28§84 A|EE VS E(ORR)

14 712HDoR)0| 9.

A790) Rt 29 sol. 50680l @Rt J|ERet BuRA aeln 28150 Bt Hot

Solzo] AT o AP AP AP SHL chew Ptk AW FUY 534 (891:22-854)),

65A] o] A 21%; of/d 100%; HBQl 68%, ofAlolQl 21%, 591 4%; ECOG PS 0 60%, ECOG PS

1 40% 12]1 68%= m|7d AENSICH 75%9] AL A CPS >19] £9F PD-L1 2d-E, 38%9 At

ol CPS=109 £ PD-LILAS Lpepct.

a4 Auts & 74, 23 45 % 13 460] 20Flof ek,

%2 o

m opr rZ oS
o[o okl
NN

-

# 74. PD-L1 &d CPS=10Q1 5574 7Y &xtollMe rad 2y

371 Al | ERTt JUWREA+ ] oF+
getstst a HA" gotststa {A
n=220 n=103
AAAGE(0S)
AR REAE SERE (%) 155 (70%) 84 (82%)
ZURRY) (95% CI) 23.0 (19.0, 26.3) 16.1 (12.6, 18.8)
AFH|(HR) * (95% CI) 0.73 (0.55, 0.95)
p-at 0.0093
218y Ay E(PFS)1
A1 A BERE (%) 136 (62%) 79 (77%)
SYuCNE) (95% CD 9.7 (7.6, 11.3) 5.6 (5.3, 7.5)
9]8H|(HR)" (95% CI) 0.65 (0.49, 0.86)
p-3t* 0.0012
gttt WA opZeedl, dERAS ohFeel, £ AAERIY JtE St

"A R AE RAd] 712

AT U Zdstete wiA (e vs. RIAERIT}E st EetE)el 24 A B X QW(neoadjuvant) X B2 A]
9% sistay 2o=o] off ARolR(d vs. oli9)E x2o| FWFOE B3 Efron BA
(Efron’s method of tie handling)?] Cox &# =Z=dlof 7] X3t

S U el QA (e vs. AAIERIL Tt E EetE)el £4 A W& QW (neoadjuvant) X B 2A]
SLst gstayl Lo 29 old A 'moR(d vs. ofyR)] FatE 21 ¢ E|AE(log-rank test)o] 7]
A5t = (one-sided) p-3F

¥ RECIST 1.10]] @& BICR H7}

YA RRE BT R r

L L

ax

o 7%

ook

ol E?‘;EL}, —E.’—?:_‘.Eg 7]2_}(Dlsease Free Interval)of] = 51+ EA
?h % PD-L1 2@ CPS=1091 Ao 4 7IERT FHFALe atetQ Al -8+ (n=49)}
ofyt stete¥Aln=17) WE&F] SAPNE FULS 217t 7.54L e 7249, AANE FUgLe 2




ZFH7.470L 3 19.771€S Bt

3 45, KEYNOTE-355 X &+-9] AAAE(0S) Kaplan- Meier =41 (CPS>10)

™
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O 46. KEYNOTE-355 X|&9] X418y A E(PFS) Kaplan- Meier =4 (CPS>10)

AF-273 8ol (Cervical Cancer) wl
KEYNOTE-A18: FIGO 2014 IMI-IVA7] Atz7d5<t €At tiide] shehbabd @Hute] e a9 tix
QIAFA]

a o =

Alagerd sloops | PAMd QW(EBRT) & 2GR &(BT)eF B8 7IERT AURAY] Fade
ol AtEdRd AlmS A ZAA pE YA, Be A RS W Aol Yl AdRd &
A 106085 Hi R oF o7, £, olF ¥4, Hor iR 4GAIE Y KEYNOTE-AL80A 2A}
Eoich W8 ¥ T 24 S AW FIGO 2014 M-IVAZ|(ZY S¥o2 shgel 54, A%
/8716 A% B 1 W lEe R oAl FYs AYAY AlYAl g2 A she & Ad) A
6019 ¥ "Bod ¥4 LS Ad FIGO 2014 IB2-1B7|(EY ¥4 >4 cm F& FY0] A Y=
HAAIRE SR Sojut A sk 1/3 A7 = HFEA G2 dHeR Rl shest ¥H) At 459

o] Folstint. BAYIUES A2 EBRTO FR(N7I5% WAMA Z[IMRT
A S HAIRIVMAT] vs. B]-IMRT 2 8]-VMAT), 232]d Agolxo ag7ne 47
IB2-1IB7] vs. MI-IVA7]), 72|01 AZE & A @9 8355 22[EQD2o| wh2 [EBRT+BT &
B <70 Gy vs. 270 Gyl Tt KU, BAEL £ ARD B Shutol LAAAY(DR Ak
A2z o3 40 mg/m” FHECl(557], @A WYo] whet MEAOR 6¥A Fof Jbs) U WAt
MQW(EBRT & BT)I} W8sto] J|E 20t AARAL 200 meS o} 330kt AAECi(5 %)), 18)1
olo]A] 7|E2Tt HMAAL 400 mgS Of 650kt FHEol(1557])

A2z o3 40 mg/m” FHECl(557], @A WYo] whet MEAOR 6w Fof Tbs) U WAL
MQW(EBRT & BT)at Westel §iofe uf 3%0ich Fuisol(5 £7)), em olo]A glore uf 6%
ofc} Ao =o)(1557))

U:‘_'
o
=

A2+ RECIST vl.1o] oo} @7Ab}t 7heh Ay R3] sy 518 2155t 54 i 57t




Al R &5
T JHEiol tigh Bt A 239502 steAd a¥Z ohl | Ui 12501, 3|9Xtol= o 24%0f
3 o]0 ufs] &=l 22 {8 FHURE= A4 10719 24 P A7) 2o 574
2R g g2e s 249 RECIST vi.l £= 2AHSA &l E}E} AFAZE Fohst B4
§ EPFS) ¥ HA BE(OS)o] .
KEYNOTE-A18 dl3o] 2= FIGO 2014 II-IVA7] AgHS x| 601H Q] SAFSo] Ho| Azt EX4
< O3 Aok A9 54 SIAI(HE S 22-87A]), 6541 ol A 16%: ¥l 36%, =91 1%, otAlof
ol 34%, s|AWY ®L 2}ElA 38%: ECOG PS 0 68%, ECOG PS 1 32%: CPS>1 93%: 24l oA
W/ sW-29 AnN(5) GA 71%, ¥ F= leW-59] Jod nt 24 29%; IMRT E
Y VMAT EBRT 86%, =70 Gy(EQD2) 90%; 84%= HEHA L, 16%= H|-HE x£XA5-S L}EFACH
o] A= HA EFwolA JEFo AuFAbel stehiAbd oS &g o] fokd shehEAbAd
SHS W8S o mlsE)], 3 AR AR XAH"E S BA49Al PFS[0.70 (95% CI 0.55, 0.89; p-#k
0.0020)12F F WA AbA AAGH T B2l 0S [0.67 (95% CI 0.50, 0.90; p-%k 0.0040)]°14 =7
Hoz o3 e dSak.
A AP A8 BF 249 RARAR 7
1 2]

A= § 75, 22 479 33 3

o2 1o o

b Zopgre 27704 (M9 0.9-4271L)o|on, B E

H® 75. KEYNOTE-A189] g8/ ZAIHFIGO 2014 MI-IVAZ] Ata-7d 8 A

FIAE CRT9F JTE=Cf AHEAT CRTSf 919 B¢
uf 370itt 200 mg &
2 J|ERTh FJWMRAL O n=305
6Z20jct 400 mg
n=296

AR AME(0S)

APz G SERE 2~ (%) 43 (15%) 73 (24%)

o) (95% CI) NR (NR. NR) NR (NR. NR)

24714 A|H9] 0OS Hl& 87% (82, 90) 78% (73, 83)
(95% CI)

36714 A|H9] 0OS Hl& 82% (76, 87) 71% (64, 76)
(95% CI)

2131 8](HR)" (95% CI) 0.57 (0.39. 0.83)
AR o]st 2XI5H AH=(PFS)

APz G SERE 2 (%) 79 (27%) 125 (41%)

SA%01E) (95% CI) NR (NR. NR) NR (26.3. NR)

12714 A|A&Q] PFS H|& 82% (77, 86) 70% (65, 75)
(95% CI)

24 7€ A]&9] PFS v]& 73% (67, 78) 57% (51, 63)
(95% CI)

Q3A8](HR)® (95% CI) 0.57 (0.43. 0.76)

TEotelAl 42 Cox Ula] 9Td 2R TIET
CRT = a}alupaps gy
NR = EDshA] 9




2] 48. KEYNOTE-A189] AAAE(0S) Kaplan-Meier 2 (FIGO 2014 III-IVA7] Abg73 2 gHAH
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I 49. KEYNOTE-A189] Z4Is8 AE(PFS) Kaplan-Meier =4 (FIGO 2014 TI-1IVA7| Ala745Y gt
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KEYNOTE-826: |44, Alwy ®i Mol A3 a4t ool W8 ow ox dyAg
WA 2RAE AFSE AAS APt oldd Fastetey AR

Hold At R SA 61792 o2 Wt RS &
2 e TEHAY JtEEENe] FEaeYoR é_} o1

- ’ [e]
% QgAEQ KEYNOTE-826004 AAME|QIrt. #xbe PD-L1 2#l Aejet wAQlol S=59ct
W2 oyl A4l x|87F BeFY ApfHAAS Sxp g- W

bR SRt LIS 271 ARAEOA Fol AtE WA
(CPS<1 vs. CPS 194 <10 vs. CPS>10)9] mtet =stE|9itt. $RE=L O

5 A7AL Mg gostele gt F|E20 AWAL} 200mg TE 9o £ 2 5 stupo] A9 b
A(1:1)=] et

- o}22JE8 175mg/m? + A|AZ2tel 50mg/m?
- o2 e 175mg/m” + AlAZ2td 50mg/m’ + HBIAIRY 15mg/ke
- o2l 175mg/m’ + 7FEZ2}El AUC 5mg/mL/min
- o+22]eA 175mg/m? + 7FEZ2tH AUC 5mg/mL/min + HHIA| RS 15mg/kg
A+ Aae 2 33 Ra 7] 5 144 Toiﬂo*ﬂr AAESHE ZF 3% A5 &7 & 294
Oﬂ o7} bk HZele s MD setawe A 61K ot hssigon dasd] o

of
S 6%7) oAt Soisi 2ol SRS JEST R AlEi RECIST L1o] o ol 71




ol /] A, 518 Bhsat 549 A A, B A0 2DHA A% ABAAT. JERT A
WRALY Eoft AP} YgMOR eysloln ApAtel o8] YA olojo] Qrtn WHHE AL
RECIST/} Aojat 4y MY $ol= 3859t S Aefol oiat H7he 9%fo] 23ysigion], of
$ A 1E7E 9%k, J8n oot 120t 4=k 13 984 WAREE HH BE
(0S) % RECIST 110 wjz} a7fo] s B7bel 513 WE(PFS)ACL.

of AT AP ek EHL Che PYTk AY FU 51A (H9:22-824), 6541 ol A 16%;
HRo] 58%, OfAJofel 18%, =91 1%, s|A2md F= 2t€lA 37%; ECOG PS 0 56%, ECOG PS 1
43%; 89%¢] FAIA CPS =19 Fo PD-L1 Wd: 63%2] Al ool Fe AI2g we: A
23%. NHBYTALY 5% 97 Moo} Wl A&y Ex Ay W] Tx F oMo FY
YA RIRTHE W BAH: 39%, FAWAM ARG 252 we TR 17%Sch

98 A B 76, 73 50 2% 1 510] aokgo} 9}

B 76. KEYNOTE-8260]4] CPS 10]A}Q1 9] S &4 A&
IR = o 3zoic} 7| E2c) JulRAp Aok
200mg
+ +
srola}st QW (+HHIR]ETH) grotstst QW+ (HHIAIRT)
n=273 n=275
A A=(0S)
AP A R 4 118 (43.2) 154 (56)
(%)
ZoIZIoNE) (95% NR (19.8, NR) 16.3 (14.5, 19.4)
CI)
ST&TH|(HR) (95% 0.64 (0.50, 0.81)
CI)
p-3 0.0001
3= BN shol=l AA| AME(0S)
A HAY SHRE S (%) 153 (56.0) 201 (73.1)
ZoIZFNE) (95% CI) 28.6 (22.1, 38.0) 16.5 (14.5, 20.0)
O3 H|(HR)" (95% CI) 0.60 (0.49, 0.74)
2R3 M=(PFS)
AR A SR 4 157 (57.5) 198 (72.0)
(%)
ZoIZIoNE) (95% 10.4 (9.7, 12.3) 8.2 (6.3, 8.5)
CI)
OS] (HR) (95% 0.62 (0.50, 0.77)
CI)
p-%f <0.0001
Cgostela Y (mEeledy A AaZetd T oEe el R ZetE)

3 2 3(Cox proportional hazard model)of 7] &gt

Q
o
<
=
2
)

faotE 23 &Y Bl AE(log-rank test)o]] 7]Eg (LuAIZE 0.00549¢ vl wE)

S zotel 27 29 HAE(log-rank test)o]]l 71 &xg (YupEAIZE 0.001449t v] )

J|E2ct JWFAL 200mgS 350kt FofA] ¢lok oju] OS % PRSo| fat SAMOZ &
=




I3 50. KEYNOTE-8260]|4 CPS 1 o]Arel 9] A& AZE(0S) Kaplan-Meier =A1*"

CelElARRS BRSAG EashA o Feeteray (Il AAZe Ex uiZeean sluEels)

AP AIE AE Bl slxe

I 5], KEYNOTE 826041 CPS 10]AtQl o] Tx188 AMZE(PFS) Kaplan-Meier =A*'

'.LI

CuubAERS EASG Zasha] b Festetay (Eeley AAZeld £i w3 shusee)

gz (Biliary Tract Carcinoma)
KEYNOTE-966: 40 27b5dh 4 AWY ®: Aol Teer @4 thye) We aw s U
/\] 3

J|ERct gzt MAER U AAZe

g2 d
Aes ¥ F8ol gle #20] 27H53t 19074 £ Aold d= <At 106992 Ty

st Chr]o, ©ARY] WiA, o]& w=7ba, ojoF thx el KEYNOTE-96604 H7e gt Aldt 23 o
Ul AAl Algot Be3ld At eldet exp &= WY oA A8S AR ste A JHE 7
At A= ATt R4S B2 R (oFAlof vs. H]-ofAJoh), w& ARY/d vs. Fold, AL YA

(Fd, 2 B 7re] GHEehoz Sl

SRPES Thgol £ 2 shie 9ae) wiE(1)E Ac

of 3xatch 1gGxpe] Z|ERCH FWAEA 200mg Fol ¥ AAER] 1000mg/m” + AlAZab

25mg/m” S 194}, 8YA}o] £of
2 AAER 1000mg/m” + AlAZetd 25mg/m’ & 19AL, 8YAo|

2o
BE A7 k2o AW Zgoe =gt Awt 58 BHsE SAlo] WASHAL AwzIo] 8
Q7] B7HA K| &EQlc) F|E2c) uzate] Ao et Ho) 3557] L oF 24UrtA] A%




Holct. AxZerde] 49, ARe A0 857714 S0l Fsolga, MAERI] 3%, 8571 ogo
ol x40l Ftssct

JlERC YRl FPsttane] W Sof #AL Ysos bgRoln Apate] s
A olojo] gctn T RECISTV} Helt A% e 2o s18w9c) 59 Aol o
Hohe o AdkololA 2BWHAT, A 5%/ 650k}, o] Fol 125 0tch SaE gick,

of Aol AT AT SHL chgu 2otk A FY 644 (891:23-854), 654 ol A 47%:
] 52%; HBQl 49%, ofAlotQl 46%, ECOG PS 0 46%, ECOG PS 1 54%:; 31%9] AtoA] HBV 7+
& ol 3%0] FAtolA HCV 2 o2,

A 984 WIS AA ABEOS)OIUL 24 9&4 WIAEE RECIST Llo] B wrlug %
FYWIHBICR)O] ©Js B7be 513 PE(PFS), 2425 YHSE(ORR) 2 ¥HA|47]7HDOR)0| Ak,

oL oX

_l"l
rlr
ox. -
Ho

—_

zl

g At

rir

B 77, 2 52 @ 9 530 QoFy]o] Qlrt.

Jo
ol

® 77. KEYNOTE-9669] 957 ZAx}

HI7HR = uf 3xnojct 7| E2c} A %3t
73 WAL 200mgot
A A EH/ RIXEH1/
A2ZE Al aZatd
n=533 n=536
AR ME(OS)
AP Ay SRRE 414 (78%) 443 (83%)
2 (%)
TS (NE) 12.7 (11.5, 13.6) 10.9 (9.9, 11.6)
(95% CI)
oJ3T8|(HR)” (95% 0.83 (0.72, 0.95)
CI
D=4 0.0034
BRI AM=(PFS)
AR Ay bRt 361 (68%) 391 (73%)
2 (%)
T4 6.5 (5.7, 6.9) 56 (5.1, 6.6)
(95% CI)
o] H|(HR)” (95% 0.86 (0.75, 1.00)
cn
D4 0.0225
71];.]-7(4 HFS%(ORR)
§
7R A gt = | 28.7% (24.9, 32.8) 28.5% (24.8, 32.6)
9(95% CI)
obd BF-S (%) 11 (2.1%) 7 (1.3%)
2 uFo (%) 142 (26.6%) 146 (27.2%)
p-Z 0.4735
U x| & 7|71 P n=156 n=152
Y OhE) (8 8.3 (1.2+, 33.0+) 6.8 (1.1+, 30.0+)
o)

< Ad AAd 2% 0S B4 A
T 538 Cox B]YYE 2 (Cox proportional hazard model)o]| 7]x
P 23tE 273 29 HlAE(log-rank test)o] 7] x5t UZE(one-sided) p-3t

AR A B2 B A
9 ¥g EX BB W02 sty

# =35}=l Meittinen & Nurminen ®¥o] 7153t @& (one-sided) p-%t




P Kaplan-Meier 74 £Xof 7]xs

ook

33 52. KEYNOTE-966014 x| 2<20] ARAE(0S) Kaplan-Meier 24+

< AV RE AE 05 BA) 7A%

a3 53. KEYNOTE- 96601]/\1 A B29] BEXIPAME(PFS) Kaplan-Meier =4 *

-
. TR Flimp s Riimpien g =]

s

C AR ABE B2 A AR 1%

ZrN| 2 (Hepatocellular Carcinoma)

KEYNOTE-394: o]Ao] PD-1/PD-L1 Q®HE Aelst AAl gHoz X|g4t
o gt ol thE YAl

F|E20E JulmAle] 0§ AL o]Xo Aty EL L2Arz]Zale] 7|9t ghelglelow X8 7:]840] Qo
L 24 X8 "8 2 AL} 249l Barcelona Clinic Liver Cancer(BCLC) B £& C% of

pade:]

v a

B

ogh

@ AE

LIRSS I

rlo
r o)

AlopQl TIAlZe; EAIE o= oF o7, RAY A, Hd "z, oF Wud Od%d
KEYNOTE-3940| A ®H7}e]Qict. eHAS-S Child-Pugh A £39] 7t7]50] @ E|Qich BPH hxt
o] AL AYol £H 75 Arz X REJHHBV viral load < 2000 IU/mL EE < 104
copies/mL). 2@ oJy A4l xlf’J} Fo3d &4 7<}7}‘I1°“‘2} Ex WY dAE BR= ste ¢t
A BHE 7 SR A oY, 4

$AE tolA Aels gl E3t 7hY W WE, 29 £eRx
oz g %4, EX A7 1Y U AL £ 95 %%*Ol ol SAkE Aelw gick,
Sare] dge ol ABWw: Aeld vs. SARZY J|u Fersstay, dET AW ol ¥
(24 HBV vs. 7|EHEA HCV, 8|zl olsh Seteioich. SAHES 7|E S0 AHUEAL 200mee
D)(2:1) QT JIERC AMFAe] AlRE

350} YBEofsAL 9Jope Eojste oz

RECIST 1.1] me BICR B7lo] 2713t Ao Mgol &lsr] A, 81§ B/l5d 54 24 &, &
t A 200978 A&EIct B HElol oigt Boke o) 6ot AL Fa 98y 2
YR B MABEOS)PIA. 27189l R AT SFAEE RECIST L1 ohe £71d 59
FYIHBICRION 93] B71E 243 APE(PFS), YHSE(ORR) U ¥HSAI47I2HDOR)O2, ol & 10
4 oA Prlstes 2REUc

(o]
45390] 943l o] & 360%(79%)0] &7 By (FHo = sleict. &4 BY I




& Ao it QI AT 5442 oo 2tk AF Y 5241 (M 9:23-82A]), 6541 ol A
2 16%: 24 86%; ofAJo}el 100%:; ECOG PS 0 42%, ECOG PS 1 58%: o|Aod] AztHd X& 73
Hol 9t A$ 90%, oMol SARZY sy et aststaw A= Aol Yk AL 10% Ak
7re] A sH(extrahepatic disease) 77%: @&t A& 10%, BCLC ®7] C 93% % B 7%, AFP 71X 3t
> 200ng/mL 57%%ct.

KEYNOTE-394%1 7= BY 7t oal ghmet @xtold ¢l oju] 7|E2ch FHZAto 0S 7jH e
7

— S
YA Fad Bdbs & 78 R 1Y 540 foFEof Qo

H 78. KEYNOTE-3949] 9.8/ 2%

7R = uj 3xojct 7| ERc} Ak
BHZAE 200mg n=124
n=236
AA] M=(0S)
AP AR SERE 172 (73) 105 (85)
2 (%)
S o (e 13.9 (125, 17.9) 13.0 (10.1, 15.6)
(95% CI)
o] H|(HR)™ (95% 0.78 (0.61, 0.99)
ol))
FX138 WE(PFS) *
AbA EA Shx} 189 (80) 108 (87)
2 (%)
TSN E) 2 (1.4, 2.7) 2.3 (1.4, 2.8)
(95% CI)
oJ3T8|(HR)” (95% 0.78 (0.61, 1.00)
CI)
7B 4r-3-E(ORR)
I
pEIvS] =] 11% (7, 16) 1.6% (0.2, 5.7)
(95% CI)
P u12(%) 2 (0.9 1 (0.8%)
H3 dho (%) 24 (10) 1 (0.8%)
gro X & 7171 n=28 n=2
ZorgT (FFE) (d 23.9 (2.6+, 44.4+) 5.6 (3.0+, 5.6)
o)




12 54. KEYNOTE-3940|A X579 AAAEE(0S) Kaplan-Meier =41

F_E
L

1_

CA75A-DTT 7O ol ofel RSB ol o T90me2 o) GROHCh mSHAASHA LY 7IE 2 u}
g%x} 400mg2 o} 67Ut Fofgt Fo| Wriwigich of o] Eofr|zke] Fglo] 674U HS:
I2IAYE ZAAXL A L% (3/2100] Bl A2l 43 £
PIEisLa, 05K(1/210e) Bl ek A7} ARG slERet
/ 4>4 grpol A A R0] Of5) SUH F-WEEAXY IAH YHHY

&
S EET RS owm
2 EN
, 0%

S

I FoolA= 0.9%

1 (0/114)9] &Fx}o A
]_

—

>{

So1 A} 9SIAT, B MLERY AT b 55 B4 LU HE UH5AR SL gy o
2ujlo] MPHCH: 37t SR otk of ofe MugFY WYy mamAe ofn] e

B ISRt oAt WU Ee A% WMol uA QA e
MK-S4TSA-DT7 AP 15%(3/1902] ARt Kol o RUB B viekgR 2L gt
GAE WAL, 39 BEA Fe & 2E0] 73 = Al

e wasigd WMol cleeeUnA o ADA o BN 5
o Az & Y F-vgslTzUcA u ARl ost QA TR Lol ot

O AYH g ARE7IZE

« AFE(FE)7IZE - AlzdZ2RE 1871E (2.4 mL Hio]d)
Azd=HE 2470€ (4.8 mL Hio]d)
c AN - RE87], Agst 2-8C WAREA, YA ¢ A

O Az=d
AT Az Az & A
126 East Lincoln
AFAYEA ZA | Merck Sharp & Dohme
i s Avenue, Rahway, NJ
Z2]Z 2} LLC
07065, USA
Boehringer Ingelheim Birkendorfer Straf3e

(BIB) Pharma GmbH & 65, 88397 Biberach an
Co. KG der Riss, Germany

4
e




YEFAHAGA x | AAdnfol 22 2~ T 2% wlo] ot 2 300
(Al 22 T2 3| A T S,
)]\joél u].o] Q0 ZAA)

Via Appia Km 65561
olgkg]o} | Latina Scalo 04013,
Italy

J B2y ]ekA % | BSP Pharmaceuticals
(A z==h S.p.A.

4633 Merck Road
it Wilson, North Carolina
27893, USA

) B2 ek A % | Merck Sharp & Dohme
(A =21 LLC.

Waarderweg 39

JB A el & | Merck Sharp & Dohme
TS P Ygd&= | Haarlem, 2031 BN,

(A =2 B.V.

I=2F Netherlands
AEE-A] FT
AU E 416

/\ol(/\cﬂ;() f:,—_]__ 01%1013_7\_ (z) ;:j'?_]_ c

TR FHALHE RS =g a5t
A& 2F o))

1.3 A5 %F5E(DMF) Ardt

14 371274 @getes 49

O (A3 #AY) "AESFAH AA 5o FESIHAA A, ATEY2 <Y

15 g A o2 (6133

rlr
ol
—o

16 TEFAAHGADS] 2w AR (st 49



O AIAT AL
17 ARAE (Fdste 29

o HYAT UL
18 A&

PRI R P .
AR @ ZAl Al RMP 7
2 % mRl |ewamy R ESEL AEE a
U AR | BAAE | WA | (EA)
3 ol Al

Al AR 2025.04.01. 2025.04.01. 2025.04.01. 2025.04.01.
HoAQ

oIz 2025.07.03. 2025.07.03. 2026.01.22. 2025.07.03.

=2
EEEES

o1} 2026.01.02. 2026.01.02. 2026.03.23. 2026.01.02.

a

-~
ﬂ;x-]]-f-‘_-] 2026.05.19. 2026.05.07. 2026.05.15. 2026.05.11.

a
£ 1] HAA-fEA B 21 2 AP A4 A
B4 2] A8 &8 A8 29
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AR W/} =& WHIE <3 ¢k
3 = AA Fo A
O,

A8 s+ X*ﬂ“zﬂxﬂ&‘r AL Aoz d/4dd
o FAoFE B & FFolGol ol MY dFHo] vt m4FH A3 F I pkEAE A ST}
Romz B3ty A Yo e M=o ADME A dS 8734 &S

<YEANFAED

o ANPAA ] ElEA

- 78 3 YEANEE HaAEZHAYG SR oA 1572 AUCO-6wkset 352t Ctroughs AW 5=ARA| & 37}
I3t AA G o A vty HEEAES dSete AAY

- Hl &AM ZH G EAtol A jél‘ﬂiﬂ s FAS w ¢Eid AsEHRYE 3y AT goerg
Aol Aest Sxparol 4 E-HQ

- A YJokFe] FYFH S & :”*er«l ZAHA Fszrgel oaf wifEw %2 x3E Ho ofg
A 9 AsHdge] tEARRE 8UtsFel dAE, AT FTL tEI s FA 5 AAE S
Mad o H89 v A

o AFAE A

- 152} AUCO-6wkse} 3522t Ctroughs AW FALAI & 3} 1) stFAA| ol A vlaste] Hld54S 453t
Press

- TslFEA A Fo] AWMFA AFET 1, 3F EF Cmaxe FUAW 153 AUCO-6wke 32%, 353
Ctroughi= 58% =71 Ueld, o] 23 14 Cl18 A& vy oz 34 A4AIE £3FS AAT o v}
gt mdox e qFA BT o F Aol

- A7 FAA w10 mg/kg 2wl A ] IV =E3H3 vlwgds o, Sk 153 AUCO-6wkse} 353}
Ctroughe= =5 7k el AR+

o A9 EFFA

ot

- AHos AMEAel MelFAE Ay TEude] 2 2ol & HolX WkE

- SEFAelA T BAl Ve dejstd S setays e AnseF guFAe w7
B oy AR WE 295 o AusFd GEoAE NWs WA W ol
2 Sgadn NAsEE bsael F

- J3tFEo] Al AWMFTALRG Ctrough7F A1 UER oL o] FAbe] Aol ddtd o & Ctrough ETh
Cmax7} o #do] Aty delx o Jaekss B4 Al S4TEATS oA EAF Algek
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CEREEE)

ofo] 9]

%CV percent coefficient of variation HEAG WS

1L first line 1 2 A8 (X 5)

AUC area under the curve =48k A

ADA antidrug antibodies -oFE A

AE adverse event o] F9k-3-

AEOSI adverse event of special interest S5 A0 o) k-3

BLQ below the limit of quantification A eFekA m|gk

cHL classical Hodgkin lymphoma AE4 A7 d=F

CI confidence interval A= -7F

CL clearance Aty

Crnax maximal concentration HAY T=

Cirough trough concentration HAA %

DDI drug-drug interaction e OFE JEAg

dMMR deficient mismatch repair n| 2w ] Bt AdE

DOR duration of response Ll Eds

EC50 effective concentration a8 5%

ECL electrochemiluminescence A7) sheh

ECOG Eastern Cooperative Oncology Group |&Sd3dEdA+1F

EORTC European Organisation for Research |5 4AT+- X571+ 4He] &

QLQ- C30 and Treatment of Cancer Quality of | Zi-A]
Life Questionnaire C30 C30

EQ-5D-5L EuroQol 5-dimension 5-level 8 & A5 99, 5 M 7
Questionnaire AEA

F bioavailability A o] &E

GC gastric cancer et

G-CSF granulocyte colony-stimulating factor |37 &&= 2}

HER human epidermal growth factor A7F TG AA T84
receptor

HNSCC head and neck squamous cell FAFAGAELE
carcinoma

HR hazard ratio A3H]

HRQoL health-related quality of life 27 3 g A

IA interim analysis FAF A

IFN interferon AE &

IgG4 immunoglobulin G4 "2 54 G4




IL-2 Interleukin 2 AEFZ 2

ITT Intent-to-Treat i E =

Ka absorption rate constant FTTERE AT

KM Kaplan-Meier 7}& gh-ujo]o]

M&S modeling and simulation = 9l AlEY el

mAb monoclonal antibody G =E A

MedDRA Medical Dictionary for Regulatoru okE TP FE Sgh
Activities o]stg-o] ARH

MSI-H microsatellite instability-high HAu| A B9 =

NI noninferiority Hl <54

NSCLC non-small cell lung cancer H] A A A5

ORR objective response rate NHA e

0S overall survival A AL 7|17

PD-1 programmed cell death 1 protein 2 A EAL ]

PFS progression-free survival TR AE 7|z

PK pharmacokinetic oF&-5 B 3}

PMBCL primary mediastinal B-cell lymphoma | %A T4-& B Al¥X HIF

PP per protocol ALA =&

Q2w every 2 weeks o 2 Fuirt

Q3w every 3 weeks o 3 Fuirt

QoW every 6 weeks v 6 Frhrt

QoL quality of life el 4

RCC renal cell carcinoma A A LS

RECIST Response Evaluation Criteria in Solid |13 <t W37} 7]
Tumor

RSD reference safety dataset 3 bdA HelHAE

SC subcutaneous I 317

SAE serious adverse event Sk o] dhg

TMB-H tumor mutational burden-high T =AW e =5

TNBC triple negative breast cancer et

TNF tumor necrosis factor TFAARIAL

TPS tumor proportion score TN EAT

ucC urothelial carcinoma [ 2T
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1. 7|

11 AFRE
e International Nonproprietary Name: % B 2] F5H(MK-3475A)
o At AZF : Lot Y HEZFE ALty AWFALE JEFTTO HEFH T

e 877 ZEOHHA MEZA 1PD-)& 1 gteel =2a39h A ZA g7t 1(PD-L) 2 =27
W M EZA = 2(PD-L2) 1o AsFEs AFHAHoRE Ads)
yH(IgG4/kappa) s @l tigh wl-¢- A& o]xn &3 Q7

12. 719 2 AEA S

e @A FAUFol Y WHBelFT AL 30 Bol AR HY FAFYOE Folshi AU, HELS
$71HZ, 2 d) B FolsnE FAe 4P A 2 uE I HAE A4Y ARE QT
o S EA A ME® YA A9e AFHAAE Wold g, AzbEck AeA 8 PAZ

G 93} A7t Arke HolA BAENA FWFA ARt vk
2

o MAIFSE 2022 dell A5t & FElE oF 2000 BF Aola & A2 ¢F 970 §F otk & LAE
e A& F718l, 2050 Wdolw & ZFal7h ¢oF 3500 5+ o] Hol A AAL Ro] 77% Lold Aow
o A E tHRef.5.4:08LCON]. =38, W aMA| 7} & X80 W8S 714 o) upel WA HHFA
ARE oA doprles o B8 &7 53 Aok FBEYFH JstFAte =942 A5 A9
BEddS gasta J4d FEAS MAT FAgol dom, MK-3475A & H71ek dEAIEEe
EE PK, ¢4, 84 HoHE dFH= 7‘3‘3&?04 Alek Hl=3k b FEAS UERE Aol
=

15 AAEE 7H0A A Aol 2 AY

o AHABAY 59 A ARo) THE YFAGE 1 1A



2. PxAM-2aI5SHE HT U NS

o
14
0x
A
k=3
=1
o
Pal
il
HH
A
2
=1
o
>
i)

21. 959 %F(Drug substance)

211, Gk R

212 AEYGFFE NEFE

HpH WEE9E 77 JdddEd =54 BE7E m1Egd
W7elEd, < = gl ]

b

2.2. $4A| ¢ %FE(Drug product)

221. A7 Y FF (FAA, A, FEA, HolAd HFdE A
o UG WZS|EF2YUTAIYY, L-"Ed, L-32Ed, L-32gd

FAg

)
ArddrstE, ETa=HoERD,

222 $AGFE ANFYE

A o] oF F
HpH NEAY B39 BF+ OREAEEd OEREARE REAW)
BI==42 W7 Oold=484 0= B

BFAA 39 A dmEEAVHA BEE4 BE& OAATLEA)
WElA =, 85, &5, A8, A5, & E80, L-Methionine)
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o [AESFAAA S9o ZEFHNAA FA1 ATRALGA2E, A26%, A29%d we A= A5 AAANS
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] RS g ud 4 9= wjx 127419
22704 _ ©76 3 i
daksy e, 5T o Aasl o AR ARE AT
s Al &7
o 342 HET + JE WA HEAY
SNEA ff_j % R =
F&A 25C/60% RH 23%g AZHYS

32. Ao kE A
o AAMFH B ALEY|ZE: WEEY), ApFete] 2-8C WARH, dEA T A
2.4mL/ulold A zU=HE 18719, 4.8mL/uto]d AxY=RE 247Y

NEEF NExd 2715 eH/AE A3}
RS UEY 5 sle WAy Ho 240€
A7 BEANY 5+3C B7VRENY AHE Ao 712U
R R )
H]'O]C‘)—-_]'/%X'"qg}:% 1l 3 NN q]ﬁt‘g- 2= ;?—_O]-?‘T,] 67H 7]._-_A]
7]——/_‘?/\]—@ 25i20C/60i5% RH va‘:]. %7]9} 00 = I X;:E_;“;_]]%_s]— o
59 A4 — -
40£2C/75+5% RH °© B}
o : TAE URY F e wiXY HEAY 2HE
A 2% cycling, o’ a
7HEA 8 ycing AZsAe

kg4

3.3. SHFA A thg A oA
o TAZSAAA S| FRSANAN FH] ATZAAIEO vt AR A% ARF ARLE D AL
AgH A AYARE Azl ATl BP,

4, 5do| zet Xt= (CTD 4.2.3)

41. SANIAAE N8

e MK-51802 =u BlZ27HAF2 s7tElen s71dA] sided Tl diaf 371 Al A=d gy
NEAEY 593 A87F AZHASS g3, MK-5180 ©Eo tidt Ags HEE A&sr &

o MK-3475A( 81541 & 7| ER T d S4ARL MEEEHA AT Sa

Study Number
. Species Dose Levels NOAEL (GLP / OECD
Study Type / Duration | Route / Strain (mg/kg/dose) (mg/kg/dose) Status)
Repeat-dose Toxicity
Tolerability with TK SC Monkey / 0, 50 50 (pembrolizumab) TT #21-1002
(QIW) / 4 weeks Cynomolgus (pembrolizumab) + 0.004 (MK-5180) | (GLP / OECD)
+ 0.004 (MK-5180)

GLP=Good Laboratory Practice; NOAEL=no observed adverse effect level; OECD=Organisation for
Economic Co-operation and Development; pembrolizumab=MK-3475; Q1W=once weekly;
SC=subcutaneous(ly); TK=toxicokinetic(s).
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ol Zt7F A 4 mig g A 4 u}ai TAE 2 /A Fol ety HbA] =
MK-3475A & Q1W HIE 2 HatFEo gt MK-3475A < 1 3] £ wjnjc}t A B 239 50 mg/kg <
MK-5180 4.1 pg/kg (2F 600 U/kg)el A=At wjH Aﬁfm"— Azk= Arol Bl FetFAE AAESA
o ZE FEA Fo 8§42 0.3 mL/kg °lUtth

l

m
3

dof thet ‘H‘j‘ﬂ*ﬂﬂ AE BEUZ

Sge AW, 9 TR AF Hol 4A, T4 29 2 B Y
= TEo g4 MK-5180 585 =4

B7HE AT, BT 3 dxT AAE WdeE 94 PErEYF

el

EE AY T2 89 T8 AFAAA TSR MK-3475A ¢ #dd 4 AF MK-3475A 9
ddE AT = Hol A3 Wik o

FAb wele) W& =AY AN B £ Hax FFEe SHE AAA FA U
glor of Wali MK-3475A o #do] Qitkm BHUTH MK- 34754 AAIE 33 FA F9elA 3
$F WG ThH YOS HelFth

AREYFHY A T2 HHEFA o S7HH. Al 15 <] H+ AUC0-168h ¢} Cmax = A1 1
Q)
=

MK-3475A & T35 (A 1 &) =+ 3 3] vkEFo (] 15 <) 375‘9 B @4 s|EFEYUGA
G4& HkAlH(MK-5180 §1)# MK-3475A i+ (MK-5180 &) zkell A& zbo] & AT Aol
A=l

oo AV = F 50 mg/kg F MK-5180 4.1 ug/kg & FHdl= MK-3475A & F 1
2033t A3, MK-3475A o] kAL J33slg T FAEYY ol dan= EHPQX] or
AE R s|FFEUTA &40 E2d ABEHFH =E7F AUC0-168h 206,000
I MK

- 5180 o] AL &2 HE E7HsAD)

3E 26.6.C: 15 dzolol] JstFod MK-3475A ¢ Hd FE-T¢ €4 FEEdF% TK d2vd: A
1 o (TT #21-1002)

Dose: Pembrolizumab 50 mg/kg/week and MK-5180 4.1 pg/kg/week
Group 2*
Parameter Units Mean SEM
AUCo-168h h*ug/mL 83,700 3740
Cimax pg/mL 573 21.9
Tmax h 75.8 13.4

AUCo-168h=area under the concentration-time curve from time 0 to 168 hours; Cmax=maximum concentration;
h=hour(s); pembrolizumab=MK-3475; SC=subcutaneous(ly); SEM=standard error of the mean;
TK=toxicokinetic(s); Tmax=time to reach maximum concentration.

a

Pembrolizumab concentrations in control samples were below the limit of quantitation.

3E 26.6.C 16 dzolol JstFod MK-3475A ¢ Ho F4E-T¢ €4 FEEdF% TK dvd: A
15 ¢ (TT #21-1002)

Dose: Pembrolizumab 50 mg/kg/week and MK-5180 4.1 pg/kg/week

Group 2°




Parameter Units Mean SEM
AUCo-168n h*pg/mL 206,000 16,500
Cmax pg/mL 1450 95.9
RAUCAI - 2.45 0.157
RCimax - 2.52 0.106
Trmax h 42.8 5.25

- =not applicable; AUCo-168h= area under the concentration-time curve from time 0 to 168 hours;
Cmax=maximum concentration; h=hour(s); pembrolizumab=MK-3475; RAUCai=accumulation ratio for area
under the plasma concentration-time curve; RCmax=accumulation ratio for maximum observed
concentration; SC=subcutaneous(ly); SEM=standard error of the mean; TK=toxicokinetic(s); Tmax=time to
reach maximum concentration.

*  Pembrolizumab concentrations in control samples were below the limit of quantitation.
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Study

Duration /

Dosing
Frequency,

Species Route

Dose Levels
(mg/kg/dose)

Day 15

395 mg pembrolizumab®
+ 0.03 mg (4800 U)
MK-5180° (fixed dose)

790 mg pembrolizumab® +
0.06 mg (9600 U)
MK-5180° (fixed dose)

4-weeks

50 pembrolizumab +

6

3

Monkey / QIW 206,000

SC

0.0041 MK-5180°

AUCo-168h=area under the concentration-time curve from time 0 to 168 hours; AUCo-Xxweeks=area under the
concentration- time curve from time 0 to X weeks; ELISA=enzyme-linked immunosorbent assay;
EM=exposure multiple; h=hour(s); pembrolizumab=MK-3475; PK=pharmacokinetic(s); popPK=population
pharmacokinetics; Q1 W=once weekly; Q3W=once every 3 weeks; Q6W=once every 6 weeks;
SC=subcutaneous(ly).

*  The predicted clinical AUCo-3wecks at steady state of 1439 day*pg/mL (34,536 h*pg/mL) for
pembrolizumab when administered SC as MK-3475A Q3W (395 mg pembrolizumab + 0.03 mg [4800
U] MK-5180) in Phase 1 trial (MK-3475A-C18) was determined using popPK modeling [Ref. 5.3.3.2:
PC18V01IMK3475A].

®  The predicted clinical AUCo-6wecks at steady state of 2962 day*ug/mL (71,088 h*ug/mL) for
pembrolizumab when administered SC as MK-3475A Q6W (790 mg pembrolizumab + 0.06 mg [9600
U] MK-5180) in Phase 3 trial (MK-3475A-D77) was determined using popPK modeling [Ref. 5.3.5.1:
PD77V0IMK3475A].

¢ Following SC administration of MK-3475A, there was no detectable systemic exposure to MK-5180, as
determined by total plasma hyaluronidase activity ELISA. Clinical PK evaluation of MK-5180 in Phase 1
trial (MK-3475A-C18) confirmed that systemic absorption of MK-5180 is negligible following SC
administration of MK-3475A
[Ref. 5.3.3.2: PC18VOIMK3475A]. Therefore. MK-5180 EMs cannot be calculated

(CTD 4.2.1 & 4.2.2)

A3 AP (CTD 4.2.2)

#3 FEFEHTCPK AP
HEed Ax, ¥4 FEE
-3 mg/kg S A oA &7F A
Zﬂ%q %) 8 g 2] 5ol
oA HiEgd Td W77

ofa|

54. F5 - X - Al - Bl %
A sy A9 g
7t 0.3, 3, 30 mg/kg &HFS
ot A= Ft
mg/kg &% HE
3} (ADA)7} AZE
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- o
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3.7-5.7 mL/day/kg, ¥F7+7]1E= 4-10 € ®H AT

selfels AnselFe] wEFe AES] A9, 8-50 mgkg £F WA ST vSAL A%
ole] A%, 4-8 mglkg §F WA §Fo] vAUh RES Ugolo] WHF A YAl FES =

ok 83% °]delUtt.

® 2641 FEEYFH A 8 R g sists Y deFEs 2 oA A
Non-GLP Study Type / Duration Route Species / Strain Dose Levels Report (Study No.)
(mg/kg)

Studies of IV Pembrolizumab PK Submitted with IV Approved Application(s)

Single dose PK / 84 days v Monkey / 0.3, 3, 30 PKO001MK3475

Cynomolgus (SN 08S00372)
In vivo stability (Ig4 Fab-arm v Mouse / C.B17 300 pg/mouse of each| PKOO7TMK3475
exchange) / 72 hours SCID mAb

Studies of SC Pembrolizumab PK

Single dose PK / 12 days IV and | Rat / Sprague 2, 8, 50, 200 PKO008MK3475
SC Dawley (15-M46-6966)
Single dose PK / 14 days IV and Monkey / 4, 8, 25, 50 PKO008SMK3475
SC Cynomolgus (15-M100-7090)

Fab=fragment antigen binding; GLP=Good Laboratory Practice(s); IgG4=immunoglobulin G subclass 4;
IV=intravenous(ly); No.=number; pembrolizumab=MK-3475; PK=pharmacokinetic(s); SC=subcutaneous(ly);
SCID=severe combined immunodeficiency disease.
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e 20159 387} ol % FHEFTTS 78T 4 e vdd R dARTE FL8ka MK-5180°] =)
of 7FH Sl FHOIERE 747 @] ta v B gdE MEE MEstA] ¥

o FALFE 58 4 FEIGC] Ao WG dFHol va sAeH A B A pkEAE AESE
onz H3dE APl tid Bxe ADME A @& a7t &5

6. oIAI-A| o-IA-IX-Io-“ I} st |- (CTD 53)

6.1 AFNAAES] AHHGCP 5
e AZE7E : #7)

6.2. A&AIEAEH /8 (CTD 5.2)
123, 274 14, 3% 23 A=
d =z A5k A4 dFAIE-& MK-3475A-D77¢)

[ ]
2 n&

d o =
—1 0 ©o

ftlo

6.3. HEFATAEA (CID 5.3.D

6.3.1. AL MAAAANA AAA LY AZWHo] WA= A, ¥F AT oF
H 8=

°F5SHPK) Aoy naE&EAE

AFAE MK-3475A-C18, UAIE MK-3475A-D77, 974418 MK-3475A-F11 & 2% A#Hgoz AF
A 8 (MK-3475A 165 mg/mL[F 228 % 165 mg/mL ¢+ MK-5180 2000 U/mL)S 7}x] 3 4=3) = 2ot
A3, AF 2wz A7t EZagoh i 2O AMEE E2EH ARECE Agd =4
of 24 T4l GHEHUTE AA =AY WAL AT

o

T S T



DRI @4 T FREHUFT AT

I 441 KEYNOTE-555, 474A1&€ KEYNOTE-A86, U4A& MK-3475A-C18, U’3A1d MK-3475A-D77
e 2E 8% ABEgFY AAE PPD oA 3 At BAHE o]&s EAHJT. FHoA &
A= %‘*Mfé MK-3475A-D77 ] A& WuXi o4 3 Alt] A& o] &3 A HIAT o] &AM
= EJEJ A FEANAE AHSE AT 3 At HBEEFH B4 PPD 9F WuXi ARo]
oldE Ut HBEFvtel AHHFEIHLLOQLS PPD U WuXi oA ZHARS o) 25

E_‘

2) A EH T AREYUFY A9 HE 4I5S A% 24H

HledS A9/ FREYFHS YA E T8 SULFO-TAGIM EAE FBREHFHE HEA
ofo 7 Abgste] It €A F F-FEREYFY FAE HAEsh= 7 ECL 4% o] = o
ol dH A, &4 EaACk Bl HEAMGIT A wigstr] Mo, ADA 49 k& Wekde M =
A=A AAE HAAE 4F 28 F pH F3 AP sloF 3tth. ADA &4l = CDR B3 A =7 o
22 F-Ap2g 3 P2 o)A thy FA gReE Wrleth HMBE T ADA o AEBEAMO

Lo2 TAEE AFHA 3 FAG-tiered) 4 Mol wet A ETk (1 DATier 1) ADA 7} £
d Tl A=A EHE ) AFE AAs] A 2a8Y B4 (2 SA|[Tier 2) A&7} HE
A (3 SATier 3) FR o7 =5 Ao F-Ap=
SA (Tier 2)o] &= ADA oé AA = SHEg 2t
APozr Hrigd.

6.4. A&kl AE (CTD 5.3.3 ¥ 5.3.4)
FAB=LFH Aot AMEA IF fF34 2 A4 Tt
2.7.2-origsc: 4]0 =2glElo] glom T3 ZAgH

1) MK- 3475A 24 "B 2839 790 mg 6 Fvlck 1 3] wstFo] Ao PK 7} #H 2237 400 mg 6
Zoith 1 8 AuEoist wms) MASFA 2 F71° AUC o+ A3 2 57119 Ctrough);

2) AFA P MK-3475A-D77 A FEAF ool MK-3475A o F B Z2FRF B FAL 3ho] thA =

A (13

flo

o

PK =& vy =

o

4

fe

3 2dy 2 AEYolA do]E et MK-3475A-C18 ©] 4 i+ ©lolEld] ZA3IH F AW 25 MK-3475A
24 B u) PK =Fo] B 2Fq 790 mg 6 Fuith 1 3] &%k 395 mg 3 Frick 1 3]
sHEo] 2ho] gAE B oA

4) PK 9! =2-9g #A7E Au it s 71E gdE F% 785 % A5 S0 24 <

1% 2.7.2-origsc: 4 MK-3475A 24 d]&tRosle FRELUFHS 7] $U09 ABFA H$FEZ o]0
= AuA sta g



077
PE, efficacy, safaly

780 mg QaW 3C & 400 mg
QEW IV

] mNSCLC
{
i CA8Am
|  FaKatorSCDose ':IJ}'
] Selection
i
; CA8 frrn 4 Consistant PK axposunes Efficacy & safery
b P 395 mg Q3W 5C —— || between SC{790 mgQBW | — & laon mg O6W $C and 395 my
e in melanoma and 395 myg Q3w) and IV QIW ST in appoved IV
{400 mg QEW and 200 mg. indications
Qaw)

ACHOES WMo et and
triratmanit settings

Consistent PK and flat E-R
batwaen 2 mgikg QIW N
and 10 mglkg Craw s

Abbreviations: D77 = MK-3475A-D77 study; C18 = MK-3475A-C18 study; F = bioavailability; Ka =
absorption rate constant; NSCLC = non-small cell lung cancer; Q2W = every 2 weeks; Q3W = every
3 weeks; Q6W = every 6 weeks; IV = intravenous; SC = subcutaneous

F® 2.7.2-origsc: 1 MK-3475A #Ao x5 FF32 A7 25 AT

(il

Study Study Description Purpose

Pivotal Study

Phase 3, randomized, open-label study of MK-
MK-3475A-D77 3475A versus pembrolizumab IV, administered | PK NI
with chemotherapy, in 1L treatment of
NSCLC

Supportive
Studies

Phase 1, open-label, sequential, cross-over study
MK-3475A-C18 to evaluate the bioavailability of pembrolizumab | BA
administered SC as MK-3475A

ALT-BB4-01 Phase 1 study to evaluate safety and MK-5180 PK and ADA in
tolerability of ALT-BB4" and PK of ALT-B4 HV

(MK-5180) in HV

Abbreviations: ADA= anti-drug antibody; BA= bioavailability; HV= healthy volunteer; IV=intravenous;

NI= noninferiority; PK=pharmacokinetics: SC= subcutaneous

6.4.1. A7 AFH(E/EE FPoAY FFTAAPKT Hx= U oA

1) MK-3475A-C18

MK-3475A-C18 & HAE/}53HF Y3 SA4F A O]fH NSCLC, X &A/dold AMEY A5 tido
2 MK-3475A ¢ AAol&&H S UM Hl- “ZMHHW o7, et ddAIgelth o]
FANFANAE 1 &, 2 7, 3 7Y AS 2EZ Zﬂdﬁ& FX 59 YA HYPsHA 23 6 Fuitt
1 3 Aoz T8 4 F2o A% 3 Frg 1 3 ﬂﬂobl dU ooz MK- 3475AR B 2839
+MK-5180)2 4] #]3lFs JEEFH PK 54 38T HFHO0= 4 /| NE7o] ZAHAUG

, 4 oA 44 He AFEATE 5 &5 A tHRef.
b2kl A9 1-3 &} F7]ol 18la 4 7 AR
MK- 3475A ZA] IatFog B EZFH PK &

1 oA & 46 8, 2 oA 44 1, 3 oA 6 78
5.3.3.2: PCI8VOIMK3475A]. 1 +, 2 &, 3 o A @4
o] A% 1-6 2 F71 58 €4 = tolH7}



Fgshs el AgE T

o 1 F(EFEY) - HAEIS/APA SAF, HolAd NSCLC = H3A /o)A RCC APt dAtel 2 -5

of mel A SoC AEE FHE e FHHSEA] &1 MK-3475A 650 mg (165 mg/mL) SC Q6W (1

2 3 zp, ABEEFH 400 mg IV Q6W (2 =}, 4 2~ 18 xpHS T3}

T(EEH) - AAE/S/R8Y SAE

o wz} H3s SoC A 5E &HF == 31 MK-3475A 650 mg (130 mg/mL) SC Q6W (1
2 3 b, AEEFFT 400 mg IV Q6W (2 =}, 4 2~ 18 2HE Fof 3o},

F(YR) - HAo]A NSCLC A@tharAte] SoC x5S S¥ala MK-3475A 650 mg (165 mg/mL) SC (1
Zh, ABEF9 400 mg IV QoW (2 =-18 2phE FoJ it

o 4 (SR - HA EVIE/APAP ST AFodAlel MK- 3475A 395 mg (165 mg/mL) SC Q3W
(35 A F7)) dE5aS A

[

I U

5o 7 A FA %Y £ = LF5E Fo = Fog /5 4=
VAR T
1 MK-3475A 1.4 mL H}o]d 3 | 650 mg SC 12 2 33 AlE] ok
Fu gt A7l &% 231 F719] Ad ol
165 mg/mL mg 3.94 mL SC Q6W
2+ MK-3475A 14 mL vloled I {650 mg SC 12 2 3%} Al§]oF
A= Ad7ts 8% 182 F719] A1 ol
130 mg/mL mg 5 mL SC Q6W
1 A EF 100 mg/vial 400 mg v A3 22F @ 44} A& ok
& 2 4 182 719l
400 mg IV_Q6W
T MK-3475A 14mL wfo] 650 mg SC 12 =71 Al Al ok
B E 5 3 HdvlE ol 3.94 mL
165 mg/mL £2F 231 me SC Q6W
3t Av s 100 mg/vial 400 mg v A= 2x}-182}F F A& oF
F9 7] 400 mg IV
Q6W
4+ MK-3475A 14mL wjolt 395 mg SC zy 371 Al Al ok
PEETH g ddrbs dell 2.39 mL
165 mg/mL S2F 231 me SC O3W

13, 2, 33 439 K BolA e 2 A2 dgd 2ok

B A3, MK-3475A 24 385 cid BnEeFihe] AA ol &Eol_61%95% A2 FHCI: 58-64%)%
4990
o BEE ABEYSY o) @Y TR BN Az FERE 4 QA9 1-35 Dol itk

¢ MK-3475A =4 £ u) FREYFT FAstFAL 49 2 7pA] ZFE=(165 mg/mL B 130 mg/mL)7}
Hl? F5 PK & dEbdel met 165 mg/mLl Z=7F A& /S AA= des i

¢ L QIFEAIS FHFEE JsF Ao Fol on A FFE VAA de ALz FIAHAH.

o)
(
A

o 4 oA MK-3475A 395 mg 3 Fuitk 1 3] H3tFo & #FHE PK dlolHe A 1 A& IFAE
MK-3475A C18(1-3 )3 Al 3 A UAAIE MK-3475A-D77 S &3 5% dolHE EU=Z 3%
ool AU EAE Tt 2AE HF 2d 53 dARZ dAFerng, wdo] HIFHIAUH
[Sec. 2.7.2-origsc: 5.2.2].

718 2.7.2-origsc: 5 Study C18 ¢ 1 23 2 oA 1 2+ 7)ol 130 mg/mL =& 165 mg/mL AA =

BEZF 650 mg & H3EASFAL 2 2 Fr)d ABZEF 400 mg & ANEAHS w FHH

He PK =239



== 13] mgimid, 5T
- 1ES mgiTl 50
— 40 g 1

Pembrolzurnab Concentration (ugiml)

e he =
A A

Nominal Time Since Last Dose Etlﬂ:.l!.]

Note: Colors of lines represent different formulation and route of administration. Data and error
bars represent mean t standard deviation and are shown in logarithmic scale in Y-axis. In Arms
1, 2, and 3, MK-3475A SC injection was given at pembrolizumab 650 mg Q6W in Cycle 1 and IV
pembrolizumab was given at 400 mg Q6W in Cycle 2.

2) MK-3475A-D77

MK-3475A-D77 & o]A i] ol gle Aol NSCLC A5 o= MK-3475A+W 5 o] % 338tg
HA D] PK ¢ kA d YT AHFA+l ST o]F 38t WHE@ I vlus] Bristr] 9%
A 3, F29uA, %*é—k iz, B, o7, Ied JddAIdelt
FoT A HZFA @9 &% £F 5 o FAAR/FH7|3Y L=
= = A4
1=+ (v]#3 MK-3475A 165 mg/mL 790 mg SC 1870 A 857 & A& ok
L 7+ F 1 A1
NSCLC) (Q6W); T+ HA
%ﬁ]oﬂE Zho] 7b
sAol A F7F
97l %‘—71)
23 (WA SRR Es 25 mg/mL 400 mg v 34 187) A5F7] & o zoF
PR o 4 b 2+ F71 Ad
NSCLC) (Q6W); T+ HA
GA = o] 7}
sAol A& F7F
971 F71)

A 3 PAIE MK-3475A-D77 o] HEF A4 AlHA 3 Al 1 % vl A EMK- 3475A-C18 ¢ 1
T, 2 7, 3 D) Al 3 4 HolHAEMK-3475A-D7NE Htgste] ujstFoiel AMESS 3 PK =gl
< qulolEstr. 2l Z|Hkgk B EFHe 1 2 F7] AUCO-6wks 2 AAFEE 2 F71)
Ctrough & HEEF% 790 mg 6 Fvitt 1 3] 33Fo(MK-3475A + chemo)e} HEE] % 400 mg
6 Fuith 1 3] AW ES(pembro IV + chemo) Xt Blugth= o5 1 2 FF o 45 98, HF Hst
Tl AHAMES E3 PK S o] &3] MK-3475A-D77 AlgoidAlE<e] PK =Z(Cmax, Ctrough,
AUCO-6wks)= =3ttt ~718t%+ HI(GMR)S HIETA ZA+= 0.8 oldth. vidsd 7Hd AAH



GMR ¢] CI =&2 AUC ¢} Ctrough 213 tS Al&3l= Welch’ st A4 SAE EUE AATH

=3

1 2 PK B7hisg 2o 8 228 o3 2ok

o Rdo] 713 ABEYFHe 1 2} F7] AUCO-6wks L AAAENE = F7]) Ctrough & =W A,
HABEe59 400 mg 6 Foith 1 3] AWEo e} Hlws) MK-3475A 4] 6 Frict 1 3] 1)8}Fo
g AB YT 790 mg o HIEFHe] ASHIA

« 1 2 F7] AUCO-6wks ¥ A EI@3 2k F=7]) Ctrough o] 7FA S Aol @9dH o 52 47

0.02 2 0.03 o]Yt}. GMRISEA/AHNEA)L 1 2 F7] AUCO- 6wks 2
1.06, 1.22)o1a1 A4eN@3 = F7]) Ctrough ¢ 4
BEE HFT B4 Al #E" 9= p
AUCO-6wks 2] 96% CI 3}sF, A3 3=3
AE HEsd VEs AFHe=

a7 1.67(94% CI: 1.52, 1.84)°]Att. F+ H7}A

2} F71) Ctrough ¢ 94% CI 3}gk2 0.8
it} [3E 2.5-origsc: 2] [ 2.5-origsc: 31

==
o B4 EI3 A F7]) Ctrough Ao AnAdES Hristr] s #2d A3 =

o el ARAAR W= BAol FAHAT. of B ABE wdo] swd AAAHG A F
7)) Crough o 1 2 #43 Qg

¥ 2.7.2-origsc: 3 1 2+ F71¢] AUCO-6weeks 24 (AZA «=-3[PP] &)

785 1.14(96% CI:

CL

ZH(AUCO-6wks p<0.00001; Ctrough p<0.0000D= 1 =} —,—7]
Z3tets AR

Z7]) Ctrough

vs. pembro IV + chemo

Treatment N a Median (Range) GM (95% ClI) GeometriGMR (96% Cl) p-value °
c percent
cV
MK-3475A + chemo P45 (1711.63 (234.65,3945.72) 1633.24 (1555.23,1715.15)  140.41 1.14 (1.06,1.22) <0.00001
pembro IV + chemo [126 [1450.73 (562.53,2858.42) 1437.58 (1373.68,1504.46) 26.23 ---

® Number of Subjects with evaluable PK data.
P The one-sided p-value non-inferiority boundary is 0.02. Database Cutoff Date: 12JUL2024.

3 2.7.2-origsc: 4 3 =F F719] =& 7]uF Ctrough £4 (AIFAH <3PPI I

vs. pembro IV +
Tre N a Median (Range) GM (95% CI) Geomet chemo
atm ric GMR (94% p-valu
ent percent CIn e’
(6)%
MK-3475A + chemo |202 |40.07 (10.89,120.82) 39.23 (37.04,41.55) 43.29 1.67 (1.52,1.84) <0.00001
pembro IV + chemo |101 |23.85 (4.82,53.75) 23.49 (21.61,25.54) 44.23 - ---

N Number of Subjects with evaluable PK data.
® The one-sided p-value non-inferiority boundary is 0.03. Database Cutoff Date: 12JUL2024.

¥ 2.7.2-origsc: 5 MK-3475A-D77 o4 Bxu9 2 2t H7bASF Al =2 FAXY QokEA AYA +
<[PP] Hh)
Difference in
PK . . GM (%)
Exposure Statistic 790 mg Q6W SC 400 mg Q6W IV compared to 400
mg Q6W IV
Model-based
N 245 126
Mean (SD) 21.55 (9.46) 13.49 (5.54) 5791
Median 20.82 (3.432-57.21) 12.68 (1.259-31.77) ’
(range)




Cycle 1 GM (CV%) | 19.36 (52.2) | 12.26 (50.8) |
Cuougn (Lg/mL) Observed
N 167 97
Mean (SD) 25.75 (12.78) 15.66 (10.81) 616
Median 25.3 (3.39-82.5) 13.7 (2.37-97.9) ’
(range)
GM (CV%) 22.71 (56.9) 13.55 (57.2)
Model-based
N 245 126
Mean (SD) 70.02 (25.34) 132.5 (28.02) 49,68
Median 68.63 (7.41-149.2) 127.2 (77.29-227.3) T
(range)
Cycle 1 GM (CV%) 64.88 (44) 129.7 (20.8)
Cinax (ng/mL) Observed
N 239 123
Mean (SD) 72.82 (29.13) 138.9 (57.3) 4931
Median 70 (8.14-204) 126 (68.4-498) T
(range)
GM (CV%) 66.61 (47.7) 131.4 (32)
Model-based
N 202 101
Mean (SD) 105 (35.19) 151.4 (33.32) 33.14
Steady-state I(VIedlaI)l 1009 8(29461(8362285;3) 145.71 4(56(.;?-62)72.7)
range ) ) .
(Cycle 3) GM (CV%)
Crmax (ng/mL) Observed
N 92 47
Mean (SD) 110.6 (39.1) 153.8 (42.06) 30,3
Median 109 (21-238) 153 (69.5-275) —
(range)
GM (CV%) 103.3 (40.9) 148.2 (28.4)
Model-based
Steady-state N 202 101
(Cycle 3) Mean (SD) 2962 (1013) 2200 (601.6)
AUC guis . 31.86
Median 2772 2112 (1029-4256)
(ng-day/mL) (range) (822.1-7209)
GM (CV%) 2798 (35.5) 2122 (27.8)
¥ 2.7.2-origsc: 6 MK-3475A ZA HBEZFT 790 mg 6 Fritk 1 3 Fs1Fo 3 94 HABEFF
200 mg 3 Fritk 1 3] AWES F 2 2} HriAse] 2d 76k A =5 829 aoksA (AF
<=-3[PP] FH)
PK Difference in GM (%)
E Statistics 790 mg Q6W 200 mg Q3W compared to 200 mg
Xposure SC v
IV Q3W
Early cycle, weeks 1-6 N=245 N=126
Cycle 1
Mean (SD) 14.1 (4.076) 4351
Median 13.81 (3.476-28.46) ‘
(Range)
Coronet GM (%CV) 21.55 (9.456) 13.49 (31.6)
(ug;lrﬁl) Cycle 2 20.82 (3.432-57.21)
(only for 19.36 (52.2)
O3W)
Mean (SD) 21.15 (6.781) -33
Median 20.28 (4.247-44.7)
(Range)




| GM (%CV) 20.02 (35.8)
Steady-state® N=202 N=101
C“;;ﬂgh Mean (SD) 42.62 (17.78) 36.47 (12.06) 13.68
(ng/mD) |\ rodian 40.07 (10.89-120.8) | 34.4 (11.41-72.85)
(Range)
GM (%CV) 39.23 (43.3) 34.51 (35.2)

a: Steady-state is at Cycle 3 for 790 mg Q6W SC and Cycle 6 for 200 mg Q3W IV

Abbreviation: CV= coefficient variation; GM= geometric mean; IV= intravenous; Q3W= every 3 weeks;
Q6W= every 6 weeks; SC= subcutaneous; SD= standard deviation
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(HNSCC, @ 2akn|or, 9o dnRsx BobdA =So[MSH-H] ¢ cHL, 994 4% B A% 9=
[PMBCL], 7HHI3Z¢H, AFAFE P4 U2 PK dolHE Z4%F 9 NSCLC 7]¥te] #=x Ho|E A Eo) 3
Vet #FE PK 2de 2E deulEE AFASAT duolEd” Rde] BAMoAes F=E PK 2
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WN=1612  N=1359 MN=229 N=606 W=T6 MN=2832 N=100 W=24 N=229 MN=64
0.3 1

e ]
F -9

Baseline Clearance (Liday)

1% B = = - — ~
Melanama NSCLC HM Uz MEIH Gasiric HCC Cervical cHL PMBCL

Note: Percentiles of the distribution of post-hoc estimated individual baseline clearance values
among subjects per indication (number of subjects per indication shown above) are represented
by the line (50™), box (25"-75") and whiskers (5"-95™). The sample size (N) per group is provided
above each box-whisker plot.

Abbreviations: TDPK = time-dependent pharmacokinetic; NSCLC = non-small cell lung cancer; HN
= head & neck squamous cell carcinoma; UC = urothelial cancer; MSIH = microsatellite instability
high cancers; HCC = hepatocellular carcinoma; cHL = classical Hodgkin's lymphoma; PMBCL =
primary mediastinal B-cell lymphoma
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(#9): 1-35 ol h.
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3 Fo 2He o3 A

MK-3475A 24 F3Fst= B EYHFTH A 3 4 YGAIE &7 F3Fode FuEAE T2
PK mals &-83] 500-1000 mg 6 Frtek 1 3] &= Mool sl AAIE A&l Algzol A3
AgEdt Al 1 A IAAE KEYNOTE-555 ZZE A(n=36), Al 1 4 UAAF MK-3475A-C18(1 T3}
2 &, n=49), ZAF A9t NSCLC $#F 2993 Hoz FAE Fx ABEFE YT golEAES]
teolelE X3 B3 dolEMEGEFE AFdA 5 3078 ®)7F AlEaoldel ALL= AT AlEH oA
oJ3tH, MK-3475A =4 FEEFH 790 mg 6 Fvith 1 3] detFo] A FBEF7 ZGHFA 7]
$< &% 400 mg 6 Frith 1 318 AW HAFAY W} AR IXste wEo EDde AR A
Al gt}

Ze PK HlolEH & 790 mg 6 Frith 1 3]7F MK-3475A
7 Ads SRty MK-3475A-D77 & 1 2 F7]
Bt PK Zzutedo] o AlAHo 3l

« FEEYFH 790 mg 6 Frith 1 3] FatFoA= 1 2 F7] AUCO-6wks 2 B33 2 7)) =2
7%k Ctrough 25 ZWolA AB 2233 400 mg 6 Frtth 1 3] AN FEdrt v d53ed wa, ¢

1de] 4% 710l TFHUH

0%
N

e 790 mg 6 Fvith 1 3] T35S A Ctrough 7} X E7]17F U] 400 mg 6 Fvich 1 3] AWES A<
TEE EUT FAHoR 790 mg 6 Fuith 1 3] HEFS A9 Ctrough 713tH#Fo] 1 = F7]
o= 400 mg 6 Fwuith 1 3 FHME] Axch of 58% i FAFEE 2 FrDolE oF 67% E=hTh
3t Fod ot FMES 71o] Ctrough B2 & 1 2 7|9 A 2% 593 AFHS Bl 1Y
2.7.2-origsc: 71.

e 790 mg 6 Fultt 1 3] HEF A AUCO-6wks & x| 27]zF W 400 mg 6 Fritt 1 3] AMES
Ao &3 Aubr oz v FAFHCR, 790 mg 6 Fuitk 1 3 Fdt5o Aol AUCO-6wks 7]
st el 1 2 F71oE 400 mg 6 Frich 1 3 AWFe] Arch of 14% ¥, AHFEHG 2 F71)
o= oF 32% ETH AT 1 2 Fr19k AFEG 3 F7]) BF AUCO-6wks BZ7} 3)5HE o] o}
AW ES Zho] AXoHIE 2.7.2-origsc: 8l

¢ 790 mg 6 Fnuich 1 3] H3}%Ee] Al Cmax &= X 27|z W 400 mg 6 Frich 1 3] AWM Eo] Ale]
TEE 2EMT FAFCE, 790 mg 6 Frith 1 3] ItFE Alo] Cmax 7]&tH o] 1 2k F7]0
=400 mg 6 Frith 1 3 AWES ARG oF 50% P, AAAEG 2 F7DeE oF 33% ST
gatFoel A Ee 7Ho Cmax w2+ 1 2 F719k AGFEE 2 7)) BF 59T AFES B
oIt 19 2.7.2-origsc: 9].

+ 790 mg 6 Fvith 1 3] &tF] A9 Ctrough 7k 1 2 F719} AAAEEFEE B2 3 4 F7] =
=6 3 F7D)ol 200 mg 3 Frich 1 3 AMEe] Al dubx oz wgch
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Error bars represent the standard deviation of concentrations. “SC" and “IV" represent the observed
mean PK profile after the first pembrolizumab 790 mg Q6W administered SC as MK-3475A and
pembrolizumab 400 mg Q6W IV, respectively. Based on data from all 373 subjects included in the
PK analysis.

18 2.7.2-origsc: 7 MK-3475A-D77 oA MK-3475A =4 B EEFH 790 mg 6 it} 1 3] J35F4H
% 2 ABEFY 400 mg 6 Fuithk 1 3] AW Eo 5 1 2 F7] 2 AGFFHE 2 F7De] =l 7|t
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Note: Percentiles of the predicted PK exposure distribution among 245 subjects in Cycle 1 and
202 subjects at steady-state at 790 mg Q6W SC given as MK-3475A and among 126 subjects in
Cycle 1 and 101 subjects at steady-state at 400 mg Q6W IV are represented by the middle line
(50" and box (25"-75M). The upper/lower whisker extends from the hinge to the largest/smallest
values no further than 1.5*Interquartile range (IQR) from the hinge. Data points beyond the end
of the whiskers are plotted individually.



19 2.7.2-origsc: 8 MK-3475A-D77 oA MK-3475A 24 HHE257 790 mg 6 Fvitt 1 3] 73515
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Note: Percentiles of the predicted PK exposure distribution among 245 subjects in Cycle 1 and
202 subjects at steady-state at 790 mg Q6W SC given as MK-3475A and among 126 subjects in
Cycle 1 and 101 subjects at steady-state at 400 mg Q6W IV are represented by the middle line
(50" and box (25"-75™M). The upper/lower whisker extends from the hinge to the largest/smallest
values no further than 1.5*Interquartile range (IQR) from the hinge. Data points beyond the end
of the whiskers are plotted individually.
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Note: Percentiles of the predicted PK exposure distribution among 245 subjects in Cycle 1 and
202 subjects at steady-state at 790 mg Q6W SC given as MK-3475A and among 126 subjects in
Cycle 1 and 101 subjects at steady-state at 400 mg Q6W IV are represented by the middle line
(50" and box (25"-75™M). The upper/lower whisker extends from the hinge to the largest/smallest
values no further than 1.5*Interquartile range (IQR) from the hinge. Data points beyond the end
of the whiskers are plotted individually.

MK-3475A A djstFofsts ABEFH] A 3 & &7 A A D FAstFoiet Jufo T3t
PK =d[Sec. 2.7.2-origsc: 5.1]0] MK-3475A-C18 ¢] 4 &< $3 A3 3 Fultt 1 3 HslFo] &
A w= 790 mg 6 Fuith 1 3] HstRod Aol Z2udx 3 Fritt 1 3] ¥stFo PK kg Z=2
B 7 dAde FR2 sk AREHAT Al 3 4 AGAIE MK-3475A-D77 ol A ElolE7F w2 H el
= A3 AL AS FF T HelEHE EdE 3 HF PK 2EE o] &3t 395 mg 3 Fuith 1
3] 93t Fe] §Fo] FAHHAT ol ThA MK-3475A-C18 <] 4 oA #ZH tolg= Sz = )

395 mg 3 Fuith 1 3] 355 Al 2d 7|yt o PK ZEutYo] MK-3475A-C18 ¢ 4 oA #z
9 olHE 23 AZHAcH1Y 2.7.2-origsc: 101 MK-3475A 2 4] 395 mg 3 Zulch 1 3 2 790 mg
6 Fuitt 1 3] 935 Ao =g 7|4k F HEE T PK 229td 2 [29 2.7.2-origsc: 11]e0 A
A= o] otk MK-3475A &4 HB 2835 395 mg 3 Frith 1 3] 315 Ale] PK =28 MK-3475A
24 ABELFH 790 mg 6 Fritk 1 3] 5o A9 =3 HubH o g dXPH 1Y 2.7.2-origsc:
12], [1¥ 2.7.2-origsc: 13], [Z19 2.7.2-origsc: 14].
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+ 395 mg 3 Fuithk 1 3] FstFo A9 Bd 79k Ctrough 7|8t o] Al 3 Fol&= 790 mg 6 vtk
1 3 ystFo] Alo] =l 7]k Ctrough 7]shd o3} HIsta Al 6 Foll& oF 53% =3kt

e 395 mg 3 Fulth 1 3 55 A A 3 Fo] #=E Ctrough 713HE#E 790 mg 6 Frict 1 3 o
st Al Al 6 Foll Ctrough 7188+ Kot 4% =AUt

¢ 395 mg 3 Fuitt 1 3 HstFo Aol =4 7]¥F Cmax,week0-3 7]8FH F°] 790 mg 6 Fvlth 1 g
st Eo] Ale] md 7]¥l Cmax,week0-6 7]8tH F Xt ¢ 50% =gkt

e 395 mg 3 Fulth 1 3 3% A ##FH Cmax,week0-3 7|38 790 mg 6 Frlth 1 3] &
of A #Z¥H Cmax,week0-6 718+ F Rt} oF 50% Tt

e 395 mg 3 Fultk 1 3] HstEe] Ao =d 74k AUCO-6wks 7188 o] 790 mg 6 Fuitk 1 3] o
IR Al md 7|Wk AUCO-6wks 7]+ R}t oF 18% ottt
7%

* 395 mg 3 Fuith 1 3] 9tFo] Ale] =d 7wk Ctrough 713 Fo] 790 mg 6 Fuit} 1 3] ¥3%
o] Aol =g 74k Ctrough 7188 F R} oF 42% =Skth.

s 395 mg 3 Fritt 1 3] dstF A ##FH Ctrough 7188 w& 790 mg 6 Frich 1 3] 2)spFef A
29 Ctrough 713+ d Rtk oF 34% =3ttt

e 395 mg 3 Fuitt 1 3] H3tE] Aol md 7|6k Cmax 7|88 Fo] 790 mg 6 Fuict 1 3] 9315



Ale] =d 7]k Cmax 7]8tg Rt oF 19% Yokt

¢ 395 mg 3 Fulth 1 3] ¥&Fo] A BZH Cmax 7]3+EFL 790 mg 6 Frich 1 3 H&tFo] A
2% Cmax 7|8t # Rt oF 26% bk

¢ 395 mg 3 Futth 1 3] I3tFo Ale] =g 7]uk AUCO-6wks 713FE o] 790 mg 6 Fuit} 1 3
st Aol md 7]Hk AUCO-6wks 7|8t 3 vl = THeF 1% 2).

Al #zE AUCO-6wk 718 ARt oF 4% =3kt).
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395 mg 3 Fuith 1 3 H3tFEe Al #FH AUCO-6wk 7|8tH#<S 790 mg 6 ottt 1 3] 9315
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Note: Black dots represent the observed concentration data at 395 mg Q3W SC given as
MK-3475A from MK-3475A-C18 Arm 4 (n=44). Dashed red line represents the median PK profile
of 343 participants from Phase 1 MK-3475A-C18 (Arms 1 to 3, n=96) and Phase 3
MK-3475A-D77 (n=247, SC arm) at 395 mg Q3W SC based on PK simulations using individual
post-hoc estimates from the modeling analysis. Shaded areas represent the 90% prediction
interval of the PK profiles of 343 participants as described above. A) After 1st dose with
prediction intervals calculated for a single dose (0-24 days); B) at steady state, 16-18 weeks,

prediction intervals are shown up to 24 days after last dose. Observed data represented by black
dots are shown up to 24 days after the last dose.
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Coyc 1 | Suxacy Sabe

Regimen
— 358 mg 5C QAW
— THO MY 5C Q6W

&

Concentration {meg'mL)

Tirrs (days)

Model-predictions for SC regimens were based on PK simulations using individual post-hoc
estimates from pooled data (n=343) from MK-3475A-C18 (Arms 1 to 3) and in SC arm in
MK-3475A-D77 from the modeling analysis [Ref 5.3.5.3: 08QL4V]. Plotted model predictions are
simulated at daily time points.

Abbreviations: Q3W = every 3 weeks; Q6W = every 6 weeks.
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Note: Red dots (Cycle 1 N=32; Cycle 6 N=21) are the observed PK exposure at 395 mg Q3W SC
from MK-3475A-C18 Arm 4. Model-predictions for SC regimens were based on PK simulations using
individual post-hoc estimates from pooled data from MK-3475A-C18 (Arms 1 to 3) and in SC arm
in MK-3475A-D77 from the modeling analysis [Ref. 5.3.5.3: 08QL4V]. Ciough in Cycle 1 was at day 21



for observed and model- based 395 mg Q3W SC and at day 42 for model predicted 790 mg Q6W
SC. Ciough at steady-state was at day 126 for observed Q3W SC and model-based Q3W SC and
Q6W SC. Percentiles of the predicted PK exposure distribution among 343 subjects at 395 mg Q3W
SC and 790 mg Q6W SC given as MK-3475A are represented by the middie line (50™) and box
(25%-75"). The upper/lower whisker extends from the hinge to the largest/smallest values no further
than 1.5*Interquartile range (IQR) from the hinge. Data points beyond the end of the whiskers are
plotted individually.

% 2.7.2-origsc: 13 MK-3475A-C18 2] 4 T4 395 mg 3 Frultt 1 3 35 & #F#H Cmax <
of HA FAIGH BE 7§t 1 2 F7] 9 AHAdE Cmax ¢ 395 mg 3 Frtttk 1 3] 9stFofet 790 mg
6 Frttk 1 3] 9stFo] 3t Hlw
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Note: Red dots (Cycle 1 N=44; Cycle 6 N=26) are the observed PK exposure at 395 mg Q3W SC
from MK-3475A-C18 Arm 4. Model-predictions for SC regimens were based on PK simulations using
individual post-hoc estimates from pooled data from MK-3475A-C18 (Arms 1 to 3) and in SC arm
in MK-3475A-D77 from the modeling analysis [Ref 5.3.5.3: 08QL4V]. Cmax was during 0-3 weeks for
observed and model-based 395 mg Q3W SC and during 0-6 weeks for model-based 790 mg Q6W
SC. Percentiles of the predicted PK exposure distribution among 343 subjects at 395 mg Q3W SC
and 790 mg Q6W SC given as MK-3475A are represented by the middle line (50™) and box (25%-
75™). The upper/lower whisker extends from the hinge to the largest/smallest values no further than
1.5*Interquartile range (IQR) from the hinge. Data points beyond the end of the whiskers are
plotted individually.
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Note: Orange dots (Cycle 1 N=17; Cycle 6 N=13) are the observed PK exposure parameters at 395
mg Q3W SC from MK-3475A-C18 Arm 4. Model-predictions for SC regimens were based on PK
simulations using individual post-hoc estimates from pooled data from MK-3475A-C18 (Arms 1 to
3) and in SC arm in MK-3475A-D77 from the modeling analysis [Ref. 5.3.5.3: 08QL4V]. AUC is 0-3
weeks for observed and model-based 395 mg Q3W SC and 0-6 weeks for model-based 395 mg
Q3W SC and 790 mg Q6W SC. Observed AUCoswks at steady-state for Q3W SC is estimated by
multiplying the observed AUCowks at steady-state by 2. Percentiles of the predicted PK exposure
distribution among 343 subjects at 395 mg Q3W SC and 790 mg Q6W SC given as MK-3475A are
represented by the middle line (50™) and box (25""-75™). The upper/lower whisker extends from the
hinge to the largest/smallest values no further than 1.5*Interquartile range (IQR) from the hinge.
Data points beyond the end of the whiskers are plotted individually.
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2k F71el= 200 mg 3 Fwitk 1 3] AWMEA ARG oF 2% =11, ARAEEG 2 F7D= oF 13%
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Model-predictions for 395 mg Q3W SC were based on PK simulations using individual post-hoc
estimates from pooled data (n=343) from MK-3475A-C18 (Arms 1 to 3) and in SC arm in
MK-3475A-D77 from the modeling analysis [Ref 5.3.5.3: 08QL4V]. Model-predictions for 200 mg
Q3W IV were based on PK simulations using individual post-hoc estimates from pooled data (n=
469) from MK-3475A-C18 (Arms 1 to 3) and MK-3475A- D77 from the modeling analysis [Ref.
5.3.5.3: 08QL4V]. Plotted model predictions are simulated at daily time points as well as at the end
of the infusion if applicable.
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Note: Percentiles of the predicted PK exposure distribution among 343 participants at 395 mg Q3W
SC given as MK-3475A and among 469 participants at 200 mg Q3W IV are represented by the
middle line (50" and box (25"-75™). The upper/lower whisker extends from the hinge to the
largest/smallest values no further than 1.5*Interquartile range (IQR) from the hinge. Data points
beyond the end of the whiskers are plotted individually.

a9 2.7.2-origsc: 17 MK-3475A EA] 395 mg 3 Fwrith 1 3] FstFo] @ AP =59 200 mg 3 Fvf
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Note: Percentiles of the predicted PK exposure distribution among 343 participants at 395 mg
Q3W SC given as MK-3475A and among 469 participants at 200 mg Q3W IV are represented by
the middle line (50" and box (25"-75"). The upper/lower whisker extends from the hinge to the
largest/smallest values no further than 1.5*Interquartile range (IQR) from the hinge. Data points
beyond the end of the whiskers are plotted individually.

% 2.7.2-origsc: 18 MK-3475A =4} 395 mg 3 Fvwith 1 3] F&tFo 2 AB =55 200 mg 3 Fv}
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Note: Percentiles of the predicted PK exposure distribution among 343 participants at 395 mg Q3W
SC given as MK-3475A and among 469 participants at 200 mg Q3W IV are represented by the
middle line (50" and box (25"-75™). The upper/lower whisker extends from the hinge to the
largest/smallest values no further than 1.5*Interquartile range (IQR) from the hinge. Data points
beyond the end of the whiskers are plotted individually.
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ALK=anaplastic lymphoma kinase; ECOG=Eastern Cooperative Oncology Group; EGFR=epidermal growth
factor receptor; IV=intravenous; NSCLC=non-small cell lung cancer; PD-L1=programmed cell death ligand 1;
PS=performance status; Q3W=every 3 weeks; Q6W=every 6 weeks; ROS1=c-ros oncogene 1;
SC=subcutaneous; TPS=tumor proportion score; vs=versus
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® 2.7.3-origsc: 3 AlFUiAA B4 (ITT )

MK-3475A + chemo pembro  + chemo Total
v
n (%) n (%) n (%)
Participants in population 251 126 377
Sex
Male 182 (72.5) 86 (68.3) 268 (71.1)
Female 69 (27.5) 40 (31.7) 109 (28.9)
Age (Years)
< 65 119 (47.4) 57 (45.2) 176 (46.7)
>= 65 132 (52.6) 69 (54.8) 201 (53.3)
Mean 64.7 64.8 64.8
SD 9.6 8.5 9.2
Median 65.0 66.0 65.0
Range 39 to 87 37 to 83 37 to 87
Race
American Indian Or Alaska Native 2 (0.8) 4 3.2) 6 (1.6)
Asian 74 (29.5) 36 (28.6) 110 (29.2)
Black Or African American 5 (2.0) 5 (4.0) 10 2.7
Multlplé . 12 (4.8) 3 2.4) 15 (4.0)
American Indian Or Alaska ] 32 1 0.8 9 24
Native, White (-2) (0.8) 24
Black Or African American,
White 4 (1.6) 2 (1.6) 6 (1.6)
White
158 (62.9) 78 (61.9) 236 (62.6)
Ethnicity
Hispanic Or Latino 74 (29.5) 41 (32.5) 115 (30.5)
Not Hispanic Or Latino 177 (70.5) 85 (67.5) 262 (69.5)
Geographic Region
East Asia 73 (29.1) 36 (28.6) 109 (28.9)
North America/Western 11 4.4) 7 (5.6) 18 (4.8)
Europe/Australia/New Zealand
Rest of the World 167 (66.5) 83 (65.9) 250 (66.3)
PD-L1 Status
TPS < 50% 181 (72.1) 91 (72.2) 272 (72.1)
TPS >= 50% 48 (19.1) 25 (19.8) 73 (19.4)
Unknown 22 (8.8) 10 (7.9) 32 (8.5)
PD-L1 Status
TPS < 1% 101 (40.2) 57 (45.2) 158 (41.9)
TPS >= 1% 128 (51.0) 59 (46.8) 187 (49.6)
Unknown 22 (8.8) 10 (7.9) 32 (8.5)
PD-L1 Status
TPS < 1% 101 (40.2) 57 (45.2) 158 (41.9)
TPS 1-49% 80 (31.9) 34 (27.0) 114 (30.2)
TPS >= 50% 48 (19.1) 25 (19.8) 73 (19.4)
Unknown 22 (8.8) 10 (7.9) 32 (8.5)
ECOG
0 89 (35.5) 42 (33.3) 131 (34.7)
1 162 (64.5) 84 (66.7) 246 (65.3)
Histology




Non-Squamous 167 (66.5) 83 (65.9) 250 (66.3)
Squamous 84 (33.9) 43 (34.1) 127 (33.7)
Metastatic Stage

Mla 97 (38.6) 51 (40.5) 148 (39.3)
Milb 44 17.5) 13 (10.3) 57 (15.1)
Milc 110 (43.8) 62 (49.2) 172 (45.6)
Overall Stage

IVA 141 (56.2) 64 (50.8) 205 (54.4)
IVB 110 (43.8) 62 (49.2) 172 (45.6)
Brain Metastasis Status at Baseline

Yes 19 (7.6) 14 (11.1) 33 (8.8)
No 232 92.4) 112 (88.9) 344 91.2)
Liver Metastasis Status at Baseline

Yes 46 (18.3) 15 (11.9) 61 (16.2)
No 205 81.7) 111 (88.1) 316 (83.8)
Smoking Status

Never Smoker 38 15.1) 23 (18.3) 61 (16.2)
Former Smoker 142 (56.6) 62 (49.2) 204 (54.1)
Current Smoker 71 (28.3) 41 (32.5) 112 (29.7)
Prior Adjuvant/Neo-adjuvant Therapy

Yes 5 (2.0) 6 (4.8) 11 (2.9)
No 246 (98.0) 120 (95.2) 366 (97.1)
Prior Radiation

Yes 37 (14.7) 24 (19.0) 61 (16.2)
No 214 (85.3) 102 (81.0) 316 (83.8)
Prior Thoracic Radiation

Yes 10 (4.0) 8 (6.3) 18 (4.8)
No 241 (96.0) 118 (93.7) 359 (95.2)
SD=Standard deviation.
Database Cutoff Date: 12JUL2024.

3 FEAQ A3

(D ORR

RECIST 1.1 o ¢jA3te] BICR & Eul® H7}g ORR ZHolA MK-3475A + 3stae A g5
IV + s}t a ¥ Hls=gth ORR Hl= 1.08 (95% CI: 0.85, 1.37)o] Atk [3% 2.7.3-origsc: 4].

AlZZA Miettinen & Nurminen HozZ B3 Eo7 7F ORR =po] Aozghe 3.47(95% CI. -7.01, 13.69)
o]} [ 2.7.3-origsc: 5]. ORR =Folgk2 AlS3gt AR F2A%, ECOG 4H|, A4, PD-L1 TPS & =
Fste] AL WAE ST AAAA ITT I tiA 2 Akt
¥ 2.7.3-origsc: 4 RECIST 1.1 o] ¢JA3%te BICR & EU=Z
(Cochran-Mantel-Haenszel 2 o] &3 W= £4) (IT )

ORR ratio vs. Pembro IV +
Tre N Number of Objective chemo
atm Objective Response Estimate p-Value®
ent Responses Rate (%) (95% CI)*
(95% CD
MK-3475A + chemo 251 114 45.4 1.08 0.52045
(39.1.51.8) (0.85.1.37)
pembro IV + chemo 126 53 42.1
(33.3.51.2)




Responses are based on BICR assessment per RECIST 1.1. BICR = Blinded independent central review.

* Based on Mantel-Haenszel estimate of the common ORR ratio. Strata are defined by stratification factors:
ECOG (0 vs. 1), Histology (squamous vs. nonsquamous), PD-LI status (TPS <50% vs. >=50%), and
geographic region (East Asia vs. North America/Western Europe vs. Rest of the World) with small strata
collapsed as Pre-specified in the sSAP.
® One-sided nominal p-value using the

stratified Cochran-Mantel-Haenszel test.
Database Cutoff Date: 12JUI 2024

3 2.7.3-origsc: 5 RECIST 1.1 o ¢JA3te] BICR < Ei& H7ls A#AA 6k-3(3%) £4 (Miettinen &
Nurminen ¥& o] &3 9= £4) (TT Fh)

Difference in % vs. Pembro IV +
chemo
Treatment N Number ofO b jectiv eEstimate (95%]p-Value®
O b jectiv eResponse RateCl)?
Responses (%) (95% Cl)
MK-3475A + chemo 251 114 45.4 (39.1,51.8) [3.47 (-7.01,13.69) |0.25753
pembro IV + chemo 126 53 42.1 (33.3,51.2)

Responses are based on BICR assessment per RECIST 1.1. BICR = Blinded independent central review.

? Based on Miettinen & Nurminen method stratified by ECOG (0 vs. 1), Histology (squamous vs]
nonsquamous), PD-L1 status (TPS <50% vs. >=50%), and geographic region (East Asia vs. North
IAmerica/Western Europe vs. Rest of the World ) with small strata collapsed as Pre-specified in the
SSAP.

P One-sided nominal p-value for testing HO: difference in % = 0 versus H1: difference in % > 0|
Database Cutoff Date: 12JUL2024

(2) PFS

RECIST 1.1 o ¢jA3%td BICR & EW=E H7}SH PFS & F FoAToA vtk [F 2.7.3-origsc: 6],
[29 2.7.3-origsc: 2]. MK-3475A + 38t Q¥ o] PFS T4t FEEL T + gadlvd vl=dn
(7 8.1 /WY vs 7.8 71¥) HA@RIHR)= 1.05 (95% Cl: 0.78, 1.43)&E A4t=E o], PFS & #H7}g X8 &
e F RATAA HsFe EoFidn.

3 2.7.3-origsc: 6 RECIST 1.1 ¢ ¢JA3te] BICR & EdZ BH7}g F318 =71 24 (93 354
o FEATT D)

MK-3475A + pembro IV +
chemo chemo
(N=251) (N=126)
Number of Events (%) 135 (53.8) 66 (52.4)
Kaplan-Meier Estimates (months)®
Median (95% CI) 8.1 (6.3, 8.3) 7.8 (6.2, 9.7)
[QL, Q3] [4.1, 11.7] [4.2, ]
Person-months 1487.1 744.4
Event Rate / 100 Person-months 9.1 8.9
vs pembro IV + chemo
Hazard Ratio (95% CI)° 1.05 (0.78, 1.43)
PFS Rate at month 3 (%) (95% CI) 80.3 (74.8, 84.7) | 82.9 (75.0, 88.5)
PFS Rate at month 6 (%) (95% CI) 64.7 (58.4, 70.3) | 65.0 (55.7, 72.8)
PFS Rate at month 9 (%) (95% CI) 38.3 (30.6, 45.8) | 42.8 (32.4, 52.8)
PFS Rate at month 12 (%) (95% CI) 24.8 (11.0, 41.4) | 29.0 (17.4, 41.7)
* 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




NR = Not reached.
BICR = Blinded independent central review.

Database Cutoff Date: 12JUI.2024

covariate stratified by ECOG performance status (0 vs. 1), TPS (>=50% vs. <50%), Histology
(Squamous vs. Non-squamous) and Region (East-Asia vs. North America/Western
Europe/Australia/New Zealand vs. Rest of the World).
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vs pembro IV + chemo
Hazard Ratio (95% CI)°

OS Rate at month 3 (%) (95% CI)
OS Rate at month 6 (%) (95% CI)

0.81 (0.53, 1.22)
91.6 (87.5. 94.5)

82.4 (77.1. 86.6)

MK-3475A + pembro IV +
chemo chemo
(N=251) (N=126)
Number of Events (%) 61 (24.3) 37 (29.4)
Kaplan-Meier Estimates (months)®
Median (95% CI) NR (NR, NR (NR,
NR) NR)
[Q1, Q3] [9.3, ] [7.8, ]
Person-months 2035.6 1037.8
Event Rate / 100 Person-months 3.0 3.6

95.2 (89.7. 97.8)
84.1 (76.5. 89.4)




OS Rate at month 9 (%) (95% CI) 76.8 (70.7, 81.7) | 72.7 (63.4, 80.0)

OS Rate at month 12 (%) (95% CI 68.5 (58.3, 76.7) | 63.2 (51.4, 72.9)

* 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 ECOG performance status (0 vs. 1), TPS (>=50% vs. <50%), Histology
(Squamous vs. Non-squamous) and Region (East-Asia vs. North America/Western
Europe/Australia/New Zealand vs. Rest of the World).

NR = Not reached.

Database Cutoff Date: 12JUL2024
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D77 MK-3475A D77 Pooled Pembrolizumab

+ Pembrolizumab Pembrolizumab + Monotherapy
Chemotherapy v Chemotherapy

+ Chemotherapy SD
Control
(N=251) (N=126) (N=5711) (N=7631)
Duration on Therapy (days)
n \ 251 \ 126 \ 5706 \ 7631



Mean (SD)
Median

Range

194.07 (101.40)
209.00

1.00 to 401.00

188.79 (103.23)
189.00

1.00 to 483.00

306.63 (236.34)
246.00

1.00 to 1,732.00

239.08 (210.22)
176.00

1.00 to 1,157.00

Number of Cycle

n

Mean (SD)
Median
Range

251

5.19 (241)
5.00

1.00 to 10.00

126
5.06 (2.45)
5.00
1.00 to 12.00

5706
12.56 (10.11)
10.00
1.00 to 70.00

7631
12.31 (10.10)
9.00
1.00 to 59.00

appendix of Module 2.7.4.

Duration on therapy (days) is calculated as (last dose date - first dose date
+ 1). D77 is at Q6W dosing regimen, while other studies are at Q3W
dosing regimen. Database cutoff date for KN-D77: 12JUL2024.

The list of studies and database cutoff dates for the aggregate safety datasets within this table are provided in the
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D77 MK-3475A + D77 Pembrolizumab IV + Pooled Pembrolizumab + Pembrolizumab
Chemotherapy Chemotherapy Control Chemotherapy SD Monotherapy RSD
(N=126) (N=5711)
(N=251) (N=7631)
n (%) Person-y n (%) Person n (%) Person-yea| n |(%) Person-year|
ears -years Is s

Duration of Exposure (months)
>0 251 |(100.0) 1334 126 (lé)O. 65.1 5,706((99.9) 4,790.3 7,6318100. 4,995.0
> 1 R27 (90.4) 132.7 119 (943.4) 64.9 5,315(93.1) 4,776.5 6,637(227.0) 4,962.4
>3 203  |(80.9) 128.8 99 (78.6) 61.5 4,629(81.1) 4,659.2 5,023|(65.8) 4,693.1
> 6 146 |(58.2) 106.3 68 (54.0) 49.5 3,459((60.6) 4,218.5 3,781|(49.5) 4,240.0
> 12 8 (3.2) 83 7 (5.6) 7.7 2,108((36.9) 3,252.7 1,673/(21.9) 2,558.8
> 18 0 (0.0) 0.0 0 0.0) 0.0 875 (15.3) 1,758.4 783 |(10.3) 1,497.5
> 24 0 (0.0) 0.0 0 (0.0) 0.0 376 (6.6) 866.2 186 |(2.4) 394.9
Each participant is counted once on each applicable duration category row.
Duration of exposure (months) is calculated as
(last dose date - first dose date + 1) / 30.4367.
Database cutoff date for KN- D77 12JUL2024
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D77 D77 Pooled Pembrolizumab
MK-34 Pembrolizumab Pembrolizuma Monot
T5A + IV + b+ herapy
Chemot Chemotherapy Chemotherapy RSD
herapy Control SD
n (%) n (%) n (%) n (%)
Participants in population 251 126 5,711 7,631
with one or more adverse 249 (99.2) 123 (97.6) 5,663 (99.2) 7,375 (96.6)
events with no adverse ) (0.8) 3 24) 48 (0.8) 256 (3.4)
event . 226 (90.0) 121 (96.0) | 5495  (96.2) | 5462  (71.6)
with drug-related” adverse 151 (60.2) 82 (65.1) | 4422  (774) | 3514  (46.0)
events with toxicity grade 3-5
adverse events 118 (47.0) 60 (47.6) 3,681 (64.5) 1,208 (15.8)
with toxicity grade 3-5 drug-related adverse 98 (39.0) 51 (40.5) 2,567 (44.9) 2,742 (359)
events with serious adverse events 53 (21.1) 25 (19.8) 1,470 25.7) 840 (11.0)
with serious drug-related adverse 26 (10.4) 12 9.5) 313 (5.5) 346 (4.5)
events who died




who died due to a drug-related adverse 9 (3.6) 3 (2.4) 75 (1.3) 42 (0.6)

event discontinued any drug due to an 62 24.7) 30 (23.8) 1,641 (28.7) 1,066 (14.0)
adverse event discqntinued ) ) 39 (15.5) 21 (16.7) 911 (16.0) 1,066 (14.0)
%K—%ZSA/pembrollzumab discontinued any 57 (22.7) 24 (19.0) 1,247 (21.8) 0 (0.0)
chemothera
discontinuegyany drug due to a drug-related adverse 44 (17.5) 19 (15.1) 1,345 (23.6) 639 ®&4)
event discontinued MK-3475A/pembrolizumab 21 3.4 1 ®.7) 642 (11.2) 639 ®4)
discontinued any chemotherapy 38 (15.1) 15 (11.9) 1,019 (17.8) 0 (0.0)
discontinued any drug due to a serious 41 (16.3) 21 (16.7) 786 (13.8) 714 94)
adverse event discontinued 33 (13.1) 19 (15.1) 649 (11.4) 714 9.4)
MK-3475A/pembrolizumab discontinued 35 (13.9) 16 (12.7) 532 9.3) 0 (0.0)
any chemotherapy 23 9.2) 10 (7.9) 528 9.2 347 4.5)

discontinued any drug due to a serious drug-related
adverse event

discontinued MK-3475A/pembrolizumab 16 ©4) ? .1 415 (7.3) 347 (@.5)

discontinued any chemotherapy 17 (6.8) 7 (5.6) 335 (5.9) 0 (0.0)

* Determined by the investigator to be related to the drug.

Non-serious adverse events up to 30 days of last dose and serious adverse events up to 90 days of last dose are included.
MedDRA preferred terms "Neoplasm Progression", "Malignant Neoplasm Progression" and

"Disease Progression" not related to the drug are excluded. For KN-D77, grades are based on

NCI CTCAE version 5.0.

Database cutoff date for KN-D77: 12JUL2024.
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D77 MK-3475A D77 Pooled Pembrolizumab
+ Pembrolizumab Pembrolizumab + Monotherapy
Chemotherapy v Chemotherapy RSD
+ Chemotherapy SD
Control
n (%) n (%) n (%) n (%)
Participants in population 251 126 5,711 7,631

with one or more adverse events 249 99.2) 123 (97.6) 5,663 99.2) 7,375 (96.6)
with no adverse events 2 (0.8) 3 (2.4) 48 (0.8) 256 (3.4
Anaemia 147 (58.6) 89 (70.6) 3,036 (53.2) 982 (12.9)
Neutropenia 109 (43.4) 41 (32.5) 1,440 (25.2) 82 (1.1)
Leukopenia 75 (29.9) 33 (26.2) 581 (10.2) 52 (0.7)
Thrombocytopenia 74 (29.5) 35 (27.8) 789 (13.8) 117 (1.5)
Nausea 63 (25.1) 31 (24.6) 3,007 (52.7) 1,534 (20.1)
JAspartate aminotransferase increased 47 (18.7) 18 (14.3) 989 (17.3) 538 (7.1)
Alanine aminotransferase increased 44 (17.5) 18 (14.3) 1,005 (17.6) 572 (7.5)
Fatigue 41 (16.3) 18 (14.3) 1,884 (33.0) 2,368 (31.0)
Diarrhoea 37 (14.7) 17 (13.5) 2,020 35.4) 1,678 (22.0)
Pneumonia 36 (14.3) 17 (13.5) 396 6.9) 487 (6.4)
Constipation 35 (13.9) 23 (18.3) 1,789 31.3) 1,179 (15.5)
Hypothyroidism 35 (13.9) 15 (11.9) 786 (13.8) 937 (12.3)




Hypoalbuminaemia 30 (12.0) 17 (13.5) 448 (7.8) 209 2.7)
Pruritus 29 (11.6) 16 (12.7) 722 (12.6) 1,435 (18.8)
Decreased appetite 28 (11.2) 27 (21.4) 1,547 (27.1) 1,312 (17.2)
Hyperglycaemia 28 (11.2) 14 (11.1) 361 6.3) 360 4.7)
Lymphocyte count decreased 25 (10.0) 9 (7.1) 309 (5.4) 130 (1.7)
Rash 25 (10.0) 12 9.5) 943 (16.5) 1,175 (15.4)
Asthenia 24 9.6) 16 (12.7) 1,061 (18.6) 880 (11.5)
Vomiting 23 9.2) 8 6.3) 1,623 (28.4) 945 (12.4)
Alopecia 22 (8.8) 13 (10.3) 1,231 (21.6) 118 (1.5)
Hypokalaemia 22 (8.8) 12 9.5) 698 (12.2) 324 4.2)
Weight decreased 22 (8.8) 10 (7.9) 755 (13.2) 628 (8.2)
Cough 20 (8.0) 11 8.7) 860 (15.1) 1,392 (18.2)
Pyrexia 20 (8.0) 14 (11.1) 1,044 (18.3) 934 (12.2)
Arthralgia 19 (7.6) 15 (11.9) 859 (15.0) 1,449 (19.0)
Blood alkaline phosphatase increased 18 (7.2) 13 (10.3) 368 (6.4) 322 4.2)
Hyponatraemia 17 6.8) 13 (10.3) 468 8.2) 387 (5.1)
Oedema peripheral 15 6.0) 10 (7.9) 574 (10.1) 630 (8.3)
Back pain 14 (5.6) 12 9.5) 572 (10.0) 847 (11.1)
Insomnia 13 (5.2) 10 (7.9) 607 (10.6) 528 (6.9)
Neuropathy peripheral 12 (4.8) 7 (5.6) 739 (12.9) 146 (1.9)
Dyspnoea 11 (4.4 10 (7.9) 623 (10.9) 1,130 (14.8)
Headache 11 4.4 6 4.8) 786 (13.8) 946 (12.4)
Peripheral sensory neuropathy 7 (2.8) 2 (1.6) 671 (11.7) 83 (1.1)
Abdominal pain 6 2.4) 3 2.4) 686 (12.0) 671 (8.8)
Hypomagnesaemia 5 (2.0) 4 (3.2) 573 (10.0) 184 2.4)
D77 MK-3475A D77 Pooled Pembrolizumab
+ Pembrolizumab Pembrolizumab + Monotherapy
Chemotherapy v Chemotherapy RSD
+ Chemotherapy SD
Control
n (%) n (%) n (%) n (%)
Stomatitis 5 (2.0 4 3.2) 625 (10.9) 201 (2.6)
Neutrophil count decreased 0 (0.0) 0 (0.0) 1,581 (27.7) 53 0.7)
Platelet count decreased 0 (0.0) 0 (0.0) 1,086 (19.0) 95 (1.2)
White blood cell count decreased 0 (0.0) 0 (0.0) 1,055 (18.5) 70 (0.9)
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 dose and serious adverse events up to 90 days of last dose 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-D77: 12JUL2024.
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.
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D77 MK-3475A D77 Pooled Pembrolizumab
+ Pembrolizumab Pembrolizumab + Monotherapy
Chemotherapy v Chemotherapy RSD
+ Chemotherapy SD
Control

n (%) n (%) n (%) n (%)
Participants in population 251 126 5,711 7,631
with one or more adverse events 151 (60.2) 82 (65.1) 4,422 (77.4) 3,514 (46.0)
with no adverse events 100 (39.8) 44 (34.9) 1,289 (22.6) 4,117 (54.0)
Neutropenia 56 (22.3) 23 (18.3) 870 (15.2) 21 0.3)
Anaemia 47 (18.7) 30 (23.8) 1,070 (18.7) 275 3.6)
Pneumonia 27 (10.8) 13 (10.3) 216 (3.8) 270 3.5)
Thrombocytopenia 27 (10.8) 7 (5.6) 239 4.2) 23 0.3)
Neutrophil count decreased 0 (0.0) 0 (0.0) 973 (17.0) 10 (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.

Non-serious adverse events up to 30 days of last dose and serious adverse events up to 90 days of last dose are included.

MedDRA preferred terms "Neoplasm Progression", "Malignant Neoplasm Progression" and "Disease Progression" not
related to the drug are excluded.

For KN-D77, grades are based on NCI CTCAE version 5.0.

Database cutoff date for KN-D77: 12JUL2024.

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.
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715 AstEY =E2F-BA SAEE EE HolHAMENA B84 FA=HAT [3F 2.7.4-origsc:
131.

D77 MK-3475A + chemo Hlo|ElMEo|A B 1% AEOSI & TFE AHZE - 5% (1-2 53| D77
MK-3475A + chemo HIo|EH A EA 1 Al XH& G 57) AEOSI ¢! 1124 H=Hol Ru=.

D77 MK-3475A + chemo ElolEIAEc|A Hi® AEOSI % th<e dlolg vizh Al sfad (33.3%)
e A F Ql8wezE HuEATh o] H &S 53 pembro IV + chemo Hlo|EA|E 2 pembro RSD
AN FZEHA AF FAHE. oy vpgd 7=, D77 MK-3475A + chemo HIoJHAEANA R
AEOSI & 42.3%% 3laxA &2 FEHATLE ols T2 A 7E Adts GIAHA &a: 54.3%7 7+
7 %E HAHA s 20%) WA 7S Asks AE & £3] AEKHA TEE 8

A% (
ZdH

R

&
Heoz 243

m

# 2.7.4-origsc: 12 ©]/4ukg @ °F AEOSI (APaT H¢h)

D77 MK-3475A + |D77 Pembrolizumab Pooled Pembrolizumab
Chemotherapy IV + Chemotherapy | Pembrolizumab + | Monotherapy RSD
Control Chemotherapy SD
n (%) n (%) n (%) n (%)
Participants in population 251 126 5,711 7,631
with one or more adverse events with no adverse event 78 (31.1) 33 (26.2) 1,900 (33.3) 2,095 (27.5)
with drug-related” adverse events with toxicity grade 173 (68.9) 93 (73.8) 3,811 66.7) 5,536 (72.5)
, . 3-5 adverse events , 66 (26.3) 31 (24.6) 1,676  (29.3) 1,815  (23.8)
with toxicity grade 3—5 drug-related adverse events with 16 (6.4) 7 .6) 543 ©9.5) 543 1)
serious adverse events
with serious drug-related adverse events who died 15 (6.0) 7 (-6) 491 (3.6) 475 62)
who died due to a drug-related adverse event 14 (5.6) 6 4.8) 433 (7.6) 527 6.9)
discontinued any drug due to an adverse event 13 (5.2) 6 (4.8) 391 (6.8) 462 (6.1)
discontinued MK-3475A/pembrolizumab discontinued 1 0.4) 0 (0.0) 17 0.3) 13 (0.2)
any chemotherapy 1 0.4) 0 0.0 15 0.3) 13 0.2)
discontinue('i any'drug due to a drug-relate'd adverse 11 @.4) 4 (3.2) 363 (6.4) 363 4.8)
event dlgcontlr}ued MK-3475A/pembrolizumab 9 (3.6) 4 (32 284 (5.0) 363 438)
. . discontinued any chemo’Fherapy 6 2.4) ) (1.6) 190 (3.3) 0 (0.0)
discontinued any drug due to a serious adverse event
discontinued MK-3475A/pembrolizumab discontinued 11 “4) 4 G-2) 354 62) 356 “.7)
any chemotherapy 9 (3.6 4 (32) 277 4.9) 356 4.7)
discontinued any drug due to a serious drug-related 6 24) 2 (1.6) 184 (3.2) 0 0.0)
adverse event 7 2.8) 3 2.4 234 4.1 231 3.0)
discontinued MK-3475A/pembrolizumab 7 (2.8) 3 (2.4) 213 3.7 231 (3.0)
3 (1.2) 2 (1.6) 114 (2.0) 0 (0.0)
7 2.8) 3 2.4 226 (4.0 229 3.0)
7 2.8) 3 2.4 207 (3.6) 229 3.0)
discontinued any chemotherapy 3 (1.2) 2 (1.6) 109 (1.9) 0 (0.0)

* Determined by the investigator to be related to the drug. For KN-D77, grades are based on NCI CTCAE version 5.0.
Non-serious adverse events up to 30 days of last dose and serious adverse events up to 90 days of last dose are included. Database cutoff
date for KN-D77: 12JUL2024.

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.
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D77 MK-3475A + chemo H|o|E M ES] FAE-S HH-§ W% Q4%)E Sy T332 435 1 5ol
o} [Ref. 5.3.5.1: PD77VOIMK3475A: Table 14.3-61]. FARR919] Fxt, &4, 7 Z(induration) ¥ 5%
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6.5.3. B3 /A FNon-pivotal studies)

<MK-3475A-F11>

ozl dF AFNEANA A B E2]F5%3 Hyaluronidase(MK-3475A) 3]sl Fof H&A & sy
B4R ASEE AR EFH AWES AP vl Hriste A2 A E

ot
N
S
2

D AEne

o] N¥L HAFES e [BY], IC7], 7] 3ME HAFES B 27 98-198 == 199
EZARCO), == A= HYo] ¢gley PD-L1 TP (&‘-”k Hl & AH4) =50%% IVZ] NSCLCE M= A
o Al @A Al MK-3475A SCeF RABE8 5 IVE H7lste 729 v, 27 +, wakso, o
Z1#, s/h-2hd A Foln. o] AEE AEBEYFN IV Bt MK-3475A SC B 29 JB &g+
Y FAE ASste AEAAA BlES Hrlstaa g
AN E Y AAE wxEo 71 7HTreatment Crossover Period)oll A 3+3 F7] (& 670 F7]) Ao oz}, 1:1
H 2 MK-3475A SC Q3W 37) F7]¢} o] B E 3% IV Q3W 37 F71& AANFAUHAT), FEE
Fuk IV Q3W 371 719} o] MK-3475A SC Q3W 37 F71& AANFEE 7292 3= tHBR).
52+ wiA-2 ECOG 4324 HI(0 vs D B 4F(ZAF vs RCC vs NSCLO)o| me} Z3t= At Al o
A A &% A E(Participant Preference Questionnaire, PPQx= C6D1(62 F7] A|1Y)e] NP FA Fof &
of Ao
WAEA7T S48 T AAdAAE Bo X147 7HTreatment Continuation Period)oll &4 3tk Al tiAt
v 5o ARE F Ad 17 A F7] ¢ FAE AL AY (34F F RCC A
o & 5 HzaW) HY 35 /] F7] ¢ FAE A&EATH

i &7 TE A=
=
AT+ MK- 3475A 165 395 mg SC C1-C39] 7 A1LQ3W)el Fo. C3  Algek
mg/mL A4S T IV FHeE
gk
AT HE g5 25 200 mg I\% C4-C69] Z+ A1 Q3W)oll of =
mg/mL A" 4 —‘?04 Co &5 % H 170 F7]
SAE, RCO) =+ 3570
E4 ( SCLC) EOP B3k
NEFAE LA A
B+ AL EY T 25 200 mg v Cl—C3«] ZF ALL@Q3W)ell Fof. C3  th=xef
mg/mL A |8 F SC FAR
94 KEdAo
B+ MK- 3475A 165 395 mg SC C4-C69] 7 A1LQ3W)el Fo. Cq Al gk
mg/mL s & Ao 174




71(ZAF, RCO) =& 3571
7] (NSCLC) &¢+ Hzste=

_1'—
_1'— A= \_.
1dEAE A do.
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1 2 522 PPQ &3 1 oA MK-3475A SC o tigh Avta A3 E Aed Addda He= 49
HE AFdda A5H8(PPR)S ETIE MK-3475A SC o] W3k A@oiAdA AE5S Frists A
Clopper & Pearson o] A|¢tet A& % o] (exact binomial method)& ©]&3le] PPR & FAH A9 95%
Cl & AANSAY F712, RxE4 024 PPR & T U2 7|& 2933t

2) ANFUAA Bx

o AT TR WA 639, ABEA B 639, o Fd T, Fo] Y F 569, AF 9 29, A
3 A9 F 619

o B FA9 WA 699, AFEA Fol 699, Fo TG 74, Fo W F 629, AP TG 29, A
g A3y F 679

AT E

o AE FLa (HS): 63.04 (25-814)

o A A 839(62.9%), oA 499H(37.1%)

o WEA w2 UA EE bR A 65%(49.2%), 82T YA mi ehelAl 507(37.9%), vlH (Y

29 FALACE A 175(12.9%)
o AF: obrolel 89(E.1%), B9 EE ofxelzbAl vIFel 29(15%), ZIEHTHIE 19(0.8%), W<l 104
B(78.8%), ¥ R.3/v 21/ F2 177(12.9%)

3 MEs 2 UEE HrhASs

AE SEA T MK-3475A SCE A5

£(25.8%) K.t} =St}

¢ MK-3475A F|&FAHSOE A E3tes 714 &3 olftE OFE 5o Al O L3, WA 285+
AZro]l Ao, FA H9 FFol A o e %] &l

o FBEYFY IVE H3sts 7 &3 olf= IFE Fo A o #Hesty AMH 2E#H 27§ F
om FA H9 BFE U WY

o TIEEY APddAE TASQ SC AollA SC FAkel thsl]  “wi-¢- wh(very satisfied)” @& “%F
Z(satisfied)” 2.2 @3}

o HFES A= TASQ IV HEOA IV FALel dis  “ui-¢- RE=(very satisfied)” =& “¥H<
(satisfied)” o2 S},

o ORES AP AE FAAEL7IHE 9

gk B1&(69.7% [95% CI: 57.1, 80.4D2 ABEg 55 IVE A5 H

| W23 Vel Blwsle] MK-3475A SCE A=l gt}
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4) kA4

MK-3475A SC2 Wx B3 e AP g3t [VE B3 Aldgarate] A
A% S (= E:LOIE) AEZ R 13 8] 8&e 217 79.4%%F 52.9%F T A B
& The MK-3475A SCE T A@uidate] A%, T A% Az Fo AR Fof (of
AEE R1% H&& 747} 71.0%9} 62.3% % TF.

Z 499 ANEYAAIT WA AE (2 + & 29)E Hudga
#3 X" A AE = AldAto] 8] A=A BEAHcy B
AEOSIE® HAMA o] AHrS)E B3k Adtaa vLe ATZAA 27.0%, BrolA 203%Qth T &
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wEo A 7 E3F AEOSIE 7M7) A8t =3 17 S8R Zo gtk AdE=R e BEEQta o
©¥ AEOSIE Hagh vl &2 AT oAl 20.6%, BTl A 17.4% A th.

MK-3475A SCE wAF37|7t 1o B3 NGzl 5 111%9F wxF37)3 20 B3 APt
Z T5%2EE FARS AE/F RuEh ol = gl 153090 25 ZtiAo] ¢ o
AREAS BASy BESt P E@ FARS ABE AR 1A AR B
(4.8%)01 AT MAF 72 2014 F AL WH-&(5.7%)°] AT

6.5.4. 71E}4/3A] & (Supportive studies)

<AHEF A4 24>

e FF §Y5 1 PK o A

A AAANA AFepd 2] 7FEe] He FEEFHY Fx PK =Y
2993 Ho =z FAHE ©E
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GerA NSOLC Aol Soraush 8 gsfol Foii Y4AE MKCBTADIT oA ohiek s
3 MK-3475A-D77, 974AEd MK-3475A-C18, =dlg 2
T P

Ao Eo] 7 ABEAFY PK o wdSAo] ATl 2oko] AtE SIS AnsYFY
el 7] w9 Agzedel tal WstEe] A FuEe] A Aole] & vjF P Lo HE
43} ddA Al BAe) Ao Hzo] 2 gFojo} At}
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I8 BE, MK-3475A 24 9]5Eess BugelF 9 790 mg 6 Fuich 1 3 % 395 mg 3 Fuich 1 3]
Agel P FEY AREYTE AAFAY 2AH AFZFo| AA M£T Ao oyt

6.5.6. AEF FP) tigk B34 (CID 53.6)
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657. 454 Aol T 2oF ¥ AE

+ MK-3475A + 3}gta W& o F84 H7FQl ORR, PFS, OS, DOR Z3= HH o A F
o+ 38N WE Ar} vLsh

o T5el FF FR0A FUH AREYFY IV FolPel FEAN FEI F9E K ZEide &
=, MK-3475A-D77 Al@elA d5H 847 PK 542 MK-3475A 7} BB S+ A5 435
of gl gF Bl Al ARWORA AN AFBTHE AL B9 wejzny

6.5.8. tAA Ao thF 2ok W AE

o Btael dis) G o) Ed EFTHAT, IE
olH A E9} B3 pembro IV + chemo HoEJAE
BEAEY BRy®E 9 3377042 9 A7 gdZze E3 pembro IV + chemo Hlo]E]MES} ¥X]
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¢ MK-3475A ¢ =4% FAES REEE T RV By F5EE AEolUth

o FF2F MK-3475A-D77 A@H BFH UGAFANA MK-3475A & F oS A duldAol A Ay
AEOSI ¢ WiEe} SFEE ABEYFF L4 gt G Z2ads XYk MK-3475A o]
Soldolm A2e We-ulA) o kgl iy sde BANA gk

5{1

o AWHOE ol dueEe WNEBIFY BEay HaMel AEHE stolmellel oAstel, %
24 94 ASE 59 EAHoR 23T 5 Ytk

6.5.9. +JA-H348 B7HCTID 2.5.6)

MK-3475A & 942418 MK-3475A-D77 ¢ HF EA A AFHUE TAZS dg/98 Z229dL 1B
ity mdo] 7]ukdlk 1 2} F7]1¢] AUCO-6wks & ETIE MK- 3475A 2A 1dt5£oi3k 790 mg FH =g
5% 6 Fuitk 1 3j7F FEEF5 400 mg 6 Frick 1 3] B R} Blws] HI5F o] SHEHAL

HE HelH2s 3 Frit 1 3 A3 dadz o] gls sl

mAb o] °Fgdtd Fde 5 HHA AHH Fszrgol o) wiyiHER, ¥4 35 Hof g}
A g A5d Ao dYARRE AEE F vk T7 Wox MK-3475A 2A] ABEYFT 790 mg
< 6 Fritk 1 3] F3tFAdSs f HAGEE 2 7)o B EEFH Ctrough 7F FEEF 400
mg 6 Futth 1 3] AWME Ale} vlws] HEFsE AL 7] S0 BRE ATl dia B EF
Fot A EAbel H=3 FEAS LIEE o Be3 AA=EY F77 Aok 1By ofygl, MK-
3475A 2A FEEFTY 790 mg & 6 Fuitt 1 3] AFEAE o 2o 7wke AGEHE 2 F7))
o B EeF Ctrough 7} FEE2F5 400 mg 6 Fvrict 1 3 AWEFS] Ao} nlus) H IG5t
HAoE YFHX o H Fo FTog, d4URE, ABEYFH FstFoet ANFES ko] =& Ato|rt
Zo =T
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