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1.1 4+ 73
7t AP -AolAg HAAEHYGSY] I d3
2018\ 4ol Iy F7kbEEANY Al Baxe] 20159 GEEEACl wEH
Hoe F-5o Tl o AAYE 1915 AASaL Ak 1993-2000% 3
ol AEEC] 10l HED 33 @ 2016 1297074 4 #2H 2+ =
SoA= 26.7%= SFAEo] oF 2v) L AEE o] AeelE
Fekxte] A 5l AUAAEES] 70.7%9 Bl Al A W g, 53] o
AdolE ERkek V7] #Htel 45 5d AAEES 6.1%2 15
N (20154 oh&5F &4, oFF TYYLEFIE 2018). £F, AGBEEY] T
Moo A Folwo] tiF-E EGFR 2 ALKZ tass diid 2kt wWol(driver
mutation) & Hg ol M A AEE Tl Y3 AR FAHH=H
(Shin et al, Cancer Res Treat 2017), driver mutation®] H-Ajsl= FEHH-
(Non—targeted) Z1&A-HAolAd H|AMEHY A, 53] AFGFIAXEL] H
A 200 W EQF AES o] mngk FFEo® EA (Targeted) A3 W
Al A BtEzhe] aEs Aol Aol Apdolnt HF HAAES Tl oF WA 49
2 oddy ves of &
oRE T AAMEHY o
IRAANKF PG HAE v 227 ¢F A& 4)). EGFR, ALK ¢ thi4 &
HolE FWhaslx] = dolid HAAEZH Y At SATE MBHLE AEA
7,800 7lFow FAET Park et al, Tuberc Respir Dis 2016, Lee et al., J
Pathol Transl Med 2016) (714 1). 53] #H 2 654 o]ike] HydAoA =2
AE 1915 A8t 75-79A4 AR wollA 1 DA Eo] FHuX|o o211 glof =
A HlEo] HAXAoZ Frlstal v Ul QI &3S 12 Al #Hdo]l =T AL
SIAAA g U5 ou7F Avkal & 5 o

2015 & 2F FH| L8 ’
= 18,264 @ (75% of 24,267)
H| 2 Af| = 5] 2 P AMEML, S5 Al

24,267 H (100%)

—
|
=% 11,000 & (60% of 18.264)
BHEEX] d] A M =52t - EGFR OHA] 94X} 34% 0 ALK 2041 $H} 6% X 2|

4.500 ¥ (41% of 11,000)

Tl . 3,250 (59% X 50% of 11,000)
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WS FeAaE Wolgka 9.0~15.0704 9 wig- EH3

ot} skA R 2016 WA AT A A pembrolizumab©]

St ol HAAEZH Y 3} A Docetaxel thH]

oF 270 AL Fog ALV A dFotHA] WdGATE HxE o)A
X ]

¢

H] 2 A] Al ABAR SARA FHSaL, o= Ht A=l 3
HARSA Aol Auts o= AVIZV H A Herbst et al., Lancet, 2016). ©]
Q

o
g 13 ARARNE dRTdAAl BE o ¥y

G e o

25( U EA
o] e dFATE g w O g8A4S dSEiiedl, NevInte] FAAE F
Qs Al d53HA %2 HF2-7]ZH(Time to progression;

717F(Duration of response; DOR)S HoFomn E
8] oF 3070l FHlsl= WA BEES Fofu|e AUH e BAAFAT. A
7HA ol HlAAZFH A X E HAREAAA 7|9k o 34 A=Y
A a8 A 2 e S 2 g A usd @ (Herbst el al,
Lancet 2016, Reck et al., NEJM 2016, Gandhi et al., NEJM 2018, Borghaer et
al., NEJM, 2015; Rittmeyer et al., Lancet 2017) (Z1¥H2)

Trial Response PF5 0s
setting PD-L1 ORR, % mPFS HR mOS (M) HR
(TPS) (*TTR) (1YR, %) (1YR, %)
Pembrolizumab KN 2L 21% Al 1ave9 3.9 ve 4.0 088% 104 wvs 85 0.71
010 Any histelogy ("3 weeks) (52 vs 43)
WO target
PEMEuEDOCE 250% I ve s 5.0 ve a1 050  149veR2 054
: ("9 weaksz}
KN iL =50% 48 vs 30 103 vs 60 0s 30 ws 14.2M 0.63
024 Ay hiswlogy t &7 {2ZAM vs 2.2M) (48 ws 15) {70.3 ws 54.B)

WO target
PEME vs Platinum-doublet

KN iL Any All 476 vs 189 88 vs 49 052 MR ws-11.3 043
189  Non-Sq, W/O targets 9} (341 vz 17.3) (69,2 ve 49.4)
PEME +Pem/Ch or Cis (Ch only)

ws
Pem/Ch or Cis

Nivolumab c™M 2L Any cMO17 M0vs9 35ve 28 062 92ws60 059

017 17: 5q, 57: Non-5q ‘210 28 (21 ws B} (42 ws 24)
057 WO targets

e e CMO57 19vs9 23 vs42 092  122vs94 073
=210 B (19 vs 8) (51 va 39)

Atezolizumab OAK 2L Any All 14 vs 13 28 vs A0 085 138 ws 96 075
Any histology 155 ve 40)

Including targets e . . %

ATEZO ws DOCE ch;‘. eriCa/3 614 vs229 nfa 157 vs 10.3 067

AgAH Y Fo AGBEIAA AFAT 5EY A} o
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b AR HAAZANY Azl Qo] FH BH AIBEAAA A
BAH F8Hd

2018 HA| A9 dA B A2QFH+= omH+= A AAZFLZE ¢F 10009 US
dollars($100 billion)el] o2+ Ao =w FAEH, oz} 2021del] o] 27]|7k#] Azt
6~9% Axe FT7HES Y ALoR dFdr ol Fhote A Aoy %
A5 5284 % ol FwrtEE AVA e A HoE m=e & AR
2W B oA EHGe] A X]EJ]Z_-E— 2011d3 Hlw Al 20159 §-981A
AFHFeH 2013dF vl Al 2016 A &R B]AAEHSY 3kxle] Ay
T 9F 10,000 AL St ol WHAHAEAAAR A sk St
7kl ot Aoz FAHAY(Global Oncology Trends 2017. Quintiles IMS
Institute). (Z1H3)

B Tatal Patients B Acded Patients B Reduction in Humber of Patients

164,371
woone 158800
& — i
E 140,000 11676 | . 842 1,168 1 i
——— e a2
E 9,950 3.696 27.433
£ 120,000
E
£ 100,000
§
=
£ 80,000
5]
3 B0.000
B 40000
E 20,000
z
i}
203 Single Agent EGFR THl Bevacizumab Platnum ALK Ramucirumab PD-1 206
Chemas Regimen Regimen Regimens Inhibitor - Based Mono
Therapies Therapy
M - 25
o
‘st Lin
0% 3
a0 2nd Line
2 0%
5 2nd Line
2 B0%
a
T 50%
g 0% 3rd Lime
Srd Line
g a0
4
v ath Line
W0 &th Line
0%
1 ¥ | a &1 B 1 7] 141 61 21 200 2N 2 261 28 301 32 341 361
L] E1l 51 n o m i3 151 m ™ M 3 ¥ M M 3n i 35
Median Duration of Therapy [Days)

[2% 3] Rl&AZE ¢S X8 8T 2 AR X ER/A 713
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BulEk 2|54 o5 oo w onH|l Frtd tigk $-HE ofr|dtt

n=re] A9-E ddz 5 dA Az 29vk Ho) o Agto] wAsta glom
AATEAAA Azl AQEeE 1909 o=H]7F Az 150,000 US  dollarsel
Suketa gtk 3 Hao] wEw 20239l olZe WA Ao FEE

= A A AFHA 50% ol AFES
W slolA| 7} 2pR| A et oW UK Weintraub, Nature 2017, DR/Decision Resources
LLC, 2016)(ZLH4). olol] &%F WHAAZAAAE 5= o= HIEdA A9
HABAA a&Ad S Y vido] FH-H 4 3l

Global 5ales by Drug Class, 2014-2021 T
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Tof Zro{st CHARE: 1181H
SFaMEII: 10184
(M Zo{Xte| 85.62%)

(MA ZroRt2| 99.33%)
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[e;




o] F AA H ALvE A FA gHS AQsta AA FHeIAte] 99.33% 2
1,181% o] A7 A2 RHJTH[ZH 5]). o] 5 13 FEA H7HHSs 15
4 16385 ALs Fai H7

HATONE A= 33 7 16] #x).

b 7 BEE At
AFY AL 207 2grlHlA 11818e] SEHUG. LY)w FHel W ¥
[

Hel Magel A% AN 5
g

3.1.2. 7R 7]E JAFEH AR 9 AT HE
Ao Fodt A hAALe] HAAEAAA Fo] Al ¢letx AW gsA 7|E A
HE [ 1-1]9 Al 298t

MA (N=1181, 100%)

Demographic

N(%) or Mean£SD Missing Rate
Ay 0 (0.00%)
=2 932 (78.92%)
0f A 249 (21.08%)
oA (2h) 66.78 +9.71 0 (0.00%)
=i (0.00%) 31 (2.62%)
Never smoker 305 (25.83%)
Ex—smoker 371 (31.41%)
Current smoker 474 (40.14%)
& 12 (pack(s)/day) 1.05  +0.45 482  (40.81%)
=¢17|ZH(year) 35.46  £12.06 477 (40.39%)
Pack Year 37.49 +20.37 388 (32.85%)
= (kg) 62.88 +10.65 61 (5.17%)
=ZxstH oty 36 (3.05%)
Squamous cell ca, 396 (33.53%)
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Adenocarcinoma 701 (59.36%)
Other 48  (4.06%)
Mz 53 (ECOG-PS) 47 (3.98%)
0 35 (2.96%)
1 958 (81.12%)
2 116 (9.82%)
3 20 (1.69%)
4 4 (0.34%)
5 1 (0.08%)
F0i A9 2T 1 (0.08%)
Stage llIA 28 (2.37%)
Stage llIB 31 (2.62%)
Stage IIIC 4 (0.34%)
Stage IVA 784  (66.38%)
Stage VB 333 (28.20%)
F0i HAlo] 2w akef 2 (0.17%)
HESEE YHTO|E SHtet Aef2 TGt 758  (64.18%)
s T AZAXMOo| 2 144  (12.19%)
Z A& =9 RT/CRT o|F dATO| Ly 141 (11.94%)
Stage IA/IIIBZ Tlch=|of shetststo
= 2AZFo| Uy 136 (11.52%)
F0i GAl Aol Ha 7F 8 (0.68%)
=3 1143  (96.78%)
=) 30 (2.54%)
F0i Ao FATOl Ha 0 (0.00%)

_14_



Lung 410 (34.72%)
Brain 259  (21.93%)
Pleural 272  (23.03%)
Lymph node 518 (43.86%)
Adrenal 117 (9.91%)
Bone 364  (30.82%)
Liver 139 (11.77%)
Mediastinum 25  (2.12%)
Leptomeninges 2 (0.17%)
Other 134 (11.35%)
Bio—Marker 0 (0.00%)
PD-L1 1181 (100.00%)
EGFR mutation 928 (78.58%)
ALK rearrangement 844  (71.46%)
ROS-1 22 (1.86%)
K-RAS 26 (2.20%)
B-RAF 2 (0.17%)
RET 1 (0.08%)
Other 23 (1.95%)
PD-L1(SP263) 391 (33.11%)
Mean 48.35 +31.73
10% = 779  (65.96%)
10% > 11 (0.93%)
PD-L1(22C3) 370 (31.33%)
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Mean 65.13 +28.50
50% = 655 (55.46%)
50% > 156 (13.21%)

EGFR mutation 253 (21.42%)
Positive 137 (11.60%)
Negative 791 (66.98%)

ALK rearrangement 337 (28.54%)
Positive 36  (3.05%)
Negative 808 (68.42%)

ROS1 rearrangement 1159 (98.14%)
Positive 1 (0.08%)
Negative 21 (1.78%)

KRAS mutation 1155 (97.80%)
Gly12Ala(c.35G>C) 1 (0.08%)
Missense mutation(c.35G>T, p. Gly) 1 (0.08%)
No mutation 5 (0.42%)
codon 12 mutation 1 (0.08%)
Negative 18  (1.52%)

BRAF mutation 1179  (99.83%)
Positive 0 (0.00%)
Negative 2 (0.16%)

RET mutation 1180 (99.92%)
Positive 0 (0.00%)
Negative 1 (0.08%)




Line of Therapy (M &tetA|) 0 (0.00%)

1% Line therapy 17 (1.44%)
2" Line therapy 680 (57.58%)
3 Line therapy 231 (19.56%)
4" |ine therapy 156  (13.21%)
5" Line therapy Ot 97  (8.21%)

[ 1-1] SR AR L 7| 2AAAH R~ AR PRt

AA Aol AHEE 9329 (78.92%)0] HAo|lom | ofx}i= 2499 (21.08% )0 %
FRAFATE. A hdate] A3} gA FoF AHY F AR 66.78£9. 714t
AA AR FAHES ‘Never smoker’ 305%(25.83%), ‘Ex—smoker 3717
(31.41%), ‘Current smoker' 7} 474 (40.14%)2. 2 °F 71.5% S x}toA A7 =& 3}
72 Fddge] FAH[AG. HA iRt Hd FAF (packs/day)&  1.05+0.45
packs/day, H FA7| 7 (year)E 35.46+12.060 002 AA| A FA=He pack
vear®] Mgt 37.49%20.370] k. AANERY] A5 = (ECOG PS)2 ‘00
359 (2.96%), ‘1S 9589 (81.12%), 2'= 116%(9.82%), ‘3'& 209 (1.69%), ‘4’%}
5% 578(0.42%), AEFFeHE AT F A B97F 475(3.98%) o)Atk A
A el ¢ W7)= ‘Stage IMMA7F 289 (2.37%), ‘Stage I1IB° 319 (2.62%),
‘Stage IIIC" 4%8(0.34%), ‘Stage IVA' 784%(66.38%), ‘Stage IVB7} 3334
(28.20%), ‘Unknown'e] 1Wollomn, dAHolE wrket AEHl2 dd 4571 758
H(64.18%)0.2 7Hg wokoh AA didxte] 2AEA o}y ‘Squamous cell
carcinoma(AF AT A L)' 7F 396" (33.53%), ‘Adenocarcinoma(A¢h)’ 701
(59.36%), ‘71EF 487 (4.06%), ‘unknown’'©] 367 (3.05%)°|Act. AA g 5 ¥
AxolE 7k A9-7F 1,14378(96.78%) 01 al, ¥AZolE FHal#] &2 4971 30
™ (2.54%), ‘unknown'e] 878 (0.68%)C % Fel=Eon, PAHo] H

node’ 518 (43.86%), ‘Lung’ 410 (34.72%)°.2 7} =& Al

S- 0% ‘Bone 3647 (30.82%), ‘Pleura’ 272"(23.03%), ‘Brain’ 2599 (21
A4t} ‘Leptomeninges(¥ 2 #Ao])'= 0.17% % AA A = W 3telx|
FFANAA Aol 22.10%14 = AT,

+ ‘Lymph
om 1t}
93%)
Fol WA

Lo
X,
r o

4% 7tz} 92878(78.58%) 7 8447(71.46%)°14 A=A} o]9le] ROS-1,
KRASE Z+7zF 227 (1.86%)3 269 (2.20%)°14 AL o]Fojxon o9
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BRAF, RET, 7|€} Az Zoddo] #AAF 242 0.17%, 0.08%, 1.95%14 A3 i)

AA gl 7 FAES SP263, 65.96%(779%), 22C3,

55.46% (655 )9 o™, Ht PD-L1 HdE-2 SP263A 48.35+31.73%, 22C3°l A

65.13+28.50% % tF. EGFR Z¢Hol:= 13794 (11.60%)A ¥l om ALK Woj

= 369 (3.05%) 004 A=At dA NG T 6809 (57.58%)°] WAFAAE 24t
2

Amz FoF wekow 3x XRAR FoF w2

o}
52} A g2 Fof wre HA9x Z+7F 156™(13.21%), 9778 (8.21%) 0.2 ZALE ST 4
ol 3 WA 1A A g2 FoAH Ut 1798< Ao R FAEHJO Y F5 g9 F
T WS s A3 S 179 Foll= 12k A =57 ofd AR EFE o=
Zlo] EelE ]l
s A8 w3377 E7FssEAd 1637l et 7|2 AGAHEE [ 2-1]9 A
stelth a3 7t 7kl SRk Hlal Al 5o gk Zpol vt EAeh=A] FelEt]
st F7F BAS AAEgleon xd ZIAE p-valuew WHEH7IL b A
5} 2|

7W7F 7hsek 3kxb ) fol gk ol gl ¥k
2 68.57+£8.814| = Hr&HI}7} 7heeh AT o] HFAHEL 66.50

o
rolsAl EktH(p=0.011). Bl EFAAFe] W &L 27%%em 2254 ofgoA o A
ol oF 58.3%% WS VL M@ BATH FAF REE BATh ©, WA

o

¥ Aol Hlgo] ¢F 29%= W
SH7V7F 7hs e skl Feld oF 999k vlwd w FoEtA Eoht) ol F
oF Aol 7] & AWAEE stage IVA(65.03%) 9} HSHE 94 A0|E Fnkst A
B (68.10%)7F 7 =2 #8885 1o AA A7 fAg BEE RAFAY F
of GAlo] Aol WiolA 7MY & Wk ol AL HWEXAH(46.63%), 7L HE

o

_ =

HQl

o #(40.49%), ™ (39.88%) =A== A=t} vEgHF7M7F 7hseh At v
lung, brain, bone, liver do] WE7} =4

Aol 11.77%<%1 A3 vl Al 22.7%=
brain® o= AA AT vlm Al o 10% AR
Biomarker®] 7% 100%¢ $AtellA] PD-L1S F<lst3 o, EGFR, ALK WHolx= 7zt
7} 75.46%, 65.64% % H7}E ATt EGFR Wo] AL 239 (14.11%)014 Eel= o
ALK ®o] A 19(0.61%)A4 A=At SAASE FoatA= ot
AA AP vl Al EGFRY YAAELS ta =4 EJHASM(11.60% vs
14.11%) ALK ¥AHES A FAUTH(3.05% vs 0.61%). WHS-B 717 B7153F 1639
£ 22 ABAR 7P Wo] FoF wetom(54.6%) 33k ©]/9
e A= 9F 42.4% T} o= WA IMF 7Hed A (40.7%) 2

A

N
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M (N=163 , 100%)

Hext a2 % o= adEs N(%) or Mean+SD Missing Rate P-value!

o= 0 (0.00 %) 0.896

=HA 128 (78.53 %)

o 35 (21.47 %)
A (Eh 68.57 +8.81 0 (0.00 %) 0.011
Sl 7 (4.29%) 0.507

Never smoker 44 (26.99 %)

Ex—smoker 44 (26.99 %)

Current smoker 68 (41.72 %)
=91 (pack(s)/day) 1.01 +0.54 69 (42.33 %) 0.372
27| 2 year) 38.14 +11.73 70 (42.94 %) 0.021
Pack Year 38.15 +19.93 54 (33.13 %) 0.717
H & (kg) 61.33 +9.98 14 (8.59 %) 0.056
=&st oty 5 (3.07 %) 0.229

Squamous cell carcinoma 60 (36.81 %)

Adenocarcinoma 95 (58.28 %)

Other 3 (1.84 %)
Metadll 52 (ECOG-PS) 14 (8.59 %) <.0001

0 3 (1.84 %)

1 98 (60.12 %)

2 35 (21.47 %)

3 12 (7.36 %)

4 1 (0.61 %)

5 0 (0.00 %)
F0{ EfAlo] 27| 0 (0.00 %) 0.252
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Stage IlIA 0 (0.00 %)
Stage 1B 4 (2.45 %)
Stage IIC 0 (0.00 %)
Stage IVA 106 (65.03 %)
Stage VB 53 (32.52 %)
F0{ Aol A AE| 0 (0.00 %) 0.705
HSRE YAXO|E She 111 (68.10 %)
TE T AAdo| UMY 19 (11.66 %)
ZA|M =H9| RT/CRT o|F 16 (9.82 %)
TICh Al fHH0| HA RE 0 (0.00 %) 0.2668
i 161 (98.77 %)
- 2 (1.23 %)
F0i HAle] A0l HA
Lung 66 (40.49 %)
Brain 49 (30.06 %)
Pleural 32 (19.63 %)
Lymph node 76 (46.63 %)
Adrenal 19 (11.66 %)
Bone 65 (39.88 %)
Liver 37 (22.7 %)
Mediastinum 3 (1.84 %)
Leptomeninges 0 (0.00 %)
Other 30 (18.4 %)
Bio—Marker
PD-L1 163 (100 %)

_20_



EGFR Rearrangement 123 (75.46 %)
ALK rearrangement 107 (65.64 %)
ROS-1 3 (1.84 %)
K-RAS 2 (1.23 %)
B-RAF 1 (0.61 %)
RET 0 (0.00 %)
Other 6 (3.68 %)
PD-L1(SP263) 53 (32.52 %) 0.641
Mean 46.39 131.42
10% = 1 (0.61 %)
10% > 109 (66.87 %)
PD-L1(22C3) 55 (33.74 %) 0.467
Mean 64.25 +27.61
50% = 18 (11.04 %)
50% > 90 (55.21 %)
EGFR 40 (24.54 %) 0.186
Positive 23 (14.11 %)
Negative 100 (61.35 %)
ALK 56 (34.36 %) 0.068
Positive 1 (0.61 %)
Negative 106 (65.03 %)
ROS1 160 (98.16 %)
Positive 0 (0.00 %)
Negative 3 (1.84 %)
KRAS 161 (98.77 %)
Gly12Ala(c.35G>C) 0 (0.00 %)
Missense mutation(c. 35 G>T, p. Gly) 0 (0.00 %)
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No mutation 0 (0.00 %)

codon 12 mutation 0 (0.00 %)
Negative 2 (1.23 %)
BRAF 162 (99.39 %)
Positive 0 (0.00 %)
Negative 1 (0.61 %)
RET 163 (100 %)
Positive 0 (0.00 %)
Negative 0 (0.00 %)
Line of Therapy(?<d&tetx|) 4 (2.45 %) 0.608
1% Line therapy 0 (0.00 %)
2" Line therapy 89 (54.6 %)
3™ Line therapy 29 (17.79 %)
4" Line therapy 25 (15.34 %)
5" Line therapy 0|4t 16 (9.82 %)

[¥ 2—-1] 9877} 27bestld A AR R 729845

3.1.3 AYdIA Fo oA T3 2 HgoE
2 Aol FHold giidAte] WHEGA Fo] o] FRbASe gk JH, W EdA
Fo] o]d & o2 AbA AIHE [ 3-1]¢9 [E 3-2] @ HA Fo] Ag KoF
ol 9l
) M (N=1181, 100%)
Sy 5
N (%)

SetE s /5

e 762 (64.52%)

= 419 (35.48%)

1]
i
02



Tt 191 (25.07%)

nEot 274 (35.96%)
Ay 40 (5.25%)
oA ZHA 22 (2.89%)
NV RSE 3 (0.39%)
7| Et 232 (30.45%)

of 565 (74.15%)
o2 197 (25.85%)
ZIEhA| 7]

o b Rk Al 706 (92.65%)
H of Zlch & HAASetY F0{ O|N 56 (7.35%)

[# 3-1] |G A Fo o] 3k A3 AA 3}

HAEGA| Fof o] FHbAEe] AW A= 76278 (64.52%)01 o, FHHEIbHE
D 25.07%(1917), 18t 35.96%(274%), A3 525%(40%), WAFA 2.89%
(229), A7pa A3 39(0.39%), 7€} 30.45%(232%)0| it WAddeta] Fof
74.15%(565%) 7} oFao H&stal UL, HY AEIA] 92.65% (7069 )7} o|n] Fuk
AgS 7HAa e, 569 (7.35%)> H G o] F Wl Fof Aol &
A gto] LAY T

M,
riet
of,
rlo
ox
X
=

r 12

7ol A Ho[HH4, T 17] Yo aFel
=2 Hvh Hukels 717 St 66 o7

7, laryngeal cancer 3, gastric cancer 16, prostate cancer 11, thyroid cancer 9).

A AR uqOﬂz‘sLOLxﬂ Fol old HgoFEolA e o ¢ gl S AlQlstar A
1,3877 & RIEF7F =2 379 oFE Bi/E A3 o= 517H(37.27%), &3
oF& 3207(23.07%), 88 = = A FE 14678 (10.53%) = A= SATE 799 <]
AH(5.70%)01 4 HAZgA FoF ol FAAE AMEET WHo] dAew 739
(5.26%)°14 Hl=7|Al B @ AZ 28 Fof ojgo] gRlx gt}



MA (138774)

S5 324= - ATC Code Levell

N (%)
ALIMENTARY TRACT AND METABOLISM 320 (23.07%)
ANTIINFECTIVES FOR SYSTEMIC USE 79 (5.70%)
ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS 12 (0.87%)
ANTIPARASITIC PRODUCTS, INSECTICIDES AND REPELLENTS 3 (0.22%)
BLOOD AND BLOOD FORMING ORGANS 146 (10.53%)
CARDIOVASCULAR SYSTEM 517 (37.27%)
DERMATOLOGICALS 4 (0.29%)
GENITO URINARY SYSTEM AND SEX HORMONES 73 (5.26%)
MUSCULO-SKELETAL SYSTEM 15 (1.08%)
NERVOUS SYSTEM 78 (5.627%)
RESPIRATORY SYSTEM 93 (6.71%)
SENSORY ORGANS 2 (0.14%)
SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS 42 (3.03%)
VARIOUS 3 (0.22%)

[¥ 3-2] ©9 A F49 ol H& G- AANEA

3.1.4. o]d AE UYY
HooAqtel] Fojal thakale] o] d XgmulYel ik AW [F 4-1]] A7 ks o] At}

A (N=188074, 100%)

olF X U

N (%)
O| M x| 2L 1880 (100.00%)
T= 245 (13.03%)
SAl ghet ghAld 28 (CCRT) 242 (12.87%)
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shetx| 2 1047 (55.69%)
BIAMM X2 chE 346 (18.40%)
[ 4-1] o|d ABEUWY- AA dIidA
7F &Y
2 AT gk gty e gtk ARE [ 5-1]9 g 89y o] o
A dhdAre] ZxEAEE st e F92s H(lung)7t 85.25%% 71
T2 HEE BYa F&9 54 9}01*1 22Fo] 83.61% % AH T FES A
g wre Aow IQNHAY. FE T HIZATZEA FUAUTS Al e 3}t
61.07%% 714 %& MRS Bon, FL-PAH FALEE AP B A
11%, WA QTS A8 e Sixl= 7% 2 Sl o)
M (N=244, 100%)
Ted
N (%)

T2

Lung 208 (85.25%)

Adrenal 2 (0.82%)

Bone 9 (3.69%)

Brain 17 (6.97%)

Kidney 1 (0.41%)

Liver 0 (0.00%)

Soft Tissue 1 (0.41%)

Other 6 (2.46%)
= 244 100.00%

=XN 204 (83.61%)

ALK 40 (16.39%)

_ 244 100%
T F Ex g g

X2 ex 2 50 (20.49%)
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AR 18 (7.38%)
ghob ghAbd 2 27 (11.07%)
st 149 (61.07%)
M e7kx o] Z(ZHmonth) 20.11 + 31.87

[® 5-1] F=¥- A &=

3t ARE [3%
o okt HAMA A RE
¢l

6-—1]o Az L°oFx o]
HEO. 5547 o] 3}x} ol A

& H(lung) E 47.47%2] HIEE

all U =
Holi glom, ¥(23.47%), W (20.58%)7F L F& oAt =3 60.83% AT A
¢ B B PAMARE W o FAHYM, oF 30%9 Brb XY B
4o PP BALWS AW B Ao FAFU B, 57% DRl W
APIA B 5 PR(FE W)l =2agih
Gl x| 2 Xdﬂl(NT\l55(;4/;)1OO%)

SAMM 29| 654 100%

Lung 263 (47.47%)

Adrenal 0 (0.00%)

Bone 114 (20.58%)

Brain 130 (23.47%)

Breast 1 (0.18%)

Kidney 1 (0.18%)

Liver 1 (0.18%)

Lymph Nodes 19 (3.43%)

Mediastinum 11 (1.99%)

Ovary 0 (0.00%)
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Pancreas 1 (0.18%)
Pelvis 4 (0.72%)
Soft Tissue 0 (0.00%)
Other 9 (1.62%)
x| =2 7|ZHDAY) 26.85 +31.14
=x 554 100%
TR GFARM ) EhetH| X2 169 (30.51%)
ZR|H YA X B ChE 45 (8.12%)
FE ™ YA R Z 3 (0.54%)
DAA AR X E 337 (60.83%)
BFAFM X| 2 Best response 173 100.00%
CR 6 (3.47%)
PR 99 (57.23%)
SD 18 (10.40%)
PD 29 (16.76%)
Unknown 21 (12.14%)
M LEx| o] 7| ZHMONTH) 8.91 +9.32

[¥ 6-1] HAMA X828 - AA JAR}

[o o
- i

N o

e

oA A

of tigh R [F 7-1]°
24% ZhA}of A :L;‘qxq
s E;@

o



HE AW w2 S 14.35%30 0. AA 540 destsan - A g
7 1

o
5 MA(N=1181, 100%)

of 286 (24.22%)
ot 2 894 (75.70%)
Missing 1 (0.08%)
=5 286 100.00%

Neoadjuvant alone 14 (4.90%)
Definitive CRT 156 (54.55%)
Adjuvant 89 (31.12%)
Neoadjuvant + Adjuvant 14 (4.90%)
Neoadjuvant followed by Definitive CRT 13 (4.55%)
XM =Mo| shetstete i Best Response 183 100.00%
CR 6 (3.28%)
PR 99 (54.10%)
SD 18 (9.84%)
PD 39 (21.31%)
Unknown 21 (11.48%)

[£ 7-1] <A 539 Fdatstary- dA b=

@ 1A A FX9 A3t ay

oA Ttol]l g tidRke] A A gekstet el tiek AR [ 8110 AP &

ofr|ollom HA GRS TxEAZFS Kokttt AA $xpel F 93%lA W

kAl ol FHa 170 oo wAlH EA e Fqkststais Ald wgtow Al

satol A x| Al FAEA F53% Ha F%He-(best response ) F-EEH-2-(PR)
o o

F 1%0A, HAHAHZH(SD)= 27%

o



33}

L
T

22}, 14%

T
T

o, 21%

A, 26.80% EA}ol A
o

°©

= A},

]

gl

=

ol A

o
pr
o

o

T

54%
1181, 100%)

N (%)

ok

=

1A (N

X
(i

°F 22% %o,

T
-

7}

553

2=

/E)L

°F 20%, FHA

| N

T

2

700

100.00%
(92.89%)
(7.03%)
(0.08%)
100.00%
(0.91%)
(43.57%)
(26.98%)
(26.80%)
(1.73%)
+1.21

1097, 100%)
N (%)

1 & (N

X
(i

1181
1097
83
1097
10
478
296
294
19
1.82

tstste 9 Best Response

slo
==

-I_(_D_l

x
a5 ]

=
=

Gl

x
a3 ]

A
Al

o

o=
Missing
CR

PR

SD

PD
Unknown

of

100

(55.79%)
(21.06%)
(14.22%)

(5.29%)

612

231

156
58
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Line of Therapy

1% Line
2" Line
3“ Line
4™ Line



5" Line 26 (2.37%)
6" Line Ol 4t 14 (1.28%)
Total Cycle No 1.82 +1.21

F0{ 7|ZHDay) 116.55 +120.21
HAgets A 0AA ahetsiste ol Best Response 992 (100.00%)
CR 2 (0.20%)
PR 200 (20.16%)
SD 222 (22.38%)
PD 536 (54.03%)
Unknown 32 (3.23%)

8-11 44 4] gFekstetay- DA oAt

M (N=1181, 100%)

N(%) or Mean+SD

1% Line therapy 17 (1.44%)
2" Line therapy 680 (57.58%)
3" Line therapy 231 (19.56%)
4™ Line therapy 156 (13.21%)
5" Line therapy Ol 97 (8.21%)
FotEl & 3 9.17 +9.21
piofshotAof of 3t =4
None 602 (50.97%)
Yes 573 (48.52%)
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Unknown 6 (0.51%)

T2 71ZHDay) 94.37 +114.89
Fofo| XEM 77
8 #Aol 7 244 (20.66%)
Y H 10 (0.85%)
Disease progression 1 (10.00%)
Toxicity 4 (40.00%)
Other 5 (50.00%)
e 927 (78.49%)
Completion 7 (0.76%)
Disease progression 709 (76.48%)
Toxicity 98 (10.57%)
Subject refuse 17 (1.83%)
Lost to F/U 78 (8.41%)
Other 18 (1.94%)
[# 9-1] HIZLA A2HG - A A=
CM ?jl—}ébid g5 2o xbe WA E 23k 2 5(680%, 57.58%) 52 3%
A|=(2317, 19.56%)= Fof Rigkow, 33 oo AgA= Fof v ﬂXM H] &2
O ()

ATt DA GRS FokdE £ Sl HrgkS 9.17+9.213] 30t} Fouke
%x} 9% (0.76%)2 SRS (CR)o =93tglon, 3337 (28.20%)2 EA-ErHJ%
(PR)S 31078(26.25%)2 <A 3el(SD)E % At ot A8 (PD)E 3663
(30.99%)l A #AZHAT. 1 9 H7AE 9 FA=E vegs H7HE ¢ gdd $
A7} 1639 (13.80%)©] AT}

HogkebAlo et HA2 5737 (48.52%)A EAF e, ST §lo] FoFo
FAE A7t 24478(20.66%), &FH Aol o PA A7t 10 (0.85%) oAt F
oF7|7F W kS 94.37+114.899 % Axgon AANAAR = 9279 (78.49%) I
A= WY F%‘Xﬂ ARE T =T %%f:f_ 9277 T A¥ o] 7097 (76.48%)
2 7P wtom 98 (10.57%) A+ o H4 o= st ARnE STkt
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AggetAe] FEA F7t
3.3.1. xd_xﬂ S ST I R
AT Fg gt
o

oF
2] 29 Fa8A Hutel W3 AH:= [F 10-1]
of 7] Qokxo]q] AA N AFe] 7 25

A
12X &M "Il ¥ N(%) or Median Survival 95% C|
Time(Min,Max)* or Survival Prob ’
NTo18) Ratio 342(33.60%) (30.69%, 36.50%)
(N=D1%F1*8) Ratio 652(64.05%) (61.11%. 66.99%)
Month 2.3(0,26.03) (2.10,2.53)
TTR
(N=1005)
Day 69 (0,781) (63.00, 76.00)
Month 10.23 (0,28) (9.07, 11.57)
03 D 307(0,847) (272, 347)
(N=1178) & ! !
1Y 0S 46.57% (43.61%,49.48%)
Month 5.13 (0.27) (4.27.6.23)
(Ne1178) Day 154 (0,811) (128, 187)
6M PFS 47.53% (44.53% .50.47%)

# Median survival time/survival proability and 1its 95% confidence interval 1s estimated by a Kaplan—Meier method.

[X 10-1] &4 H7HHs A3 g AA g3}

AA N GAANA AGEgAA A5 g 14 Fa4d F7HHEss 434035 (0RR:
objective response rate)°]1e™ ORR H7}7F 7}Fs3tgd 1,018 S oz B4
& A3 33.6%(342‘1’1)(95% CI: 30.76%~36.56%)% 1= AT}, M= 3
of F7lste] 2xF fFraAd HrhHa=ER AWxdE, AANE7Z, FEEAGANET
WS 7FA o] 717E, Wb 7)1 EA sk T A A RE 2

shabsk del AW A E(DCR: disease control rate)= % 64.05%(6527/1018)

(95% CI: 61.05%~66.94%)= ZJAHJtt Hx W& 577149 7|3 9v
3l+= TTR(Time to response)< 2.37|H€o|Qom AMERA o] 71539 W xS At
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o7 At=H AAAYEZIZHOS: Overall surviva) Q] F4H T4 S 10.2371€
(307¥)olaL 1d AANBEEL 46.57% R . T2 H R 7] 7HPFS: progression—free
surviva) 9] F4 T2 5.13709(1549) ollom 671e FABIYELS 47.53%
Fo2E 6-1, 6-2]. FaE ¥ H7P E7HYE oS

1,1819% 7]5) ORR<S 28.96%°]t}.
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o A4 A= JH(p<0.001). AFAH

Lo A 87

ok 220

L=

-

Apstol A

7}l A

o —
Hk-S-

A

g

Aol

1

<}
.

ol

o

'IT

FA YR E7) Tl M =

o Az

T

TR
FRATHp<0.001).

B0

°©

=
=

9l

o

i

o

o] AL 292579
T

FOLE fAME A3
T
BAHORE

7}

]

(e}
o
e

il

FAETIHS BAFAT(p<0.001).

o

=~
o/
el

olo
jant

A9))

=

=

P-valuet

<.0001
P-valuet
<.0001

SD
118.11
29.89
SD
9.45
7.95
1.64

128.38

Mean
219.55°%
152.05°

35.88°
Mean
17.5°
11.39°
2.92°¢

N
15 71— AR (E

P2

167
240
363
342
310
366

T P-value is calculated from ANOVA F—test for overall comparison.

T P-value is calculated from ANOVA F-test for overall comparison.

=770)
CR+PR
SD
PD
1018)
CR+PR
SD
PD

Group
& (N=
- 34 -

—
—

A (N
Group
A
Group
Group

o M2t WIFLAY

Variable
Duration of treatment (DAY)
No. of cycle

Variable

a,b,c: The same letters indicate no statistical significance at the level of significance of 0.05 by

Duncan’s multiple comparison.
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a,b,c: The same letters indicate no statistical significance at the level of significance of 0.05 by
Duncan’s multiple comparison.

[£ 10-3] 483 dgE m2s d9FAA A7 e AARNIAHESA L)

Al (N=1018)

Variable Group N Mean SD P-valuet
Group CR+PR 366 334.97% 151.32 <.0001
PFS (DAY) b
SD 310 221.71 143.40
PD 342 52.05° 63.84

T P-value is calculated from ANOVA F-test for overall comparison.
a,b,c: The same letters indicate no statistical significance at the level of significance of 0.05 by
Duncan’s multiple comparison.

[% 10-4] 294 w280 gzt dAges] FAIARAE— AARIADZA )
3.3.3. A H7F 9@ Al

oo zho]dl AA e AE AAE W VEEAE [ 11-1]0 #AA
SHYTE AA At A AEoF *gf o] 5139 (43.44%), ‘AF¥’o] 665
(56.31%), ‘Unknown'& 3% (0.25%)0.2 & 1,178 EAo] 71534t A4 o

AApel Al Ft FA 7|7 29512170€ 0% o, %0 S 315U (HF, 0-847Y)=E
oF 10/1€ A=tk AA didAtel A APl AW a o] 42.86%, ‘A5 <%
=40 0.9%, 71} 1.5% .
MA (N=1181)
ol &=} N(%) or Mean+SD or .
' Missing Rate
Median(range)

A Z=0f 3 (0.25%)

NES 513 (43.44%)

At 665 (56.31%)
=X 7|ZHDay) - median 315 847
=™ 7|ZHDay) - mean 295.46 +169.91
Alakel ol (N=665) 364 (54.74%)

SRR 285 (42.86%)
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Azol=d 6 (0.90%)

7| e 10 (1.50%)

(£ 11-1] AZ B7} - AANEA

APl Z1Ele] ok AHE [ 11-2]0 AAFHI e dA) 104 <5 pneumonia”f
3H(30%)o.2 lx T},

= (104
Atgrelol 7|g} A (1od)

N (%)
Cerebral hemorrhage 1 (10%)
Cerebral infarction related to lung cancer 1 (10%)
Heart failure 1 (10%)
Hospital Acquired Pneumonia 1 (10%)
Pneumonia 3 (30%)
Sepsis 1 (10%)
Suicide 1 (10%)
Multiple cerebral embolic infarction 1 (10%)

[ 11-2] APl 71eF — i3z A

WA gk gigRfe]l F2bE wrtel oigh HHEe [3E 12-1], [ 12-2], [&
=31, [3 12—4]°] A= K.°Fs o9},

AA tHdRbe] FA8 HIlel A Fzb
(26.53%), ‘irAES A 93 AE'= 3294
9271(16.05%)°] A T}

Qo] wAg 5737 =9 A irAE’E 1527
(57.42%), ‘AES} irAE 7} 4 2HAsk A 9=

A (57374, 100%)

FAE It - A A

N (%)
AE TYPE
irAE 152 (26.53%)
IrAES X 2|8t AE 329 (57.42%)
AE+TAE 92 (16.05%)

[¥ 12—-1] ¥38 H7H(AE TYPE)- AA A=}
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AA gzl F-2-8-(Adverse Event) ¥H7F Ay 5737 7hed ‘HEFEze 527
(9.08%)0]aL, ‘A%F’ 3271(5.58%), ‘w2 1711(0.17%), ‘A4 171(0.17%), ‘7|EF
T FEAS 1671(2.79%) 02 IF #Fd FA8o] & Nz HuyQt A
HH'e 347(5.93%), ‘A7 SAE 2671(4.54%), ‘W}’h 2071(3.49%) 0%
Hw2 =0 winrg AZHr, NCI-CTC EA47|F0 wE &

Ta 46072 HA {5A957371 T 80.28%% oM, 3, 45+ %%— oFE P28
1067102 AA ZA9 18.50%= XAATE. 55F AlYE 7HCR HA 54
1.22% %= &l %]}

irAE= AA By F28 57374 7F4H 2447(42.58%) oA & om, Qo o

3 AR H S 34A4(5.93%), ‘AT SAEE 2610(4.54%), o]Lo% ‘AU
A 2400.35%), ‘7+9 2 71 H el 114(1.92%), ‘A3 1400.17%), ‘7
A7 53R = 27(0.35%), ‘A1E G 174(0.17%), ‘FA9A75A4s 14
(0.17%)0.2 Ao ‘HalrA|7|eFfA'S BisX &k 1C = FA 4z
nto g RBz8o]l AAHE A7t 1587 (27.57%), ~HEOE Fo7l HQdd HSg-
11671(20.24%), ~HZol= 2] =X 57F Hadd 4% 27521(47.99%)01914 ™
AgetAl o] X422 Fo7t Jhedld A7 36771(31.08%), Ao R FEH o] W
AzlotA 7t Al FoddHl A7 267(2.20%), Ao R 3B o} HAF oA v}
drHow THHE A7) 437(3.64%), A 3 EFA &S AdHOA A FoJH A
$7F 371(0.25%), A o2 3 &HHA ggor WAYIAE I TS 4§ 967
(16.75%)°1 Q). AA| thdzte] H-2H8 A7H(JAHJAA)ANA 57371 + ‘HEs| o]
A2 327(5.58%), ‘T Aviar AZHE’S 8671(15.01%), ‘#HHo] & 7HsA
o] 9L’ 1777(30.89%), ‘@Ho] gtz Azt 18971(32.98%), ‘Ha3 oA
ANEee 6571(11.34%), ‘Unknown'& 2471(4.19%) 0]t}
2abg EIL - SA AR g (o752, 190%)
N (%)

Adverse Event

| & gkR| 52 (9.08%)

A= 32 (5.58%)

=2 1 (0.17%)

B HES 0 (0.00%)

AN 1 (0.17%)

7|Ef o & A&t 16 (2.79%)
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RN E 34 (5.93%)
M A} 20 (3.49%)
H A &=HE 2 (0.35%)
324 0 (0.00%)
72+ 3 (0.52%)
21| 53| 8 (1.40%)
Aty ety 0 (0.00%)
&= 1 (0.17%)
LaM7|serlE 2 (0.35%)
a7 s™stE 26 (4.54%)
H1g S 1 (0.17%)
L stH 7| s £ 0 (0.00%)
SME AT sHs 1 (0.17%)
Other 373 (65.10%)
|

S ata 158 (27.57%)
A 20|E X2 116 (20.24%)
AHZ0IE 2 &%= %2 275 (47.99%)
7| E} 18 (3.14%)
Unknown 6 (1.05%)

21}

i = =1l S PN sk 367 (64.05%)
Haoz 3550 HAE 26 (4.54%)
HMCOR FFEJoL] HAGUN T = 43 (7.50%)



Jatoz 355X 2 aejo A HAedH MEF 3 (0.52%)
Haoz 385X Zton HASAN FTFSE 96 (16.75%)
NA/Unknown 38 (6.63%)
ol ntakA
Yats| ol AS 32 (5.58%)
ol Aok Mzt 86 (15.01%)
HHo| UE TSy US 177 (30.89%)
A glctn d2ha 189 (32.98%)
Yets| 2 s 65 (11.34%)
Unknown 24 (4.19%)
SEA s
G1-Mild 212 (37.00%)
G2-Moderate 248 (43.28%)
G3-Severe 96 (16.76%)
G4-Life threatening consequence 10 (1.75%)
G5-Death 7 (1.22%)
[£ 12-2] 528 A W= A
M (113H)
F2t& "It - AE, Grade30| A
N (%)
Adverse Event
o & gl (3.54%)
PETES (0.00%)
=7 (0.00%)
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(0.00%)

Klo
B
El

(0.00%)

T
T

(0.88%)

(15.04%)

17

H &

Pyl
~N

(0.88%)

A A

(0.88%)

B0
K0

I

E

o0

Al

(0.00%)

W)
m

(0.00%)

g

~

(0.88%)

~

(0.00%)

8a
=
ud
<0
o
R0

(0.00%)

AFA
o a

A

(0.00%)

Ko

10

(0.00%)

Ko
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o

(0.00%)

by

L
I

Ct
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A1

(0.00%)

-

trdlZls

e

(0.00%)

1o

10

Pl

El

I+

(77.88%)

88

Other

12=3] Gr3 o9 F&8& A Hg- JA

-
3t

[

AA 2L = NCI-CTCAE®|

T
T

[12—3]e]l

1(471, 3.54%)0]

H™H (1771, 15.04%)°]}

3

2124

©
T

-

A

o] At}

ik

M (36H)
N (%)

Al
o

7} - irAE, Grade30|

=

[=]
Sx1g

Adverse Event

(11.11%)

ol
I+

El
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LUS 0 (0.00%)

27 0 (0.00%)
HHHES 0 (0.00%)
AN 0 (0.00%)
7|Ef m & Hat 1 (2.78%)
ZHE M H 16 (44.44%)
A A 1 (2.78%)
| kA O AFA 1 (2.78%)
3=y 0 (0.00%)
7o 0 (0.00%)
b7 sl 1 (2.78%)
At ey 0 (0.00%)
& 0 (0.00%)
LI seds 0 (0.00%)
LT SH5HE 0 (0.00%)
H1E Yo 0 (0.00%)
I otpH 7| s 2 0 (0.00%)
BAIE A 7| 55t 0 (0.00%)
Other 12 (33.33%)

[ 12—-4] Gr3 o]A49 irAE A4 Y9S- AA A=}k

+ iIrAE & NCI-CTCAEe®| A% 353 ol T35 =44 g

o] g9oF 7lwHo] gt AA U EAIAA 1 3679 TFE 54 T MY =2
A AL AAA-E 67, 44.44%)01R o IH (44, 11.11%)°] 1 F

Z ol AAANAe] H2e Hrt 5737 7Fdl 7leF 54 (‘Other)S 3737
(65.10%)°] #E=Egom 7]e} =4 3737 = astheniax 217(5.65%)°]aL, other
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pneumonia 237(6.17%), dyspnea 197(5.09%), anorexia 167(4.29%). Fatigue 13
4(3.49%) o= Bu=JqTCEH 5. [3F 18]).

3.5. BAFAA] 444 a8 tF <

oA E Aol Fog diAAE A AggAdAe fFrad 2 728 HUE &
sto] A EEAo e BUHE AldAERH. olF HtE o R ol WA AR
A= g FeAd-dold BlAAEH S $xFe] A 584 dSS Sty AR
A ey EAS o] &35ty oS wlo]levtA wrEs $3k Wi S=(univariable) ¥} tf
W= (multivariable) #41& sttt &, Aol sk 20719 87| o] i
Hot X5 AFAdE GHS FuTHHAdeRE Fai dure 7|3 T 4L 79
Hlattha deka] 2 Al Mg E3belbA| gkt

3.5.1. 54 F7HAS5e o= vro|ontA
AR Bgo] U AF A% BEFL AT wES L has B
1

Aol Fold fAAr F ARA WS E AEo] AU & 10188 yow A
B4 ol FEH T} FEHA @S P Aol AP elsy P v
W 2 oo 2A 2 S ARA S Aldeion sid A3 [ 13-110 A
el #AANI} Al 2okE R
ORR MM (N=1018, 100%)
, Univariable Odds Multivariable Odds
Variable ) P ]
Ratio(95% CI) Ratio(95% ClI)
Age Group 65— Ref -
65+ 1.048(0.805,1.365) 0.728
ECOG PS 0,1 Ref -
2,3 1.682(0.769,3.680) 0.193
Historic subtype Other Ref -
Sauamous cell Ca 0.832(0.628,1.102) 0.200
Stage 3 Ref -
4 0.721(0.422,1.233) 0.233
Lines of Tx 1,2 Ref -
3,4,5 0.977(0.708,1.348) 0.886
SP263 10% Negative Ref -
Positive 0.791(0.603,1.038) 0.091
22C3 50% Negative Ref -
Positive 1.362(1.046,1.774) 0.022 1.113(0.583,2.124) 0.746
Smoking never Ref -
ext+current 1.539(1.124,2.106) 0.007 1.556(0.846,2.862) 0.155
EGFR Negative Ref -
Positive 0.650(0.417,1.015) 0.058
ALK Negative Ref -
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Positive 0.929(0.447,1.928) 0.842
No. of mutation 0 Ref -
1+ - -
Previous RTx No Ref -
Yes - -
Previous
autoimmune disease No Ref -
Yes 0.494(0.055,4.429) 0.529
Previous PTBc No Ref -
Yes 0.637(0.473,0.858) 0.003 0.312(0.164,0.592) <.001
Liver No Ref -
Yes 0.843(0.639,1.114) 0.230
Lung No Ref -
Yes 0.812(0.616,1.071) 0.140
Brain No Ref -
Yes 0.900(0.651,1.245) 0.525
Bone No Ref -
Yes 0.682(0.508,0.917) 0.011 0.783(0.430,1.426) 0.424
Pleural No Ref -
Yes 0.690(0.501,0.949) 0.023 1.068(0.582,1.958) 0.833
Lymph node No Ref -
Yes 1.123(0.865,1.460) 0.384
Adrenal No Ref -
Yes 1.781(1.170,2.713)  0.007 1.512(0.694,3.292) 0.299
irAE development No Ref -
Yes 1.686(1.153,2.466) 0.007 1.654(1.001,2.734) 0.050
RTx site Other Ref -
Lung 1.241(0.843,1.827) 0.275
RTx aim Palliative Ref -
Curative 1.384(0.935,2.050) 0.104
PD-L1 50% Negative Ref -
Positive 1.911(1.391,2.625) <.001 2.037(0.722,5.752) 0.179
sp263 50% Negative Ref -
Positive 1.945(1.400,2.701) <.001 0.920(0.397,2.135) 0.847

(% 13-1] A%" B3ol g 3 vlolomtaA 24 - A

ARG APH wre o] dld Bs BalolA B Te A4 FAYe] gl
Az Ao Qi AT v A ARH W IS s Foled %

¢t} (Odds Ratio(OR): 1.539, p=0.007). irAE9]
AT A HEHA
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THOR: 1.686, p=0.007). 22C3 & SP263°.% H7}sk PD—-L1°] 50% ©]<1 4%
A WEES A5G el 8 FASTHOR: 1362, p=0.022 HR
1.945, p<0.001). 22C3 T+ SP263 AAF T/ F#3stAl PD-L1o] 50% °]7d<

A E Aol folahl weEel FROU(OR: 1911, p<0.001) o5& =
e welFA wTh W, B owd BHomE

S g3 g5o] HEko L} (OR: 0.637,

E
B
Mz
1%
o
o

Ir
of
)

2
Ho
1o

e o >
S
S2 o 4
S
=
b
O;: HE‘
- o T
rx
R
2
it
1o
o,
z o
=
s
)
[-‘11'4

>
AN

_|_l .
g o o

©
12
>,
1=

-

Nor

o

I,

o F
=
Jo
10
e

2,

011 & OR: 0.690, p=0.023)
5% 7hsAdel =4 &A= AR (OR:
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o
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Jo
Lo
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o
il
T
2
N[0 o
N
=
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=
—
o
1
v»-%
o
Il
=
(e}
Ol

B Aol ol d oA TAYAY LTI AEo] THs e
P F 1,1788s Ao E AEAAS YA R ABAES AESH] 9
St TR 2 oS 24 v 9E sARAE AldEdn. dA AAEV| gig A
= [ 14-1]0 A Qoksojlon FAYAPAE7| gt gk &4 A= [
14=2]° Qof= ot}
0S MA (N=1178, 100%)
) Univariable Hazard Multivariable Hazard
Variable ) P ] P
Ratio(95% CI) Ratio(95% ClI)
Age Group 65— Ref -
0.028
65+ 1.187(1.018,1.383) 1.180(0.812,1.715) 0.385
ECOG PS 0,1 Ref
0.794
2,3, 1.069(0.650,1755)
Historic Other Ref
subtype Squamous 1.135(0.967,1.333) 0.121
Stage 3 Ref -
4 1.785(1.205,2.645) 0.004 1.204(0.576,2.517) 0.621
Lines of Tx 1,2 Ref -
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1.065(0.888,1.278)

3,4,5 0.498
SP263 10% Negative Ref -
Positive 1.069(0.910,1.256) 0.414
22C3 50% Negative Ref -
Positive 0.980(0.841,1.142) 0.794
Smoking never Ref -
ex+current 0.955(0.803,1.135) 0.601
EGFR Negative Ref -
Positive 1.356(0.951,1.934) 0.092 1.181(0.690,2.020) 0.545
ALK Negative Ref -
Positive 0.680(0.413,1.120) 0.130
No of mutation 0 Ref -
1+ 1.349(0.505,3.603) 0.551
Previous RTx No Ref -
Yes 1.253(1.065,1.473) 0.007 1.026(0.623,1.691) 0.919
Previous
autoimmune No Ref -
disease
Yes 1.190(0.297,4.777) 0.806
Previous PTBc No Ref -
Yes 1.023(0.672,1.558) 0.914
Liver No Ref -
Yes 1.047(0.893,1.228) 0.574
Lung No Ref -
Yes 1.084(0.926,1.270) 0.314
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Brain No Ref -

Yes 1.256(1.051,1.502) 0.012 1.126(0.724,1.751) 0.598
Bone No Ref -
Yes 1.429(1.219,1.675) <.001 1.329(0.860,2.052) 0.200
Pleural No Ref -
Yes 1.127(0.944,1.345) 0.185
Lymph node No Ref -
Yes 1.052(0.903,1.226) 0.512
Adrenal No Ref -
Yes 1.088(0.851,1.392) 0.500
irAE
development No Ref -
Yes 0.592(0.462,0.759) <0.001 0.592(0.401,0.874) 0.008
RTx site Other Ref -
Lung 0.729(0.585,0.907) 0.005 1.124(0.665,1.899) 0.663
RTx aim Palliative Ref -
Curative 0.661(0.525,0.833) <.001 0.550(0.305,0.994) 0.048
PD-L1 50% Negative Ref -
Positive 0.959(0.809,1.138) 0.635
sp263 50% Negative Ref -
Positive 0.842(0.699,1.014) 0.069
[£ 14-1] AA BE4 dF violevtA 24 - AAHIA
ws BAES AARPel ] AAEIFS 654 ol 1Y FAAFZ(HR
1.187, p=0.028) TNM ¥7]7} &% (HR 1.785, p=0.004) F<JatA Abge] 93
o obdth EF, EGFR Wol7k Buwhd 49 A0 fostds @ort A
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o] Folx= eSS HOITH(HR 1.356, p=0.092). o]2jox= 37 WAL X &9

= Aol wmste] Apdel f3lo] FoeiAl FUFEH(HR 1.253,
p=0.007). o] EZFg HANEZT Folgt dHAFES Bl v, ¥APd X85 +A
A BHoF dHo Al wre A FofsiAl "AAAET|Ze] Aol o SHATHHR
0.729, p=0.005 & HR 0.661, p<0.00). gAZ ] 7F2dH FFAAA o]} w o
7F S Aee AMEY #f1¥el SRS H(AZ HR O1.257, p=0.012; HR 1.433,
p<0.001). ®¥rH irAE7} @€ A5 FYsA AAEE AR FESRATHHR
0.592, p<0.001). ¥ A oA ZZd Fo3 o5 AAES o] &5t s #
A& &g A3 irAES] Irdvte]l fosiAl AbEe] 9ES AAATIE 5YH WHFE
gl = AH(HR 0.592, p=0.008).

PFS ™A (N=1076, 100%)

o Multivariable
. Univariable Hazard
Variable P Hazard P

Ratio(95% Cl) ,
Ratio(95% CI)

Age Group 65— Ref -
65+ 1.109(0.952,1.293) 0.184
0,1 Ref
ECOG PS 2,3 1.059(0.645,1.740) 0.820
Other Ref
Historic subtype  Squamous 1.114(0.948,1.308) 0.189
Stage 3 Ref -
4 1.868(1.260,2.768) 0.002 1.108(0.460,2.672) 0.819
Lines of Tx 1,2 Ref -
3,4,5 1.101(0.918,1.322) 0.299
SP263 10% Negative Ref -
Positive 1.068(0.909,1.254) 0.425
22C3 50% Negative Ref -
Positive 0.925(0.794,1.078) 0.321
Smoking never Ref -
ex+current 0.861(0.724,1.025) 0.092
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EGFR Negative Ref -
Positive 1.457(1.157,1.833) 0.001 1.031(0.534,1.993) 0.927
ALK Negative Ref -
- 0.871(0.529,1.434)
Positive 0.587
No of mutation 0 Ref -
1+ 1.651(0.618,4.414) 0.318
Previous RTx No Ref -
Yes 1.252(1.065,1.473) 0.007 1.278(0.699,2.339) 0.426
Previous
autoimmune disease No Ref -
1.519(0.378,6.094)
Yes 0.556
Previous PTBc No Ref -
Yes 0.950(0.624,1.446) 0.811
previous steroid
or IS No Ref -
Yes 0.797(0.448,1.416) 0.439
Liver No Ref -
Yes 1.049(0.895,1.230) 0.554
Lung No Ref -
Yes 1.087(0.928,1.273) 0.300
Brain No Ref -
Yes 1.190(0.995,1.423) 0.057
Bone No Ref -
Yes 1.433(1.222,1.680) <.001 1.419(0.859,2.346) 0.172
Pleural No Ref -
Yes 1.186(0.994,1.416) 0.059
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Lymph node No Ref -

Yes 1.062(0.912,1.238) 0.439
Adrenal No Ref -
Yes 1.080(0.845,1.382) 0.538
irAE development No Ref -
Yes 0.599(0.468,0.767) <.001 0.729(0.457,1.161) 0.183
RTx site Other Ref -
Lung 0.726(0.584,0.904) 0.004 0.911(0.525,1.582) 0.741
RTx aim Palliative Ref -
Curative 0.651(0.517,0.820) <.001 0.591(0.290,1.205) 0.148
Nivolumab
category 10~20 Ref -
20~30 1.082(0.777,1.507) 0.639
30~40 0.994(0.711,1.390) 0.973
40~50 0.873(0.572,1.333) 0.528
50~ 0.808(0.638,1.023) 0.077
PD-L1 50% Negative Ref -
Positive 0.899(0.758,1.067) 0.225
sp263 50% Negative Ref -
Positive 0.802(0.666,0.966) 0.020 1.002(0.634,1.582) 0.994

(% 14-2] FAYAY B2 A vl ontA B4 - AATA

AA RG] FA H8 A7 G F22 099y IAEA 23, TNM 37
7F =S5 E FosiAl FERAAAEY el aste A A THHR 1.868,
p=0.002). =3k, EGFR Wol7} sukel A9 FostA T2 & A&7]7ke] 7HAa3s)
ATHHR 1.5491.457, p=0.001). o]&o|% 7 WAFA Ho| F2y PAET}
ol gt S(negative)e] #HAALE HFJOU(HR 1.252, p=0 )

A, EAe] BAAgAA #H ool



G- oAl AW e 2 A P FHATE EIEo)(HR 0.726, p=0.004, HR
0.651, p<0.001) o]o] digt Ao FJ7F Hasirt, W doje= FHH 318 A&7
vl ek 98 24 d=Ag o rAE7F 2EE A9 F9tA A AP E
AR7p Fsatgdh(zz HR 1.433, p<0.001; HR 0.599, p<0.001). %3k SP263°.=&
@74gk PD-L19 Ao 50%013 o2 IRlH BFeo% fFolstA FAMIYAPET]
748 dAo] FelEt(HR 0.802, p=0.020). @5 EX oA =&

AAEE o] g3te] thig BAL WSO o8 HYWS
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fo
r o
i)
N
5e
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o

3.5.2 &8 dA3 A@H o= vlo]QntA

MgggAe B4 dFshr] Astel Aol Feld WAA F RAgo WA

AE MA (N=1181, 100%)
_ Univariable Odds Multivariable Odds
Variable . = . P
Ratio(95% ClI) Ratio(95% ClI)
Age Group 65— Ref -
65+ 1.375(1.091,1.734) 0.007 1.421(1.083,1.865) 0.011
ECOG PS 0,1 ref
2,3 1.316(0.627,2.762) 0.468
, ) Other
Historic subtype ref
Sqguamous
1.318(1.033,1.683) 0.027 1.334(0.985,1.806) 0.063
cell Ca
Stage 3 Ref -
4 0.564(0.334,0.950) 0.031 0.655(0.355,1.210) 0.177
Lines of Tx 1,2 Ref -
3,4,5 1.008(0.763,1.332) 0.953
Lines of Tx 1,2,3 Ref -
4.5 0.797(0.524,1.212) 0.290
SP263 10% Negative Ref -
Positive 1.129(0.887,1.437) 0.324
22C3 50% Negative Ref -
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Positive 1.166(0.927,1.468) 0.190

Smoking never Ref -

ex+current 1.296(0.996,1.687) 0.054

EGFR Negative Ref -
Positive 0.649(0.448,0.940) 0.022  0.730(0.497,1.070) 0.107

ALK Negative Ref -
Positive 0.600(0.300,1.201) 0.1490

No of mutation 0 Ref -
1+ 0.706(0.118,4.243) 0.704

previous RTx No Ref -
Yes 0.783(0.609,1.008) 0.057

previous No Ref ~

autoimmune disease

Yes 1.902(0.172,21.064) 0.600
previous PTBc No Ref -
Yes 1.169(0.616,2.216) 0.633

(£ 15-1] AARZE (AB)S] A3 ulolentr] B4 - A

_‘_4

AA A A A A FZF-E(AE) o] ojgh duise %*4 Al 65xﬂ o’y ¥ Aol A9
Fo3t o2 HAFggA ] FA H =
g, EGFR EWolE Fuksl 3hxjato| A
Al FoF @A stage IVHE Aol A F2aH )
(OR 0.649, p=0.022, OR 0.564, p=0.031) 3}x|qk o] ¥
ofekA] ettt th T A A= FAte] dAERko] A -
oA = == WER S ATHOR 1.421, p=0.013).

[ 15-2]014% AA D gAe] deduig 248GrAR) Y Bee wase 2 s
242 57240 A getag.



irAE MA (N=1181, 100%)
, Univariable Odds Multivariable Odds
Variable , . P
Ratio(95% Cl) Ratio(95% ClI)
Age Group 65— Ref -
65+ 0.877(0.620,1.240) 0.457
0,1 Ref
ECOG PS 2,3 0.859(0.294,2.511) 0.782
Other Ref
Historic subtype Scuamous cell Ca 1.418(0.988,2.037) 0.058
Stage 3 Ref -
4 0.743(0.383,1.442) 0.380
Lines of Tx 1,2 Ref -
3,4,5 1.171(0.773,1.773) 0.457
SP263 10% Negative Ref -
Positive 0.858(0.596,1.236) 0.412
22C3 50% Negative Ref -
Positive 1.303(0.917,1.851) 0.140
Smoking never Ref -
ex+current 1.959(1.258,3.052) 0.003 1.959(1.258,3.052) 0.003
EGFR Negative Ref -
Positive 0.826(0.443,1.540) 0.548
ALK Negative Ref -
Positive 1.543(0.509,4.681) 0.444
No of mutation 0 Ref -
1+ 1.898(0.118,30.515) 0.651
previous RTx No Ref -
Yes 1.423(0.971,2.085) 0.071
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previous

autoimmune disease No e B
Yes 1.903(0.118,30.664) 0.650

previous PTBc No Ref -
Yes 0.879(0.349,2.210) 0.783

Yes -

liver or CNS mets No Ref -
Yes 0.746(0.474,1.175) 0.206

[¥ 16—-2] RS/} F-28 (rAE)9] o= mpolewtA £4 - AA &=}

EGFR % ALK & %% ®Wo]:= irAE
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oA AA g gAe] Ao ggdA Azl gt 13 fFad WaE AR E
(ORR: objective response rate)o]l o WA 717} 7Fe3s9d & 1,018 S o
2 AAANSELS 33.6%(34278)(95% CI: 30.69%~36.50%)% FH=HA. 234
HES-Eo A AYFEH o] 3xE Abs JidQl AW EdE(DCR: disease control
rate)< 64.05%(652%)(95% CI: 61.11%~66.99%)% FAEHJT. HIgIA =S &
oF ko gz} F 97 (0. 76%)° %‘rﬁ‘%’lg(CR)Oﬂ mgstgion, 33394 (28.20%)2 H-

3
RS (PR)S B 5319la, 3109 (26.25%)2 AAAWAEH(SD)E Ao 366
H(30.99%) - += A Eiﬂ(PD)‘ﬂ AR AT T AALERE HE vhs g
E71A19] 713k, & TTR(Time to response)? FAE TAUz2 oF 23719 (69Y )]
= 07H%(315°1)4 T FA7IZ S AEEA 0] Jheetld 1,178%W St
o7 BARE AAYE77HOS: Overall survival)®] FAHE F947ES 10.2701€(307) 9]
dom 1d HAA AEEL 46.57% 9. FAH AP AZE7)7H(PFS: progression—free

survival) 9] Fzke 5.17/1€(1549)0) e 6719 FAWAPES 47.53%AT). °]
FH?} %V\”—*. Séi%/‘é A #E3 #dste] Pembrolizumab¥} Nivolumab o 2 X 52 3k}
$t Zpol= itk Tk 12 FEA HI7PHSR] ARANEEE(ORR)=
”37} ‘/v: %’i‘}i‘?ﬂ 2= 1638 %2 Pembrolizumabs™ 89", Nivolumabt 747 o] 1L
W37 7hsed 1,018 vl w) dGAAEedE = (ECOG PS)o] &gt
hAte] Hlgo] A o® 2 F o]l 7|E 7| AAFH Fo 7 xol=

AN weh WAFPGA] AR/ R 5, aLm oo mE LAWY
EA1RE] Aol WAFEAES HASGY FARANA NS PR w9
& BATAA AGFAA AR/ P 852209, 17.58)7F KI5 Ao
FARADAEIN 3359 (F L1AL)S woith AW RHE 53 Aol 4
$ ARA Wee HSF BATH VAT W AGFAA T L 057t fI5
A Astovt AWAAS Bl FATol AL WAFYA AR/ R 05k fe
S A,

. 34 Landmark 3% 44dA7e &84 Z23ete v

KCSG7}F #&sk 2 A= AA| Q83 (real world)oll A A -HolAd B AAEH G
Ao A By wWadolge] AAA 84S Wle AdTm Iy BT =
7to]l ¥ A Landmark 3% I4ATES e tpS3 2l Keynote 010 A
= 27} A 542 FoH pembrolizumab®] U4 @84S H7islr] $ste] PD-L1
1% oldel &3 x5 o m PHIUE 34 A= 50% o] dd&s Hel
At Ao ® 3 obe] A olA A fAREH HlwL A FolstAl FdE A
T84S S8t Checkmate 0573 0178 Nivolumab X859 &84S H7}bsl7]
glate] 2284 ofgol wmet Y AAyF AT PD-L19] HE ofReh Faglo] B
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= A= gFeE AdgHEen [AA AET|HY Fod S FHeth
Checkmate 0173 05794 %= PD—-L1 &ad Lo w= 2

= A8 AR Ao] BHL 9
3te] PD-L1 1%, 5%, 10% 59 7|22 319 4S8 F718 oz st o) 4

5 "holemtA =AM PD-L19] T84L2 44l #FolAd& 2
A5 92 PD-L1 @3 Ar#glol Atezolizumabo 2 A 8w WA Szt
PD-L1 ®de] Al sApolA el a84d& =5 Frhstslen PD-L1 2d¥ 7
W AAET] Fe AT

= ATeME Tl RdEorlEs KM= %X}{%

ol WA= PD-L1 ¥4 &4, By A4 o=+ PD-L1 2&
A 50% o1&l A SP263 AR 10% ©1/d?l #AE AEgssit)
TFoA A 3% A vlad wf 33%9 WA w2 APH 9HEET 5
AP AYE717HS keynote 0109 PD-L1 50% °©]d & $xkre] 84 4
vpep FARRE WEtell A olsld = & Zlolth

O "Ao3eA e F-2h-& H7t
AA 2 F RS 573(48.52%)710] WP 1 Fo| irAE'E 15274
(26.53%), iIrAEE A€ AE'= 32971(57.42%), ‘AE+irAE'= 9271(16.05% )] 31t}
AN o g FREUbR 5271(9.08%), 7w 3271(5.58%), HEA dHYE 347
(5.93%), #FA 715AHSE 2671(4.54%), dAF 207(3.49%), 71 Heol 84
(1.40%)2.2 YEeElSTE. NCI-CTC HA7|To wE s FA89 HAEe 1, 259
4607102 AA 549 80.28%NCH, 3, 45HS 1067022 HA ZA9 18.51%%
A &R T 553 AT 7AeRE A =49 1.229% Q. HAAHYE &
3471(5.93%), ‘A IA71 A8t 2671(4.54%)°] 71 =3k irAEE S H AT} ols <+
ZApATo g Hago] AxE A7t 1587(25.57%), 2~HRo|= Forl Aadd
A5 11671(20.24%), =EHZo|=9]d oFEX57F Bad 5 2757(47.99%) 0] 2
™ irAE EA Al HAEbA o] A4 Tyt Thedd A } 3677102 S1HS]
283 dggdAe] AddAAd disd @ T P
(5.58%), ‘BW&Eo] ot B S 867(15.01%), ‘o] Y& 7FeAd AL'e 177
(30.89%)% °F 50%°] A oA Q13 AAC 7hsdol FAHEUL.



& o] oi@ B4 AselA TE, TNM ¥7), A WA Ame, W w53

AA Aol irAES] Wdo] AMPE/NA FOlF AL wed =, 654 o4

1% BAE, TNM ¥717b 28 $A4TU7] > 37), 3A WA AR B B4

T oW EE FFARA AE Bud BT Fela e AAYE ANE W

Q1 W, rAEZE BAE BATAME fels AALE/ AFe welFginh o

Ma BAAE rAES @Rl feld =yd o5 Az e #a,
7

4.2, 2%
2 AT A EAE AA WA B WE 7o) 2 kAl Aogh @A/
ol HIAAEHY A2 AAIATHAA Pembrolizumab %+ NivolumabS E &
A2 Fo] wWgly stxp=olth, mepA AAHEY Fo7iEdd wel A UEAES 93
Hoxg WEF PD-L1 2&dgo] %A o=w  Pembrolizumab® A% 22C3 50% ©]4%,
Nivolumab®] 79 SP263 10% ©]*¢] WKL ZZgoF Fgon, A Az dx] o
of AgstA AUt F A AeA Rl AHJZAAAY AFH

—_—

a4
D =4 A3z gEAAS v, AFsH7] e e IA X8 dolAd Bl M| 2 e
2z} o]ate]l X g A ZA Pembrolizumab ¥ Nivolumabd A4 84S 4=359d
Landmark study9l Keynote(KN) 010 % Checkmate(CM) 017/057 3% <2t -¢}

o] nlur} sttt £3], Keynote 0102 A% o= wpo]ontA 24 PD-L1 50%
o wAY = shakwrel] ek A a8 BAS NMEHeR e wied
AT Abele] Bl fAjo] By ol 4 vk 7€ Landmark study$®l 3% ¢
AATEd B AFE vlaste] goksd vg3 2o

ORR, % mPFS mOS (M)
10 drug PD-L1 HR HR
(+*TTR) (1YR, %) (1YR, %)
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KN 010 | 2L, Pembrolizumab | =1% 18 vs 9 3.9vs 4.0 0.88 10.4 vs 85
Any histology, (P) (9 weeks) (43 vs 35) 0.71
W/O target
PEMB vs >50% 30 vs 8 50vs 41 059 149vs82  0.54
DOCE (*9 weeks)
CM 2L SQCC, Nivolumab (N) Any 20 vs 9 3.5vs 2.8 062 9.2 vs 6.0M 0.59
017 W/O target (21 vs 15) (42 vs 24)
NIVO vs DOCE
CM 2L Non—-SQCC, | Nivolumab (N) Any 19 vs 12 2.3vs 42 092 122 vs 9.6M | 0.73
057 W/O target (19 vs 8) (42)
NIVO vs DOCE
OAK 2L, Atezolizumab Any 14 vs 13 2.8vs 40 | 0.95 13.8vs 9.6 0.73
Any histology, (A) (55 vs 41)
W/O target
ATEZO vs Positive pts | 18 vs 16 28 vs 41 091 157 vs 10.3 0.74
DOCE o (58 vs 43)
TC or IC
1/2/3
KCSG 2L OfAkH Pembrolizumab | £0{7|&
study Any histology Or EF A 33.60% 5.13 10.23
23 Z0d Nivolumab *%
Fokalkt SP263 =>10%
22C3 = 50%
KN 010 ¢dd+-¢F vlaed of & Ao ofdt tidx59] AdnbAgl 4w e sh4
EAel & Aole glE o® HolARh KN 010 AelAE A9 100%] Aol A

ECOG PS 0/19] 453t 58S 7FHoy 2 A% ECOG PS 02 H 34}
2 ¥l ECOG PS 29 3% oF 10% A% X &so]glo] Aoz o
o] Bt A5 TFHUS 7HsdS AAISTE Fd AHS KN
0102 ¢F 634, & A7 ¢F 67AE FQHAoH 2 AFolx= EA A7 oF
80%= 953 ¥ HERE FJAHUY. 53], KN 010 AFoNAe 2] (e}
70%)7} Pembrolizumabs 22t X EAZ FoF vkl F 3 vHjwE wf 2 AFA =
58%°] FAwre] WAAZAAAE 22k A mAR Fof wopon AAEFgA Fof A
o 2 o] FUASE W Ao HlEo| OF 42%(KN 010 27%)% E1= o]
oA gidAEe] Auider nrt Be dUARE BUSS 4 F vk 2 AT
oA A FL dAY FAHS Ze S o N 010(80%<] A4 &
A=) v w FAXe] HlES tha 13 EALS CM 017 2 0573
H o e fFARSE FdS 2ol Whd A olgol M= HHGUAEYS 34%,
A%t 60% AR Aol T0%E ARGIAMEYL 20%° Hlete] D53 FASAA
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AR WAFAAS FoF B2 A7 33 ARE Fof w2 Aol Hls| fefsi
T2 AAS BT B1F, & AT T Aol CM 0179 AL Aakel AL
F FAE BolFal v A2 2 Aol xdd duider 2 ARl &
At wEo] S Fle vhed G aysE ¢ v pAges, 2 AT A
ABEZNES A 38 A5 Hlgto] ddidem &2 A7y AEFA7I
el 2 FEFS WS Ao FAHYC, T Tl dstols FFols AEHH0 A
= FH o] a4

HAA A28 5739 (48.5%)14 BaEoen o= KN 0109 63%HT we W=
ol71 st ot A oV H FA9 A or ueHAd F & Aojn 2 A
TolA T e xR SQld HdA RAge yREl g Aok irAE=
24471(20.7%) 0.2 AA 289 43% HAEZE AP on 7HAAdHH(2.88%, AA
H2p80l 593%), AN TATZ(2.20%, AAF-2FE2] 4.54%)0] 7HF £ irAE

2 RuEon 7AA7SAsEY] BWEE KN 0109 8% HlwA] Athzl o=z ot
A RaFEAY. 355 oA T35 FA8S F 11371(9.57%, AA =49 19.7%) 2
2 KN 0109 13%¢] H|3}lo] tha A

o Ao A% AlFe &4
AA| irAES] 18.18%)0|lom o] = L5 B RS Ed #AH(167,
AA =49 1.35%) 0.2 353 o irAEQ] 44.44%Z At} irAES Wt
Aol A et oF 25%2 LA oo A A3} BA L] ThsAdel FAHE o
ole]] F&3dt= ¢F 20%04 ZE|Eo]= X857k AP AT

AdA a8Ade S Fad 2 54 Az gigk oS vlojentA EA4L FHd]
SH R AYRE BT ofH7HA] U R WA QTS Vdte R g 8-
Adold vl A EH ol o] WAL ANA oS wnlo]omp7 e Jko] &ks] o] F
AA g Agolmr oldg wu vy 4 =

T ou7t dokar Azt oFTE R o &St FEA dFolBnE AY vEd
(selection bias) T¢ WHEZ AZ WAL = Aoy, 2 AF4d79 45
Hlo] omtA A¥E F3sk uf 22C3 & SP263°0. &2 H7s PD-L1 23 &>50%, 3}
A =L A EAE, rAE d2 AAH

A, A FENES T FEoR 5T = 3
Atk BlEo], irAES] A2 A7 FABAFYE0 Al HE FoF
= wolewirl® SQIHJ o o= A wEH AN FFA AdTEd Feske 4
Holtt, A AEVIZEe] AS 1%, Y TNM %717 A PdAAZ A5 w2 34}
o] B AL Adet Fo FABAE HAFUA o] A T $FH ATE
EE HA Aol M AR vE Qlovt A ATt FAHEES nHEd W A5 AA
7b obd AR Zgeta S ThedE ol AFe sjAo]l dastelst AzE
of gk W e SFAAAE T TR FofsiAl BT AARET]Ie]
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(D Descriptive analysis by Chi—square tests
@ Univariable and multivariable analyses
1) Categorical variables: multiple logistic regression
analysis
2) Continuous survival variables: Kaplan—Meier’s

method & Cox proportional hazard model

D Primary study outcome:

- A3 WEE-E (Objective response rate (ORR))

@ Secondary study outcome:
- AW x4 E (Disease control rate, DCR)
« 21874229 717F (Time to progression, TTP)
« F238) AWE7| (Progression Free Survival, PFS)
« ¥--2 717 B 7} (Duration of response)
« A A<E71ZF (Overall Survival, 0S)
« A5 i o5 vpolemtr =

« Immune related adverse event®] ®WI&E
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¥ A 2. Data management & Quality control ¥4F Az}

@ gole) HolHE gste] M4 Rrol UF 057 ¢l

©® <4

® AHgxt Aol B

7] E 4 (CRF)E AAx5 A| ~Hl(Electronic Data Capture(EDC)) -Zeof 4t
AHstA FAe; SH7IFAS] AEE HolgHo] 2o dEslr] 13 dlo]E o]~
TZ TAE FAdeta Aws dEHEds kg

AMAIF A E A (Protocol) 9 S#| 7154 (CRF)E 7|HES. 2 dloly d&E A] A 4=

7]
J= 7 gk &S o)k doly HIW<eH(Data Validation Specification

(DVS)) A& 7t

dlolg] 7#HA=wrek(Data Validation Specification(DVS)) ¥4 = HAxAR
Al2~¥l(Electronic Data Capture(EDC))el| A& 7} HES AAS A A&
A9 (auto query)’} A== &+

rr

A 2Rl

d

| 71224 (CRF) 912 7}o] =2}l (CRF Completion Guideline)S ZAd&le] wi =

sl A9 BEAR AHgdwol HAxztE A ~H(Electronic Data
Sk

[e)
Capture(EDC)) 94 &

@ dlolE d¥e] JFEuA F7p7F Hojof st g E ook k= kel thal

=9 & AAAE Al2Bl(Electronic Data Capture(EDC))el 7} E&= FAsI 2
LF7F IR gl de Al dolH HFHH(Data Validation Specification
(DVS)) A% +43

dloly HSW<oH(Data Validation Specification(DVS))ell A% & uwz}
Aol (query)7t Aso 2 HAHAY JEH HolHE v & A4 A F
guE AY SHEojof &8 zmel ¥ i 3w a7ty AdAsx g
o]l A ZEaHste] FRlstAY &Y (manua) = R8st AAALE
Al 2~¥l(Electronic Data Capture(EDC))el| &9 (query)E T5o= F7}3F
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© YHAE= FAR Ao (query)E B HolHE FAIAY FAHEA P AS
FAHES &4
dlelg @iz g S ey IHMES B AFdA gl & LAYd

Aol (query) & TRAF
@ 25 FAZEJAAY vsidd 29 Ao (query)”t siA= wj7tx] wkE-sh

@ o] ddt-g3} A Ee oA o] &o] A (Medical Dictionary for Regulatory
)

Activities(MedDRA)) v21.1& 7|02, EEE L KIMS 28els Ea o4

Y (medical coding)S %3

B A% dolEAS FEHe] %4 5y ARt P FAF AL
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HA3 [T 16] =RAY

R AZA HuE AL

Screening Al ol B
No.
MY Y AL T|E
06-029 7|8 2+ 55 2kt - -
07-051 7| 28 5 2Xt - -
07-056 718 2t 35 X - -
11-006 712 2 3= 2kt - -
11-026 718 2t 352X - -
12-028 7% 2+ = A -
16-017 7| 28 &5 2Kt - -
12-007 M ZH e
12t 784 EJF W o|5H
01-018 ORRo|&d - Pembrolizumab
01-064 ORRO|EH - Pembrolizumab
01-074 ORRo|=d - Pembrolizumab
01-075 ORRO|I &Y - Pembrolizumab
01-076 ORRo|&d - Pembrolizumab
01-081 ORRo|&d - Pembrolizumab
01-086 ORRO|I=H - Pembrolizumab
01-094 ORRo|&d - Pembrolizumab
01-131 ORRo|=d - Pembrolizumab
01-141 ORRo|&d - Pembrolizumab
01-146 ORROI &Y - Pembrolizumab
01-157 ORRo[&£H - Pembrolizumab
01-161 ORRO[&£H - Pembrolizumab
01-173 ORRoO|I=H - Pembrolizumab
01-191 ORRO|EH - Pembrolizumab
02-005 ORRoO|=d - Pembrolizumab
02-010 ORRO|I &Y - Pembrolizumab
02-011 ORROI&H - Pembrolizumab
02-012 ORRO[&£H - Pembrolizumab
02-027 ORRoO|I=H - Pembrolizumab
02-033 ORRo|&d - Pembrolizumab
02-034 ORRO|EH - Pembrolizumab
02-044 ORRo|=d - Pembrolizumab
02-053 ORROI &Y - Pembrolizumab
02-063 ORRo|&d - Pembrolizumab
02-070 ORRo|&H - Pembrolizumab
02-098 ORRO|I=H - Pembrolizumab
02-104 ORRo|&d - Pembrolizumab
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02-128
02-129
02-131
02-149
03-038
03-055
03-079
03-101
03-104
03-105
03-108
04-060
06-013
06-016
06-021
06-033
06-051
07-003
07-012
07-024
07-035
07-047
10-016
10-020
10-033
11-003
11-004
11-007
11-008
11-013
11-028
11-030
11-035
12-003
12-010
12-011
12-017
12-024
13-023
13-024
13-031

ORRo| =3
ORRo| =3
ORROIEH
ORRo| =3
ORRO|EH
ORRO|IEH
ORROIEH
ORRo| =3
ORROIEH
ORRO|IEH
ORRo| =3
ORRO|EH
ORRo|&£d
ORROIEH
ORRo| =3
ORROIEH
ORRo| =3
ORRo|&£d
ORRO|IEH
ORRo|=F
ORRo| =3
ORROIEZH
ORROIEH
ORROIEH
ORRO|&5H
ORRE|EH
ORROIEH
ORROIEZH
ORRO| 5
ORRO|EH
ORRo| =3
ORREIEH
ORROIEH
ORRO|IEH
ORRo| =3
ORROIEH
ORROIEH
ORROIEH
ORRE'IEJH
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Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab

Pembrolizumab



14-001
14-011
15-008
15-010
15-020
15-022
15-026
16-004
16-012
16-013
16-018
18-002
18-005
18-011
19-012
19-022
19-026
20-008
20-022
20-023
01-107
01-114
01-152
01-180
01-186
01-192
02-008
02-031
02-055
02-057
02-079
02-109
02-123
03-031
03-076
03-084
03-094
03-099
03-123
04-024
04-041

ORRo| =3
ORRo| =3
ORROIEH
ORRo| =3
ORRO|EH
ORRO|IEH
ORROIEH
ORRo| =3
ORROIEH
ORRO|IEH
ORRo| =3
ORRO|EH
ORRo|&£d
ORROIEH
ORRo| =3
ORROIEH
ORRo| =3
ORRo|&£d
ORRO|IEH
ORRo|=F
ORRo| =3
ORROIEZH
ORROIEH
ORROIEH
ORRO|&5H
ORRE|EH
ORROIEH
ORROIEZH
ORRO| 5
ORRO|EH
ORRo| =3
ORREIEH
ORROIEH
ORRO|IEH
ORRo| =3
ORROIEH
ORROIEH
ORROIEH
ORRE'IEJH
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Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Pembrolizumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab

Nivolumab



05-001
05-007
05-013
05-035
05-036
05-039
05-041
05-061
06-023
06-042
06-057
07-031
07-038
07-052
07-054
07-055
08-008
08-011
08-027
08-029
08-030
08-034
08-039
08-048
10-005
11-002
11-011
11-032
12-019
12-023
12-026
14-002
14-004
14-005
14-014
14-016
14-018
14-019
14-028
15-009
15-025

ORRo| =3
ORRo| =3
ORROIEH
ORRo| =3
ORRO|EH
ORRO|IEH
ORROIEH
ORRo| =3
ORROIEH
ORRO|IEH
ORRo| =3
ORRO|EH
ORRo|&£d
ORROIEH
ORRo| =3
ORROIEH
ORRo| =3
ORRo|&£d
ORRO|IEH
ORRo|=F
ORRo| =3
ORROIEZH
ORROIEH
ORROIEH
ORRO|&5H
ORRE|EH
ORROIEH
ORROIEZH
ORRO| 5
ORRO|EH
ORRo| =3
ORREIEH
ORROIEH
ORRO|IEH
ORRo| =3
ORROIEH
ORROIEH
ORROIEH
ORRE'IEJH
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Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab

Nivolumab



15-032
17-003
17-005
17-018
18-008
18-010
18-023
19-001
19-009
19-010
20-016
20-020

ORRo| =3
ORRo| =3
ORROIEH
ORRo| =3
ORRO|EH
ORRO|IEH
ORROIEH
ORRo| =3
ORRO|EH
ORRO|IEH
ORRo| =3
ORRO|EH

Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
Nivolumab
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N (%)

Acute myocardial infarction 9 (0.57%)
Adrenal adenoma 1 (0.06%)
Adrenal insufficiency 1 (0.06%)
Alcoholic liver disease 2 (0.13%)
Anaemia 3 (0.19%)

Anal incontinence 1 (0.06%)
Angina pectoris 28 (1.76%)
Anxiety 2 (0.13%)

Anxiety disorder 1 (0.06%)
Aortic aneurysm 2 (0.13%)
Aortic stenosis 1 (0.06%)
Aortic valve incompetence 2 (0.13%)
Arrhythmia 2 (0.13%)
Arteriosclerosis coronary artery 1 (0.06%)
Arthralgia 1 (0.06%)

Arthritis 1 (0.06%)

Asthma 13 (0.82%)

Atrial fibrillation 18 (1.13%)
Axillary mass 1 (0.06%)
Bacterial sepsis 1 (0.06%)
Benign neoplasm of thyroid gland 1 (0.06%)
Benign prostatic hyperplasia 80 (5.03%)
Bladder cancer 7 (0.44%)
Brachiocephalic vein occlusion 1 (0.06%)
Brain neoplasm 1 (0.06%)
Breast cancer 5 (0.31%)
Brugada syndrome 1 (0.06%)
Cardiac failure chronic 3 (0.19%)
Cardiomegaly 1 (0.06%)
Carotid artery aneurysm 1 (0.06%)
Carotid artery occlusion 7 (0.44%)
Carotid artery stenosis 2 (0.13%)
Carpal tunnel syndrome 1 (0.06%)
Cataract 4 (0.25%)

Cerebral artery stenosis 1 (0.06%)
Cerebral haemorrhage 1 (0.06%)
Cerebral infarction 14 (0.88%)
Cerebral ventricle collapse 1 (0.06%)
Cerebrovascular accident 27 (1.70%)
Cervical spinal stenosis 1 (0.06%)
Cervix carcinoma 5 (0.31%)
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Cholangio carcinoma
Cholelithiasis
Chronic gastritis
Chronic hepatitis
Chronic kidney disease

Chronic obstructive pulmonary disease

Cirrhosis alcoholic
Colon cancer
Congenital cystic lung
Coronary artery disease
Decreased appetite
Deep vein thrombosis
Dementia
Dental caries
Depression
Dermatomyositis
Diabetes mellitus
Diabetic neuropathy
Diffuse large B—cell lymphoma
Dizziness
Duodenal polyp
Duodenal ulcer
Dyslipidaemia
Dyspnoea
Eczema
Emphysema
End stage renal disease
Epididymitis
Epilepsy
Femoroacetabular impingement
Femur fracture
Gastric cancer
Gastric ulcer
Gastroesophageal reflux disease
Glaucoma
Glottis carcinoma
Gout
Gynaecomastia
Haematochezia
Haemorrhoids
Hand fracture
Headache
Hemangioma
Hemoptysis
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0.06%
0.13%
0.06%
2.33%
0.50%
4.02%
0.06%
0.31%
0.06%
0.50%
0.13%
0.31%
0.06%
0.06%
0.50%
0.06%
(15.84%)
(0.06%)
(0.06%)
(0.13%)
(0.06%)
(0.06%)
(2.33%)
(0.38%)
(0.06%)
(0.50%)
(0.06%)
(0.06%)
(0.25%)
(0.06%)
(0.06%)
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )

( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )
( )

1.01%
0.06%
0.25%
0.06%
0.06%
0.50%
0.06%
0.06%
0.13%
0.06%
0.13%
0.13%
0.06%



Hepatic cirrhosis 3 (0.19%)
Hepatic cyst 1 (0.06%)
Hepatic encephalopathy 1 (0.06%)
Hepatic steatosis 3 (0.19%)
Herpes ophthalmic 1 (0.06%)
Herpes zoster 4 (0.25%)

Hip arthroplasty 1 (0.06%)
Hydronephrosis 2 (0.13%)
Hypercalcemia 1 (0.06%)
Hypercholesterolaemia 2 (0.13%)
Hyperglycaemia 1 (0.06%)
Hyperlipidaemia 64 (4.02%)
Hyperlipidemia 4 (0.25%)
Hyperplastic cholecystopathy 1 (0.06%)
Hypertension 405 (25.46%)
Hyperthyroidism 4 (0.25%)
Hypoacusis 1 (0.06%)
Hypoalbuminaemia 1 (0.06%)
Hypoparathyroidism 1 (0.06%)
Hypopituitarism 1 (0.06%)
Hypothyroidism 17 (1.07%)
Idiopathic pulmonary fibrosis 3 (0.19%)
Infarction 1 (0.06%)
Insomnia 7 (0.44%)
Interstitial lung disease 2 (0.13%)
Intervertebral disc protrusion 3 (0.19%)
Intracranial aneurysm 2 (0.13%)
Intraductal papillary mucinous neoplasm 2 (0.13%)
Kyphosis 1 (0.06%)

Large intestine polyp 3 (0.19%)
Laryngeal cancer 3 (0.19%)
Laryngeal cyst 1 (0.06%)
Laryngeal neoplasm 1 (0.06%)
Laryngeal papilloma 1 (0.06%)
Liver function test abnormal 1 (0.06%)
Lymphoma 1 (0.06%)

Macular degeneration 2 (0.13%)
Malignant neoplasm of thymus 1 (0.06%)
Meningioma 1 (0.06%)
Mucinous cystadenocarcinoma ovary 1 (0.06%)
Musculoskeletal discomfort 1 (0.06%)
Myocardial infarction 8 (0.50%)
Myocardial ischaemia 2 (0.13%)
Nasopharyngeal cancer 1 (0.06%)
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Nephrolithiasis
Nephrotic syndrome
Neurofibromatosis
Neuropathy peripheral
Oesophageal carcinoma
Oesophagitis
Osteoarthritis
Osteonecrosis
Osteoporosis
Otitis media chronic
Ovarian cancer
Pancreatic cyst
Pancreatitis chronic
Panic disorder
Papillary cystadenoma lymphomatosum
Papillary thyroid cancer
Parotid abscess
Pathological fracture
Pituitary tumour benign
Pleural disorder
Pleural effusion
Pleurisy
Pneumocephalus
Pneumoconiosis
Pneumocystis jirovecii pneumonia
Pneumonia
Pneumonitis
Pneumonitis chemical
Pneumothorax
Pollakiuria
Polyneuropathy
Prinzmetal angina
Prostate cancer
Pulmonary embolism
Pulmonary fibrosis
Radiation pneumonitis
Rash
Rectal cancer
Renal failure
Renal fusion anomaly
Respiratory papilloma
Restless legs syndrome
Retinitis
Rheumatoid arthritis
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0.13%
0.06%
0.06%
0.06%
0.06%
0.19%
0.19%
0.13%
0.25%
0.06%
0.06%
0.06%
0.06%
0.31%
0.06%
0.25%
0.06%
0.19%
0.06%
0.06%
0.19%
0.06%
0.06%
0.13%
0.06%
1.51%
0.13%
0.06%
0.13%
0.19%
0.06%
0.06%
0.69%
1.13%
0.13%
0.13%
0.13%
0.31%
0.06%
0.06%
0.06%
0.06%
0.06%
0.50%
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Rhinitis
Rhinitis allergic
Rib fracture
Rotator cuff syndrome
Salivary gland cancer
Schizophrenia
Seizure
Sepsis
Sinus node dysfunction
Skin cancer
Soft tissue disorder
Spinal compression fracture
Spinal stenosis
Subdural haemorrhage
Superior vena cava syndrome
Supraventricular tachycardia
Syncope
Syphilis
Tarsal tunnel syndrome
Tendon rupture
Thromboangiitis obliterans
Thyroid cancer
Thyroid mass
Tibia fracture

Tongue neoplasm malignant stage unspecified

Transient ischaemic attack
Traumatic haemothorax
Tuberculosis
Tumour thrombosis
Ureteritis
Urethral calculus
Urticaria cholinergic
Uterine leiomyoma
Varicose vein
Vocal cord cyst
Vocal cord paralysis
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0.06%
0.06%
0.06%
0.06%
0.13%
0.06%
0.06%
0.06%
0.06%
0.06%
0.06%
0.13%
0.75%
0.06%
0.38%
0.06%
0.06%
0.06%
0.06%
0.06%
0.06%
0.57%
0.13%
0.06%
0.06%
0.06%
0.06%
4.40%
0.06%
0.06%
0.06%
0.06%
0.06%
0.13%
0.06%
0.13%
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HAH5. [X 18] 7]} ¥-2E Al WY (Adverse Event 7€} — AA N AA}

M (373H)
Adverse Event 7|E}

N (%)
Aggravation of chest pain 1 (0.27%)
Superior Vena Cava(SVC) syndrome 1 (0.27%)
Abdominal discomfort 2 (0.54%)
Sputum 2 (0.54%)
Neutropenia 1 (0.27%)
Acute Exacerbation of Chronic
. ) 1 (0.27%)
Obstructive Pulmonary Disease
Acute appendicitis 1 (0.27%)
Acute heart failure 1 (0.27%)
Acute kidney injury 6 (1.62%)
Aggressive dyspnea 1 (0.27%)
Anemia 10 (2.69%)
Anorexia 17 (4.56%)
Arthralgia 9 (2.43%)
Pneumonia (Not, drug-induced) 40 (10.83%)
Asthenia or fatigue 49 (13.23%)
Atrial fibrillation 1 (0.27%)
CRP elevation 1 (0.27%)
Cerebral infarction 7 (1.89%)
Cancer bleeding 1 (0.27%)
Cancer pain 4 (1.08%)
Chest pain 3 (0.81%)
Chest pain (non—cardiac) 4 (1.08%)
URI dt viral infection 3 (0.81%)
Constipation 7 (1.88%)
Cough 12 (3.22%)
Delirium or disorientation 5 (1.35%)
Diabetes mellitus or hyperglycemia 2 (0.54%)
Dizziness 3 (0.81%)
Drug-induced pneumonitis 1 (0.27%)
Dry mouth 3 (0.81%)
Dyspepsia 2 (0.54%)
Dyspnea or DOE 30 (8.04%)
Early morning stiffness 1 (0.27%)
Generalized edema 6 (1.62%)
Epigastric discomfort 2 (0.54%)
Epistaxis 1 (0.27%)
Facial palsy 1 (0.27%)
Fever or chill 15 (4.03%)
Gastroenteritis 4 (1.07%)
Gingivitis 1 (0.27%)
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Gynecomastia
Hematochezia
Hemoptysis
Headache
Herpes zoster
Hypoaesthesia
Hypoxemia
Idiopathic pulmonary fibrosis(IPF)
Insomnia
Low back pain
Lt intercostal pain
Lymph node pain
Malignant pleural effusion
Melena
Miliary tuberculosis
Oral mucositis
Myalgia
Nausea/Vomitting
Chronic otitis media
Pericardial effusion malignant
Pleural effusion
Pneumoperitoneum
Pneumothorax
Polyneuropathy
Poor concentration
Procedural complication
Pulmonary thromboembolism
Pulmonary tuberculosis
Radiation pneumonitis
Respiratory failure or arrest
Rib fracture
Right lower pleuritic pain
Rt flank pain
Rt inflammatory ramus insufficiency

Syndrome of Inappropriate secretion

of Anti—Diuretic Hormone(SIADH)
Thyrotoxicosis
Voiding difficulty

drug induced pneumonitis
intestinal obstruction
Leg tremor
pseudomembraneous colitis(PMC)
seizure

spondylolisthesis
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