2zt 9| H
2022.06 volse4a

2IoI=2 Zi0t XIFoH=="
p —
Ll = 2% greEms

v HIS
¥ XISOEE
¥ OiF27I

%517}
227 (Malassezia furfur (0]4H3: Pityrosporum))of| 2|
HIE, ARO| 0| | 2o A2 L oj22{7|o] 2|2

I.

ron

2= ALz 2=
1%28], 1~2%0jcH 1218],
2~437 38 1338 20§ 397H 38

(ZIAofE: 2021-1575-000400)

Reference 1) IQVIA data DO1A TS 2SI EITH| B A 7|1ZF(2015~2019) 2) Narshana and Ravikumar, IJPSR, 2018; Vol. 9(2): 417-431. AN OVERVIEW OF DANDRUFF AND NOVEL FORMULATIONS AS A TREATMENT
STRATEGY *7M1t2 AR0IA FUSHAIL. * £AE0| US4 AUCL|, HEE A4 FOAIFY 2 2 2|1, oA FAtRt AISHA|R. H|ZX} : Janssen Pharmaceutica NV Turnhoutseweg 30 B—2340 Beerse, #7|0fl ©Alliance
Pharmaceuticals Ltd 2019 $&ixt : ®F24 SHSE MZA| Hlo|282|2 100 AH|IXE ST 1 080-447-4700



A O AT e, B

(OlAenZatEn s MrEtE + ﬁzfﬂflﬂla)

o MA Z|= Esomeprazole Mg + Magnesium hydroxide £&!H|
o &3 PP ANE 28 £ °F 202 Ol 2| TESSE T2
o= X|XSIE fASIOOY S 22 282 HA| 37| AHSY

Prianmi Rl (S £~

1) Data on file. HM—ESOB—101. 2) Data on file. =Atatotauls & MEZHXIZ.



. -
K L N i‘/\ D P B !
| | i } - . |
e | —C
— [ ‘ —

Ref) 22HX}2% 80mg KIZ

2170 2 somg OIKEISINANAUSEHE)

[




DRUG INFORMATION

Contentst

84

88

=)

H| A2 T &

5|E37 -
08 RICkt x|z / Zsi|H

16 QUE{R /HHA

19 4B/ =72E- 1R
29 4FHEE /=02

37 S2EAR2} Cha{Y / 4o=
41 Y S0l / o[ HEE DI
49 YUHDATA/EfO2|A-BHERZ

[SPECIAL REPORT] 4l2k7jjdt 2+ HIO| 27| Al2|=2
69 O|cmopA32l

I o
P

=]

1>

lo

12

o3

N

EF(EBEWN)



JUNE 2022 Vol.564

L

‘T2 AMEY HEG(SCLO) L ]
AMIEY HANSCLO 22 3A &
Fotell Ol Ydd dutet 2=y

E4 TS 27/0) ASH0] 223
APHE 312 U2 7|ChE 4 YoLt
AMEY T2 CfR0] ATk S
o 223 HAT} of2I8 YER Y
S0 s 320t o0t G439 4
310} 2441 HO|7} &2 Bict”

T4t AIOF 313 Rk O|AE| L)
57t 247t = LASER201 4 241
2t FATYAREE|(ASLO)
24 18Il REYS0TO,

Journal of Thoracic Oncology)oi|
HAHEIE] 0]0f JTO 425 Y2 2
el oot 2erel 2 Zutet
OF40| CHA|Z BFOIE| Oy 2R QY Bt
U

ng 2 =2 UDCA+ 4 ALI0| CLE E2E2|
g HlEtEl X&Hel st sy E iLet 313"
HIZE[0f2l 100mgo| HIZE0f2l gltt Elofel cht| HIEIDI B 05 EOLOMLIZUDCA ot 37| S| Zuistyit ME htsto] 280
R EloflELict &80/ 8 Z&LICE 30mg AT Y YRS EHHULIL, W HOIHBELICE ssl 2 d10-2020-0521508 (2020.4.29)
[

combination

Candesartan & 20 ME2FpI0=

) THEFETIG

——— 4] |
E\)H\J

[




DRUG INFORMATION

Contentst

N
92
96
J
N 103
130
J
N\
147
148
~ 150
N

O|M3| D] S ALR| 7|=56] Z2tEo]
Second generation £5{2} 2 £210{|M2| YR} 0|4
S Y E5I MM 7|22

DATA / At&
U E 31713
5H2|HI0| Q0| Ok QIAFSIEH
S L (ES=E/SoHUAER)

Culture / CLASSIO

AT/ HEE
zgg 3<I5H 285 (Musical Over;view)
t”tc'i'-*-/aﬂHiﬂl
ghM01 / SHOllE 22 Now!
'E'Jéh_/ 221in CINEMA
OHAY [ X EAHAA

S2p3
HYR2SUS) A2SY Z2Y

REE



JUNE 2022 Vol.564

| 32|72

“Stzjet EHot 21U ASE S}
S 2| =0 H2{0[ct offLfst
& SEAPF 2|2l 2 210
CHal & 210 JUOIOF HYHHASAAL
e X 2YHes 28 o gl
ol 2E& & 4+ 7| 20|t

| 427} 7|12/ £5 Z2f2o|

228 A et BAHIH 7ML
ol @AoH T YU YOI} e
UesFe YAH 42 BT
S8 3 HES ZEsle SolS0
IR EHE 0IR2 oo RES
517 QT 22 50| B Sof wor
ofLi2t 212 HBRES 10| 5t
HEE WO I Asin U
2HOT REF BR° 8YS 52
Lt A0l BLRSN T
WHADL S WEE S gYoR
x5t gl oy 373 He
Yoi7l AT 5i0 LEBIE T
S0l L2 e,

2L 22001 H2fH10] 27|
79 e 5t 20| B
AGo B AN

staxoft0| Q7| QERe 32 4|
H0|2 7|50l EAFME, FE- 2

S5t 43 7ksdoll st

" 8 HIAE Rflole
Aol 7l ZeEs,
PR F0 256 52

S5 SIAEUC

2021 SH=A[HI0| 27| HEH

Korea Pharmaceutical & Bio Companies Guidebook

W THi7} 50,0008/ 10182
TEL: (02) 3270-0119 FAX: (02) 3270-0139 www.yakup.com(Book Mall) |

S A A EA




o}
=

} — H|AM| =]

NESEL

CT7I =8 E|HA

OFAZFE! MR Xt 50~60%7t Zldtid 0l A

N

4
(i

0| =O}X|

I
ud
<

b

7|

KA

of ML

S
-

o2 of

ofEA

=
=

2AxZ 95t X2

g717t 0|

SHE|
—

| &

T A

7| ZIto| oLt olo|

DRUG INFORMATION

2022 06

6|



Contents

,mo

QIE{R/ 2t

SAEA AL tHME/ oA

St0lr/ 2R DI

IDATA/ Et12|A-YEH | B

OlA
=

|7

2022 06

DRUG INFORMATION



=3
k>
=
Hl
_t.=.|_
)
i)
[l
Rl
B
2
Hu

=
-
o
»
Joi
Jm

8

2022 06
DRUG INFORMATION

A

| — HI2MIE ot

I}

ZJfﬂl?‘i

HMICH Al g

o=

1

SAMchatm o|Ttckst = MD, PhD
=1

SMcHStu ofteyst

1
>
1=
>z
B
Q



HIAMZD|to| ZIEtnt X|=

(=]
H
=
|
o

Key Note

| A0l M=

I

FO| RTIX} 0| ZAIt HHAX| (PD-L1)

=
=

[m]
g

off NGS2t 5h=

=
= S

I XIZE St

X

1

o
M

8

BAZE

|=8t

0] 2 E2 HALYM HEC2E X

1

HIS
=21

r

O] th=A| O|F0{X|

|10
(]

o5t A

- M2 Ho| TIHo| =04 Tf

e

FFHE CT7F =Y EHA o

o}

o AFE 1919

o}k
=

5

A
Amch %7] Aekgo] Eobx7l YA oba7HA Hek B2 50~60%7}

o

=1 AN
=

J Aol A et

‘Gg o

21
97} oA 7] Hgko] o]

o
i

o] gl ALt 7

717} ol

A

o o]

1)
—_

o
Hlo

.EH_

B

Njo

m.t
rAO
Njo
ol)

i

B ko] AR #elol whetk 4

Wz Fol7} Glom s Helel 55, HHolst Ho] Uk AL FE, FE, oA 5 B

lo

2022 06

DRUG INFORMATION



=
4
H
B
ne
o
™
m
-

Elx

om T AR AMF FE CT7F BYHUA 7] 2eHEo] Fobxzl WA oK 7h wgt
29| 60~T0%7+ A Aefoll 4 AT So] @alolc, th & Fi Xeolet F2 CTE A3
sho] soro] SAHY BES Y] 913 2A AL WA oleh, $4 7B WAl AAEY
A o] 27k Beloha AALE Fatel HE Heke] $HE ohe o] Folnct Fasit

ot A EFOR = 1}
AR A E Hroz T8

slore] R AR Al Qlek, et 2o ute v 24 E o
2 = H
59§44 £ vhAZ ALl

V3L, EAAIE H9E ThA] HHALT A Z S ot} Agke.
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A FAle ARt o2 PD-1 AAAl, CTLA-4 AAIA 2} &2 g S
Ape] FgM 2T W Foll = AN 27 AAT AW R 7] 5S SHA] Hstal RSE 7
HAlE ol=T SR H Y "MAMES] 755 2HsHes siM & T4 ot A= . °l
2et A Mg dAle L5 ERfeAls A71A o2 B3t AL VIS e o Anke A
o] Z AHeltt.

SHANE of A = #AX A Y HAFUA7F HE Aol A HF F2 A HolAl= Xohe HH
Ui/gdol ARtk A, 2]l A 7 Al of2 Eyo] HA] oot #xks4] HAde] ofstthe A
ol ATkl T 4= ATt

WA AWM, Aol B N RE FYACR Austu 44 BHo] Qi Byt £
Eao] gl Fhate] whek A& WAo] A FHETL, o] 3§ BA O] G} AR A2
e #551 Het,

WA AR EHo] Gt e GA% BA 2 EHARAE WA AHgIof 3ttt oS SH

A vlaA 2 H o] 30% AEE AHASk= EGFRG I AN ZFEA]) A SdWol7t Q= A=
AlZ54 FAIY J9FAA7E obd £ X2 A, EGFR JAAE 12} oFAl = ARg-sfjof gtt}, 12;
EGFR AAIAI 2% 1A kAl (gefitinib, erlotinib), 2AIth 2FAl (afatinib, dacomitinib), 3
At kA (osimertinib)e] QAct.

e A& 2~7%E AASH= ALK §44 Ed¥ol= ALK AAAIE 12 oFAl = ARg-gict, 13}
ALK AAA| 2= 1A FAl(crizotinib), 2410 2FAl(alectinib, brigatinib)o] Ak, ROSI,
KRAS G12C, RET, BRAF 59 ™07} Q1o W 2+7+0] 34 o] AAA|E 12} oFA| = ARg-sfioF
5“’4 2ol NGS 59 let7]so] WshHA of 2] #4242 hH o] HAL= Wh=stal T3t ofof o gt
2 oFA| 7} v - W= A WSkl Qlet,

A= f4AF 4] gl= A9 PD-L1o|2k= WY QIR =217} 50% oo 2 ardtdl ol e}
H PD-1 JAAE S50 2 A mdt= Ao] kFA|=o|H | PD-L1 Wy Aakglo] Al 2=5/d3eA
Q}P -1 AAAE &= ol 12 A5 E 9t j—fx]ﬂi Abgo] E|aL ik, o &9 f-4%}
HFE o] glar H|AASE HF 5 A (adenocarcinoma)®] A% PD-L1 2d&3} AF#glo] pem-
brolizumab3} pemetrexed+ carboplatin®] 12} ¢FA| 2 ARE-E 51 HHAA|EZY (squamous cell
carcinoma)®] % pembrolizumab¥} paclitaxel+carboplatin®] 12} A2 1%L Q]
t}. PD-L1°] 50% ©]A4Y 7% pembrolizumab= 50 & AME3l= 79 U},

dHtA oz PAA & ot Hess R, 9, R 5 AT B8-S o= FUAZE A 1A
off AR Mlz=Ad FebAlolth, eyt Jﬂ‘”fﬂ Bt g Aol 70tolm 47]of Aehd= 97t
7] diiZol 719 FUATE M =4S A7 FEAY TR AR aE €7 o HE SRl
ot obt e FAFUAY HAFJAE 2= Aol A&ol| § F2fstet. 1 o2 7 24 &
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L OpAIE AHg B Alo] FAstE, AR SFAZE USkA] 5918 W w7hK] 4 3~41 0|42 A
Zro] el WA A ® Gl AkS AET 5 Ut YA Bl HolFoms A RaT F7H
g 7ldhef 2 4 94

SRR g2 o] Q= Hhe GAA FA o WE A RAES WA Aes|of it} oS S A
H|AA 3 B 30% =g AA|eh= =
EA A A AA 7} obd A%

2 9~T%E AA3H= ALK 944 9ol ALK AAAS 12} A2 AF&-sjoF gttt ROST,
KRAS G12C, RET, BRAF 52 Sd®Ho|7} Qlow z+zko] 34 o] AR A E 12} A= ARE-3fjof
Elg=

oJA® drtAolal ARl FAAF AN Qo= ol NGSEhe AAIT Ak Al W
< ol&ste] 7| WH R WHHA| ¢ T 2w IR A EdHelE YA
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3 IR A SARolo] A TAKAZF Sk B FE AT oA T DY 3
A

H1 HIAMI Hte| FDA &7} 55 BXRIZH|

Actionable mutation Common Subtypes Targeted therapies

KRAS G12C, G12V, G12D KRAS G12C inhibitors: Sotorasib, Adagrasib

EGER Deletion 19, L858R EG_FR |n_h|_b|tors. Erlotinib, Gefitinib, Afatinib, Dacomitinib,
Osimertinib

ALK EML-ALK fusion ALK inhibitors: Crizotinib, Ceritinib, Alectinib, Brigatinib,

LorlatinibALK, ROS1 and pan-TRK inhibitor: Entrectinib

Exon 14 skipping mutation MET. ALK, and ROS1 inhibitor: CrizotinioMET inhibitors:

MET
MET amplification Capmatinib, Tepotinib
BRAF mutations V600E BRAF +MEK inhibition: Dabrafenib + Trametinib
RET RET-KIF5B RET inhibitors: Selpercatinib, Pralsetinib
ROS1 Variable fusion partners Crlzot|n|b, Cerltlnlb, Lorlatinib, Entrectinib, Repotrectinib,
Taletrectinib
NTRK NTRK 1, 2, 3 with different Pan-TRK, ALK and ROS1 inhibitor: EntrectinibPan-TRK

fusion partners inhibitor: Larotrectinib

HER? amplificationHER? Antibody drug conjugates: ado-trastuzumab emtansine,
HER2 P ] trastuzumab deruxtecanHER?2 Exon 20 inhibitors: Mob-
Exon 20 mutation o L
ocertinib, Poziotinib

KRAS: kirsten rat sarcoma viral oncogene homolog; EGFR: epidermal growth factor receptor; ALK: anaplastic lymphoma kinase;
EMLA4: echinoderm microtubule-associated protein-like 4; BRAF: v-Raf murine sarcoma viral oncogene homolog B; HER2: human
epidermal growth factor receptor 2; ROS1: c-ros oncogene 1; RET: rearranged during transfection; KIF5B: kinesin family member 5B
gene; MET: c-MET; NTRK: neurotrophic tyrosine receptor kinase

m|gte| Zat, &Y

ol
oln

2y w ko) A7 Foll A MA Ak 20 Q= 2ALe] o] Histe] dsiAlnt. 132 24
A S ARE-ShE AR A 14} OFAIE AN 5 At} Zpo]7E glon g 1~2 W o] Fofl= WA
= ZdsH e, olHe iAol tiste] @ 2 22 HARE Skl WA ddol wek 549 =
HAA2E WA Aot oluf o] it HE 24 A7} o A RE ShaL, TFA] oF2 A Al A
A& Foto] A 55 oFAlE ARS-she 2] T8.351H

5 EH EGFR %o HHo 5 1At =2 241t) FAIE ARkl /ol AAA TT790M
olghz EdWol7t o 3AIH EGFR AAIAIE AH8-3h= 2ol tis 2 Ql 2| oF A o] A==t
A= At EGFR AAAIE A ARG s Hebd ofof tieh 4 A 5e gt Aok dd= &

2022 06 I
DRUG INFORMATION 13

L=
B
=
el
b=
)
o




=
4
H
=)
ne
o
™
m
-

Elx

06 7|E1E% - HIAM|Z Bt

sto] WA Seinlo]e] 1ole] wreh EAOHAS hEA ALGTIORA WS T
o|U% B3 HAo] EASHE BHEY] A9 13 NES 2 M)A AHGS}

WS A F4 A2 WA Sl Ulo] urel wof AHgHE o] WS- Fasteh welaer
Aol B9olE Waol 47 4 glon] Aol U wY ol FerAlete] B, T B et

=
o WS Bl WS FEsHe Rkt AlokEo] AnEw gleh,
S BAEE Tl SIct. Ak o] e duHOR AT HEA £

5 £
OFAl, WARUA ] A4S WA MESA FAA ] Hls) FAEo] A Holch, AT ekAlulet B
of glo] TARAo] HIELAY EGPR oA QML 1 S2kg HAL 527 5ol $h50)
e 4 qlom oL sl ofshA o3 BB 497t thEolth, WAGAA Y hEH<l
PD-1 GAAIE A 7% ol 15 B4l 14 £8 Rakgoln] Q% Iajel4 A, Y 5

o] SR ok 9k qlek. ST AR AW HEAS AHgHE BAlo] H A9t i
o] OFAIE AHgShEl & Aol s g, A9 HEtsh a7t 2ol B A=

T
o)

gakxgr < )
© g1, A oA ALBSIEIelE 712 A AL 37 el Aok ol Fofol dhat
isf el ol ol At

A E F—Eﬂﬂoi *o”\l A w°ﬂ ﬂx}oﬂﬂ] M= 01 %E‘ri {J_r‘%??l AeF
SfEt. o] % A E AR ofl Bt FE Al 2L FelshH FA 97 F o HAE 113
SAre] S IRt ol AAke A AAA dIAEE i

WEAHE HeliM= AoFA el e IRB(AFHH AR od& B2 - FAE Soiet 4 d
dgef=rol A S8 el g sfof ohv, A} oA xR AARe} ts F
HAIE 9 Sm i E2 FAPolA Ao A 2E AT fel o] IEE

AP s l%%“% o] 20 A2E Hote] TFUI, SF7IWTF, FFY, WAIESdEt

o}, WHeEit 5 2=2xEe] oetA A&7t e 2] 23

AM R L2 TRt AloF A/gAIE S AstaL o sl A 718 B
of &l A| HA | A 7E 5] ffsf Fets] ksial k.

o] A2 v w2A efstal 9low o]t ofAlE Ao ARSI Al 2|72 AT}

A

o ATiet g vlATh, oFAZE eI AR Bl 37bele] AHESEA 7] 34 o]4ke] 1 A
7ko] Ze)7] W] ofefat Aok YAAH ZRIHLS o] §ate] X To] AT 4 UYES HAL
ot e, @)

2022 06

14 I DRUG INFORMATION



1. SkoulidisF, HeymachJV. Nat Rev Cancer. 2019;19:495-509.

2. Jordan EJ, et al. Cancer Discov. 2017;7:596-609.
3. Frampton GM, et al. Cancer Discov. 2015;5:850-9
4. Majeed et al. J Hematol Oncol (2021) 14:108

5. NCCN guideline 2022

2022 06
DRUG INFORMATION

|15

=
B>
=
H
=
)
1o
[}
n
B
el
Hu




re

o

ClHoc IR e

QU TE zuee mere OHHE 4

!!E“%I., 2Lk [[H”l.xl Lt 7-“ Ol'LIE-I' ilﬂ7|§
Lpto| XS 57

Pefubeol A BRA A 19) v
otk o] & Wb o gk AgARE 109
935 1908 Jue BEs ¢og g

R B 1 2 I A
FALFO| B BEOR Foke] F0 A
O FoL FAL sh AEY Sk FolE
A gk, A 5 Ayl o) g
Eof

Y
s
o
N

g
>
é
-{N
fo
>
o2

o [
rO
Ach
[>

°l°ﬂ SHAAE H Al
P wE T w| ol sl doE gt

Q. He| Felet &0l cHei 43 FEI=EILICE

kol oo A7) ob FoFS Watm, s pAlo) A Sk A e FRE GhAES 2]
SF HENE 71202 1AM (R MIID TS 24 ZOMITD) O 2 TR

% 7HE ] 80~85% VI AAIE HAQIH], oS ThAl HAH(H), BRI EY, hH =Y 5
o thguith, T U A] Q) 2HE e ANH O R PRIt RhuIT

7] el i YAl oju] LT EL TS Foto] thE I ukeh A W, F 25 IR

2022 06
16 DRUG INFORMATION



FE u Aol FFFo R AR, V1, AE, dleH Sol YARh 2R HoHof 3= AU gayT.

Q. SN 2AHEIH(EtT2I2)2| XT0] EGFR HOo| g £2HE USsHA
=ol?

|=J

A Z3s) AMAE Y HgAE FFHT SR8, HeH e SFAEAR dold EGFR |
01 ‘ﬂl**ﬂi H H(NSCLC) ol A @A HE d ] a7t dGA AN MAH AR FolM $dT A=
SU. o] A+ 3= 20219 8E TSt 2oF = AITEA] Cancersoll AlAE vF A5 U
Hli/‘ﬂi H T EGFR R0 52 FdAANA oF 40%5 AR, 1, 24d 22
A}l of@l ket EpAEE, AL EYS AMES] A 2E AFFYT. £Al= EGFR 5ol BlaAE o
oF Aol A WA= 40% B = SFAEACNS) = ool Aoldk= AdUtt. S3:41747 Hol=
=

d
-

MU 2571 % o] 4 5 AABHA 715 geleh 710 2lolu ol e § QXS STt Hold
EGFR %ol sjeel 4] 1, 24ch A getA|e] 49 @ol-x] 44 (BBB) £9p4o] 4] grot 34

o EAYUA e LS AT

Eje) et AR A A9 A Fol Al HHo] EGFR Saulo] sote] AalHel Ao eiA 9l
o) Sbape] B Ao Sek ARl dArelA el et A AEUSUT
ololl A7E £ U 3170 719kl 525 HHolE 714l 6589 IS AR Bh1e) 0] AA| o

FAolM e BEe BUEYT. 657N FARATE A 11 S A2lek 547 T Hr§Ho]l
lem OVJE =2 CTY MRI 5 F8EF& &8 540 7Fedt &A= 167, HHO] lem o|st]7]
U et do] o2 Ao e FAE 389 eldsyt

FA A AT B AE 583 Hdo] @A} 54T oA ool Eole #AIE UE
E2 38.9%, dol Eole7u A717F A=l A W A=
gol 7t 1690l = FA Ul ’Ee-E°) 62.5%, 771 W AW .

PGAHAA 75 LR o B 4] S a5 40%, TN ARE2EES 8T%A
syt SA 7 HEHe 7R &4 30789 FA0 Ul WeE ol T0%, A Ul AR EEE
93% TR WA AT A FRIA 2 2folE Kol sy, FA W FAIY ALY
H5ke] A9 QFEFN A AA w o] T} 54 2ARS wf 11.871ER, AFAR(T5%)S
o EHele 1. 7T7HEY 22 52 Hee FAAS Y.

] dol= EGFR W] H|AA|E H|ooll M 2hate] JEiE oFefAl7|AY 4Fe] A& HolEels £1
e 2AAYY. WEAE Y At AA AR@AlA S0l H7ol= of 2 AleF 8.700] wol 157t
A= H F7E7F ol RIA A hkF U T, SHAITE o] A5 Soll AN Bl fE84de &
AT =+ A st
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Aok Az WA PHET YU, 1~27] A BN G B S NPT S AT V)EE
Hero = AE gl WA Sebby AUt

Hap ddsta 95Uk, 47] Joke 2 s Al

re
o

% 7H5 o7} »Mﬂ ARH =
SF U 9| ek 2| 7 2]

37] H -2 o] F9of ol 4=
AU, 3% o] 713 37] HY2 ol 13y
AE=R 2 & Wo] o]FA A LFUTE
olgigl o] F = o] E7HsE 37] HlAAE He] 5 AEES 15%°) ExS vk
AP A S5 U T EPE 7)ot vl ug-E wf 37] H|2 A= FAo] §lo] RtEo] HAg A mE vt
A Fohe Aol o, o5 X g Ao A ' FAE AlEshA] Sok= Aoyt
a8y 2 Eﬂ%ﬂﬂo*zﬂ ‘TR o] SABIHA] &l B7HsSE 37 HY ST X 2E 7|
= A HEUth, @A o] 271 37 HY AR S HE2E 7S ot E A7) Al
& dlolg7tA] &ls) 37] #He] f-det A5 FAHACE i syttt 37] #H¢ ke H =
Ao & 73t AR E viekE = S AYYT.
mgte] oHS ofE HEO| USNR?
A2 He] 7t Fash iy aidych, HoF WAy o] oF 70%7F AT ATE o] glon F
A= v]gAxtof vla] Hdol 2 o] 108 oA ST,
I97] wjFoll Het oA S 7Pg AT A2 Fdoletar & 4 gyt I 9o A Y
A Q5L 73 3 9stAY Fol= Ao Basty o] Qo At upTER| o) Ak JoF A FHE o
g A ot 7o AFEE 7] € B3 Fayth
Q. & 2XiSol7l st 22 L&E0| UCHH?
A ol 28-S o Y& Ao wx]= BE50] WUtk o' dA o = & Aol B w7t
Al Fd A oty eh= A2 7HA L, o2 RS U A= s o E5UTH HY ExprF &
2)9] g 7HA 42 Qe HoF A7 U o B vy ALY ZAR T @)
Z| 24 7|X} jjysc0229@yakup.com
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HIAMZ He X|z2tEC| ZHEH |

H2H(non-small ceII Iung cancer(NSCLC) 80%)' 22 IAA EF5k=0|, 0l= U}, x4 @ﬂm xl
=240 25| L2 7| miZo|ct.

= =
Y Aot X =HSEL| 0|=5S I3H M lTI o| Wateld EX|XIE 2E3H0 SHEIT H IHE
siEl §UA=RHYC S0 2 HEE(T UL

- o2 X[=0f M BPE B ZE= EIO[2A LM 88X SFC! MU= JECIX}t +8X

&at= gefitinib, erlotinib2t 2etild ZetH|21 bevacizumabO| CHEZO|

f 7|Ef°*§§" ALK, ROS1, 2 METE EXMOZ 5h= crizotinib, ALK % IGF-1 receptorg
MO 2 5= ceritinib, ALK % RETE EXOZ 5= alectinib0] ULt

—
©
M
L
10

[N}
oo
2 0
tu
J>|

(i)
ol

- HESUHZ AlEEls HEHE AXM (immune checkpoint inhibitor)= Programmed
death-1 (PD-1), programmed cell death-ligand 1 (PD-L1)3} Cytotoxic T lymphocyte
antigen-4 (CTLA-4)7t MTEQIE CHHEIR 22 2|7 0|2 NS 2 SUME & otL|2t B
FRMEet ZSU0MSES 2SI 1 FHE LIEHHC

ke 719, A71EA B AE 5 oS sk 200 A EA 73t oF At FA5
32 PASH SEYolh, S FAHE 2AA DAH O WA LA HAL @ el

. =

oj ‘Qﬁ)ﬂ b O]QQJ ‘3]’% 7104 ool Agste] oy ubdE F5ke] #H 2 o]53)
ZL ] F7]of| A %73%), fpﬂoﬂ/ﬂ gk g H o] X3 E
&l ol A,

) ﬁol*é HOo® v 7 Sl Ho W xE ﬁ”—qlgil‘ “/\/\ﬂ‘# H e (small cell lung
cancer(SCLC) 20%)" %} “H]| &A1 224 H Y (non-small cell lung cancer(NSCLC) 80%)" 0.2
A EFET, #H S vl Hot ) AAEY o R et A2 A A kel A mH
o] &5 th27] wjZo|tt, H|AAZA HokE 27]o Jdste] aA AAE sFd AR E 7S
Ao A2 H A th o] A FAlo] A HAZL ofHlE Ar® M3 = A
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on| F43] 4stel 14l dol7} H st
1.2, Higle| ExFYEst

H ol A T LAY 252 dlo] HHA dA2Y 4%, Ha, A3l 4Ed d&= A, o
£ A2 Aol Wojshs vttt ASAGAAE wetil7]e o AR A E Y. 24X 2=
of of FAAE FA 0 R G A BA A, YA EEhe FUA R A Ao 2H of At e
A& A = szt AT, AR E AN = F A BAE Sl A=mA o2
43 AR Adjshizt] 42 Bk ohje} ook W R AR A9 o] So] gleS o Z3to] of
= AR 2 E BAo R SR k. FAZIA] S-EEH AL A= HHe dEA Q) EARR e
Ayskshd 22 (biomarker) 2+ EGFR, ALK, KRAS, BRAF, MET 5°| A5H ntA=Z &§
H 3L k. ol 2Rt FdAF Hol 7k Hoh Ay 9l Hojof #ofsth= A o= dHA Jlon | WSk £A}
Aeetel oz FFo] e A &R0 A5 A 9ol Aad H kel Akehs] wAAt
£ ggato] Bubiet R lEstE Yuokgewe) BH o gE T girh, EHQ BARHAsHA
Aol edt= EAABAES F13 Do},
1. Xt ROl HAL Antof| 4Ssh= EXHX|=A|

SRR} HAL Hg EHX|=2H|
EGER mutation Afatinib, Erlotinib, Dacomitinib, Gefitinib, Osimertinib,
Erlotinib+Ramucirumab, Erlotinib+Bevacizumab, Osimertinib

ALK mutation Alectinib, Brigatinib. Cernitinib, Crizotinib, Lorlatinib
BRAF VE00E mutation Dabrafenib+trametinib
NTRK gene fusion Larotrectinib, Entrectinib
PD-L1 expression 1% 0|&¢! A< Pembrolizumab, Atezolizumab, Nivolumab+Ipilimumab
High level MET amplification &= Crizotinib
MET exon 14 skipping mutation
RET rearrangements Cabozantinib, Vandetanib
ROS1 rearrangements Crizotinib, Ceritinib, Entrectinib
ERBB2(HER2) mutations Ado-trastuzumab emtansine
EGFR axon 20 insertion mutation Amivantamab
2. HAM=EY HIg £ Xz2dE2| EFL XHEI|H

HlaA| 2 #ohe A 2oke 78 oF=at §32 FAsetan 2AYday, vadgatios
T2 vk, FAeete e F2 Al Z5A FAAIE ARES] A2 E vh sk 8ol | #4]

DRUG INFORZI\OA»ZA%(?S I 21
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Forawe Aok Mo YT B AAEAR A5 Auste] Aot Pioln, WPt
B2 Hetell thgehs AAS) AAH Pol 5L FotshE S webE A= ol

™~
—
s

0

i

Azl

Feelsta o] w7ty Slaee FAAIY S5, A7 tieh ¥hs, FARE-2] o] whet ARE-5t
L Aut L2 EF(dosage regimens)©] 27| T2}, $& QWS 317 Hoj| AA|EH= AdYseta
(neoadjuvant)¥ & Fof Fofsh= RxaWH(adjuvant), UFF AR 3ol AASH=

sde AIGe] Folste 12 &4 5o] v, AR 7IZF2 " 1~5¢d A=on] g 3~45 I+

_(>4

o WEEdT okEo] FRo| AL 1~2F 14 oR Rosl 497t Qo Bt 2~3F
o FOPITHE ol BRAIES 2 YYATI} FEE A WulE Fof| Wi Fofaly] Ao
oSt L WO PALE Bl FAM L FH3] BEULA o RE HAIG & F RRERY
75 23] 3~48] HE W Folahis Slo] WFo|m A £ Hol7k U Aol 4~68F W
8h= o] AubAolTt, u]AM E4 Heke] AHgEE B WA| R cisplatin, vinorelbine,

paclitaxel, docetaxel, gemcitabine, pemetrexed 5°] QIt}, H|ANEA H Yo AMEE=
Fetst e HA| o] S [ 219 ZaL, Fa%t A871H2 o33t A

- [ o >x o
AMEXNO| Al5 Al out 19[5IT OFZ0|C}, BHXIO| RIHALE
| DNAS 2arE asl | sl mazag | oo SOl 28 TE §3 f*'“ STEOICh =) A
cisplatin | ., o, A ChElT) st | B OpEA 7t tHEHS| 32617 | HhEo| S0 Mo MESH A2 (0.9% sodium
L = e} =/ -
SETER e ° chloride+ 20 mEqg KCI)& AAlBtTt
7t 7S Hoh7t Q= d2 82 20| RsiCh YHES oll8fst7 | HlsiA
vinorel- Sy ZH|, B, IVERRIS SN S& FUsict. Y&o| LAst A20lls FFaZ Ao
. = = — - - -
bine SIADH S HIMSHEQIE 92 0] 22| YS WA Sitt. SISt E
20z g2 5P|z sttt
a0 nE FE B 7 715 Hoi7t = 42 S22 IS 8N MEESOl niH
. T TR TS 0] QU Bixtel AL Zolyt TSI, nHalgk2 o] ok QlshA FMx|
paclitaxel | SAHEE x| o Doldks, Z0A|, 5
BHE b A| (dexamethasone 20 mg po. diphenhydramine 50 mg IV, cime-
== oy Y e e Xe)

tidine 300 mg 1V) &tct,

=M 7+ 715 Rof7} Y= HR0|= ZFolsiA EOBIC}, TiEIHEZ0|Lt RIS
docetaxel | Stz ot : 4 : |;o SRt U | ol M FOBICt. TRIHFSO|LE M[HxF

NS HAZAIZ17] 2IsHA dexamethasone 8mgs  XMX[SICE.

. DNAZHS & S - _ L=
gemut— ANTP S4ZEA ribonu- 7o, FE, MAL Sohstr _EMOH a2t 82 ’ ZHESITH AEO[LE ZHY0H7t Ql= BtRtol|
abine cleotide reduciase!Al ZH| A= F2l5t0d FoISict, Z=st WAt ZeN S QIxto|ct.
peme- SO DHER 2 purine S, TRYT ’.‘J7I%§0H7F 25t 20 StehAM %_EOF% }_C’:E*é._ﬂif. gLt %—’.‘—;ﬂ A=
trexed nucleotideBHAO ’)‘n:'l.*%',;’ékh o=, d0l= h.'.*?:*?lﬂ ENXIM ?:1’.\__* _?—i-‘élo|_9;1§ 42 =40| B7fstct,

e o 2tM AL Vitamin B122 256l £ 27t Ut
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A%t FAdste] Az 75
of e} FF3kth. Cisplatin,

H =2

Chis
LU= ofehe] 9t %%Zéﬂ& ‘fé*é st= 714

32! 1. Cisplatin®| alkylation 7|H

£X: Pathak, R. K., & Dhar, S. (2016). Unique Use of Alkylation for Chemo-Redox Activity by a PtlV Prodrug. Chemistry-A European
Journal, 22(9), 3029-3036.

2.1.2. S22 A& 2f=(tubulin-binding drug)

Q7 &ZF2 0] = (vinca alkaloids)?t B4l (taxanes)o| & | Al EoA FaE FEsoltt,
vinorelbine} 72 W7} 2ol EE g o) Aolsto] AEHHo| 2931 Tk
(microtubule)®] A2 A3fgtc}. Paclitaxel, docetaxeld -2 BHAIS n] A4
A5t A 7152 AR, o5 Al a7l 2= A7) Sol4] Aot

- A=

2.1.3. tHAFAA|M|(antimetabolite)

AR A A= DNAY RNAS] AT o] Talel AAF A giAbA|9F 22 AR ol whet DNAM
RNAC| Z4A o2 235 = AR 25 A Eo] A =AY = A0 G40 Faff Felo
A ARYH O 2 A-goto] MEE Tagitt DNA TAATAI] 47104 Ho A Z54S ez
A3EE7] Eol4 &etAlolth, Gemcitabine©] o]of &3},
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a2l 2. thE tAIIMKIQ! Gemcitabine MIZ LH CHAL 2FE 2 0|2 S5t DNA, RNA X3l (hNT: human nucleoside trans-
porter; dFdCMP: gemcitabine monophosphate; dFdCDP: gemcitabine diphosphate; dFdCTP: gemcitabine
triphosphate; dFdU: 2,2"-difluoro-2"-deoxyuridine, dFdUMP: 2°,2'-difluoro-2’-deoxyuridine monophosphate.)

Z%|: de Sousa Cavalcante, L., & Monteiro, G. (2014). Gemcitabine: metabolism and molecular mechanisms of action, sensitivity and

chemoresistance in pancreatic cancer. European journal of pharmacology, 741, 8-16.

O 3. HlAMIZY HH(NSCLC)2| BXIZ2et B X

MASA 2021.
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#| ol Abg-sh= A FUA == Bro| 2AL 7|UHA| -84 F7Q A Al i 4371 A} =84 (EGFR)

+ gefitinib, erlotinib¥} 334—1'/\]/%4 AA Q] bevacizumab©] 3zl olct, 7]

OFE 2= ALK, ROS1, Y METS #£3 2 & 3} crizotinib, ALK X IGF-1 receptors %%

O 7 3}+= ceritinib, ALK ¥ RETE 32422 3l+= alectinib®] Ith. [19H 3] H|A&AZA H

(NSCLC) Y| EAME =of fHA A ¢l :4-& Hol=al ek, 3HH afatinib, erlotinib, gefitinib,

o7} 7Fs3t ol 24l 71UAl A3 A (Tyros-
—]'1 le]

crizotinib, ceritinib % alectinib< 2% A4 &
ine kinase inhibitor, TKIs)2 H ) 255 2t Q= 14 FE&5(TKIs)olt} [ 3].

X2 2.
=S =|o

o1
a

1 Z0|

4I
&

Vascular endothelial growth factor (VEGF) Z&HZ, 2006E0 A £7Hs8t =
2 ZISY, UM, Mo|Y HI-HE HOMEY MY X|20| 0 FDARRE MSBS &
ZHLATAZRIXE (VEGF) <A 7HEIICH T, Z0ld, HNE7tsY, ZANOR TIME HIHY NIy Hel 42

paclitaxel+carboplatinZto] HEQ®o| M| 1xt MEHR|o|Ct EAMOR 15 mg/kg
IV/90&, 3% 7tAS = E0iStCH(paclitaxel+carboplatinE&)

i

Bevaci- _

ek

KRAS OFdid, EGFRE HXCR stz THUZE H0|H ZI20] cetuximab/cispla-
Cetuximab | RIMQIX £8| (EGFR) ZAl | tin/vinorelbine regimen0| NCCN X|ZloiM X2 0]2l0] Djojsich= 0IRE M=
ALt

Platinum? gt gttsteteHof BtEstX| = FolA HI*HE@ H[2H0f| docetaxel2te]

Ramu- ST MERIRL 2ERH2(VEG- | HEERHOZ X|=25HH 10 mg/kg IV infusion/602S 33 7t 2 Foisitt. 152 0|
cirumab  |FR2) <X ool B S ATt SiXtel AR0= o Faf % 8517 | {5104 dexametha-

sone-+acetaminopheng EO0{& 22 AASICH

AL Et0|2A 7L Z&Hl(oral TKIs: Tyrosine kinase inhibitors)

EGFR deletion E= mutation (T790M mutation2 S48t exon 19 deletions E=
EGFR; ErbB12| E}O|ZA! 7|LIMl | exon 21 substitution mutations)S 20l F0|A HIAMZA HQto] 1Xt X|2A0|H
2 AR|(MI2Mt EGFR TKI) AIF AAZHEE AS 3AIZEBE Alofl 40 mgS FT FOfsit. XfelM Rictof Sol5tn
APt RS ER0E 26 S22 HEleHH ZR0 m2tM= XA £0{7t 2 L5t

Afatinib

200410] T SrRlBfSIRUE0] HSEHR| U2 ZATOR FsEL HOJS NSCLC

=22 M35S 0[FDAZR E1 &7HQtC. EGFR exon 19 deletions &= exon 21

substitution mutations0| U HIAMZA Heto| /| 1Xt XIZH0|0 150 mgS A% 1

Az EE AL QA2 B Al SEEICH KIZFAS 27 S| Lolof 310f AP} S 2
7=

R0l= B2t +2S HFIGH KA Stct,

EGFR2| EI0O|24] 7|LiA| 2 2|
(1MIch EGFR TKI)

H=|

Erlotinib

>1

|.O_$_
RS

-~

t

EGFR deletion = mutation (exon 19 deletions B exon 21 substitution mu-
tations)2 E0l= ZIY, oM HIAMEA Bt 1Xt XIZH0|H ARl #AGI0|
250 mge &+ FO{eICh Efotoll A Heistm =St |2 /=of 0| = Z<0
= 2JM0l|A Y| == i

Gefitinib

anaplastic lymphoma kinase
Crizotinib | (ALK)Y EtO|ZA1 7|Lix| &Y <
(1AMt ALK TKI)

Anaplastic lymphoma kinase (ALK) 2 F0|M tE= Reactive oxygen species 1
(ROS-1) &M HMo|M HIAMZA H2fo| X|ZH|0|H 250 mgS 1L 23] AT E0SiCt
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=X p.s k=3
x 2xg g

ol
il

FoIA}

0%

EGFR sensitizing mutations & T790M mutations & 71Z SAl0fl Sx[at= TKIO|C},
Osimer- | EGFR(T790M, L858R. exon 19 | 2t erlotinib, gefitinib, afatinibofl #-&5HX] 9= 0|4 EGFR T790M mutation-
tinib deletion)7 |LEA| x| AN HIAMEA HRtof st B35S 0] FDAZSE 5{7t 2fer 80 mgs AT ¢
SICH DIRHESE ofdsty| Yot X7t HRatH 7Had HiEe| f/@Ao] {ict

anaplastic lymphoma kinase | Crizotinib0il £Li2H = BESEHX| &4= anaplastic lymphoma kinase (ALK) mu-
(ALK),insulin-like growth factor | tation 24 0|4 HIAMZA T2fo| X|2H|0|H 2= Alofl 750 mg2 AT E0{siC

L

Ceritinib ) ) <= X

STND 11 receptor. insulin receptor, | XIZ A} H22 Waiof Efojol BBICE TS o] B0l EFAS Axse
ROS17|LEA| AMI(2MICH ALK TKI) | 222 4= Lt

anaplastic lymphoma kinase | Crizotinib0il ELH2F E&= BESSEX| ¢4 anaplastic lymphoma kinase (ALK) 24

Alectinib | (ALK), RETZ|LtA| 21A|(2AICH oM H|AMZA m2te] X|ZH|0|H 600 mgS 1Y 23] A7 FO{sict. XfelM Rfctx

ALKTKI) X7t HQ6iH 2 ES0il= IS ot=F St

0L ALK HIANES B 7t 5% FS LIEIL crizotinibo] 2242
SRt X|ZHZM Z7] 7U7H90 mo¥ 1215 AT =&sict X2 X 1Y SM0f M2
471 57| BH(71H, SETS)0] LIEHIR SA| olAol7| 22=2 5tof efool A 2
&517| 0h20f Tilo] Tesi,

3MIcH EFOIZA! 7[LERI(ALK,
Brigatinib | ROS1, insulin-like growth
factor-1 receptor, FLT-3)Z/&tH|

Z0ld BRAF VEOOERHO| HIAMIZA B0l trametinib2t HEsh= XI=ZX0[0f 0] oF

MCH EfO|2A1 7|LHRI(BRAF Sor= X N
M Erol I 150 mg 1% 23| trametinib 2 mg 1Y 13| ATENLt HE5HH AlS 2412 L= Al
| o

Dab- | VEOOE, BRAF VOO, BRAF |y 4 12t o 2ol m2ict 282 27iLt 847U Mot otsiof 0] o 2850
atenlo | TG WP BRATX st g sim pick wa o5, uimamel £8 Sol el A ool 2
CRAF Z&H)) ar—
813 7|t SSteY 5 El S0 &
0| RIE EGFR 2 20 Aol 5 | 7|3, #iH|, T 2 S S0t ZALo] i} EIXjolA| ZHA HABo| SAl0| LI 2|
. GIHO|7} Qle A I T Ho| | B2BIES STh0} 510, ZFA HAB0| SolE|H PR 2 Stisfof BTt X|2 5
jmr'ﬁ b | SHIAMEHRHNSCLE) 891 SRt X1 2 242 St e B HBIGHo} Lk Rybrevants Alol 21 2oz
anta 9| X|2 ,Mesenchymal-epithelial | QICt. Rybrevante= s AAL0| 7| 04 A| EO}OI| SHE 7|2! 4= QICt, 2t X|2E A
transition factor(MET)ZF EGFR | Zt517] Zoi| 712 ofAdo] Al AlEHE St I5HOF it
DEE FMOZ 5H= inhibitor
2.3. HAX|=H|
RoAAS] Fash oL A mol o] FHE(E, QAE)E FHALE Sejoln] o) 4
A E= FASEAL o|FAH2E FAS= Aol ol 5t AW WojA|AEe HAA A Yo &
A BAQ1 checkpointsE AREsHA Eth, A JA] HAA A Q] FHOZRE A4S HE 6]
A3NA checkpointsE E-83to] TA|ES] HH HAEES AR5 E&=d|, o]& TF 02 5= 79|

HIHE A A (immune checkpoint inhibitor)®]t}. & Programmed death-1 (PD-
1), programmed cell death-ligand 1 (PD—LI)T—} Cytotoxic T lymphocyte antigen-4
(CTLA-4) o] A|ZZRIE T2 27 o|5 AT 2N FUAN L B o} FUAFAE
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ridt

oF Fou N4 28sto] 1 wTHE Uebdich, (1% 4] CTLA-4, PD-1 % PD-L1 9] @]
249 B4 RS HelFm g},

12 4. CTLA-42t PD-19| HAX|=H[C| EX ZAZ (Major histocompatibility complex (MHC), T cell receptor
(TCR), B7-1 (CD80), B7-2 (CD86))

EX{: Vishal Boolell, Muhammad Alamgeer, David N. Watkins, Vinod Ganju. The Evolution of Therapies in Non-Small Cell Lung Cancer,
Cancers 2015, 7(3), 1815-1846

2.3.1. PD-12} PD-L1 XaHx|

PD-12 2431 TAIEZ ol Y= checkpoint © 2ol PD-1-2 Qaf| TAIE7F AAHA]
LS FATHE RS W 75 Sk, a8y YA EE PD-19] AgsHs £ PD-L1& HE A
HAA 27} A4S Fallgh Al 222 QIASHA] Rt & &oli= IS gttt dF 9] o= 2
O] PD-L1& 2l QlojA "AAAE LHAA LAY 3|9)7]5S F-AAA £, & PD-1 HY
A #2A= T Al222] PD-1 =840l Agsto] FdAEe] PD-1 g7 =(PD-L1)2F WA 2 2] PD-1
87 Adshs AL vrol HF A o 2= A9 39 7]5-& A5t SIS T A 227F FA
EE FASHE 7|4 g5 ", PD-1& #2302 3= U2 E A 2+= pembrolizumab,

—_

nivolumab©] A|# ZFo]n  PD-L1 ZA 2= atezolizumab 50| AHE S0l UTHE 3].

2.3.2. CTLA-4 XaHH|

CTLA-4 A EAstE N2=A T-AlZo 28] YEfLA T-AZE A5k 9T 3= TAIE
o] E t}E TR o shitolty . CTLA-4E 0= dl= B2 = 2011 =9 WY IEAA A

3o 3}
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¢l iplilimumabo] Al Fo|H T-ANZ9] F%f autE SHEAZITH, HTof| AARE Paclitaxel/
carboplain ¥-&2 ol ipilimumaba F7FeE 44 248 Al ol A | ] Als2efol A 7213y A
&9 N aE Kol ok, 28y o] FEE2 T AlZY 431 F4] 5 WA A gt F3F
] Fof Aol RAFE-o] el PD-19]U PD-1L1 #% o= v wsj= XN ¢ A3k Aoz
A A 710 v A ZA H Yo THE 2 M ETH= Tumor mutational burden (TMB)©o] && 7
2 nivolumab+ipilimumab B 7S AFE 5= Qlth [# 4], @)

H 4. 9% g0 287, BAE, A HS51 FoA

gy | 87| | 23, 23 U FoAE

H x| 2H|(Immunotherapy)

Platinum 7[gte] 1X} @ S0fl 8tSS SHX| b= FOIA HIAMEA HEf Bixtel T4
Nivolumab #H|0|Ct £3] EGFR = ALK ¥4 XIZH|0f BESSHX| 42 A0l FoiSiCt S0 2
ivoluma g B
EXE0| WASH ZR0l= 1820| AHZ0|=E F0f5H0} 5tH St =2 EA0I
HZo[Lt HAHSN 2X20| LiEtLE ZR0l= £0E SX[aH0f Stct.
inum 7|gte] BlorstatEx|o] AlTH Kol OFA HIAMZA H2to] %
| Programmed cell death 1 Platinum 7[€to] &etslstetH 1I01| i |4 PD-L1 2 HIAMZEAN T I_ =3
Pembroni- (PD-1) receptor Z& MO|H 2E 2 mg/kg IV/302& 3% 7HACE F0i3iCt, F0f T 2R80| Lt Z
- =20 -
zumab R0ll= 18| AHR0IES $0=ioH0F otH 35=7t =2 IEA0| oLt HAS
A BR20| LIEHE BR0l= £0iS SXI6H0F §ict.
Atezol s7|gt SHEIQEAIC| X2 & £ X2 0F0] Zo| XISE ZAMOIN E= Moy
ezoli- _
b HIAMZA Heto| X|2X0|H &ty 7|o] AME Y Ho| A2 1,200 mg/IVE 6027t
zuma _ S - _
ol ZXAM F0{H0F 5t Liek0] &0lz|™ 0|2 E = 30270 ZMAM 0 7kssict
. Cytotoxic T lymphocyte anti- _ )
Ipilimum- g;/n . (CTLAy A;)reczptor HIAMZA Bt HEQHECH= Tumor mutational burden (TMB)0| &2 AR
ab = nivolumab+ipilimumab S8x|25 A8 4 Qlct.
ZEH
i

1. st=2Qlalolsts| CkEX|Z2S M5/, AMUSA 2021
2. Pathak, R. K.. & Dhar. S. (2016). Unique Use of Alkylation for Chemo-Redox Activity by a PtV Prodrug.
Chemistry-A European Journal, 22(9). 3029-3036.

3. Hevia, L. G.. & Fanarraga. M. L. (2020). Microtubule cytoskeleton-disrupting activity of MWCNTSs: applica-
tions in cancer treatment. Journal of Nanobiotechnology. 18(1). 1-11.

4. de Sousa Cavalcante, L., & Monteiro, G. (2014). Gemcitabine: metabolism and molecular mechanisms of ac-
tion, sensitivity and chemoresistance in pancreatic cancer. European journal of pharmacology, 741, 8-16.

5. Kim, G., Ko, Y.T. Small molecule tyrosine kinase inhibitors in glioblastoma. Arch. Pharm. Res. 43, 385-394
(2020).

6. Vishal Boolell, Muhammad Alamgeer, David N. Watkins, Vinod Ganju. The Evolution of Therapies in Non-
Small Cell Lung Cancer, Cancers 2015, 7(3), 1815-1846
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Dacomitinib

= Z "
7o A SEMSCETEE AEE oA 42
SeMS et @ S MSTEImEE oS SARNE HoRHE
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06 7|E1E% - HIAM|Z Bt

Dacomitinib tab 15 mg, 30 mg, 45 mg (H|ZZ2XH)

B Z 2 (FEY: Dacomitinib)S AIAZE JARIA; +=8A(EGFR) A& 19 24 = A
21 L858R A2t Hlo|7} Ql= =4 AP Exm ol Bl 2aof &A1Y 13} A= FA 02 ARG
= A4S 14 A7 FUAolH, EGFR/HER'1/HER2/HER4-S H7}S A 0 2 A A|3}= tyrosine
kinase inhibitor= 2&-3tc},

EGFR &4 Wol7l Q= vlAMEZH Y EAF 452 iAo = g 4 AFolA 14 A 82 da-
comitinib& Fo3t 2A}t0] gefitinib Fojwtol vlal] F28Y AHE717HPFS, progression free
survival)o] EAA SR [o5HA AFEJH14. 770 vs. 9.270¢Y). EF AFol TWE sub-
group analysis A¥t oFAJoRQI} H] ofAJolQlof| A FXI8) 7|70 M= 242+ 0.509 (95%
C120.391-0.662) % 0.889 (95% C1 0.568-1.391)= oFAJoplo A L-4=3 G 7+5 B Hch(Lan-
cet oncology, 2017).

HIHZ 242 20184 99 vl=olA] FDA 5¢1, oA 20199 4o EMA 5¢1& Wk
WollA= 20209 290l 4)E2jekEtAA 371 & 7ol o= SAE Act.

S oA o) o] ER%E 91F "EIY AN, 15mg #dFE 'DCB 157, 30mg HFE
‘DCB 30°, 45mg g2 ‘DCB 45" A7} E o] Q)r},

o

o

H

l

[ ]
)
®
a
o
B8
=
=
o

ﬂfé 15 mg: Dacomitinib hydrate 15.576

0
HT

mg (dacomitinibl® 15 mg)
30 mg: Dacomitinib hydrate 31.153
mg (dacomitinib2& 30 mg)
45 mg: Dacomitinib hydrate 46.729 mg (dacomitinib® 2 45 mg)

<15mg> <30mg> <45mg>

3. ZECER, 2kt
e 15 mg: 30 tab/box, 16,052 ¥/tab
¢ 30 mg: 30 tab/box, 25,684 ¥/tab

"HER= human epidermal growth factor receptor
2 Cl= confidence interval
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e 45mg: 30 tab/box, 32,105 €¥/tab

4. ofzixig
e Tyrosine kinase inhibitor: EGFR/HER1/HER2/HER4 8|7}92 AAA|

o AU A AAFoI2} 2R A (EGFR) 94 19 24 = o2 91 ,858R 2|3} Hol7} 9= =
A3 B Hol/d vl #H(NSCLC) $H4H9] 13 A=

2

o

= walo] v Z2 AJZkoll 1 13] 45 mg

o S} AN7H 1) e at kAol 248k 30 mg — 15 mg= &F =&
Al

- A% S S50 ] HAHCr01 = 30 mL/min): $3 24 AXTH 25
= A
[e}

- $59] A&l 32H(CrCl < 30 mL/min): A= L
o 1Mol 2t
- A& ~F5% 7P (Child-Pugh A, B) $#}: 8% 24 B2 a
- 5% 7Pl (Child-Pugh C) $H4}: A|ZHEE 1Y 13] 30mgo = 24
J

o okt ok(2t 184 mlghel Tk ebdAlah §4 SHy ok
o AL LA 654 olAD)olA o] ofe] Alzkge =

bk A }(88 6%), THH(71.8%), 7<(20.4%)

- 7&’\}- ofnll= Hola s F7H22.0%), ASH2(24.3%)

AAH2.0%)
274 #HAgH1.2%)
&tz w2l(1.2%)
- A G AEZE(1.2%)

r:im

E
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Clo6 7125z - viakE met
8. ASMEEIG
MSE2 A RIS AR
77t rabeprazole 1€13] 40mg HE2 dacomitinib®l
- Proton pump inhibitor Cmax % AUCO-96h, AUCIntE ZtZt 2F 51% L 39%,
Dacomitinib2 o ZA 29% LAAZEE EE 27|

- H2-antagonist
- KA

ZQof m2t AR 7H53Ht H2-antagonist £0{2] 6A|ZH H
E= B0l ZA 10AIZH 0| &

CYP2D6o] 2 ChAl=l= CHeE
A9 & BTt

dextromethorphan

- CYP2DGO 2l ChAl=l= b=

Al dextromethorphan®| i
2 CYP2D60] 2foll CHAIEl= 2F
o HEE07 HRst 82

= ooT

Dextromethorphant &
LE2 2k 874% BIIE =
Sute| HEE0= LloHof 5t
TEEH2 2} of=e| 4HME wztofF

A|8-|I’_

=

LH(in vitro) XI=2

Cmax=%1 2@&sT, AUCO-96h=0~96ARIXI2 2EEE
P,

10
HH
0
HT

32

gp= P-glycoprotein

O Ik
=

MstHA, AUCinf= 0-002 EF

S ZM5HE, CYP2D6=Cytochrome P450 2D6

o 7HAG HASH/THAG HE el Qe ghAb: H| Sl a7, EE) Y A T
ojuf AR ¢h= ofsr) vehd e EE 59 A HrbsloF & o] gt T4 AAKSEH
= &8 o] of FoE R Steliof . 1A HES/1HA A H" o] EIEE o] o BojE G
T FEekar, oo wet AHgE A A& AlAsof g,
10. 27|
o O] RO FAE E= H7HA o HIFo] = 2t
e 0] Ofo 0TkO BLGSlT glong ZetE o A Bl X (galactose intolerance), & @53
a4 ABS(total lactose deficiency) = EEH-ZHE A &4 Zol(glucose-ga-
lactose malabsorption) 52 F824Q1 FA7F U= Aol A= sHH ¢k o
11, kX 0|
« EGFR ®lo|dH o] %7t
- S48 EGFR B0l HIE B7H AL, 9194 B 1 235 9sh7] 98 & d5=a Ax
gt S A"k 2o 8
o AA}
- o] oF o F S5 HAALE AR A ui9- &5t Bt AAs Aol ek AdEkglol
gdrE =W 5 o, ol AdEs] A HA o WA 5 S
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- o] of Fof A& F 25 Yol ALY 3 YF7t LrEbE A Rojst A 4R SREF S
YO R AT S A2tslo} I, o] o] FolFu 9/ EL §ALL BAT 4 S
o TR o4k
- o] OFS Rolyre Shajel A WAl FUkA 9 uhebA) s AE v g
9 ofuie Ho]Ed %7}

°

| r_}(_‘
O i
_13 ox

flo

rl
o X
7o
O 4n o m

3l 5ok obu| e Holf A F77 HiE, wijY o] 2F 45mgS Folik2 NSCLC
o] 321, 6%) A 7HE/do] BaE|glomz 7] ] 7&71% AAE B
o3tz Bt 59 ol Holaih Ago] Uehd H$- Folg FHsliof &
o A|EZE P450 (CYP) 2D69] o3 thAle]i= oF&
- o] 92 CYP2D6O] HAMEE thE 5] &S SV 4 9. Hadt F9-E ALsta
F& CYP2D6°] 23] tiAtE]= ofEate] B8 Fol= wjsfof &,
o 7|Et
- o] ofu} =2 E P 24| (PPIs) 2 HRFol= 1o} FF,
o 27 W 7 A SO vR]= T
- o] oF2 2 U V| AAE S Au|gt Y v|H

.

~ Q)
oH ol

o
mlo

R

« 79014 /39 7Rl o142 o] oF FEolshi ek QAL Tlafo} g, of ok Fof Fel 7tele]

A(—DL% E Zul = oﬂ g 5 0’]E 17 EO]’(SQS’J 7)) A A3 3 J,]ohﬂ 2 AF8-3fjoF 3,

o 4 FDA category C, +ollAl o] ofe] Algof tigh A=} gl o] ofe] 2H8-7]4d &
Asll o] oFe lipo] olA Hotol ] Slae 4= 9. QA Fol o] b Folarl <t .
o T o] OF Y I AR R R o] E A= dHA A el W2 ofEo] AR 2
i, B{2 o] ofdf kEE F-fotollAl Tt ol dit-e-2l 7Hs Aol LB R o] ofg H-835)

LB RGeS 5 QES Fojslof &

13. A&
o 7|UE7] ALHI(1~30T)

3. TAEQH(palliative)

7t BT 1K (first-line)
2. HIAMIE It
27 gNg marst oy | oW | gelew Ol
23 dacomitinib EGFR 24 S¢IH0 |7t = =4 ey = Hold
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10

HH

0
HT

06

FARIA Bz

A=oy HE=Z2H (o] 21PN Efa2|AH EtM|H}E XE™H
=S (Vizimpro®) (Iressa®) (Tagrisso®) (Tarceva®) (Giotrif®)
Ne.sE Dacomitinib Gefitinib Osimertinib Erlotinib Afatinib
S 15 mg, 30 mg, 250 mg tab 40 mg, 80 mg tab 100 mg. 20 mg. 30 mg,
45 mg tab ’ 150 mg tab 40 mg tab
Tyrosine kinase inhibitor
SRI%E | EGFR/HER1/HER?/ S EGFR/HER2 | EGFR/HER2/HER4
HER4 MEHX] o{R|x| - MEHH oAR|K| MEHH o xR
1. EGFR 2d H0|7} U= A ZIliy = TO0|d HIAMZ Hte] 1Rt X|=
2. 0|0l EGFR-TKI | 2. O|X SlStQEH0l| A | 2. BiZ 7|4t SISt
2 X222 0| U= | Iist 34 THH E= | R0 & E= £ 0|F
- EGFR H0| 2 =4 | MO| o HIAMEHQ | RISHE ZA ZISHM &
&s-ai A = HOlA o = Fo|y BEEZ H|
- - M| 2k 3. MAEHEIDt HES} | AMIE T
of 24 ZIEY, &
=7ts = ol #
Eoeto| 1} |2
_ N _ 12 13| 150 mg, 12 13| 40 mg,
. AI1°E' 1_'2| Aj ng,R M1°E' 1_2'| 220 mig AI1°E' 1_'2| 80(3 ng,B AF A7 E AF A7 ES
AAIRF A0l S8 | AAIR A0 E8 | AlAIR A0l 28 A 2AZIO| 28 A 3AI0| 28
AL S L, g MAL DR SES(LURI, | MAL LR AEEES | WR QM JE M| MAL D[RR O[AAL
= Mo, IRAX AEZH 0EE, O 74X, A |/, IR X, 7| AL L2, 38 &2 |3, FUd, &U4E =
oA | E| Zud mMESZA, 2 YD) L 2 717 I
0 7, olo| ®MOo|&
A &7t 7Y
207|=E 12k X|=2H| 1X}, 2%t X|2H| 2Kt X2 12k X|=A| 1t X|2H|
ASER CYP2D6 7|%! CYP3A4 7% P-glycoprotein 7|1&
20 mg:
40 mg: 100 mg: 31,396 ¥/tab
15mg: 16,052 &/tab
116, H/t 26,445 &/t :
orst | B9l | 30mg: 25,684 ¥/tab | 31,915 ¥tab 6.63 #/tab 6.445 2/tab 30 g
N 45mg: 32.105 2 /tab 80 mg: 150 mg: 39,242 & /tab
(#) e 217.782 ¥ /tab 29,781 ®/tab 40 mg:

45,744 & /tab

34

o 16,052 - 32,105 & 31,915 ¢ 217,782 & 29,781 & 31,396 - 45,744 ¥
= /EtHoy Pfizer AstraZeneca AstraZeneca Roche Boehrmger
Ingelheim
2022 06
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 HIEZ2HS ofE 24017tR?
z EGFRE olAsh 4 grx)zAlqush

ol ot ofE | BE5HIR?
e BPEFOR 19 18] 45meS Y QA Aol BTk A1) vfepyat okl
Aol Wt 30mg, 15mg® T 4 gl
0] okg AIE E0i3Ho} B Al L-T017127
o 7PU AR YA A o] Ak B

lo
=ol|=l

v 2

N

1 o
Jal

rlo

4o

»Q

ro

AN |

0]

~

= e
u

A

lo

|d

ol
N
oy
< b
b

=
AU H2 -2k A)

au
2
IS
ok
ofo
o
o
o
1
Ju
i
i
o
N

&1t ofofl chet CHMES2 F

1o
Aol Ashel AE7tek Aol et

0l
Q'I_l
rr
o
o
19
=
ol
1
39
i
I

5.0 o2 =

]

A} hebd

yo B
WE o
2 N
o
e BN
L)

6. 282 UL U= ofZH iLt2?
o BS99 FUh §HL HEHAL o Hnl ok N AL HYH §FE 883t
=% gck

2 FoA|2] XX|

FollA W ol dRte2 F2 9

¢

e 1Y 13| 45mgS Z¥}sh=
e, A Tl

e oo
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ClHo6  7=sT - vakE met

e o] oFo] ateizl SEAIL gl o] oF TeFRelo] YAk tFaa AvAel nEaor 7

Ajolof 3 @

1. AlOFX| oM EH) (hitp: //ezdrug.kfda.go.kr) - HIAZ 2 HEANHAM
2. HUBHAMANEII (http: //www.hira.or.kr) - HIRZZ Z07|&&E
3. Micromedex (http://www.micromedex.com)

4. UpToDate (http: //www.uptodate.com )

5. Dacomitinib versus Gefitinib as first-line treatment for patients with EGFR-mutation-positive NSCLC
(ARCHER 1050): a randomized, open-label. phase 3 trial. Lancet Oncol, 2017 Nov;18(11):1454-1466
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(DI'[0y] 7128 - HIAME Bt

X2 Al| CHX{H

HIZ=ZZ2 o FXE offd H CHx

—_
ATOIXICEtT ofStTyst

1. HEAZZ2H I

HIAZ 2 (Vizimpro®, &Y Dacomitinib 15, 30, 45mg)2 EGFRE exon 19 dele-
tion(del19) =+ exon 21 missense mutation(L858R) Ho|7} Q&= =4 X E= Ho| A H]
2 HF(NSCLC) &hAbol| tigt 12} X &Ajoltt, Al 2At) EGFR-TKI #2324 exon 19
4 21 Ho] EGFRY 3 A Aol A2 Azl =84 (EGFR, HER1, ErbB1), HER2 &
A(ErbB2), HER4 5~&A|(ErbB4)oll A& 4] gl v|7}9 205 Aglsto] Hol= Qs &/d3ste Ale
A A 2ol thsto] Adstar 7]l A axtE vephdct,

AR HALE EGFR Holdel 7t 2lE Skxfof|A| B o} Zldgo|u; =857k H/do] UAgst
7] Aol Fofsfiof gitt, AAlF o= mid 22 AlZtol| 53} oA AFAOF ShaL AlAReL FastA| o
o4 o, HA AR 1Y 13] 45mgolal, o] AdRk-go whek 12H30mg), 22H15mg) &=
Zo] F g5},

HIH 222 gk 3o 2 A| oFof| Al AE Bl f-8 FQl Alofe=A] 2018 9¢ 27| vl=41%29 9k
=H(FDA), 20199 4¥ 2%l R AFFAEF(EMA)SZHE Sldgron FiiE= 20209 2€
1490 AZFJrEHA REE 2F 8715 Wol gojuge] FAEUT. A Z2E L nj=Edd
HEYIZINCCN) 2 #+H | 2Fdetel(ESMO) 7}01%}0101]*1 A7 EGFR 034, ol
NSCLC A1x} 2|&ef| Z}2} ‘Category 17, ‘I, B’ 5322 HILE o] i},

HIHZ24& EGFR VI3 ®lo] HlaA|at #of A= o) Aeds QR the dollA ou|7t olek, -4+
AAZ 1At o]H A Iressa®, A5 Gefitinib), EMIEHTarceva®, AE9% Erlotinib)2} 2419
A LE-(Giotrif®, A& Afatinib) 283 3A e84 (Tagrisso®, AH Y Osimertinib)

7} ‘2121«} EGFR WA Wo] AN E ¥ 1, 240 EGFR-TKI A& & £& FEZ A 22t &
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ClHo6  7=sT - vakE met

SH0| (T790M) 2 Q13+ SE) o] WAYEE 4= otz ] 13 2 BAle) chaket A w4 o3
BE A2A)7)E b FoF st A,

2. HIZ2F0| AL ol U ChX

[e)
gk, 713 E5hA| whAlSE o] AHES-S A AH88.6%), WH(79.2%), WA (71.8%),
u i3

‘ 9
W=l (65 .5%), TR 71%(33.3%) Soln 1 9 AezE 2
ofu Holas F7F, 9 5ol ek, S Aav Badd 7 RIHIH(>5%) oAHS-S vkl

o )
EHEAN(16.5%) , DAHT . 5%) AL, 71 HIHSHA (= 1%) BaL
AH2.0%), 7HA7 FIAZH1.2%), HH(1.2%), AEFE(1.2%) SOl 3Tt
AP 7P E3H>0.5%) o1 dHHE HR(2.4%), 7P H-TH2.0%) 0l ATt
upepA] B LR S Fofh uf] RAgo] WASHH SA| AT 225 Ho s Sxte] et
UPEHE EstaA BE SApoA BUE P Aldslof star, Q. A] T Ao weba] S

32 op it
-
i)

o
o
[y
&
_°|l‘.
L
1
==}
i)
5}
=
ox,
[

24 Sof  uAlshs 5 Bk gol the o 9 A P
ke ket et

A, ol @Fo] A7) 74 W Age] WSk A
49l 7% AAE Lashe) SajelA EFEe, S, 713 B 0 Sl WAIshY 24 o)z
oA el Hop Egte},

S, AAPE IS SA) A =alok ek, wER S Folaly] ARt 7 95 U Alkte] 3 A
7 LrEPLb A AR Solo} A g SRR E 5O AT 19

ol
N
o
=t
il
N
)
m
2
il
ofy
ut)
:(I)g
o
e
fn)
N
N

HI
L.}
oo
>
o
=}
2
IE

9
o
_0|L
K
g
4>
rlot
_|>i
=2
X
rr

X,
=
=
>

2
=
)
ol
X
m
2
N,
ini<y
fo

o

2} o} =
gt B RS Asty] ffe Bl AXE AlRekaL, WRle] ehdd S o s A, Tl
AsHA| & AH|Ro|E HAE ARRgieh, vhehy ml i oAl g A FAE AERO|E
AHES ARRRITE, o5 F ol Alojghe Ato] FFE 25 o[ ofstEH HH ) A B A
W Fo] AR 0] F7HE mEfeitt, el mEElE Bl WK, FYd 9 wkehyg wl it vt
UAL ofshe 4= qlek, wheba] sidlel e A ghatollA| B3 5T} 2pef A ApehA| o] AHg-S gt

A, FH AT EHEol 7 ST 42 9l o)t AAt, TR T o] kgt b kx| & CTCAE
Sl whet ParEs giAete] dolsitt, F A BE 1, 2559 B9l $2d jlo]l ARE

ololg 4 qlovt, BRI AERo|Ee] F7k X7t Bastel 35 4 Fol A Fushn

o M

2022 06
38 I DRUG INFORMATION




3714 okg & AlRslof Tt
upxete R F7)H0R 7k 715S AN, $50 ofuli Aol Ao

Shaflof g}, Aol TR Ei i A7) @) He A, 2L A

Z o] UEhet 74 olm Aol ZA] Qel 2 Bopx|E g,

il

e ©
=
_l>~

B

fE

4T

r

sxg Cix} ot
s - 7V TR o HEO| SOl 29 of S0 YT
- 153 RAI(O): ZHEIOIE 4 mo) SOIAE 2 A S0l S28 4243 An
_ 253 KAHIO): ZHRI0IE 4 mo. CiEl=A2|0|= /ORE2H) SOINK 2 A B0l S28 4
o S HI, 24017t L) 2BHEX| 24O of S0f UNFT
- 353 014 o S0f ANBE 3 KA S0 2 B2 Z7 AREH EE FY L 4%43Z, 153
Ol512 81 Al 82 3 £ ANl 2012 App
- 153 HRl/EU TR SUR|, 2A AHZ0IS X TFCls A2
- 153 uE IR BUN, 24 AHZ0IE X2
e mopug | ~259 37 BN 34 AU RS 1S A7, 22 % ToAR TIA N A B4
€, 153 02 3 A 5SS 01 WISA © €1 8 24
- 353 014 Of S0f UNEE 5 TP 27/ BAH| U A AB20/C A2 EE X4 Y S
312, 153 01512 8% Al 82 3 bl ZAAA 50 £
olo
153 8YAH e ¥S. SAUASE0| BRE AI0R 12 238 | 5
- 053 SunH HR 98, SAUASE0l BRE X102 12 238 YxIskn Z7E SUK( 2
S Ol: 02} AZ0f0[A1 250~350 mg 12 18] EL 0lizAf0IZR 50 mg 12 13 5 i
- 353 014 20| UNBE 253 01512 8l Al 82 3 1 2AAIZ =01 ApH, 222l HEt
AR ZP HUHE TR, 2A DI EE T TISH| S0 2718 1R, 24 AHZ0[S A2
- 153 SUAH e ¢S, TAS PNl SO 1%, f2IAZ0l0IA 1), Z7R B
A EE AR AHZ0E X2
o 253 spzu R Us e ARE T
- 352 20| UASE 252 OI312 8l Al B3 B £ ZAA S0 Al 24 AdZ0IE
A grEey 22, IA 2|2E me
- KBS 13 U SIS 02 Al 2/RHE ZUEIEE 9I3 RN 13

3. us

HEE e A 24 EGFR-TKI £ g A 2AZ A LAth epAmct 2% 42712HPFS)
o B A A wIE ekl 3 A 134 AR Hee] B g0 A 23 Bel R gk ]
X MY 7ol Z101RIeh, TR ANPA O 2 Fhak o A3k 24 ofet Wl 4pe] A Aste) 91Fo]
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ClHo6  7=sT - vakE met

o] b BA7} 47153 9k, wheh] oRAbs Bok e i) v T2 S B 2] sxjo)A| U
B 4=l H2Rg d oA A7 of is) QIAA]Z]AL, oFE U E S Fal S v A S2+7
AE 7HsA FHoR M FA0] oS B slE Ao] Fortt F8 3t [

0_u

1. KIMS 2221, www.kimsonline.co.kr

HI
L.
oo
>
o
=]
'l
IE

2. LRIz ALZOJoFEORMR: HIZZ 2 4522 2 (CIA0|EIE43t8) ME7IYE
3. Micromedex (http:/ /www.micromedex.com)

4. Lexicomp (http://online.lexi.com/)

5. NCCN Guidelines, Non-Small Cell Lung Cancer, v.3. 2020.

6. ESMO Guidelines, Metastatic non-small cell lung cancer: ESMO Clinical Practice Guidelines for diagno-
sis, treatment and follow-up, Updated version. 2020

7. Pfizer. Vizimpro: A Guide to Treatment
8. IQWIG. (2019) Dacomitinib (Vizimpro) for the treatment of advanced lung cancer: Overview

9. Zhou Q, Wu Y, Corral J, Nakagawa K, Garon E, Sbar E, Mok T. Management of common adverse events
related to first-line dacomitinib use in EGFR mutation-positive non-small-cell lung cancer: A pooled
safety analysis. Future Oncology 2019;15(13):1481-91.

10. Ceclia B, Alessandro LI, Marcello T, Elisa G, Godefridus JP. Is there a role for dacomitinib, a sec-
ond-generation irreversible inhibitor of the epidermal-growth factor receptor tyrosine kinase, in ad-
vanced non-small cell lung cancer?, Expert Opinion on Pharmacotherapy, 2020;21(11):1287-98.
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06 7|E1E%] - HIAMIZ Bt

2N Ze 9t A 2A ety | GIh-ohAA RjEkl
LASER201 1/24F 94 23} 35593 A(JTO) 4435 AA

=4k AleF 3135 “EEH(E o] A B H) = At 2021 149 AlEJofFEehd A
2028E oo AulMx AR =8AH(EGFR, Epidermal Growth
Factor Receptor) E|@A4l QIAksla 4 oAA(TKI, Tyrosine Kinase In-
hibitor) 2 A2 o] QJ= EGFR T790M Ho] FA =14 A == A

o]/ BIANE FH¢t FA}L] A RE HHOR AR S7FE worth, 11 Ze
of 7HRE HY o7t AREHA EA] 1 E A BA] o= Al =W 7070
o]} thit o] W An ofA| BlAE0 L 2= 5 7|55 Al Sl

Folo] 20224 44 afx}e] 817} 24 7F ® LASER201 94 Al A7t =
Al A F S (TASLC) 9 54 ]| el FHEFSA(JTO, Journal of
Thoracic Oncology)el A € o]o] JTO 445 Ad= 37l wet &
2pAe| k5 kel ko] thAlE EhelEm A rguta Qi

g2xte] 24l gloJBl= LASER 201 1/274 /A2 =l 1771 AllEjoll A o]3e] EGFR TKI A &5 wiL
2ol 2P EGFR o] o vl Hok gl ehf 78-S tiid o & mfd 13] A= oA Ed 240mg
= A&A o Fojdf asat ebdde Bk

AT AT} wjo]Agkelo A T7T90M %49l 24k 769 F 19(1.3%)2 SHHH(CR, complete re-
sponse)oll EEFI 419 (53.9%) HEHS) (PR, partial response)E Rt A#Z W3E(0ORR)S
55.3%% YETH

T3 YZE717F ZFA42H(mPFS, Median progression-free survival)< 11, 17]€o]1 2
7 29707 A) AA] AE7)17F S47HmOS, Median overall survival)S o}z =galA] 9kdth, & 27H
Y, 24714 Zof| A== AA AE717H2- 89 .5%, T2.7%0]ct.

HES-2|4:717F 5947 (The Median Duration of Response) 17. 7789013, 12709 E& 1 o4} #o]
AHE| ol -85 H-8&-2 27.6%(21)Att. A3t = H(Disease control) 89.5%A GAAHT}, FF 27
W8k 7|4 2] tiH] 50.4% 4t Ao = UERdT

LASER 201 9] Al 142k= oieh =4 AAEH

=~ TIA
R

“ZA AT AT
QL7 ) 71met e “E3] o] 1

OH e
O‘r’h
A rir

JTO 4 gz dep Q4 A3p7E s/= A 71 24 HolHE 3 /2%
AAFATANA W Ho] Gl BN 43k A ) WES BT AVEYI0HS SHeld} 3 Wit
o112 YR ek A 73@5 oA Slo] S 4L AR 4 O | 2AE ke
OJA o 7 S

>
2:%
_EL
: ol
-
AL
i)
k=
e
ol
=)
i)

itﬁ’é wpo] At A S4 7heRE HH Ol Al BAF T F 14.3%(178) 70 W 4 BE|(CR)E &
i 71.4%(5‘%*)% i%LOH PR)E H3th. 07 W A4 ¥-3-8(0RR)2 85. 7%= Uehow, #7173
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ST W 38 AE7)7F S9%E(Median intracranial progression-free survival)] %% 26. 074
dolom T W -3 X477 F97k(Median duration of intracranial response) 15.171¥
o]tk

3 et S 13} 2ol o Ek 3k QHEAS B Tk 34
PYAATE A gom | ol 34 Y4k Hrebel(Top-line) 23 3717 sl ik, ob2e] ekl
o1Z3A) otulutebulute] g 2 34 YAE B W k.

‘QAIHEY B EGFR Wo| H| A 2% A &' I A4
ZA% JAYEHY 34 NCCON 7ol =2kl 54

ZREEYeh QA oAFdyt 24 vt AR e AHEY
o] = EGFR ®o| HlaA 2 79 A &' %4 A-437) v= #3243 & A3
(NCCN-National Comprehensive Cancer Network) 7}o]=2}lof 2=
gohar 2022 449 5 B3R

NCCN 7to]=gkel FoA 2AHE ' (Osimertinib)9] =& EGFR(Epi-
dermal Growth Factor Receptor, ®3A&elz} 4~84)) Holel S7681,

L861Q, G719X H|AA2E H¢t BA7L A8 iAot
ANA G E Y TS 283 wpe FAFYAR] 2AIHEHo] =&
EES ma EGFR o] H|2A| 2 #of ghate]] tigt 53 ¢H4 (Osimertinib for Pa-

tients With Non-Small-Cell Lung Cancer Harboring Uncommon

EGFR Mutations: A Multicenter, Open-Label, Phase II Trial) 7235 2 2020 )= A44F
oFal3] hr A YAFEF8F A9 (Journal of Clinical Oncology)oll W& T},

2% W4 20169 39FE 20179 1089714 iLlH O A LAHE S Fot2 =2 EGFR ¥
(G719X, L861Q, S768I ) H|A|E #HoF 24} 3675 Ft 20.670d 72 FEUH

0 A3 ARA ARA HESE 50% AFY 2AEE 89% AT AE7|7E 8. 270Y ARRS A4717H11.270Y
oL, 28%5(78%) 9] BAFof Al FF Aart UEbTh, & 9989 ] Hol7h WA 24 F 7t 7Hs St 5ol A
7 Wl Aol 40%= SHRIFH

245 e olH ATE B3 LAHE O] EE EGFR EUWHOl7E Qs W] AA|E #9F St A= f-0]u]
A ' S Holvhs AR S 21g = QUSITH o H Y A& TholEeiel oz QI E ThE B e e A &
of 2 mgol B A0 AT T w3

2 W o R H AR RA N W A= avtet WA 71 52 AEA

.41

|o

2 Atel] FAREIA A2
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Az Al o s mshln Al slE At

o o2 223 ERof uheh Al B WA oo = SR, WG 2hAe) RS vl o
o & E3| opA|ofeleflA] EGFR Wo| H| & #H|9ko] B3t Holrt,

o] 7k2d] EGFR ®o| H| &AM 259 8212] 10%0]4 B4t EGFR Wol7F E2Agtth, skATk o] 5 EE EGFR
Hol= dlE(Exon) 18~21H AfofollA yehp | Eg0] EGFR o] WA H|¢fo]] ARg-sh= 2 %] &4
3t A & AAZo] AdjF o g o Ho|r},

oM 249) 25 Bl °X*X}‘ﬂ°l 24 Xh?nxil EETY

St HE A (R fHA) = W 22 EA] MET A& 14 Z2<&(skipping)
v A2 B9 A 84 efE el (Tabrecta, 7FZule]d)e] 249l 7|27h3)]
£92022¢ 49 129 HA?‘M

ojd 7h 3o A= A 3
H] A2 # 9k X =28 L}E}H JE} A 21}

Hoke I o A =9 3fiQl dFoR O %—OME H A 2 392 U
o] Al 5 ATiEEC] 8.9%° BT YR o T7}F EA] Yt

A4 w4 “E3] el MET Wolo sjdsl= MET o< 14 24 H)
2AE H 2 HA| B aA 2 H Y $AL0 oF 3~4% ApA[Sl=t, oA $7} Eega
SEHEA G2 o5A] a7t w2 AF ol ARt
EtEEEH= MET 484 EJ24] 7| oAl & ded o g AAet= 7|4 =R, A2 W =849 Qlista

ool Al MET ¢ %} IS x}%h MET7} F2 319 XS A 25 A H o2 SAsehe A

deb= 53] 12} AzolA H w2 ¥eE § 7] HAE7IRE yElt =2 949l GEOMETRY
mono-1 AFol4 BtEHEE T3k 24} 5 o] Hof] A miA] ob2 SRl A= 68%(95% CI; 48-84), oA
of A7E v Ho| 9l IR A= 41%(95% CI: 29-53)¢] ZH4 ¥-5-E(Objective Response Rate,
ORR)®| LEsT
QL o] Mol A mREA] ok kA0 68%, oAl A mE W Ho] Ql= #AFO 82% T - SAF §E
dlef 2| & AJZF & 73 o|ujoll whE W32 HolTh, o] doll A mREA] ok S WG A& 7|7F S (median
Duration of Response, mDOR) 12.670€(95% CI, 5.6-NE)o|%al, A =8k 2t= 9 77HE(95%
CI, 5.6-13.0)0|9ic},
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HHB) (Complete Response, CR)Q} H-E33)(Partial Response, PR), SHd®WH (Stable Disease,
SD)& Hel A £2 n%: HAS AHEA&(Disease Control Rate, DCR)Z o] &of A &A] 92 5x}of
A 96%(95% CI, 82-100)2, 287 2] A} F- 274 ] Ao] FA|E L Q= Ao =2 Slglict,

AR5 W2 Fo] Q)= ghato] AHFA &L 78%(95% CI, 67-87)&, 698 % 5452 AHo] FA= 1 &=
Ao 2 UEyth

EfEEE = X Ho] ARoe FAZ ¢ aE Bl

W Hol7t Yl HlAAaE H S 2} 137 (o] ol 2| ZREA] o2 & )
FO0 o WRe] el 2434 9h3-E(intracranial ORR)S ARE 2493 A3} el E HQl 49-S gl 12
8 (92%) oA A FA7F grelgich,

g adtE 7|Rke 2 gH = | Hol7t 2R1E BN F¢f A&l MET JAIAIZ= F-48HA 2021 v
AU ELA(NCCN) 7Ho| =eelol S AT,

e A R Pl ol A K =9l tiAd 3k w4 Aol A et e AR E WA o2 Skt KA
ENN T2 7.570€(95% CI, 3.2-NA)ol|l 13 o] §iel| efE e A 85 vh2 3k} 8‘%‘0 ﬁiﬂ *§§7]7J
2HE 921, 5719(95% CI, 20 .8-NA)Z Lpeh} ehuelel x| 27} shsha o] u]s) 4 M &

7HA &tk Zlo] FlFiThar A3},
WS wpes "2 5o B gEe) 2

ol 7 W WA i HoFo) et A @Xé
skl o]of g A mA|E Aesjof gt m “fAX
A &A7F F& BE Hol7] o] sdE=

ghd efE = sl 119 MET A< 14 Z&0] 2ld % P e HOW H]/\*ﬂi | o z]gzﬂg A
FO|orEHAA 8|7FE W2 v} Q.

&
)

2
U
%
)
™
[
1o
:\.‘:

w ofN o

]

>

AAE T (24 F2 FDA ‘5|79okE’ 44
B A A2 Ho X & PD-1 AsA] FAY

o] e Zyobi| H =95 AlE|of axfet Agelr| Y 6T Hlo] @ Abo] A At (Coherus BioScienc—
es) W F= A 2F7) ¢ Aslo] 4] Hlo] @ Afo]dAjit (Shanghai Junshi Biosciences)®= Z2 13 AJZANE th
WZ-1(PD-1) 34l Ee|Ze|H (toripalimab)o] FDAY 23 AM|E w9k X 25 95t ‘3] F|oofE 02 X
ATkl 20229 49 149 TR

FDA= vl=r W 84 271 209H8-& B A8ES A 85h7] sl 7de] 1Y 3¢ s & 4t
EAA AFHA o2 "5 okE X915 Fojsk ?

T % il
B89 A, Tae] FUr B 5 /NS dEeF Bl A TRt JAE|EE =2 4= QA "

2022 06
DRUG INFORMATION I 45




06 7|E1E%] - HIAMIZ Bt

AAIE Here Foo] mhaA Ayl Yck e E2 W AEAE B SghE 1(PD-L1) SH% e F
A, T2 AAAR et 5 398 YR FA S0 F0n 4R 19,
Sl SAE Agol ek :@1—01 Awel 4%011 22 oz oA gk, B S

o) o oKt Holold 54l AE ] 20% Aol sk, 34
WETE Ho] WEISO] deoltt,

PD-1 AaA0] A5l Eeldelahe 3h47] 2AE soh MRS 915 17 obi|2 Flssta A (A aSete

£ luzee EEAS)} RS sA SR B gosista A We g MR i e

o= AAE A 34 A A9 B, olFWAN, BehR diz, thrle AF A% JUPITER-08 A%’
ol WA 13 itk o] AlHe] AR FEETE £ AL TN ALI S B o] Foiict,

T vpol eAbol IAje] HEA} B A AR L “Eelgelyy} elssta A wesis o
o] Sk 39 WS Q130 ul PD-LL A1 oA Yehhs 904 2k} telt 49 Fpel
A

O)J

E

b

=

=L il

W =
P o
O

d

rlr

E
(]
7

1o
o o
(o
i)
o
N

M,

o

b=
=

3 2 % A% %
A5} 0] 71405 A 4 98 Aolek ARG S An LAY SAE A BAE] A%
7hulg- 1ok HHololA] ol A FAMQ o Qla] TEWT G BAEE 91T AET Wk Lk ool
2 45| BRE 343 Gl Ao BA ol FRY, olo] uet Eejmelgo] FRA A EE WA Fohu gl
(underserved) 4152 YA 2 ehfi: B3-S Brst] S8 Astol FA] uol @.Ao|¢12 Z3h 713}
A Bk g 7|mA ek s,

SAE Y BAES YO R T YA AT ARE &) S BRE 4 g Ao A

stol EA| vro| eatol At o] SHERA 7]7 AL Qe Al “H¢fo] - HAR Mg WSt Sl
MIFd ditk AMEC] 7P A HERAL AR, Bkt shl R Hl, vl woF Bl M| Hoke
A M2 A =2A 9] Ao ARt AAZF e Qe AL A A3, 7] 2L oS dabe = SEE A W
o1& FHeHA| Y= WAL H e 7 Bl mevE 23l thdRt W FAAlEol FAetera Ao B8R
< 1 FAetetaHAIE TEARR ti2Fo) vls) BE7IZE AR ETTE JSE L Qe WP A w oF At
55 IRt A=k FuststayA|e 2714 PD-L1 AsiA] 7k stuE B&ste ¥ A== ATHA 3
wrolehal A et HhE T g2 o]l A FDAZF A2 4| # 9 XIEZﬂ% st flsf 2171 4] e
gle 71&0)aL ve AS AR = S 71wA AZRaa Btk FAEY JJUPITER-08 A& oA &2
Ze|to] Fteteta MAlEol vle] 25T vt -9 & Yetle A2 ASE 4 e w sk vheletal 7]
A 23 sk Ak sle st
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% gATE3|A ‘CT-P16" U4 34 At 3
429 SRY N I, T, =, §¥ 5 4T FEAH AR U=
MEZLL 2022¢ 49 13¢Y v]=¢<dd+383](American Association for Cancer Research, ©|3}t

AACR)OA] oFHFAEl (Avastin, A& BHIAIZ, bevacizumab) HHo| QAW # CT-P169] U4+ 34 A}
= E 5'“7H§'iq

AACRZ 2% ¢ 3t8] T stz | €e2l= shag] e Sl o A=t SuA M 53, 324, g4l
Ag=7lE S L?Lzél‘i% EEg J&% =5 AFYstaL Qlet. &8l 48 8UFE 13L7A(FAAZ) vl= w7&

2ol A 34 ghof] Ak AT
Ul g

AE 222 o]l AACR & i RS 5ol ohtAE ) i A5 5 Shubel Hl A 32 FQhof| A 2H4} 689
= e s YRS F N IFeE W 247 CT-P163 ofHfAES B8 A9} 3 350 oF ¥4 Xf
63]o] AA T (= *]617]{ induction study per1od) o|% |t 3| F T FoFel= 34 9] 4
5 2z 3R, ofdlo) WA= 94 14 B7E W2l f= A7 9] AR B AnE 8
SHA thHTt

CT-P162 T & F Al@717 2 28R 9okE 7 A4 v-3-&(Objective Response Rate) H| L
oA 5548 PeT AT vkl kS wEE A oforEat A WY s/l YTt

QA 2JoFE ofHlAELS ThA A|FAl 215t (Roche) oA 7et SEHAE FUA|R v MM HY
< B3 Mol A AR, Aol fieh, nRAEE F A=l AR, A 7| 2 wjE of 429
(30.59 A9A TS 7153}

AE |22 S5 34 A 215 vl o= oppAE of] 51 AA| 455 (Full Label) ol tal] gh=r, vl=t,

4 5olA CT-P169] #5517 A4S S=3ct, Zt=9] 3|7} At Arsd oA or 2 A%l A
FS AEY Agoltt,

/l

o

tlo

o

=

Egle2 OT-P169] EAEH 7|2 NSt A2 A EEA|ule} Sukolk x| 24 §]Fulo] o]o] A HA 3 3
A vpol o A W2 g Bes) FeT LEE QT TE51A) Hrt.
HE e PAAE “CT-P162 gyt 224 A4 344 02)xd 2job u] A% 554 45 BE <

AAolA] SARS BT W 245 AR Yolg Ba) S AelE SEg W AFoltt ojetn 25
of 37k2 S B2 nEY P YA vlo] L AR Y 24 FFol AW & S S s 1
w3t
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06 7|E1E% - HIAM|Z Bt

BElA]tol2 AACRA ‘4At) ot BAXEA AU A7 22 2]
BBT-207, 3AIH Z|&A] o] HAYs= C797S YA BHA % 9A 2%

FAlAloF AL 7] BElx|Hto] @ g el AL 202249 49 8U(FAAZE) Huket u]etdALEkE] (AA
CR) A#3]2ol|x] 2AE PR ANt #oF YA 8A FREZ BBT-207"9] AU4 A+ 2E(Abstract)
o] AACR &7 & & H R bris SURS i

BE7) dio| QE|2hrE A7) A Bk AloF TR EZ ‘BBT-207-2 C797S £0| EGFR ©]% E¢Ho|E
®A A7l Al /\U%ﬂi ARAAL =8A 24l AtEka A A A (EGFR TKI; Epidermal Growth

Factor Receptor Tyrosine Kinase Inhibitor)©]t},

1317 o] o E|eel 2] ThZm CTITSE MANE Ht AolA] el o)1 Qi Bhaeli(Y R 24
vleld) 5 3AIH) EGFR 434 A= o|F vehtis thy Sduololet, B1el47t 17 A BAR 9IS 243}
ob 3t 9}

Lol mek C797S 4 olF EdHe] & TRt HolE R SR sl Alaf A2EAY BeAe] ¥
T+

< 7kzdl 'BBT-207"2 °]2|ek C797SE 23R o]F EUHO|E Bl R ot A& FACR 7l Ay,

s

SJA= AACR . 2efQl diAte]l AJsto] "BBT-207"2] £ oAl a5 o A4 A 235 228 JH
2 /st Al vl= AE2ef=(FDA) O /A1l A—(IND)& AlEshe e S3E "BBT-207"9] 7t

7}&3}3 =8

22| H}o] Q H|ZHEE Ao A BFEAY RS 2257 Q)

= =9 I Q= Au] A(Jimmy Jin) FAMES “C797S o5 &

HolE BHZlsk= ‘BBT-207"9] 8 M4 dole & 22 a3 & saf 37istA = =2 A s

‘ohistebs v AN HoF A BA A A48 Lol A ‘BBT-176'3 SRkt ‘BBT-207 & 3l A% 80
M t-s-ote Ao s 33 ofn|Qle AE 9 4= Yles S ohepgiot 3 A},

HA B2 vo] @ H|2hEl Aol A= CT97S P 4ls S| did 441 #Hif BAABAE AL W =

(First-in-class) 9/ @A $EEZQ ‘BBT-176"% 7IEstaL Slck, olef HEo Sike f412F #o] B

FHHAT GTE o]o] Yrhs 5 H]AM|E FY Fof FA1 ¢l X 2A] Aol thet g Fate) yrtar ek @)

rlr

rz_a re
)

o Ipx
ol

)J

X

¢

<Xt2XE| 1 oIFMED| HEIAS
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M/ 2AIHE|EH)

Ef72|A™ (EGFR-TKI EXghet

1. 1XI X|RNI2A| Ef22|A™2] 7}X|
25t EGFR HO| H|AM|Z H| 2tX} 1x} X2 MS
== FDA, 20184 6¥ A% FAALS(EC)l ©]o] 2018&1 124
21(L858R) A3} Ho|¥ L4 YA

NCCN 7to|=2tolo] #st= f
2018\ 49 v
As EL o
Zolukolr)
N2 9 BAA] 13 A R AL 7}

E} 18] A
ohat A EolFE A A 2 HE EGFR o< 19
’6‘
I

5 Al 3Z
E= ol vlAaA 2 #9F eAke] 12} A 2A| =
T790M ®o] o Fel IA glo] EGFR Ho]
FEA LA o},
EGFR ®o] A 2} 12} A 7oA

SR Bl =
53 H 29| 3AI9 EGFR-TKI
u] = 27FESH E YIS (NCCN, National Comprehensive Cancer Network)+ B]2A|3E
|oF A& 7Pol=atel(va . 2021) B8 71& A& Aol gle
Bl aE 7P =2 dil 55 Category 1 SolA = gt A2 Q¥ (preferred) &2 HiLs}t
3% 5%l NCCN 7hol=eel HHlolEx= A& Ado] gl =4 WYY E= Ao
& A

13} 2|7 4
“ E

Il Oh;].
(2"1
4] EGFR o] v]aAE w1t 82} tiA} 12} 2= A] 7]& EGFR E| 241 7|UA] A8 (EGFR ty-
8 EGFR ®o] H] 44

= W 2 J
rosine kinase inhibitors) &A1 A9 Eld = AZE G} g1 AE HlWsl= 3
53] EGFR T790M

FLAURAZ ufgto & o]},
ghH o] EGFR-TKIZ x]ﬂ uko o] 9l slx}r}
=g #ﬂ—t—tﬂ o] oF 30% HEo|t}.
AA] E%% A7} EE| 40 2 R E g

A et

o A
= T M
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Clo6 7125z - viakE met

2, ElO2|& 1x} X|& S - FLAURA 34 &g ot

-~

Bl 4 FEXE O8] AAYE7|E, FAY Y2717 A%

FLAURA &7 7HR

FLAURA

7|1Z X2 AEQlE 24 TSN = 0| EGFR HO| HIAM|E 1|2 Xt & 556
e - 00| S™AIE 2017'—* 68 122/2019F 68 25¢
e - EfO2lA X2E 1 279%, BEEXZ QE X2H 277H
- 5t=201 LSt OfA|OF BHR} : 62.4%(347H /556E)
CH27H 22| i, OI%EOH%.*, 111 = AMAIH
s - Efaga X2z 1Y fILEIATM 80mg £ (279H)
- BFEXE ¥ X2 1 1L AImElY 250mg F= Y2E|Y 150mg (277F)
ZFQ Zut ElT2|a X222 EEXRQH X|EH
median PFS 18.971& 10.270€
median OS 38.671 31.870€

[PFS] EGFR-TKI #EX|2RH CHH| 2ZIgH M=7|2H S22t 8.770E
HrE &2 ] X
7|1& A7 Z ol Y= EGFR ¥o] BlaA| i Hof k4 ko= sfefaet A 5 2 H (A9 g
E=d2EY)o a3-E v|wd FLAURA 34 94 d75(2017¢ 69 124 data cut off 7]5)l
2W investigator assessmentol &3t Ef18la B9 FXIY A2 717 S (mPFS)S
18.9709(95% CI 15.2-21 4)&, B2 & % A &E22 10.2701€(95% CI 9.6-11.1)°] H]a}
OF 8. 7HEQ FoFt dFANE e o BEXF 8 AR tiv] Ay A = Ahde] 99
o] 54% Zra¥ Zo] ITHHR 0.46; 95% C10.37-0.57, P<0.001).

[FLAURA 24} 20 : EfT2|AMet £2X/2 2ol 218 MZ7|ZHPFS)H|]
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2|72 AFe] £oF W2 A E median best percentage change in target lesion size 2

3 b e A A B3] B UL _54 TR F2AE QHATEY B dREY) A7 3}
9] 48 .5% Kt} o & FF A E UEFATH(p=0.003).

{

[FLAURA 2iAHHI0[E] EfT2|ATM(A) EEX|2 2#(B)2] Best percentage change from baseline in target lesions H|x]

B4 9] o] 23t T W2 EEA R tie] o @ 7|3 A& E= Ao Ptk FLAURA
R E e R = RS Eae =il S S HP% A4 71ZHDoR, Duration of Response) 442 17.2
NE(95% C1,13.8-22.0)2 =8| 8 5714 (95% CI, 7.3-9.8)Hth 2| = ¥hg-o] o 2 &
A== Ao 2 YT

[FLAURA 44 Zin} @ Ef02|A™et BEQ#HO| Z2tH HISE(0RR) ¥ #HEXI471ZHDoR)H| 2]

Wk HE2E(Objective Response Rate, ORR)

ORR(95% Cl) 80%(75. 85) 76%(70, 81)
2t 8ES(CR), %(n) 3%(7) 1%(4)
HE HEZ(PR), %(n) 77%(216) 74%(206)

HEZX|£7|ZHDuration of Response, DoR)

DoR &74(95% Cl) 17.2748(13.8, 22.0) 8.571H2(7.3. 9.8)
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06 7|E1E% - HIAM|Z Bt

E= L858R Wo]) 9 5 FLAURA 79 AP Aod 2E shelzolAe daEA folstA &
AEATHHR<0.6).

FLAURA 34 /el Zrofst S5A17 A ®lo] E4t Sxfof| thgh 5}9] 4] Aato| A% el 1eadt
oAl Agko] X&) = AN Y o] o2t tH] 52% 25t (nominally statistically signifi-
AZA B EAg oz Qs Agto] M= ehAb= Brore| At
ol A B A YERsiTE

2
>
o
B
Fel
N
ﬁ'.
fu
)
BN
M
2
>
[Vv)
(@)
N
hu
o
[
E
b -

[0S] EGFR-TKI EEX|E2.Q CHH| XM MZ7|7+ 047} 6870 S5 ARSI 20% ZtA

FLAURA 1-19] 22} B7hRi4=l A A& F44h-2(201949 6925% data cut off 7]%) B
aEla ARo] 38.670L(95% CI, 34.5-41.8)2 ALY AR 31.874€(95% CI,
96.6-36.0) HH] 6.870Q AR Agede el a4 K Bo] BEX AW B o] ok
20% FATHHR 0.80: 95.05% CI 0.64-1.00, P<0.046)

TS X7 39 AJFo)A] B e Ak 28%2] BA7F A2 $AE1IL Y oE Ao vlE| B R
A BLe 9guto] B2 x| &ET Qo).

Wi

[FLAURA 4 Z1t : Elaa|AMet #FX|2 QY X220 Tx| 4Z712H SUZH0S) Hlx]

[FLAURA China] 2ZIg MZ=7|7t 2 4
7tx| Eel

FLAURA China 9= FLAURA HA| 914 A9 sds 22229 o2 FLAURA A
A Atol :2FhE F3el At 199 Qo] HE R 117982 33 13699 TS B35 Ao|th, BA
At ep e Ate] X1 27| a2 FEA R ATE Bt 870Y A (B
it 17,8719 vs. EEXEL 9.8701¢Y) o]= FLAURA AA| A Aufo| A Yepd A3 AH=
717F 0 717H8 . T E) T FARSHAl YERdTE. (PFS data cutoff : 2018d1€10 ¥, OS data
cutoff :20194 6¥ 25¢)

el Ao WA AE7IZE T4 (mOS) Eo 33 17MYEE Alg el d (25, 70D Bt Al
°]+= LAURA #A| OS Sk H4(6.8709) Bt &2 S=X]o|t},

I

7|12t 74 Sl XM FLAURA 2&tAniet UE X2

oft
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[FLAURA 4% Zin} : EfT2|A™o| 5t9izH OS 7iM sat 24

Bl ejato] AR FA7IE 9aE AgEdTEET 4A vegen (eh1Eadt 20,0704
vs ATEE T 13.6718) A& 29, 39 A BEEE 4.3%, 38.6%% FTAELY 54.2%,
32.6% Xt} =9rrh.

gk FLAURA China A= FLAURA A 94 A9t 5Us Z2EFZO] Q402 HEA
B A Aol AgPE 4 T790M HHo|7F &l Al 22 A BA R el A BRI S 5§
(34%,22%8)3t Aol = Bt 1e] 4 12} Fo o] EAQ-S Kot

[FLAURA China 4} Zin} QoF]

I Al (1-69

0S 5z 33.17H2(26.0~35.9) 25.771%(19.6~32.8)
SIEIHI(95% Cl) 0.85(0.56-1.29)
Pt P=0.442
PFS 3%t 17.871€(13.6~20.7) ‘ 9.87112!(8.3~13.8)
SI&4H1(95% Cl) 0.85(0.56-1.29)
Pzt P=0.442
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Clo6 7125z - viakE met

X2 X 7|2+

1270 522(73%) 37H(57%)
2474 27H(38%) 93 (14%)
3670 14H(20%) 53(8%)

FLAURA China 94 dloJg &4 2t e} 12 49] PdAd 9 Yol d> FLAURA AA A9t ¢
FE AL oA B M2 AS = HalE R QT

3. Ei22|a™ 1x}t X|z2| oY =2t

=3

EGFR-TKI ZEEX|ELH CHH| S5t QHHd Z 20t

FLAURA 94 Z3to] b2 Grade 3 oJA4re] o] AAH #d &8 g2 Adto]
A2EYd ®= ATE gt ] RA Yebgth42% vs. 47%).

A e} wE glo] Breagtoll A 7P E5tA HarE oAkl AAH60%), HX (59%), &
E54(39%)°]%ct.

2= 2

e

P

[FLAURA 24 H|0|E] & ElTa|A™et EEX|Z Q0| O MAt]| waiHIE]

Ha(HH|EXL S %) Ef72|A™ (n=279) EEX|E 2B(Standard EGFR-TKI, n=277)

Any AE

2E O|MAR 273(98%) 271(98%)
353 04 Ol akA 94(42%) 124(47%)
O MARHIZ Ol X|2 BT A41(15%) 50(18%)

EtT2|Ao MEEM oMM | EGFR-TKI EEXIZ2QH H|wet Y= RWD SAo =2

FLAURA /4 2% g4 A 59 A=A tAd-e 22 Hl<=st

o] ol & HolA| gFttt,

Grade 3 o149 QT €7 YAES g 18|40 1%(27978 5 49)= 279 HE 1%(277
H 5 2%) 3 55kt A& A (cardiac arrest), BlM(tachyarrhythmia) 52 &A=
YA ekgro vt Bl ol Al 277 F 242 1A Y (<1%)3te] & Aol & 1olA] gkglet,
A= P AT TE SR oAb E AR Adt B adt o] A RARE EAES AL

dutch 1% == HuEglon | dfzatol A ee]asty o 47289 AW (Endocar-
ditis), YA (Pericarditis), ™ ¥t2] (Aortic dissection) 5] W&E 7%= 3t &
gt FLAURA oA ARAo R By 1759] $ape] -9 o|dol g tat i A7, gt
HO| # 1 ES ook 2hAkqich,

oN

~
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[FLAURA 4 HIO|E| & EfT2|A™Met #FX|2 QEo| BiiE MR A Lailir]

Y =Y 2 SOt o[ YAk Et32|A™ (n=279) EEXE 2H(n=277)

ME™Y HHZ (Deep vein thrombosis) 2(1%) 0
SHMZZAM (Acute myocardial infarction) 1(<1%) 0
o+ A2 (Cardiac failure chromin) 1(<1%) 0
194 (Tachyarrhythmia) 1(<1%) 0
AZZM (Myocardial infarction) 1(<1%) 0
25X (Cardiac arrest) 1(<1%) 0
ABEMIS (Atrial fibrillation) 1(<1%) 0
Al MM (Cardiac tamponade) 1(<1%) 0
B (Angina pectoris) 1(<1%) 1(<1%)
AlLHatH (Endocarditis) 0 1(<1%)
s 82| (Aortic dissection) 0 1(<1%)
AEEIA (Pericarditis) 0 1(<1%)

wheba] BhoLe) 4 SoF A AAEA o4} Telste] Fo) W my o] Waslor, FLAURA
AT7E ) BT sl A YAH R ojn|glis Hat Al go] kAL Fop
£ 223t 2 Fol7h gleint,

N
m{o
o
%‘%
FIF
ot
o

—

UL Real World Data & EtT2|A™O| S5 AMEZIR diSiHIz ]

Ef2|4A™ (n=123)

3 2xg #ix} 6(4.9%)
Y M2y 1(<1%]
LVEF ZA7} SHtel Asx 3(2.4%)
AlX} mof x5} 2(1.6%)

4. Ef12|A™ 2} X|& ST AURA3, ASTRIS(2|

i

dC i) Zat

El 184 HAA H 2 EGFR-T790M Holof 283k HYAA = oo EGFR-TKIZ |
TR Aol Qli= T790M Ho] A =4 2P = Mol BlaAE #HoF 2ha A 5o 2EA &
QR o Qlgual g},

E%lalih EGFR Wo| vlaAZ #¢F 22 A 54| & F-YsHA ti+t2 34 TS S8l 9444

S48 A5 (20219 49 71) BelAe) X ae] aut 9 kS v
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4 AURA3 dtollA Bielas 282 E 8o vd 52 $F W65 Ueldlh. saeaet &
A8 a9y avt 9 PAAS ulwe 34 JA AURAS ko]l W2 glig)as EFAE 8
of Hlsl & FURSS ekt Btae]ao] o7t e d Y= (Real-world) A5-¢1 A
Sl A AlAl 83,0149 T790M o] F4d HIAZ H¢F &AE5S ez A avhs 9 P
B7hek Bf Qe

[ElT2|A™ 2%} X2 AURA 34 24 o171 71Q]

EGFR-TKIZ x|= & ZH0| ZIJE EGFR T790M $0] ¥

At
CHAS HIAMIE B 8Kt & 419F(5H=2 8ixt 72F 28
AURA3
(tlole] EFAIH Qmapl [hxT QAL A
2016.4.15) | - EfT3RlA XI22 1 12 EFT2IA™ 80mg E04(279%)

- HZX|Z Y X222 : HHEAA|S 500mg/m? + BH3sIstR|Z(140F)

AURA 14 2to{xt =2mbl: AF &0f $H=2Q1 |k 2tXt H|S =0t

AURA 170 Zrojgh gh=iql b= 1017, 27H9] 24 Aol ot gh=<l k= 665 olH,
AURAS 34 dAfoll= 729 9] gh=t &xjr) E@Hoﬂ upat B 1 4 0] QAo ol gkl #
A= F 23990 o] EH20174d 7E 7).

S S A
e =5 Rl
350 8% 2 (HIS)

(1] EGFR-TKI X2 Z&l0| = Tleie HIAME HEt SXIE tiefe2 Eiaalio)

A
S SO0 ATY, ASH= Eot

101/271(37.3%)
AURA

[24] EGFR-TKI X2 Z0| U= T790M 0|20 ZISHA H|AMIE HQ SIXIS
Moz Ef2|40| 8242 AN QMY RENS BTt

41/201(20.4%)

EGFR-TKI X|2 &0 4= T790M 0 Ty E= HO|Y HIANE §
AURA2 = 220l '; AL O18 Bl 25/210(11.9%)
2 BRI thYO2 ET2|40| oFHN REYS TS 24 YYAIY

EGFR-TKI X2 Z/2{0] 4= T790M HOI2 T3k HIANIE MY SX12 a0
EfTElAt w8t 0|3 SUstsRol ST1S BlMBS 34 YAl

AURA3 72/419(17.2%)

_I

o B

[AURA3] EZEX|E QU CHH| FZISY M=7|Zt 26 0|4 HE, oSt ZA 4

Ef1e]48t AR QY (WG o]F Fetststa ) o] avtE vlugh 34 94 AURA3 ol
2 investigator assessmentol &3t Bt 184 X859 PFS 442> 10.170€4(95% CI
8.3-12.3)2, EEFXNEAH BT 4.47019(95% CI 4.2-5.6) H|3}] oF 671¥ IAH AL
BTl (p<0.001).(Data cut off, 2016 4% 15%)

n&

rlo
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[EfT21A™e} BER|Z 20| S8 AZE7IZHPFS) Hla]

Bl 124 X m3hAte] Ky A Frtol o of S A ¥h-g-E(Confirmed ORR)Z 71%(n=279,
95% CI 65-76)& HZ2A2aW & A59] AWA v-3E 31%(n=140, 95% CI 24-40) =t}
GO H& 4 FaavE YeEHTHOR 5.39; 95% CI, 3.47-8.48; p<0.001).

Ef 124 0) BSR4V 7 FoAdghe 9. 7/H¥(95% CI, 8.3-11.6)2, EEFX=2aWe| 4 171¢¥
(95% CI, 3.0-5.6)°l Blal 2 o] AU},

SFMAA Fo|Stt XM E L2E[H| CHEZECH F2let S0t LIEHLY

3% ¥4 AURA3 AtollA] gRlgh Bf1e]a o) FXI8) 277 7 A A= ofAlofel, FFA417 4
ol ERE 22} 5 5hel 1F EA oA = A=A YEh B S LEoll Al E}j—ﬂ—'—ﬁ #E
o E] o3t FRIY A7 A Bl

Ef e A0t FEA R AR BIHE B 34 94 AURAS dollA] gHx1e] EAdof w2 3]+
AdT gae|as Q1F, SFAAAICNS) dol o Fof TAgle] e A moldE& AT 74
o slolalart.

EGFR ®o] o4 2Hx49] oF 24 4~28 9%+ At 27|45 H HAol& shtst, A& Fol= <
44%2) B o A = o] 7} v A4 o] (Leptomeningeal Metastases)= YA o|E &
High ghatol| A &3] WSk | Zigho] of 2 om 2| mihA] ek A9 HE7|HE 4~6 == o957t
A okt

ST A HolE FHIRE EGFR T790M Ho] ofAd vl Hof Sxs2 tldo 2 Bfae]ad
AE H718F AURA3ONA ¥ 27 (baseline brain scan by BICR)& 3l &4 71553t 174 oA
o] CNSHo|E 73 AU, &4 B7Fs3 CNS ol & 54kt 3415 116 ¥S dA2& CNS
response dt924 (sub-analysis) 23 B8] ae 7]E FEXE AW Wa7]0E o5 43}
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gt H(platinumbased doublet chemotherapy) tiH| 2u o]} /HAH FFA74A F13 A3
2717 YeRith, Full analysis seto 2 F435F A1) gl 084 3}t e] 341734

E712F S0 (mPFS)2 11, 70L&, Mg 7|5t o] 5 FA3tstay 2|59 5.6 7fLe] vlsf 79
3 AS YEFHCHBICR, HR0.32: 95% CI1 0.15-0.69; p=0.004) (Data cut off, 20164

T3 A7 Y-S FUHE = Qe TAE 46 ¥ 5 EFLE| AR X835 CNS Ho] 359 5541747
B2 ¥-2-E(CNS ORR)S 70%(95% CI 51-81%) 2, W7]4 o] 3Fetslstay o] 31%(95%
1-59%)°ll Blal 5-2]31A &3tHOdds ratio 5.13; 95% CI 1.44-20.64, p=0.015).
b At HolE 7HK 7Y EAF F 4 WolA AR S EYsd, 1 5 22 HANkS

(Complete Response)o|on  of& 2 2 F& ¥h3-(Partial Response)& E3tt.

et 51 EAS CNS Ho| = FHH EGFR T790M Ho] oA v 2A| X ¢t 3hajol| A Bl 18] 42
WA -84 Felsl F= Aol

[ASTRIS] 8t=2Q! H|Q} &x} 2|HEE H2oA EQIE ElO2|A S0kt QY

El12]4 9] ZldYE(Real-world) 1491 ASTRISE oA o] EGFR-TKIZ X &R #o] Q1=
T790M Wo] & A3 oA 2 #H|9F S2F o2 XY e th=7} tp7|k A o=, -7t
A 7H & A RE AYPH 1A g I YE(Real-world) Ao,

Shro A & 4669 Y 50| ASTRIS Ao 5EE %=, dlolg &4 A3} ghae]a
= e 22 g g3 9hgE E b Ado] RISt (Data cut off, 2017¢ 104 204)

A5 TS HEE = e A 4519 F 3208 71.0%(A7A H7}, 95% C1 66.5-75.1)7F
Ef 14 X 5o §he-& YEH o™ 24 8%(4517 5 112%)7F P84 Hi (stable disease) & 4]
gt Ao 2 yepyit), Eg A3k xS BQl A= 19%(4.2%) o St

=W A} 466 H o] X8 L7 B o AAE R FAS E1E] FSS
12 4719 = | ol A4 229 dlolg(11.070d) B} &2 SA|3t, 19 #2188 A& 2l 24
Hl&E S g A7) 51.1%2 229 HlolE 45 5%E T} &9},

E3] S3AIEA Mol AR el 7hs A} 197 H 5 68.0%(134 H)ollA A& RFSES HIAT).
g% B At 71.0%9) =2 A= 9HgES UEhd 22 St A A Aol v E #|9F
Shapol gt e 0] A EE AARSE A0 E B 4= Qith,

3 o] A (any serious AE, oFETHe] A A ofHof BA glo]) LARYEL 24 9%(466™ &
1167, Full analysis set)%it}.

Et12|A™ 2XIX|2 2| OHFMM mzmiel
AURAS3 ¢o] wh=¥ tff20] g1e|ar olfAtel«= Grade 1~28 2873 WekHd

W ol ddtet gt AvE Bk, 7P E5kA vEhd oAk AANCAA 41%, 3
1%) EA (A 34%, 355 1/ 1%), HF AX(AA 23%, 357 1 0%), &85 9
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22% 359 o1 0%) <ol | El1e] A A E-9] Grade 3 oA 55 o]A9] oA HE &2
23%2, BFEAE QO] 47%H T} Yokt

[+&% HXQH] EGFR-TKI EEz$& £
Bl 1g]4E 20209 79 FDARFE 243 & S ]
Aol K 2155 gt g4 ARAR A FH & 2 12¢¥ FDA 508 ®gtct, £ EME} 4]
=9 %J A 202149 2¢, EGFR o< 19 A< = 9 21(L858R) A3 ¥lo|H vAA|x
Aol o FoF AAle & REARR B4 AME-E 3173tk EGFR ¥o] BlAA|E ¥
& T B2 A 7Hse EGFR TKI+= E}:E}M} Hzolth(2021d 3¥3A)) &
= ]

o oF
3

(]
rﬁ
) L

olo

]_

k

¢}
U

3}

;‘é
~

og‘z e
o 4

%] 5918 ADAURA 34 JAMA 23= 7jbke 2 3tk ADAURAE €
At & | 1B, 2, 3A ¥7]¢ EGFR o] H]&A X #HY SAES Ao e
AR BE ARE AYS 34 YR, 13 HrPESS 27]~3A7] s FAY AHEE(DFS,
Disease Free Survival)& #4% 23 (¢& &) B QWO =R BHI1gALE AMES 2|59 A
dh = AFG9E-S 9ok tjH] 83% FATHHR 0.17; 99.06% CI1 0.11, 0.26; p<0.001). 2
2} F7HAS=0] A FAE(1B 71 ~3A 7])9] DFS 84 Aito| A% g1gis 9oF tiv] Al £=
AP 8L 80% TAAIZTHHRO.20: 99.12% CI 0.14, 0.30; p<0.001). (Data cut off,
20209 14¥ 17%)

o|24 Btlg|ie AAlee Tk 5 ool oF 50% ool A At H|AAE HoF X
o)A EGFR Wo| A=A & S dAle $ 2oy o s 34 FAAaE s = Q=
M2 A 523 AT

[¢)

A

2N S
o
Nb

03
mN
N

<XI2M|Z : OtAEEIMIY|F >
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2ief DATA 11

2|El| 2 B (RETZ|LIOFN| XM/ A m7E| L)

e

defo] Yef= 20229 49 1Y RET -4/ HIAAEZ #H 9 SRS tiA e =2 o5 2 (A 7}
H 40mg -80mg )& At Al 1/24 94AIE LIBRETTO-0012] 4l Hlolg & W33t
gH 22 (Retevmo)i= 43t A4 RET 7|UobA] JAA =, AXol/d RET 58 -4 HlaAlxE
H ot el A ARAI RS 5= AP = Hol/d RET-Ho] A =A% A= 4 9wt
12A] o]/ 2o 2} ACEAMY Q& A 57F Adshy) WA Qe Tof 535k, o Aghdg
A/ E= ARt g e A7 Aol lom AAHS 8dt= U3 = Mol RET -4 1
At A BAE 913 A BA = vl=E ZJRE o 2] 7oA F9lE o] ik, o] HlolE = 2022
Hu s3] g st<edsl(European Lung Cancer (ELCC) 2022)9) A4 B = 1},

ddlo|EH B4 Ayto] ¢ oy A H (data cut-off) 202149 7€ 1540]ler §&
d B4 A A3 35578 9] FHAE el Qi &4t 5 247 13] o)A Wig 7|wke] 7

f
:lO oZ:.II

dpetaio s gk Aol e EAUeH | 6982 A= 7:‘6401 = AT 13] o)A
= 71u ettt o g A7 S50 2 & B4 Y 23] 9o (9 1-15), °] F 58%
+ @ PD-1 £= & PD-L1 8&¥eg 255 W o]go] gigict Hth = HESILIIRO)N
ofsto] B 7h= Ak,

ojxof Mg 7|gk Azt o R A7 E W Aol 9l 247 A AHA W-5-E(ORR)
© 61.1%(95% CI: 54.7-67.2%) .00, W= 7|ul sForslatas] X|a Aol gl 69| &
2ol 2l ORR-2 84.1%(95% CI: 73.3-91.8%)Att. &2 5 2670 71A A& 4 7Hs
gt FFAAZA Aol7t slglen, o] 59 HEH ER X mof whE F3AEA ORRE 84.6%=, 22
o] kAol A b el T Fi el 7P 93k HRbA 9l vhE-(confirmed best response)

SR

22 7H%(v£§%% 53.6%:;
& 55.9%; 22 A&7 7 Stk
o] Zhatof| Al | B x| 529 F7h7)
o] @ Aefjolct,
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£ mEE o ge) e Ak ddBre) el oy ZRAn uEch, Ay BAZE
HHEE 18] o4 Roldt BE uAME H9 $4, N=356)014 BHlfl 7 B3 ol ANIS(25%
o1 4 olyoIN W ol A A, i, DY, ALT/AST S, G, W)

AH10%)7F oAU O Eolg Fugom | 1% 11%(3%) ¥

2P Bi= Hol/d RET -4 H]’\/\ﬂi H 9k 17\} A 5= YEHEe} 7]E0] FF A7 E H|
wel7] gk S 2 29 A 34 A E A By Foll Atk

YEHEE = 2020d 59 v FDAZR-E A& AN Accelerated Approval) & #8172 2% 9]
RET GAAZ 5905 eH 20219 29 49 Y YS|(European Commission)ZH-E F
%22 37k 5. Y= B u|=oA LIBRETTO-001 1/24 A4AIES] H7iig=l 23
A TS (ORR) I HHE-A1&7]7HDoR)S 7|RES. 2 FDAS] AEAAL 14 ol whet A= ). &7
of tht A &2 Q1 FQl o Fi= BS54 AGAIF oA A sl9 o) g H AT of Fof o

LIBRETTO-001 & 712

[3231] LIBRETTO-001

e B R 37ke] 7]uto] | LIBRETTO-0012 RET 4%} Wo] ¢ 415 tio & 2 AlA 12
M=ol Al ZE 2t o] e ek (open-label) 14/24 94 Al@ o]tk LIBRETTO-001 ¢
A RET #44F #ol7t Sl 284 T Aol L@ &4 702782 thd o2 st o]
% RET &%-94 HlaAxZ HoF &2k= 3329, RET 8- 734 $+44= 384, RET-H
o] I/ At EAH= 3067801 AT

FQ HWrieE 5957 AEUS A Hr1sE 2134 HH2-E(Objective Response Rate,
ORR)¥ ¥H-8-%]4717H Duration of Response, DoR)oJth. ESF 218 AE7|7H Progression
Free Survival, PFS), 341374 A4 ¥-3E(CNS ORR), 541744 H-5-%47]7HCNS
DoR)%& 7|8} B7PH4=2 15t
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1o

D[V

ISE] — H|AMZE |2

[#1] LIBRETTO-001 Zzt 29

T Ho En H oo Ow—0
Az s g2 | Nz zE s %2 28 e
sixj 392 1053 882 552 192
A S E 85% 64% 73% 69% 79%
(ORR, 95% Cl) (70-94) (54-73) (62-82) (55-81) (54-94)
BISRI47 12t . . .
o NE" 17.5%% 22 74 NE'" 18.4 742
SO
12, NE 12, NE™ NE', NE™ 19.1, NE™ 7.6, NE™
(DOR. 95% C) ( ) ( ) ( ) ( ) ( )
TN RFY SIEME Y, 0|25 o, K25t Y
£ a3 7| srotssley X1z 28
§ vieletd 2/ Es Fhesteld
reAaby ¥/Es HHE" §
TTNE(Not Evaluated): ®7tat & gigg olo|g
RET &-¢4 H|AMIZE 5 =2 Aut
Ao
Hold RET &~ BlaAx #9F 2H4} 3329 5
o) ol Wi 71 ekt A2 Aol Pl B 397
e 719 ket a ] ' 9ol ole 24 1057
ﬂ:r”ﬂo“ﬂ

1A} 74 A2 vSE

2L FrpAg: HES A& 7|7 A AE7 L SAAA AT 0S| oA

o| Mo Wi 7|uk ot A& A3 o] ¢l RET §&-94 vl AA|E H9F Shaptol A #le =
o] APRA HFSE-L 85%(95% CI, 70-94) At 32 7|7HES3E 7.4709) 59t 79%0| A A4
Z10] Hh-3-S Ko Hk-3-2| 7] 718 Zokgto)| mashA] 9F9ht),

EL=adlls ﬁc}%@@ H A7 Aol A= Aol A ARA vhgE2 64%(95% CI, 54-73), &t
F2 17.5718(95% CI, 12.0-NE)glow | FX18 HE717F S92 16.5704
(95% CI, 13. 7-NE)01°*DP

RET &3/ vl Al 22 #|9F ehattoll A tf 9] oF=at el o] dwh-g-2 M= o g=Fg=Fo|ut

ZHd(interruption)o] " R38}] Akttt 357 olAke] &3t ol vk 18U (14%), ALT &<
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(12%), AST &5(9%) = UepA|rt, AAZ ge| 2w}l ¥ Sl oS 188 (9%), ALT
A2=(9%) , AST A4 (6%) 2.2 © e 437} shelsion  9gyto] ok 318 o|AukS 0 2 =ojy)
A FEsct

h
—_
os]
v}
=
—
—
o
(@)
(@)
—
9
.
o
e
ox
z
n?L'
=2
e
i)
ot
9
[
=
s
i)
o2
r 0
>
olN
ofy
o
rz
A
aQ
D
]
-t
=
=
z
D
=
<
o
o
n

System, ONS) Aol 819] 2424 W & 0 A48 7I7-2 A2 B/ et,
wjg 7]u gerstet ey A= Adel T A4 ol BAl H Hol7t el
Al ek 84 80 F ) do] 29l =
82%(95% CI, 60-95)H2oH  o]F 23%=
9= o Aol 8] FHAAA TAY AEA1T SR 13, T4AO5% CI, 10,
sch,
HA B 2AE Aok Bzl Ao Qi Eeulelu ume v i Aol Bxjol 4 e QA
Azt FelelA] gkteh,

20179 595 E 20199 129714 HaiE 1,24 A4 Al

13} B7bAs: AT WgE
=]

27} H7hwe:

oldof Agtud W/E= divted 5 A AR FAHol = RET §8-9%A4 A4S Skt A
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Lilly Presents Updated Data on Retevmo® (selpercatinib) in
Advanced RET Fusion-Positive Non-Small-Cell Lung Cancer (NSCLC)
at the 2022 European Lung Cancer Congress

About LIBRETTO-001

The Phase 1/2 LIBRETTO-001 trial is the largest clinical trial of patients with RET-driven cancers treated
with a RET inhibitor. The trial, which spans 16 countries and 89 sites, included a dose escalation phase
(Phase 1) and a dose expansion phase (Phase 2). The primary objective was to determine ORR by inde-
pendent review committee (IRC) and key secondary objectives included DoR, CNS ORR & DOR, safety
and PFS.

LIBRETTO-001 continues to enroll patients with RET-altered tumors beyond lung cancer.

About Retevmo® (selpercatinib)

Retevmo (selpercatinib, formerly known as LOX0-292) (pronounced ret- tév-mo) is a selective and po-
tent RET kinase inhibitor. Retevmo may affect both tumor cells and healthy cells, which can result in side
effects. RET-driver alterations are predominantly mutually exclusive from other oncogenic drivers. Re-
tevmo is an U.S. FDA-approved oral prescription medicine, 120 mg or 160 mg dependent on weight (<50
kg or >50 kg, respectively), taken twice daily until disease progression or unacceptable toxicity. Continued

approval may be contingent upon verification and description of clinical benefit in confirmatory trials.

IMPORTANT SAFETY INFORMATION FOR RETEVMO?® (selpercatinib)

Hepatotoxicity: Serious hepatic adverse reactions occurred in 2.6% of patients treated with Retevmo.
Increased aspartate aminotransferase (AST) occurred in 51% of patients, including Grade 3 or 4 events
in 8% and increased alanine aminotransferase (ALT) occurred in 45% of patients, including Grade 3 or 4
events in 9%. The median time to first onset for increased AST was 4.1 weeks (range: 5 days to 2 years)
and increased ALT was 4.1 weeks (range: 6 days to 1.5 years). Monitor ALT and AST prior to initiating
Retevmo, every 2 weeks during the first 3 months, then monthly thereafter and as clinically indicated. With-
hold, reduce dose or permanently discontinue Retevmo based on the severity.

Hypertension occurred in 35% of patients, including Grade 3 hypertension in 17% and Grade 4 in one
(0.1%) patient. Overall, 4.6% had their dose interrupted and 1.3% had their dose reduced for hypertension.
Treatment-emergent hypertension was most commonly managed with anti-hypertension medications. Do
not initiate Retevmo in patients with uncontrolled hypertension. Optimize blood pressure prior to initiating
Retevmo. Monitor blood pressure after 1 week, at least monthly thereafter, and as clinically indicated. Initi-
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ate or adjust anti-hypertensive therapy as appropriate. Withhold, reduce dose, or permanently discontinue
Retevmo based on the severity.

Retevmo can cause concentration-dependent QT interval prolongation. An increase in QTcF interval to
>500 ms was measured in 6% of patients and an increase in the QTcF interval of at least 60 ms over base-
line was measured in 15% of patients. Retevmo has not been studied in patients with clinically significant
active cardiovascular disease or recent myocardial infarction. Monitor patients who are at significant risk
of developing QTc prolongation, including patients with known long QT syndromes, clinically significant
bradyarrhythmias, and severe or uncontrolled heart failure. Assess QT interval, electrolytes and TSH at
baseline and periodically during treatment, adjusting frequency based upon risk factors including diarrhea.
Correct hypokalemia, hypomagnesemia and hypocalcemia prior to initiating Retevmo and during treat-
ment. Monitor the QT interval more frequently when Retevmo is concomitantly administered with strong
and moderate CYP3A inhibitors or drugs known to prolong QTc interval. Withhold and dose reduce or
permanently discontinue Retevmo based on the severity.

Serious, including fatal, hemorrhagic events can occur with Retevmo. Grade >3 hemorrhagic events oc-
curred in 2.3% of patients treated with Retevmo including 3 (0.4%) patients with fatal hemorrhagic events,
including one case each of cerebral hemorrhage, tracheostomy site hemorrhage, and hemoptysis. Perma-
nently discontinue Retevmo in patients with severe or life-threatening hemorrhage.

Hypersensitivity occurred in 4.3% of patients receiving Retevmo, including Grade 3 hypersensitivity
in 1.6%. The median time to onset was 1.7 weeks (range 6 days to 1.5 years). Signs and symptoms of
hypersensitivity included fever, rash and arthralgias or myalgias with concurrent decreased platelets or
transaminitis. If hypersensitivity occurs, withhold Retevmo and begin corticosteroids at a dose of 1 mg/kg
prednisone (or equivalent). Upon resolution of the event, resume Retevmo at a reduced dose and increase
the dose of Retevmo by 1 dose level each week as tolerated until reaching the dose taken prior to onset of
hypersensitivity. Continue steroids until patient reaches target dose and then taper. Permanently discontinue
Retevmo for recurrent hypersensitivity.

Tumor lysis syndrome (TLS) occurred in 1% of patients with medullary thyroid carcinoma receiving
Retevmo. Patients may be at risk of TLS if they have rapidly growing tumors, a high tumor burden, renal
dysfunction, or dehydration. Closely monitor patients at risk, consider appropriate prophylaxis including
hydration, and treat as clinically indicated.

Impaired wound healing can occur in patients who receive drugs that inhibit the vascular endothelial
growth factor (VEGF) signaling pathway. Therefore, Retevmo has the potential to adversely affect wound
healing. Withhold Retevmo for at least 7 days prior to elective surgery. Do not administer for at least 2
weeks following major surgery and until adequate wound healing. The safety of resumption of Retevmo
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after resolution of wound healing complications has not been established.

Based on data from animal reproduction studies and its mechanism of action, Retevmo can cause fetal
harm when administered to a pregnant woman. Administration of selpercatinib to pregnant rats during or-
ganogenesis at maternal exposures that were approximately equal to those observed at the recommended
human dose of 160 mg twice daily resulted in embryolethality and malformations. Advise pregnant women
of the potential risk to a fetus. Advise females of reproductive potential and males with female partners of
reproductive potential to use effective contraception during treatment with Retevmo and for at least 1 week
after the final dose. There are no data on the presence of selpercatinib or its metabolites in human milk or
on their effects on the breastfed child or on milk production. Because of the potential for serious adverse
reactions in breastfed children, advise women not to breastfeed during treatment with Retevmo and for 1
week after the final dose.

Severe adverse reactions (Grade 3-4) occurring in >15% of patients who received Retevmo in LI-
BRETTO-001, were hypertension (18%), prolonged QT interval (4%), diarrhea (3.4%), dyspnea (2.3%),
fatigue (2%), abdominal pain (1.9%), hemorrhage (1.9%), headache (1.4%), rash (0.7%), constipation
(0.6%), nausea (0.6%), vomiting (0.3%), and edema (0.3%).

Serious adverse reactions occurred in 33% of patients who received Retevmo. The most frequently

reported serious adverse reaction (in > 2% of patients) was pneumonia.

Fatal adverse reactions occurred in 3% of patients; fatal adverse reactions which occurred in >1 pa-
tient included sepsis (n=3), cardiac arrest (n=3) and respiratory failure (n=3).

Common adverse reactions (all grades) occurring in >15% of patients who received Retevmo in LI-
BRETTO-001, were dry mouth (39%), diarrhea (37%), hypertension (35%), fatigue (35%), edema (35%),
rash (27%), constipation (25%), nausea (23%), abdominal pain (23%), headache (23%), cough (18%),
prolonged QT interval (17%), dyspnea (16%), vomiting (15%), and hemorrhage (15%).

Laboratory abnormalities (all grades; Grade 3-4) >20% worsening from baseline in patients who
received Retevmo in LIBRETTO-001, were AST increased (51%; 8%), ALT increased (45%; 9%), in-
creased glucose (44%; 2.2%), decreased leukocytes (43%; 1.6%), decreased albumin (42%; 0.7%), de-
creased calcium (41%; 3.8%), increased creatinine (37%; 1.0%), increased alkaline phosphatase (36%;
2.3%), decreased platelets (33%; 2.7%), increased total cholesterol (31%; 0.1%), decreased sodium (27%;
7%), decreased magnesium (24%; 0.6%), increased potassium (24%; 1.2%), increased bilirubin (23%;
2.0%), and decreased glucose (22%; 0.7%).

Concomitant use of acid-reducing agents decreases selpercatinib plasma concentrations which may re-
duce Retevmo anti-tumor activity. Avoid concomitant use of proton-pump inhibitors (PPIs), histamine-2
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(H2) receptor antagonists, and locally-acting antacids with Retevmo. If coadministration cannot be avoid-
ed, take Retevmo with food (with a PPI) or modify its administration time (with a H2 receptor antagonist
or a locally-acting antacid).

Concomitant use of strong and moderate CYP3A inhibitors increases selpercatinib plasma concentra-
tions which may increase the risk of Retevmo adverse reactions including QTc interval prolongation. Avoid
concomitant use of strong and moderate CYP3A inhibitors with Retevmo. If concomitant use of a strong or
moderate CYP3A inhibitor cannot be avoided, reduce the Retevmo dosage as recommended and monitor
the QT interval with ECGs more frequently.

Concomitant use of strong and moderate CYP3A inducers decreases selpercatinib plasma concentra-
tions which may reduce Retevmo anti-tumor activity. Avoid coadministration of Retevmo with strong and
moderate CYP3A inducers.

Concomitant use of Retevmo with CYP2C8 and CYP3A substrates increases their plasma concentra-
tions which may increase the risk of adverse reactions related to these substrates. Avoid coadministration
of Retevmo with CYP2C8 and CYP3A substrates where minimal concentration changes may lead to in-
creased adverse reactions. If coadministration cannot be avoided, follow recommendations for CYP2C8
and CYP3A substrates provided in their approved product labeling.

The safety and effectiveness of Retevmo have not been established in pediatric patients less than 12 years
of age. The safety and effectiveness of Retevmo have been established in pediatric patients aged 12 years
and older for medullary thyroid cancer (MTC) who require systemic therapy and for advanced RET fusion-
positive thyroid cancer who require systemic therapy and are radioactive iodine-refractory (if radioactive
iodine is appropriate). Use of Retevmo for these indications is supported by evidence from adequate and
well-controlled studies in adults with additional pharmacokinetic and safety data in pediatric patients aged
12 years and older. Monitor open growth plates in adolescent patients. Consider interrupting or discontinu-
ing Retevmo if abnormalities occur.

No dosage modification is recommended for patients with mild to severe renal impairment (estimated
Glomerular Filtration Rate [eGFR] >15 to 89 mL/min, estimated by Modification of Diet in Renal Disease
[MDRD] equation). A recommended dosage has not been established for patients with end-stage renal
disease.

Reduce the dose when administering Retevmo to patients with severe hepatic impairment (total bilirubin
greater than 3 to 10 times upper limit of normal [ULN] and any AST). No dosage modification is recom-
mended for patients with mild or moderate hepatic impairment. Monitor for Retevmo-related adverse reac-
tions in patients with hepatic impairment.
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2o|E5igel 21

ZA|ERZ HL{ D

GM|CH kst ¢

@) Sughrue Mion PLLC (#+-12 O10|2) TEL HSA}
Hello IP Law blog (www.helloiplaw.com) editor & {2}

0|M3| HS A= 3004 S¢t st=21t 0|=0lA ES{Z2 #Tt otL|2t £514 RiHE X Freedom-to-operateof 2
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SIIE 0|2 FXAX| HEo dALH IS ANDA AES SE6t7 | 3iCt.

0| HS A= 201581 2016, Thompson Reuters7t &&lisk= Washington DC Super Lawyers Magazine0f 2
B DC X[ X|AIRHAF 20F2| “Rising Stars” 2 MYE|7|= SHAILC.

0| HSAM= O|ZX|AIKIAAS AFEE| (AIPLA) - MIAIXARIAIE S 85| 0|2 X8 (AIPPI US) 29 2I23| /0|0, of
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Second generation £38|9} T S|4 2
4T 2} ol4r (DUEXIS® AH)

DUEXIS®+ 38|28l H2--8-4| AekA| ¢l =t
HEdo] Wi so] oFZ4E, T2l H|AFH RolE
FEAQL o] Fz 2 o] o A5 F /st glom,
0|5 Atolo Opardry® White Ahchato] Zx)5}=
tablet-in-tablet AP <] F5A3tAoltt, o] F

ZRANS BRSO FHY 4 Y HAYOY
71 BGA A 5 G UGS AT 5 ek

AL a7hE A Qlet,
n|ZE3] 8, 067,033359 8,067,451 23|
H3EE W1 Q)31 Horizon Medicines LLC7} &

SIS, SIRZLA ARG BAE 1 5l ool YA S, A REAE ko

.

53t S ol A= *1{]‘0] X]‘/}@H TOHE]t A

H|AH 2o & A o] A sidstarxt s
2} Barry Golombikel 2J3l ZH¥ Horizon< O]—‘?—Eiﬂi} -LPEE]D‘—J ASHEZHS —45\—3’1}?}9—
24 o]l €A FH MELE AAIE 7idetal E5]&YS 5ot
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8,067,033% 5319 A4 132 th= At

A pharmaceutical composition comprising

a first portion that comprises 800 mg ibuprofen and

a second portion that comprises 26.6 mg famotidine,

wherein the surface area of direct physical contact between ibuprofen and famotidine does
not exceed 130 mm?,

wherein no more than about 1% sulfamide is present when the composition is stored at 40 °C.
and 75% relative humidity for a period of one month,

wherein the composition is formulated so that release of both the ibuprofen and the famoti-
dine occurs rapidly at about the same time,

wherein none of the composition, the famotidine, and the ibuprofen is enterically coated or
formulated for sustained or delayed release, and wherein the composition is for use ac-
cording to a TID(three times per day) administration schedule for reducing the risk of de-
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(1106 HE7H S87|T

veloping ibuprofen-induced ulcers in a human patient requiring ibuprofen for an ibupro-
fen-responsive condition.

8,067,451% E3]9] H13 132 ol g2 My} s eld Alo]o] Opardry® White® % xpehal
= 13 ES A 1R 23ekar Qi

201899l Alkemo] o]z 2H Fojet st eld A2 o] Fo]7 tablet Aol thal ANDA 41742
sFAL, ojuff Horizon®] 9] = 53] tis] S35]%IslE 54 AU o5 537 Fa ekl sk -89
Paragraph IV Certification= 3}ith. o] tf-2-3}9] Horizon< @& o] Ao Hatch-
Waxman 70l wef sliad-3 Al7]8ket

Horizon< 8,067,4513.2] E5|&H AAMA o o o] 7|A=o] UE “barrier layer’&
“Opardry® Whilte (YS-1-7003) barrier layer 2 $33I9 1, 54 7 dolf (n]FESH
ol A= Aol FEEE AREE 5 QIth & =53517] fIstke] thA] o] Algs Hdste HdES ¢
Asto] 716k HAS oklth. 18 al A4 Ade S5517] 15k Opardry® White YS-1-
7003 T4 Aol Adg7]eel AHEE thE Aduta o2 HE ST, oo A dei e
A FAHANDA Aol vl A2zt 3854 geth= 91 5380 AaE “barrier layer
comprising " YS-1-70039] A4 ETE AR o2 3to] H (consisting essentially
of) AL ZRE AFtethal oli= F+3} a4 HaS Wit o2 siAE FALHLIE 722 o
A TAR= Alkem @] AU AlFo] 451 53819 B 1-3, 8-10& HslishA] =t B4
SFFTE, E ‘033 E35]9 A1, 8, 11 2 143F0] Horizon©] &gt A3) E3]&o o8 g5}k
7] el F-a et waskelet

ol A Ao E531] Horizono| AW dol s oA, o=
Ao A& A A o= 2= WRh,

o] AbAolA] TAlE Tl FE-2 AT dukd 7ol tisl Ao 9 Foll Slo] M &9
o] Sof EYH AFFY Ad7lso] HA| s SFUAHS BEE AE Fasta, E Aol
SO A= 2t 299 WAE0] oBA AAEHAA =UE ofF: Fasit), nl=E5 oA = B
T 71202 sto] 1 H el 71" HHEE 2 (conception)dt A2} 1 Y-S IS (2He
a3t A2 AlFgteZM)(reduction to practice) A7F WEAFQl Zo2 et upeba] &
HAREZOl Hee] M7 A EWE o] 24 o= dujuitt RS ohA| HESEAL A sfjof gt}

8,067,451 53] 8,067,03358], 12]31 ‘033 532 AL © 2 2185 2007/0043096 (Ho-

rizon®] U 2= v 2ol PAE 71AskL )t

T

i)

£s1/3MHs 8.067.451 8.067.033 2007/0043096(%27|&)

ZExt Tidmarsh Golombik Sharma Xu Tidmarsh Tidmarsh Golombik Lii
SMEFFY 2006-07-18 2007-11-30 2005-07-18
ojFE|Y 2007-07-17 2008-11-26 2006-07-18
3 2007-02-22
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W2 AAS slaAl & wofl+= “clear and convincing evidence” ol &J3l 2143k
ot ot= g 2tol Tidmarsh @] FAgko 2l 7 ¢l Boko ukZ A zic)
AlSEaL ik, 1ejwA], vk AEdol 71 AE A E (o] ARde] A '096 F 7ol
FoF ~A1E9] JH= Tidmarsh@t Golombiko] F &gt Aoetil £4)E A5t
LYAR A E oo Shz A o= AW & 55]9) Feolz o] f a2} shrE TS
A2 7)1 lojofpat o Zo|ekal sz A ¢ ThARS] e Q1-8-5kar Qi)

sk, S5jAAE I Foll AdolE S55H7] S8 A= 2T A diZol Hsfia
oA AFdo] FA A== fldolth. o] AF9] 9 Horizon AR EAS A “barrier
layer"& “Opadry® White 2 }A|TE, A3k ARl w2 AZolFE F5517] $18l Opadry®
White2] FAAES A78h= A2 5l 271Foz ojd JEEL Adi7]|so 7|AqE Abetuty}
Aolslthal st AL o Ayt 1 ESH T o W7t AGEtolE “comprising” O 2 A E Lo
E51a o] Kl £ “consisting essentially of "2 314% Holt}, EFEYS ol 9lo] WEA}
£ A4shs Zlolu S A7|9F Ak HAE AAsHA Aot = ol Adol ol 3% i
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22 314 E3)9 WA A 7|1 8A
(Tecfidera® AH)

AUzt A gl A A=E FAof tiet FAIA 71800 dAshA L L
S oM B2 ARG F2 A ALE ZHoh= 5850l 718 EYIE o2 st

TECFIDERA®E dimethyl fumarateE FAEAE O E 3H= Ao A At Fejo] thitd A3t
= A=t b AREE= Aefoltt, 120mg E+= 240mge] HHlE Fuld|o|ES &dhe + 7F
] 7ol AR Aatel ) AurE M e Qo) Biogen International GmbH (Hfo]2.Al)
oAl 1def oF US$ 3 billion~4 billion 7+X9] & 2|7 sh= 3|E ¢F&Eo]il, 20 E3]H vt
= A|-o] 20284 2¢Y THo|t},

Mylan Pharmaceutical (FFdgh)o] 2017 A< dimethyl fumarate(DMF)9] &|7H18&
stHA @ 2]2d Tecfiderad #AHsh= 539] 8,399,514% (‘514 E3))o] thdto] paragraph IV
certificate(5, S38|7t FR|AY a7} glekal stz 4)E &7 AlE3HGATE. ol | th-g-3t] Bio|
2Ale] 20179 6¥€ 30Y npdeto] AR YAE WR|U ol BRZHA Hatch-Waxman®] 7+%
of w2 S5l A% A&t

Hio] @ dlo] el E 43t of 2] 53] & 514539 thE2] F41e 132 b= Er}:

A method of treating a subject in need of treatment for multiple sclerosis comprising
orally administering to the subject in need thereof a pharmaceutical composi-
tion consisting essentially of (a) a therapeutically effective amount of dimethyl fu-
marate, monomethyl fumarate, or a combination thereof, and (b) one or more phar-
maceutically acceptable excipients, wherein the therapeutically effective amount of
dimethyl fumarate, monomethyl fumarate, or a combination thereof is about 480 mg per day.

‘51457319 = i?—%%%d n]=27FEL 20079 EYE AL, 51453+ 201349 3¥
1999 5 QO*E} 51453 YA = AHEYA Aolu; AF A5 AEoA Nrf2 25 ZAA
Ao2ZN AS 4= e B aytof st S Eglelal Qlar, ANtE o2 byl | gxslo| 5|
Y Ay 52 H|Esko] FHsHA Al A A Sl Tete] AL shar Q1o thbAl skl J&ow
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SIS
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T

th2-9] g s e Zato] ‘514 £3] WAA o 3= o] Qlrt:

For DMF or MMF, an effective amount can range from 1 mg/kg to 50 mg/kg (e.g., from
2.5 mg/kg to 20 mg/kg or from 2.5 mg/kg to 15 mg/kg). Effective doses will also vary,
as recognized by those skilled in the art, dependent on route of administration, excipi-
ent usage, and the possibility of co-usage with other therapeutic treatments includ-
ing use of other therapeutic agents. For example, an effective dose of DMF or MMR to
be administered to a subject orally can be from about 0.1 g to 1 g per pay, 200 mg to
about 800 mg per day (e.g., from about 240 mg to about 720 mg per day; or from about
480 mg to about 720 mg per day; or about 720 mg per day). For example, the 720 mg
per day may be administered in separate administrations of 2, 3, 4, or 6 equal doses.

BAIA o= 480 mg/day 2= 720 mg/day 2] T &7Fo] 7|2 = o] A e}, E3F ohA A3}
o] A=} A F o2 HHslo] DMF &3 7| A5kl A= ¢t

Hio] @ Al2- 2004H-2006Wo DMF 120 mg/day, 360 mg/day, 720 mg/day §%22 ¢
24 A= 88l 720 mg/day ol a3 EAINE 120 mg/day, 360 mg/day°l
Me 53HE 42 I3, o) FDA+ 94 344+ 480 mg/day®] §%& 718 AS HF3519
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oj=2 1124 &% ClinicalTrials.gov
NCT Number |Title | Interventions | Phases
NCT05319873 Ribociclib, Tucatinib, and Trastuzumab for the Drug: Carboplatin|Drug: Docetaxel|Drug: Fulve- | Phase 1
Treatment of HER2 Positive Breast Cancer strant|Biological: Pertuzumab|Other: Quality- |Phase 2
of-Life Assessment|Drug: Ribociclib|Biological:
Trastuzumabl|Drug: Tucatinib
NCT04982354 Induction Therapy for Patients With FLT3 Mutated | Drug: CPX-351|Drug: Midostaurin|Drug: Busul- | Phase 1
Acute Myeloid Leukemia fan|Drug: Melphalan|Drug: Fludarabine |Phase 2
|Biological: CD34+ selected allogeneic stem cell
transplant from an HLA-compatible donor
NCT05323136 Evaluate the Effects of Renal Impairment on the Drug: MT1002 for Injection Phase 1
Pharmacokinetics and Pharmacodynamics
NCT05297903 XmAb20717 in Advanced Biliary Tract Cancers Drug: XmAb20717 Phase 2
NCT05204160 Pembrolizumab as Salvage Therapy for the Treat- | Biological: Pembrolizumab Phase 2
ment of Multiple Myeloma in Patients Progressing
on CAR-T Cell Therapy
NCT05191472 Pembrolizumab for the Treatment of Relapsed or Biological: Pembrolizumab Phase 2
Refractory Multiple Myeloma After Anti-BCMA
CAR-T Therapies
NCT05139056 Multiple Doses of Neural Stem Cell Virotherapy Biological: Neural Stem Cells-expressing CRAd- | Phase 1
(NSC-CRAdJ-S-pk7) for the Treatment of Recur— S-pk7|Procedure: Resection
rent High-Grade Gliomas
NCT05071898 Pharmacogenetics of Response to GLP1R Agonists | Drug: Semaglutide Pen Injector [Ozempic] Phase 1
NCT04965714 Nivolumab and ADI-PEG 20 Before Surgery for the | Biological: Nivolumab|Biological: Pegargiminase | Phase 2
Treatment of Resectable Liver Cancer |Procedure: Resection
NCT04919629 APL-2 and Pembrolizumab Versus APL-2, Pem- Biological: BevacizumablBiological: Phase 2
brolizumab and Bevacizumab Versus Bevacizum- | Pegcetacoplan|Biological: Pembrolizumab|Other:
ab Alone for the Treatment of Recurrent Ovarian, | Quality-of-Life Assessment|Other: Questionnaire
Fallopian Tube, or Primary Peritoneal Cancer and | Administration
Malignant Effusion
NCT04850599 Isatuximab, Carfilzomib, and Pomalidomide for Drug: Carfilzomib|Biological: Isatuximab|Drug: Phase 2
the Treatment of Relapsed or Refractory Multiple Pomalidomide
Myeloma
NCT04590872 An Immunotherapy Vaccine (PlpepTolDC) for the | Biological: Tolerogenic Dendritic Cell Vaccine Phase 1
Treatment of Patients With Type 1 Diabetes
NCT05169944 Magrolimab in Children and Adults With Recurrent | Drug: Magrolimab Phase 1
or Progressive Malignant Brain Tumors
NCT05145400 Isa-Rd for Frail and/or Much OlderPatients With Drug: Isatuximab|Drug:Lenalidomide|Drug: Phase 2
Newly Diagnosed MultipleMyeloma Dexamethasone
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NCT Number Title Interventions Phases

NCT05255484 Study of LM-108 as a Single Agent or in Com- Drug: LM-108|Drug: An Anti-PD-1 Antibody Phase 1
bination With Pembrolizumab in Subjects With [Phase 2
Advanced Solid C34Tumours

NCT04083170 Cord Blood Transplant With OTS for the Treatment | Drug: Fludarabine|Drug: Cyclophosphamide Phase 2
of HIV Positive Hematologic Cancers IDrug: ThiotepalRadiation: Total-Body Irradiation

[Procedure: Umbilical Cord Blood Transplantation
|Other: Cellular Therapy

NCT05327816 A Study of Various Respiratory Syncytial Virus Biological: RSV preF-based Vaccine|Drug: Phase 1
(RSV) Pre-Fusion (preF)-Based Vaccine Formula- | Placebo |Phase 2
tions in Adults Aged 60 Years and Older

NCT05315713 An Open-Label, Multicenter Study Evaluating Drug: Mosunetuzumab SC|Drug: Tiragolumab Phase 1
the Safety, Efficacy, and Pharmacokinetics of |Drug: Atezolizumabl|Other: Tocilizumab |Phase 2
Mosunetuzumab in Combination With Tiragolumab
With or Without Atezolizumab in Participants With
B-Cell Non-Hodgkin Lymphoma

NCT05271409 A Study to Evaluate the Efficacy, Safety, Pharma- | Drug: Satralizumab|Other: Placebo Phase 3
cokinetics, and Pharmacodynamics of Satrali-
zumab in Patients With Myelin Oligodendrocyte
Glycoprotein Antibody-Associated Disease

NCT05259033 A Research Study to See How Well the New Drug: IcoSemalDrug: Semaglutide 1 mg Phase 3
Weekly Medicine IcoSema, Which is a Combination
of Insulin Icodec and Semaglutide, Controls Blood
Sugar Level in People With Type 2 Diabetes Com-
pared to Weekly Semaglutide (COMBINE 2)

NCT05259839 A Study to Assess Adverse Events and Change Drug: ABBV-383|Drug: Dexamethasone|Drug: Phase 1
in Disease Activity of Intravenously (IV) Infused Lenalidomide|Drug: Pomalidomide|Drug:
ABBV-383 in Combination With Anti-Cancer Regi- | Nirogacestat|Drug: Daratumumab
mens for the Treatment of Adult Participants With
Relapsed/Refractory Multiple Myeloma

NCT05216250 Study of BOTOX Injections to Assess Change in Biological: BOTOX|Drug: Placebo for BOTOX Phase 2
Disease Symptoms in Adult Participants With Up-
per Limb Essential Tremor

NCT05135091 FIH Study of NRTX-1001 Neural CellTherapy in Biological: NRTX-1001|Procedure: ShamCom- Phase 1
Drug-Resistant UnilateralMesial Temporal Lobe parator |Phase 2
Epilepsy

NCT05211336 Venetoclax, Ibrutinib, Prednisone,Obinutuzumab, | Drug: Obinutuzumabl|Drug:Nivolumab Phase 1
and Revlimid WithNivolumab (VIPOR-Nivo) for Dif- | [Drug: Prednisone|Drug:Lenalidomide|Drug:
fuselLarge B-cell Lymphoma Involving theCentral | Venetoclax|Drug:lbrutinib
Nervous System

NCT05328908 A Study of Nivolumab-relatlimab Fixed-dose Drug: Nivolumab-relatlimab FDC Phase 3
Combination Versus Regorafenibor TAS-102 in |Drug:Regorafenib|Drug: TAS-102
Participants With Later-lines of Metastatic Colo-
rectal Cancer
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NCT05338775 A Study of Talquetamab andTeclistamab Each Drug: Talguetamab|Drug:Teclistamab|Drug: Phase 1
in Combination With aProgrammed Cell Death PD-1 Inhibitor
Receptor-1 (PD-1) Inhibitor for the Treatment
ofParticipants With Relapsed or RefractoryMultiple
Myeloma
NCT05308225 Study to Assess Anti-CD38 AntibodyDrug Conju- | Biological: STI-6129 Phase 1
gate in Relapsed orRefractory Multiple Myeloma |Phase 2
NCT05288777 Adjuvant Chemoradiation andBiomarkers of Re- Drug: T-DM1|Drug:Capecitabine|Radiation: Phase 2
sponse in High-riskBreast Cancer External BeamRadiation Therapy O[Radiation: |[Phase 3
ExternalBeam Radiation Therapy 1
NCT05192889 Trial Treating Relapsed Acute Lymphoblastic Leu- | Drug: Venetoclax|Drug: Navitoclax|Drug:Dex Phase 1
kemia WithVenetoclax and Navitoclax amethasone|Drug: Vincristine|Drug:Pegaspa |Phase 2
rgase|Drug: Dasatinib|Drug:Cytarabine|Biolo
gical:Blinatumomab|Drug: Methotrexate|Drug
:Mercaptopurine|Drug:Cyclophosphamide|Dr
ug: Etoposide|Drug:Leucovorin|Drug: Intrathe-
cal Triples|Drug:Erwinia asparaginase|Drug:
CalaspargasePegol|Radiation: Radiation
NCT05183516 Tdap and Biomarkers of Alzheimer’sDisease Biological: tetanus toxoid, reduceddiphtheria Phase 1
toxoid and acellular pertussisvaccine |Phase 2
NCT05182749 Safety and Efficacy of the BacteriophagePrepara- | Biological: bacteriophage|Other: Placebo Phase 1
tion, ShigActive™, in a HumanExperimental Model |Phase 2
of Shigellosis
NCT05092451 Phase I/l Study of CAR.70- EngineeredIL15- Drug: Cyclophosphamide|Drug:CAR.70/IL15- Phase 1
transduced Cord Blood-derived NKCells in transduced CB-NK cells|Drug:Fludarabine |Phase 2
Conjunction WithLymphodepleting Chemotherapy | phosphate
for theManagement of Relapse/RefractoryHemato-
logical Malignances
NCT05039281 Atezolizumab and Cabozantinib for theTreatment | Biological: Atezolizumab|Drug:Cabozantinib Phase 1
of Recurrent Glioblastoma |Phase 2
NCT05353647 A Gene Transfer Study Inducing FetalHemoglobin | Biological: Autologous CD34+ HSC cellstrans— Phase 2
in Sickle Cell Disease(GRASP, BMT CTN 2001) duced with the lentiviral vectorcontaining a
shRNA targeting BCL11a
NCT05346809 Isatuximab During Stem Cell Collectionand Drug: Isatuximab Phase 2
Transplant in Patients With MultipleMyeloma and
Lymphoma
NCT05344989 A First-in-Human Study to Assess SingleDoses of | Drug: APNmAbOO5|Drug: Placebo Phase 1
APNmADOO5 in HealthyParticipants
NCT05337553 A Study to Evaluate the Efficacy andSafety of Drug: tadefgrobep alfalDrug: Placebo Phase 3
Taldefgrobep Alfa inParticipants With Spinal Mus-
cularAtrophy
NCT05301751 AG-73305 Single Ascending DoseCohort Study Drug: AG-73305 Phase 2
in DME
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NCT Number Title Interventions Phases
NCT05337345 A Study to Evaluate the Drug Levels ofCend- Drug: Cendakimab Phase 1
akimab Delivered Subcutaneouslyin Healthy
Participants
NCT05335356 Comparing Efficacy and Safety of Bmab1200 Biological: Stelara|Biological: Bmab1200 Phase 3
and Stelara in Patients WithModerate to Severe
Chronic PlaguePsoriasis
NCT05312411 A Phase | Feasibility And Safety Study ofFluores- | Biological: SCRI-E2CAR_EGFRtv1|Drug:UB_ Phase 1
cein-Specific (FITC-Ew) CAR TCells In Combina- | TT170
tion With ParenterallyAdministered Folate-Fluo-
rescein (UB-TT170) For Osteogenic Sarcoma
NCT05293249 dMAbs in Healthy Adults Combination Product: dMAb-1|Combination Phase 1
Product: dMAb-2|Combination Product:
Electroporationdevice|Drug: Hylenex
[Drug:Methylprednisolone
NCT05270057 Loncastuximab Tesirine in CombinationWith DA- Drug: Etoposide|Drug: Doxorubicin|Drug:Cy Phase 1
EPOCH-R in Patients WithPreviously Untreated clophosphamide|Drug: Rituximab|Drug:Vincr
Aggressive B-cellLymphoid Malignancies istine|Drug: Prednisone|Drug:Loncastuximab
Tesirine 0.075 mg/kg bylV|Drug: Loncastuximab
tesirine 0.12mg/kg by IVIDrug: Loncastuximab
tesirine0.15 mg/kg by IV
NCT05254314 Glucagon-Like Peptide-1 ReceptorAgonist in the | Drug: Semaglutide Pen Injector 2.4mgweekly Phase 2
Treatment of Adult,Obesity-related, Symptomatic | |Other: Placebo
Asthma(GATA-3)
NCT05253651 A Study of Tucatinib With Trastuzumaband mFOL- | Drug: tucatinib|Drug: trastuzumab|Drug:bevaciz | Phase 3
FOX6 Versus Standard of CareTreatment in First- | umab|Drug: cetuximablDrug:oxaliplatin|Drug: le
line HER2+ MetastaticColorectal Cancer ucovorin|Drug:levoleucovorin|Drug: fluorouracil
NCT05234307 PBF-1129 and Nivolumab for theTreatment of Re- | Drug: Adenosine A2B ReceptorAntagonist PBF- | Phase 1
current or MetastaticNon-Small Cell Lung Cancer | 1129|Procedure:Biospecimen Collection
|Biological:Nivolumab
NCT05231668 Single Ascending Dose Study ofSAR439459 in Drug: SAR439459|Drug: Placebo Phase 1
Adults With Osteogenesisimperfecta (Ol)
NCT05229900 A Study of SGN-ALPV in Advanced SolidTumors Drug: SGN-ALPV Phase 1
NCT05187182 CA-4948 in Combination WithFOLFOX/PD-1 Drug: CA-4948|Drug: 5-FU|Drug:Leucovorin Phase 1
Inhibitor +/- Trastuzumabfor Untreated Unresect- | [Drug: Oxaliplatin|Biological:Nivolumab|Biologic
able Gastric andEsophageal Cancer al:Pembrolizumabl|Drug: Trastuzumab
NCT05144009 A Study of Loncastuximab Tesirine andRituxi- Drug: Loncastuximab Tesirine|Drug:Rituximab Phase 2
mab (Lonca-R) in PreviouslyUntreated Unfit/Frail
Participants WithDiffuse Large B-cell Lymphoma
(DLBCL)
NCT05092373 Tumor Treating Fields Therapy inCombination With | Biological: Atezolizumab|Drug:Cabozantinib Phase 1
Chemotherapy for theTreatment of Advanced Solid | S-malate|Drug: Nab-paclitaxel|Procedure:
Tumorslinvolving the Abdomen or Thorax Tumor TreatingFields Therapy
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NCT05094206 CAR20.19.22 T-cells in Relapsed,Refractory B- Biological: Dose Level -1: 0.75x10A6cells/kg Phase 1
cell Malignancies CAR20.19.22 cells|Biological: DoselLevel O:
1x10A6 cells/kg CAR20.19.22cells|Biological:
Dose Level 1: 2.5x10A6¢cells/kg CAR20.19.22
cells|Biological: Doseexpansion: The maximum
tolerated doseof CAR20.19.22 cells
NCT05091372 Minimal Residual Disease GuidedMaintenance Drug: Belantamab mafodotin|Drug:Lenalidomide | Phase 2
Therapy With BelantamabMafodotin and Lenalido-
mide AfterAutologous Hematopoietic CellTrans-
plantation in Patients With NewlyDiagnosed
Multiple Myeloma
NCT05062317 ctDNA-Directed Post-HepatectomyChemotherapy | Drug: Leucovorin|Drug: 5-FLUOROURACIL Phase 2
for Patients WithResectable Colorectal Liver |Drug: Oxaliplatin|Drug:Irinotecan|Drug:
Metastases Capecitabine|Drug:Bevacizumab
NCT05048212 A Phase Il Study of Nivolumab Withlpilimumab and | Drug: Nivolumabl|Drug: Ipilimumab Phase 2
Cabozantinib in PatientsWith Untreated Renal Cell | |[Drug:Cabozantinib
CarcinomaBrain Metastases
NCT05039736 A Phase Il Study to Evaluate the Effectsof Sequen- | Drug: Cabozantinib|Drug: Nivolumab Phase 2
tial Therapy With the Anti c-MET/VEGFR Tyrosine
Kinase Inhibitor(TKI), Cabozantinib. Followed by
an Anti-PD-1 Antibody (Nivolumab) in Patients-
With Advanced HCC Who Progressed onFirst-line
Therapy
NCT05013216 Mutant Kirsten Rat Sarcoma (KRAS) -Targeted Drug: KRAS peptide vaccine Phase 1
Long Peptide Vaccine forPatients at High Risk of
DevelopingPancreatic Cancer
NCT05006430 Safety Evaluation of Fecal MicrobiotaTransplanta- | Biological: Fecal MicrobiotaTransplantation|Oth | Phase 1
tion in Severe AlcoholicHepatitis er: Placebo
NCT04995536 CpG-STAT3 siRNA CAS3/SS3 andLocalized Biological: CpG-STAT3 siRNACAS3/SS3 Phase 1
Radiation Therapy for theTreatment of Relapsed/ | |Radiation: Radiation Therapy
Refractory B-CelINHL
NCT04992520 Controlled Human Infection ModelChallenge/Re- | Biological: S. sonnei 53G|Biological: S.flexneri Phase 1
challenge 2a 2457T
NCT04978324 Scaling and Root Planning WithLocalized Delivery | Biological: leukocyte platelet rich fibrin(L-PRF) | Phase 3
of AutogenousGrowth Factors- Platelet Rich Fibrin | [Procedure: Scaling and RootPlaning
(PRF)
NCT04930653 Extracorporeal Photopheresis andMogamulizumab | Procedure: ExtracorporealPhotopheresis Phase 2
for the Treatment ofErythrodermic Cutaneous T |Biological :Mogamulizumab|Other: Quality-of-
CellLymphoma LifeAssessment|Other: QuestionnaireAdminis—
tration
NCT04903795 Bispecific T Cell Engager BRITE forPatients With Drug: hEGFRvIII-CD3 (BRITE)|Biological Phase 1
Grade IV MalignantGlioma :Activated Cell Therapy
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NCT04897321 B7-H3-Specific Chimeric AntigenReceptor Au- Drug: Fludarabine|Drug:Cyclophosphamide Phase 1
tologous T-Cell Therapy forPediatric Patients With | [Drug: MESNA|Drug:B7-H3 CAR T cells

Solid Tumors(3CAR)
NCT04879329 A Study of Disitamab Vedotin inSubjects With Drug: Disitamab vedotin Phase 2
HER?2 ExpressingUrothelial Carcinoma
NCT04876248 Belantamab Mafodotin andLenalidomide for the Biological: Belantamab Mafodotin Phase 2
Treatment ofMultiple Myeloma in Patients With- |Drug:Lenalidomide
Minimal Residual Disease Positive AfterStem Cell
Transplant
NCT04799431 Neoantigen-Targeted Vaccine CombinedWith Drug: Neoantigen Vaccine with Poly- Phase 1
Anti-PD-1 Antibody for PatientsWith Stage IV ICLCadjuvant|Drug: Retifanlimab
MMR-p Colon andPancreatic Ductal Cancer
NCT04781855 Ipilimumab, Ibrutinib, and Nivolumab forthe Treat- | Drug: Ibrutinib|Biological:Ipilimumab|Biological: | Phase 1
ment of Chronic LymphocyticLeukemia and Richter | Nivolumab
Transformation
NCT04754321 Combining Immunotherapy SalvageSurgery & Radiation: External Beam RadiationTherapy Phase 1
IORT Tx Persistent/RecurrentHead & Neck Cancer | |[Radiation: IntraoperativeRadiation Therapy|
Biological:Pembrolizumab|Other: Quality-of-
LifeAssessment|Procedure: Salvage Surgery
NCT04630847 Familial Fecal Microbiota Transplant forthe Treat- | Biological: Fecal Microbiota Transplant Phase 1
ment of Subjects With AutismSpectrum Disorders
NCT04466566 A Study to Evaluate the Effect of GeneticVariation | Other: Saline|Biological: Exendin-9,39 Phase 3
on Beta-cell Function DuringFasting and Hyper-
glycemia inNondiabetics
NCT04329065 Concurrent WOKVAC Vaccination,Chemotherapy, | Biological: pUMVC3-IGFBP2-HER2-IGF1RPlas- | Phase 2
and HER2-TargetedMonoclonal Antibody Therapy | mid DNA Vaccine|Drug:Paclitaxel|Biological:Tras
BeforeSurgery for the Treatment of PatientsWith tuzumablBiological: Pertuzumab
Breast Cancer
NCT04266730 Trial of a Personalized and AdaptiveNeoantigen Biological: PANDA-VAC|Drug:Pembrolizumab Phase 1
Dose-Adjusted VaccineConcurrently With Pem-
brolizumab
NCT04093323 Polarized Dendritic Cell (aDC1) Vaccine, Interferon | Biological: Alpha-type-1 PolarizedDendritic Phase 2
Alpha-2, Rintatolimod, andCelecoxib for the Cells|Drug: Celecoxib|Drug: PD-1Ligand
Treatment of HLA-A2+Refractory Melanoma Inhibitor|Drug: PD1Inhibitor|Biological: Recom-
binantinterferon Alfa-2b|Drug: Rintatolimod
NCT04059757 Fecal Microbiota Transplantation For TheTreat- Biological: Fecal MicrobiotaTransplantation (FMT) | Phase 2
ment Of Gastro-Intestinal AcuteGVHD
NCT03988283 Neoepitope-based Personalized DNAVaccine Ap- | Biological: Personalized neoantigen DNA vaccine | Phase 1
proach in Pediatric PatientsWith Recurrent Brain |Device: TDS-IM System|Procedure:Peripheral
Tumors blood draw
NCT05208762 A Study of SGN-PDL1V in AdvancedSolid Tumors | Drug: SGN-PDL1V Phase 1
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NCT03939585 Preemptive Infusion of DonorLymphocytes De- Biological: Cellular therapy product Phase 1
pleted of TCR + T Cells+ CD19+ B Cells Following
ASCT
NCT03760575 Pembrolizumab in Combination WithChemotherapy | Drug: Pembrolizumabl|Procedure:Indocyani Phase 1
and Image-GuidedSurgery for Malignant Pleu- ne Green (ICG) Image-GuidedSurgery|Drug:
ralMesothelioma (MPM) Cisplatin|Drug: Pemetrexed
NCT03399773 Infusion of Expanded Cord Blood Cellsin Addition | Biological: Ex-Vivo Expanded Cord BloodPro- Phase 2
to Single Cord BloodTransplant in Treating Pa- genitor Cell Infusion|Drug:Cyclophosphamide
tients WithAcute Leukemia, Chronic MyeloidLeu- |Drug:Fludarabine|Drug: Thiotepal|Radiation:
kemia, or Myelodysplastic Syndromes Total-Body Irradiation|Procedure:Umbilical Cord
BloodTransplantation|Other: LaboratoryBio-
marker Analysis
NCT05354544 Evaluating Autologous Stromal VascularFraction in | Biological: Autologous adipose derivedSVF Phase 1
Subjects With Vocal Fold Scar
NCT05312671 Atezolizumab Plus Etoposide andPlatinum in Small | Drug: Atezolizumab|Drug:Carboplatin|Drug: Cisp | Phase 2
Cell Bladder Cancer latin|Drug:Etoposide|Procedure: Cystectomy
NCT05231122 Pembrolizumab Combined WithBevacizumab With | Biological: Anti-CD40 Agonist MonoclonalAnti Phase 2
or Without AgonistAnti-CD40 CDX-1140 for the body CDX-1140IBiological:Bevacizumab
Treatmentof Patients With Recurrent OvarianCan- | |Biological:Pembrolizumabl|Other: Quality-of-Life
cer Assessment|Other: QuestionnaireAdministration
NCT04965636 Study in Pediatrics WithHypEREosinophilic Syn- Drug: Mepolizumab Phase 3
drome (SPHERE)
NCT05335993 A Clinical Study Evaluating aCombination of Ore- | Biological: Oregovomabl|Drug: Niraparib Phase 2
govomab andNiraparib in Adult Women WithPlati-
num Sensitive Recurrent OvarianCancer.
NCT05332899 Influenza Human Challenge Model Biological: Influenza Virus Type A H3N2Chal- Phase 1
lenge
NCT05220397 Janssen Ad26.CoV2.S Vaccine Booster inKidney | Biological: Janssen Ad26.CoV2.SVaccine|Other: | Phase 3
Transplant Recipients Reduction inlmmunosuppression Medication
|Other:Maintenance in ImmunosuppressionMedi-
cation
NCT05176288 Avelumab, Palbociclib and Axitinib inAdvanced Drug: Axitinib|Drug: Palbociclib|Drug:Avelumab | Phase 2
RCC
NCT04792502 Mosunetuzumab With LenalidomideAugmentation | Drug: Mosunetuzumab|Drug:Lenalidomide Phase 2
as First-line Therapy forFollicular and Marginal
Zone Lymphoma
NCT05232916 Phase 3 Study to Evaluate the Efficacyand Safety | Biological: PlacebolBiological: GLSI-100 Phase 3
of HER2/Neu Peptide GLSI-100 (GP2 + GM-CSF)
in HER2/NeuPositive Subjects
NCT05194293 Neoadjuvant Regorafenib PlusDurvalumab Biological: Durvalumab|Drug: Regorafenib Phase 2
(MEDI4736) in Patients WithHigh-risk Hepatocel-
lular Carcinoma
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NCT Number Title Interventions Phases

NCT05345769 Safety and Efficacy of AM712 in PatientsWith Biological: AM712(ASKG712) Phase 1
nAMD

NCT05164133 A Study Evaluating Tocilizumab inPediatric Drug: Tocilizumab Phase 1
Patients Hospitalized WithCOVID-19

NCT05060003 Tiragolumab Plus Atezolizumab VersusAtezolizum- | Drug: Atezolizumabl|Drug:Tiragolumab|Device: Phase 2
ab in the Treatment of Stagell Melanoma Patients | Signatera Assay
Who Are ctDNA-positive Following Resection

NCT05347095 A Study of Guselkumab in ParticipantsWith Fistu- | Drug: Guselkumab|Drug: Placebo Phase 3
lizing, Perianal Crohn’s Disease

NCT05327114 Efficacy and Safety Study ofNipocalimab for Adults | Drug: Nipocalimab|Drug: Placebo Phase 3
With ChronicInflammatory DemyelinatingPolyneu-
ropathy (CIDP)

NCT05066698 ST266 Eyedrops for the Treatment ofPersistent Biological: ST266|0ther: 0.67% SodiumChloride | Phase 2
Corneal Epithelial Defects Ophthalmic Solution|Biological:Open-label ST266

NCT05347771 Prevention of Asthma ExacerbationsUsing Drug: Dupilumabl|Drug: Placebo Phase 2
Dupilumab in Urban Children andAdolescents

NCT05034874 Multiple-Dose Study to Evaluate theSafety and Drug: IXT-m200|Other: Placebo Phase 2
Efficacy of IXT-m200

NCT04919512 A Study of TAR-200 in CombinationWith Cetre- Drug: TAR-200|Biological: Cetrelimab Phase 2
limab and Cetrelimab Alonein Participants With
Muscle-InvasiveUrothelial Carcinoma of the
Bladder

NCT04634604 A Randomized Trial of Low-DoseBevacizumab vs | Drug: Bevacizumabl|Procedure: Laser Phase 3
Laser for Type 1 ROP

NCT04634578 Bevacizumab Treatment For PosteriorZone | ROP | Drug: Bevacizumab Phase 2

NCT05345171 Clinical Study of DTX301 AAV- MediatedGene Genetic: DTX301|Other: Placebo|Drug:Oral Phase 3
Transfer for OrnithineTranscarbamylase(OTC) Corticosteroids|Drug: Placebo fororal
Deficiency corticosteroids|Drug: Sodium Acetate

NCT05340309 Subcutaneous Atezolizumab for the Treatment of Biological: Atezolizumab and Recombinant Hu- Phase 2
Non-small Cell Lung Cancer man Hyaluronidase|Other: Survey Administration

NCT05269004 A Rollover Study to Evaluate the Long-Term Drug: Ocrelizumab Phase 3
Safety and Efficacy of Ocrelizumab In Patients
With Multiple Sclerosis

NCT05098210 Personalized Neo-Antigen Peptide Vaccine for the | Biological: Neoantigen Peptide Vaccine Phase 1
Treatment of Stage IlIC-IV Melanoma or Hormone | |Biological: Nivolumab|Drug: Poly ICLC
Receptor Positive Her2 Negative Metastatic Re-
fractory Breast Cancer

NCT05039073 Brentuximab Vedotin and Nivolumab for the Treat- | Drug: Brentuximab Vedotin|Procedure: Phase 2
ment of Relapsed/Refractory Classic Hodgkin Hematopoietic Cell Transplantation|Biological:
Lymphoma Previously Treated With Brentuximab Nivolumabl|Other: Quality-of-Life Assessment
Vedotin or Checkpoint Inhibitors |Other: Questionnaire Administration
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NCT04994808 Treosulfan-Based Versus Clofarabine-Based Drug: Clofarabine|Drug: Fludarabine|Procedure: | Phase 2
Conditioning Before Donor Hematopoietic Stem Hematopoietic Cell Transplantation|Radiation:
Cell Transplant for the Treatment of Myelod- Total-Body Irradiation|Drug: Treosulfan
ysplastic Syndromes, Chronic Myelomonocytic
Leukemia, or Acute Myeloid Leukemia
NCT04904302 Sitravatinib and Nivolumab for the Treatment of Biological: Nivolumab|Other: Quality-of-Life Phase 2
Metastatic or Advanced Clear Cell Renal Cell Assessment|Other: Questionnaire Administration
Cancer |Drug: Sitravatinib
NCT04872790 Venetoclax, Dasatinib, Prednisone, and Rituximab | Drug: Dasatinib|Drug: Methotrexate|Drug: Phase 1
for the Treatment of Newly Diagnosed or Relapsed | Prednisone|Biological: RituximablDrug: Vene-
Philadelphia Chromosome Positive Acute Lympho- | toclax
blastic Leukemia
NCT05327530 A Study of the Safety and Efficacy of Various Drug: Avelumabl|Drug: Sacituzumab Phase 2
Combinations of Avelumab as Therapy in Locally | Govitecan|Drug: M6223|Drug: NKTR-255
Advanced or Metastatic Urothelial Carcinoma
(JAVELIN Bladder Medley)
NCT05232825 A Phase lll, Non-Inferiority, Randomized, Open- Drug: Ocrelizumab IV|Drug: Ocrelizumab SC Phase 3
Label, Parallel Group, Multicenter Study To Inves- | [Drug: Methylprednisolone IV|Drug: Diphen-
tigate The Pharmacokinetics, Pharmacodynamics, | hydramine IV|Drug: Dexamethasone given
Safety And Radiological And Clinical Effects Of orally|Drug: Desloratadine given orally
Subcutaneous Ocrelizumab Versus Intravenous
Ocrelizumab In Patients With Multiple Sclerosis
Q3114 ZX: ClinicalTrials.gov
NCT Number Title Interventions Phases
NCT05315713 An Open-Label, Multicenter Study Evaluating the Drug: Mosunetuzumab SC|Drug: Phase 1
Safety, Efficacy, and Pharmacokinetics of Mosu- Tiragolumab|Drug: Atezolizumabl|Other: Tocili- |Phase 2
netuzumab in Combination With Tiragolumab With zumab
or Without Atezolizumab in Participants With B-Cell
Non-Hodgkin Lymphoma
NCT05324943 A Gene Therapy Study in Patients With Gaucher Genetic: FLT201 Phase 1
Disease Type 1 |[Phase 2
NCT05345691 Comparison of Efficacy.Pharmacodynamics, Biological: Bmab 1000|Biological: Prolia® Phase 3
Safety, andlmmunogenicity Between Bmab 1000
and Prolia® in Postmenopausal WomenWith
Osteoporosis
NCT05255653 Refining Adjuvant Treatment INEndometrial Cancer | Drug: Olaparib|Radiation: Pelvic externalbeam Phase 2
Based On MolecularFeatures radiotherapy|Drug:Chemotherapy|Drug: |Phase 3
Durvalumab|Drug:Medroxyprogesterone
Acetate|Drug:Megestrol Acetate|Other: Obser-
vation
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NCT Number Title Interventions Phases
NCT05224505 GNTO0006 Gene Therapy Trial in PatientsWith Other: GNT0O006|Other: Day 0:Placebo|Other: Phase 1
LGMDR9 Day 0: GNTO006|Other:Day 365 (year 1): [Phase 2

Placebol|Other: Day 365(year 1): GNT0006

NCT05347095 A Study of Guselkumab in ParticipantsWith Fistu- | Drug: Guselkumab|Drug: Placebo Phase 3
lizing, Perianal Crohn’s Disease

NCT04919512 A Study of TAR-200 in CombinationWith Cetre- Drug: TAR-200|Biological: Cetrelimab Phase 2
limab and Cetrelimab Alonein Participants With
Muscle-InvasiveUrothelial Carcinoma of the
Bladder

NCT04732416 HM15136 Treatment for 8 Weeks inSubjects Aged | Drug: HM15136 Phase 2
>2 Years With CongenitalHyperinsulinism (CHI)

NCT05243797 A Study of Teclistamab in CombinationWith Lena- | Drug: Teclistamab|Drug: Lenalidomide Phase 3
lidomide Versus LenalidomideAlone in Participants
With NewlyDiagnosed Multiple Myeloma asMain-
tenance Therapy FollowingAutologous Stem Cell
Transplantation

NCT05318534 Safety, Tolerability, Pharmacokinetic, andPhar- Drug: GL-0719|Drug: Placebo Phase 1
macodynamic Study in Healthy Maleand Female
Subjects

NCT05233397 ACTEMRAR® for the Treatment ofPediatric Ada- Drug: Tocilizumab Phase 2

mantinomatousCraniopharyngioma

m2tA 16 £X{: ClinicalTrials.gov
NCT Number Title Interventions Phases
NCT05310643 Nivolumab and Ipilimumab in Patients With dMMR | Drug: Nivolumab|Drug: Ipilimumab Phase 2

and/or MSI Metastatic Colorectal Cancer Resistant
to Anti-PD1 Monotherapy

NCT04074096 Binimetinib Encorafenib Pembrolizumab +/- Ste- | Radiation: Stereotaxic radiosurgery (SRS)|Drug: | Phase 2
reotactic Radiosurgery in BRAFV600 Melanoma Binimetinib Oral Tablet|Drug: Encorafenib Oral
With Brain Metastasis Capsule|Drug: Pembrolizumab

NCT05242445 A Study of Cetrelimab in Participants With Chronic | Drug: Cetrelimab|Drug: Placebo Phase 1
Hepatitis B Virus Infection

NCT05328908 A Study of Nivolumab-relatlimab Fixed-dose Drug: Nivolumab-relatlimab Phase 3
Combination Versus Regorafenibor TAS-102 in FDC|Drug:Regorafenib|Drug: TAS-102
Participants With Later-lines of Metastatic Colo-
rectal Cancer

NCT05282901 Efficacy and Safety of Pembrolizumab inCombina- | Drug: Pembrolizumab 25 MG/1 MLIntravenous Phase 2
tion With Lenvatinib inMetastatic Uveal MElanoma | Solution
Patients(PLUME)
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NCT05338775 A Study of Talquetamab andTeclistamab Each Drug: Talguetamab|Drug:Teclistamab|Drug: Phase 1
in Combination With aProgrammed Cell Death PD-1 Inhibitor
Receptor-1 (PD-1) Inhibitor for the Treatment
ofParticipants With Relapsed or RefractoryMultiple
Myeloma
NCT05329792 L19IL2/L19TNF in Skin Cancer Patients Drug: L19IL2/L19TNF Phase 2
NCT04651439 Severe Bullous Drug Eruption andFilgrastim Drug: Filgrastim|Drug: Placebo Phase 2
|[Phase 3
NCT05224505 GNT0006 Gene Therapy Trial in PatientsWith Other: GNT0006|Other: Day 0:Placebo|Other: Phase 1
LGMDR9 Day 0: GNT0006|Other:Day 365 (year 1): |Phase 2
Placebo|Other: Day 365(year 1): GNTO006
NCT05337137 A Study of Nivolumab and Relatlimab inCombina- | Drug: Relatlimab|Drug: Nivolumab|Drug:Bevaciz | Phase 1
tion With Bevacizumab inAdvanced Liver Cancer | umab|Other: Placebo |Phase 2
NCT04919512 A Study of TAR-200 in CombinationWith Cetre- Drug: TAR-200|Biological: Cetrelimab Phase 2
limab and Cetrelimab Alonein Participants With
Muscle-InvasiveUrothelial Carcinoma of the
Bladder
NCT05347095 A Study of Guselkumab in ParticipantsWith Fistu- | Drug: Guselkumab|Drug: Placebo Phase 3
lizing, Perianal Crohn’s Disease
NCT04980222 A Study to Evaluate the Safety andEfficacy of Drug: Glofitamab|Drug: Tocilizumab|Drug:Doxor | Phase 2
Glofitamab in CombinationWith Rituximab (R) Plus- | ubicin|Drug: Vincristine|Drug:Prednisone|Drug:
Cyclophosphamide, Doxorubicin,Vincristine, and | Rituximab|Drug:Cyclophosphamide
Prednisone (CHOP) inCirculating Tumor (ct)DNA
High-RiskPatients With Untreated Diffuse Large
B-Cell Lymphoma
NCT05345171 Clinical Study of DTX301 AAV- MediatedGene Genetic: DTX301|Other: Placebo|Drug:Oral Phase 3
Transfer for OrnithineTranscarbamylase(OTC) Corticosteroids|Drug: Placebo fororal
Deficiency corticosteroids|Drug: Sodium Acetate
NCT05327114 Efficacy and Safety Study ofNipocalimab for Adults | Drug: Nipocalimab|Drug: Placebo Phase 3
With Chroniclnflammatory DemyelinatingPolyneu-
ropathy (CIDP)
NCT05255653 Refining Adjuvant Treatment INEndometrial Cancer | Drug: Olaparib|Radiation: Pelvic externalbeam Phase 2
Based On MolecularFeatures radiotherapy|Drug:Chemotherapy|Drug: |[Phase 3
Durvalumab|Drug:Medroxyprogesterone
Acetate|Drug:Megestrol Acetate|Other: Obser-
vation
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NCT Number Title Interventions Phases

NCT05237713 Efficacy and Safety of Canakinumab for the Treat- | Drug: Canakinumab Injection Phase 2
ment of Anemia in LR-MDS Patients

NCT05315713 An Open-Label, Multicenter Study Evaluating Drug: Mosunetuzumab SC|Drug: Tiragolumab Phase 1
the Safety, Efficacy, and Pharmacokinetics of |Drug: Atezolizumab|Other: Tocilizumab [Phase 2
Mosunetuzumab in Combination With Tiragolumab
With or Without Atezolizumab in Participants With
B-Cell Non-Hodgkin Lymphoma

NCT05271409 A Study to Evaluate the Efficacy, Safety, Pharma- | Drug: Satralizumab|Other: Placebo Phase 3
cokinetics, and Pharmacodynamics of Satrali-
zumab in Patients With Myelin Oligodendrocyte
Glycoprotein Antibody-Associated Disease

NCT05259839 A Study to Assess Adverse Events and Change Drug: ABBV-383|Drug: Dexamethasone|Drug: Phase 1
in Disease Activity of Intravenously (IV) Infused Lenalidomide|Drug: Pomalidomide|Drug:
ABBV-383 in Combination With Anti-Cancer Regi- | Nirogacestat|Drug: Daratumumab
mens for the Treatment of Adult Participants With
Relapsed/Refractory Multiple Myeloma

NCT05324943 A Gene Therapy Study in Patients With Gaucher Genetic: FLT201 Phase 1
Disease Type 1 |Phase 2

NCT05242445 A Study of Cetrelimab in Participants With Chronic | Drug: Cetrelimab|Drug: Placebo Phase 1
Hepatitis B Virus Infection

NCT05328908 A Study of Nivolumab-relatlimab Fixed-dose Drug: Nivolumab-relatlimab FDC Phase 3
Combination Versus Regorafenibor TAS-102 in |Drug:Regorafenib|Drug: TAS-102
Participants With Later-lines of Metastatic Colo-
rectal Cancer

NCT05338775 A Study of Talquetamab andTeclistamab Each Drug: Talguetamab|Drug:Teclistamab|Drug: Phase 1
in Combination With aProgrammed Cell Death PD-1 Inhibitor
Receptor-1 (PD-1) Inhibitor for the Treatment
ofParticipants With Relapsed or RefractoryMultiple
Myeloma

NCT04377334 Mesenchymal Stem Cells (MSCs) inInflammation- | Biological: MSC Phase 2
Resolution Programs ofCoronavirus Disease 2019
(COVID-19)Induced Acute Respiratory Dis-
tressSyndrome (ARDS)

NCT04808245 A MultlceNTER Phase | Peptide VaCcineTrial for Drug: Tecentrig 1200 MG in 20 MLInjection Phase 1
the Treatment of H3-MutatedGliomas |Biological: H3K27M peptidevaccine|Other:

Imiquimod (5%)

NCT04919512 A Study of TAR-200 in CombinationWith Cetrelimab | Drug: TAR-200|Biological: Cetrelimab Phase 2
and Cetrelimab Alonein Participants With Muscle-
InvasiveUrothelial Carcinoma of the Bladder

NCT05347095 A Study of Guselkumab in ParticipantsWith Fistu- | Drug: Guselkumabl|Drug: Placebo Phase 3
lizing, Perianal Crohn’s Disease
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NCT05018585 Diamyd Administered Into Lymph Nodesin Indi- Biological: Recombinant human glutami- Phase 3
viduals Recently Diagnosed WithType 1 Diabetes, | cacid decarboxylase (rhGAD65) formulatedin
Carrying the HLA DR3-DQ2 Haplotype Alhydrogel®|Dietary Supplement:Colecalciferol
2000 IU|Biological: Placebofor recombinant
human glutamic aciddecarboxylase (rhGAD65)
formulated inAlhydrogel®
NCT05327114 Efficacy and Safety Study ofNipocalimab for Adults | Drug: Nipocalimab|Drug: Placebo Phase 3
With ChronicInflammatory DemyelinatingPolyneu-
ropathy (CIDP)
NCT05345171 Clinical Study of DTX301 AAV- MediatedGene Genetic: DTX301|Other: Placebo|Drug:Oral Phase 3
Transfer for OrnithineTranscarbamylase(OTC) Corticosteroids|Drug: Placebo fororal
Deficiency corticosteroids|Drug: Sodium Acetate
33 45U Zx: ClinicalTrials.gov
NCT Number Title Interventions Phases
NCT05327582 An Open-label, Phase I/l Study of PLENA Regi- Drug: Durvalumabl|Drug: Lenvatinib|Drug: Nab Phase 1
men in Patients With Unresectable Pancreatic paclitaxel |Phase 2
Cancer or BTC
NCT05322499 Phase Il Clinical Study of Camrelizumab Combined | Drug: Camrelizumab|Drug: Irinotecan|Drug: Phase 2
With Chemotherapy or Anlotinib in Advanced Paclitaxel|Drug: Paclitaxel-albumin|Drug:
Esophageal Squamous Cell Cancer Docetaxel|Drug: Anlotinib
NCT05271409 A Study to Evaluate the Efficacy, Safety, Pharma- | Drug: Satralizumab|Other: Placebo Phase 3
cokinetics, and Pharmacodynamics of Satrali-
zumab in Patients With Myelin Oligodendrocyte
Glycoprotein Antibody-Associated Disease
NCT05259033 A Research Study to See How Well the New Drug: IcoSema|Drug: Semaglutide 1 mg Phase 3
Weekly Medicine IcoSema, Which is a Combination
of Insulin Icodec and Semaglutide, Controls Blood
Sugar Level in People With Type 2 Diabetes Com-
pared to Weekly Semaglutide (COMBINE 2)
NCT05325528 Study of Tislelizumab in CombinationWith SOX Drug: Tislelizumab in Combination withOxaliplatin | Phase 2
for the Treatment of GastricCancer With Liver and Tegafur |Phase 3
Metastases
NCT05323890 Tislelizumab Combined WithNeoadjuvant Radio- Drug: Tislelizumab Combined WithNeoadjuvant Phase 2
therapy andChemotherapy for ResectableEsopha- | Radiotherapy andChemotherapy
geal Squamous Cell Carcinoma
NCT05341193 PD-1 Blockade and BevacizumabReplace Cispl- Drug:Bevacizumab+Toripalimab+gemcitabine,ad | Phase 1
atin in LocoregionallyAdvanced Nasopharyngeal | juvant with Bevacizumab andToripalimab|Drug:B | [Phase 2
Carcinoma evacizumab+Toripalimab+gemcitabine,adjuvant
with Toripalimab
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NCT05266846 Pembrolizumab Plus Bevacizumab andChemo- Drug: Pembrolizumab Combined WithBevaci- Phase 2
therapy for ALK-rearrangedNSCLC With Persistent | zumab and Chemotherapy
5'ALK
NCT05263960 A Study of CM350 in Patients WithAdvanced Solid | Drug: CM350_group 1|Drug:CM350_group 2 Phase 1
Tumors [Drug: CM350_group3|Drug: CM350_group 4 |[Phase 2
|Drug:CM350_group 5alDrug: CM350_group5b
[Drug: CM350_group 6alDrug:CM350_group 6b
[Drug: CM350_group7|Drug: CM310_group 8
[Drug:CM350_MTD level|Drug: CM350_MTD-
1level
NCT05250843 TACE/HAIC Combined With Lenvatiniband Sin- Procedure: TACE/HAIC|Drug:Lenvatinib|Drug: Phase 2
tilimab in Neoadjuvant Therapyfor Intermediate- Sintilimab|Procedure:liver resection |[Phase 3
stage HCC
NCT05354089 A Study of COVID-19 mRNA Vaccine(SYS6006) in | Biological: 20 ug dose ofSYS6006|Biological: Phase 1
Chinese Healthy AdultsAged 18 -59 Years 30 ug dose of SYS6006|Biological: 50 ug dose
ofSYS6006|Drug: Placebo
NCT05352516 | A Study to Evaluate the Efficacy andSafety of Biological: HLX14|Biological: Prolia® Phase 3
HLX14 vs. Denosumab Prolia®in Postmenopausal
Women WithOsteoporosis at High Risk of Fracture
NCT05348811 HAIC Combined With Donafenib andSintilimab for | Drug: HAIC combined with donafenib andsintili- | Phase 2
Unresectable ICC mab
NCT05348122 A Study of TG103 Injection in Type 2Diabetes Drug: TG103,Q2W|Drug: TG103.QW|Drug: Phase 2
Subjects Placebo,Q2W|Drug: Placebo.QW
NCT05342389 Camrelizumab Combined With ApatinibVersus Drug: Camrelizumab|Drug: ApatinibMesylate Phase 2
Apatinib Alone in the Third-lineTreatment of Meta-
static Gastric Cancer
NCT05339685 A Study of BL-M02D1 in Patients WithLocally Drug: BL-M02D1 Phase 1
Advanced or Metastatic TripleNegative Breast
Cancer or Other SolidTumors
NCT05337267 Phase | Study of Sintilimab in HealthyChinese Male | Drug: sintilimab (after the change)|Drug: Phase 1
Subjects sintilimab (before the change)
NCT05332210 Evaluate the Safety of HBM9161 (HL161)Sub- Drug: HBM9161 Injection (680mg)|Drug:HBM9161 | Phase 3
cutaneous Injection in Patients WithGeneralized Drug Product (340mg)
Myasthenia Gravis
NCT05328440 First-line Treatment of DalpiciclibCombined Drug: Pyrotinib Maleate|Drug: Dalpiciclibl- Phase 2
With Pyrotinib for HER2+Advanced Breast sethionate Tablets|Drug:Inetetamab|Drug:
Cancer(DAP-Her-02) Fulvestrant
NCT05325229 A Study of Docetaxel for Injection(Albumin-bound) | Drug: Docetaxel for injection (Albumin-bound) Phase 2
in Combination WithBevacizumab in Patients With | |[Drug: Bevacizumab
OvarianCancer
NCT05316480 Nimotuzumab in EGFR Highly ExpressedPancre- Drug: Nimotuzumab Phase 2
atic Neuroendocrine Neoplasms
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NCT05303038 Cryoablation Combined WithTirelizumab and Combination Product: CryoablationCombined Phase 2
Bevacizumab in LiverMetastatic TNBC Patients with Tirelizumab andBevacizumab
Failed byMultiline Therapy

NCT05296603 Efficacy and Biomarker Explanation ofIBI-322 Plus | Drug: IBI-322 Plus Lenvatinib Phase 2
Lenvatinib on ExtensiveStage Small Cell Lung
Cancer

NCT05296278 Efficacy and Biomarker Explanation ofIBI-322 Drug: IBI-322 Plus Lenvatinib andPlatinum Phase 2
+Lenvatinib Plus Platinum BasedChemotherapy on
ALK-RearrangedNSCLC

NCT05295212 Efficacy and Biomarker Explanation onResectable | Drug: Atezolizumab Phase 2
Non-Small Cell Lung Cancer

NCT05290090 ZR2 Followed by Immunochemotherapyin Elderly | Drug: Rituximab, Lenalidomide,Zanubrutinib and | Phase 2
Patients With Newly-diagnosed DLBCL RCHOP

NCT05244213 Neoadjuvant Immunotherapy in EGFR-mutant Biological: Sintilimab|Drug:Carboplatin|Drug: Phase 2
Localized NSCLC Nab paclitaxel

NCT05214976 A Trial of Camrelizumab for Injection inCombina- Drug: Camrelizumab for Injection,Famitinib Phase 2
tion With Famitinib MalateCapsule and Paclitaxel malate capsule, Paclitaxel ForInjection(Albumin
Forlnjection(Albumin Bound) in AdvancedSolid Bound)
Tumors of Patients

NCT04508842 CD19/CD22-Dual-STAR-T for PatientsWith B Cell | Biological: CD19/CD22-Dual-STAR-T Phase 1
Acute Leukemia(B-ALL)

NCT05333276 Clinical Trial of the TQB3602 CapsuleCombined Drug: TQB3602 Capsule + AK105Injection Phase 1
With AK105 Injection inPatients With Advanced
Cancers

NCT05302284 A Study of RC48-ADC Combined WithToripalimab | Drug: RC48-ADC|Drug: Toripalimab|Drug:Gemcit | Phase 3
For First-line Treatment ofUrothelial Carcinoma abine|Drug: Cisplatin|Drug:Carboplatin

NCT04077866 B7-H3 CAR-T for Recurrent or RefractoryGlio- Drug: Temozolomide|Biological: B7-H3CAR-T Phase 1
blastoma |Phase 2

NCT05313282 A Trial of Hepatic Arterial InfusionCombined Combination Product: Hepatic Arteriallnfusion Phase 3
With Apatinib andCamrelizumab Versus Apatinib combined with Apatinib andCamrelizumab
andCamrelizumab for C-stagedHepatocellular |Combination Product: Apatinib combined with
Carcinoma in BCLCClassification Camrelizumab

NCT05046314 A Clinical Study of TK216 in PatientsWith Relapsed | Biological: TK216+Vincristin Phase 2
or Refractory Ewing’sSarcoma

NCT05327114 Efficacy and Safety Study ofNipocalimab for Adults | Drug: Nipocalimab|Drug: Placebo Phase 3
With Chroniclnflammatory DemyelinatingPolyneu-
ropathy (CIDP)

NCT05353257 A Study to Evaluate the Efficacy and Safety of Drug: HLX10I|Drug: carboplatin/ Phase 3

HLX10 in Combination With Chemotherapy and
Concurrent Radiotherapy in Patients With Limited-
Stage Small Cell Lung Cancer

cisplatin-etoposide|Radiation: Thoracic
radiotherapy|Drug: Placebo|Radiation:
Prophylactic Cranial Irradiation (PCI)

2022 06
DRUG INFORMATION I 119



06

NCT Number Title Interventions Phases

NCT05240612 A Clinical Pharmacological Study of MT-3921 Biological: MT-3921|Biological: Placebo Phase 1
in Subjects With HTLV-1Associated Myelopathy
(HAM)

NCT05198557 A Study of MT-0551 in Patients WithSystemic Drug: Inebilizumab|Drug: Placebo Phase 3
Sclerosis

NCT05258279 Lenvatinib in Combination WithCarboplatin Drug: Pembrolizumab|Drug:Lenvatinib|Drug: Phase 2
Pemetrexed andPembrolizumab for NSCLC With Carboplatin|Drug:Pemetrexed
EGFRMutations

NCT05347095 A Study of Guselkumab in ParticipantsWith Fistu- | Drug: Guselkumab|Drug: Placebo Phase 3

lizing, Perianal Crohn’s Disease

NCT05327114 Efficacy and Safety Study ofNipocalimab for Adults | Drug: Nipocalimab|Drug: Placebo Phase 3
With ChronicInflammatory DemyelinatingPolyneu-
ropathy (CIDP)

NCT05345171 Clinical Study of DTX301 AAV- MediatedGene Genetic: DTX301|Other: PlacebolDrug:Oral Phase 3
Transfer for OrnithineTranscarbamylase(OTC) Corticosteroids|Drug: Placebo fororal
Deficiency corticosteroids|Drug: Sodium Acetate

NCT05313906 RC48 Plus AK105 and Cisplatin in Advanced Drug: RC48+AK105+cisplatin Phase 2

Gastric Cancer

NCT05241899 A Phase Il Clinical Study of Fruguintinib Combined | Drug: Fruquintinib + RC48 Phase 2
With RC48 in the Treatment of Previously Treated
HER2-positive Locally Advanced or Metastatic
Gastric or Gastroesophageal Junction (G/GEJ)

Cancer
NCT05047250 A Study of Atezolizumab Compared With Platinum | Drug: Atezolizumab|Drug: Pemetrexed|Drug: Phase 3
Doublet Chemotherapy for PD-L1 Highly Ex- Carboplatin|Drug: Cisplatin|Drug: Gemcitabine

pressed, Chemotherapy-Naie Patients With Stage | [Drug: Paclitaxel
1V Non-Squamous or Squamous Non-Small Cell
Lung Cancer

ol 474 EX: ClinicalTrials.gov
NCT Number Title Interventions Phases
NCT05271409 A Study to Evaluate the Efficacy, Safety, Pharma- | Drug: Satralizumab|Other: Placebo Phase 3

cokinetics, and Pharmacodynamics of Satrali-
zumab in Patients With Myelin Oligodendrocyte
Glycoprotein Antibody-Associated Disease

NCT05214794 An Open-label, Phase 2 Study to Assessthe Drug: nemolizumab Phase 2
Efficacy and Safety of Nemolizumabin Subjects
With Systemic Sclerosis

2022 06
120 | brRUG INFORMATION



NCT Number

Title Interventions Phases
NCT04945018 A Study of iPS Cell-derivedCardiomyocyte Biological: HS-001 CS|Device: HS-001-Dneedle, | Phase 1
Spheroids (HS-001) inPatients With Heart Failure | HS-001-D Adaptor |[Phase 2
(LAPIS Study)
NCT05328908 A Study of Nivolumab-relatlimab Fixed-dose Drug: Nivolumab-relatlimab FDC Phase 3

Combination Versus Regorafenibor TAS-102 in
Participants With Later-lines of Metastatic
Colorectal Cancer

|Drug:Regorafenib|Drug: TAS-102
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eirfolz (LS g SROACHY | CHACH THH4EZ 2oL 2] | 10-2169 | 2022- | 2032-
ST =T oK) olEl= 651-0000 | 04-29 | 05-15
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2%(F) njEl= 156-0000 | 04-29 | 04-20
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= ah A = m i) Haste (F) 601-0000 | 04-28 | 08-22
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(ClH S =02 ) (&) 201-0000 | 04-13 | 12-05
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80/2.250t0|22 12 AMeAsste HUIZHZ) T 168-0000 | 04-13 | 01-29
L Y ZAHESEEY 212N - ZMBIAL QBRI Oj= Ml | 10-2351 | 2022- | 2040-
T A SN 931-0000 | 04-07 | 12-30
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EN(SRAIRIEE) =R oK(Z) Te 144-0000 | 04-05 | 08-08
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= Za|=el ZEH,

F7E 32 2 Z2|322l(pKal)- 7] HoIS 2= YRS XIZok= ol AIS5l7| /St ZHERM, 7| 2822 23
Beic7|d B2 #&H ZEH E= C1-INH x| 221 X2 HIE oo, 47| thefAlli= 71F 3t Hlwsto] 22| Alfol| ZEe
2 A= 7158 C1-INHY| ZASH XIS 21, 47| ZE] A2, i) XII QIXte] 24 e = 02 C1-INH-Z& B, i) g% 2
2|3aj|elo] 2 Hel = 019 C1-INH-ZE B, = i) )2t ii)2] S Zdleh=, Z4E.

EEE S - HRUEH IR
-&5 54

733 X320 A0IM, &7] tiefAl= 27t R4 EHRE(HAE) &xiel, =48

IEuE s - ERE R O
- 8581

7 34 MI328 = M33E0l UM, 47| =M= DX-88, DX-2930 Ei= EPIKAL-221, Zd=.

AMBE MG - §2OE Y 12Y

EIXI0|IZ2F <53] H|2203880= >

H 37k

719 &Rl pKal 0H7H 2EtE XIZSk=dl ALSH| I3t A ZEE2M, 7| ZEE2 pKal MaliH R AHSHez 518x=
EHHE eI, 47| idAls 7IZUSZRE HoL=, JHEE HMWKE| 2t 288 HMWKS| 2t = = TS 7KDL, &7] o
=2 212l HEE HMWKS| 2k 7HXIH, 47| pKal Xahxli= DX-2930. DX-88. = EPIKAL-22!, S ZYE.

AHE 7|
AEBE UMY - MEE YRy
!

EIXIOIZ2F <538] 21696512 >

B8 1 SH| 2 osiEoR Si8Els TAE Ealsts, MMM BES RI2 EE olwst| st ofats ZNBRA, 71N A7 &
M=  EVQLLESGGGLVQPGGSLRLSCAASGFTFSHYIMMWVRQAPGKGLEWVSGIYSSGGITVYADSVKGRFTISRDN-
SKNTLYLQMNSLRAEDTAVYYCAYRRIGVPRRDEFDIWGQGTMVTVSS?| oto|edt MEES 7HX|= S 7tH =0el; 2
DIQMTQSPSTLSASVGDRVTITCRASQSISSWLAWYQQKPGKAPKLLIYKASTLESGVPSRFSGSGSGTEFTLTISSLQP-
DDFATYYCQQYNTYWTFGQGTKVEIK E&= DIQMTQSPSTLSASVGDRVTITCRASQSISSWLAWYQQKPGKAPKLLI-
YKASTLESGVPSRFSGSGSGTEFTLTISSLQPDDFATYYCQQYNTYWTFGQGTKVEIL| ofo|edt MEE 7HXK|= A4 7HH

Zolle Zetshs Ael, ofstx mdE.

=]

k]
N
]
]

=1
=]

ZEeE s7 e - H=ef
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I rio
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B33 T30 Q01M, 471 EHI7F Z&K(full length) BHI, O8ts ZN2.
AEBH UMY - MRE Y IRy
BAg 4 HI180] A01M, 417| BHHIHIgGel, ofats mAE.
HEE S - ¥RE YRy
B85 A1 80 201N, 47| S} E& Z2lT 2910 ZEtshn oS, OfstE AN,
NEBH UM - MEE Y aEY
B398 6 HI1E0 0IM, 47| SH7HIgG19, 2fets Za2.
NEBH UMY - HEE YRy

7 eIzt o

a Za|32(elel 2 HEjoll ZEttls EMENM, 47| XM= EVALLESGGGLVQPGGSLRLSCAASGFTFSHYIM-
MWVRQAPGKGLEWVSGIYSSGGITVYADSVKGRFTISRDNSKNTLYLQMNSLRAEDTAVYYCAYRRIGVPRRDEFDI-
WGQGTMVTVSS 29| oto|edt MES Zt= S 7HH =091, 2 DIQMTQSPSTLSASVGDRVTITCRASQSISSWLAW-
YQQKPGKAPKLLIYKASTLESGVPSRFSGSGSGTEFTLTISSLQPDDFATYYCQQYNTYWTFGQGTKVEIK £ DIQMTQ
SPSTLSASVGDRVTITCRASQSISSWLAWYQQKPGKAPKLLIYKASTLESGVPSRFSGSGSGTEFTLTISSLQPDDFA-
TYYCQQYNTYWTFGQGTKVE! 2| oto|l=At MES 2= A4 71 =0QlIS Zalete Al A,

IEEE S7ME - ARAE Y O 2
H7E3 M1 2ol AN, 7] 2HI7HIgG 2, Al
M ST - fEE U o 2
a4 HMAE QUOIA, Ab7| 7 S&E 2|30l ZEte|n, S Zz|3|01e Malists 29!, &
IEEE S - HERAdE Y O 2
Hpss M1l A0IM, 271 &7t gG1e!, 3.
He sore - fRdE Y 0 2
H7Ee M8 X MS5g & ol §F 8ol 3| X AXIEH o2 5187t EH HRE ZEein, TIRAM A SR Zal32Q) 2 TS ol

2 =) o}
i x|=517| 95t oINS NBRM, 47| B 2lTal0l B Hojst KHA UBLBQ! oSN K8,

=

NHBR SN - HROE Y2y
- 5550
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H|u|=2]50.100.200 <£3] M|2159601=>

7 4 AZHEICHH| ARK HTASO! N-(3-7I2EA|-1-22Z2T)-(4S)-(p-H ZH L H E)-4-010|-(2R)-HEHEER OfE
OlAEIZ = 10| Mofy SI8El= S Zelotn, QAX|EIM X RITHH|2 H*MEEJ E= 9| Mot Si8kl= HE £t 2
gtata, 0171 47| B4 A=HEICHH| XK D1ts Y QXIQUA +8X| AtttKl= E2lAE [3-((1S.3R)-1-HIHE-4-2H
E-3-0EAPIERE-1-REII2HRY) ZR2O|QU|0|E-(S)-3'-HE-2'-(HEI=Y 2" -(E|E2tE-5-22i|0|E)H|HE-4"-
HIE obgl=)SRE|0|E 5|0 HErS|=20|E(LCZ696)2| FEHZ Elsh= Q. 2lzh SxtollM ek & 9/ E= [HYE E3

HIE}
OF 5k, UE A HEE AR

H (HF-PEF)2! Zeto| X|2, ol £ TIO| XM 72 HF F3| (The New York Heart
Association: NYHA) 252| 7iM, obYst = ofst X|Xofl ALZSH| ISt Mot RN 2.

B IME - ARUE Y OB
- 8581

g2 H1Eoll QoIA, Zate| X|Z, ot = ZIsio| X|210] Q17H Stxtel zAlal 2|, ZtAE 21| X (LAVI) X/ EE ZHg 370 2

AMBR UM - &5

B78 4 R e H230] U0(M, Bgto] X|2, o E o] X|0| $A N-UE Z2-BH LIES 0lkzd BEIS (NT-Z2BNP)2)
270| 4AS SHOE sl 9l Aot x4

BRI - &5

8786 HI18 i HI280) QLOIM, 91E 74 BEE AIRH (HF-PEF)Z 20 9ls Bixto] &2 A% 83| (NYHA) 220 714 9i8t %
HPPEES

MBS - &5

B78 7 A1 = H2E0) QL0iM, 12 28] Soisl= Hiot ZAE

MBS - 89-8Y

7 4 AZHEICHH| ARK HTASO! N-(3-7I2EA|-1-22Z2T)-(4S)-(p-H ZH L H E)-4-010|-(2R)-HEHEER OfE
OlAEIZ = 10| Mofy SI8El= S Zelotn, AX|EIM X RITHH|C H*MEEJ E= 9| Mot Si8kl= HE £t 2
gtat, 0171 47| B4 A=HEICHH| XK H1ts X QXIQUA +8X| AEtKl= E2lAE [3-((1S.3R)-1-HIHE-4-2H

E-3-0EAPIERE-1-RE7I2HIRY) Z20|QU|0|E-(S)-3'-HE-2'-(HEI=Y 2" -(EIE2tE-5-22|0|E)H|HL-4"-
HIE obgl=)SRE|0|E 50 HErS|=20|E(LCZ696)2| FEHZ Exlfsh= Q. 2Izh SxtollM ek & 9/ E= [HYE E3
o= o=, HE A EE2E dR

T (HF-PEF)Q! &2te| X|2, ol = 2ol X|Ho|M 72 ME §3| (The New York Heart
Association: NYHA) 252| M, OF&at = otst X|Holl ALZSH7| st Mok =M.
B IME - ARAE Y OB
g2 1ol U0IA, ZEte| X|=2, ol = XSOl X|¢H0] Q17F BtXto| Apaldt 2|, ApalR 21| X|4= (LAVI) ¥/ E= 2l 37|90 Z
A
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797 Mol UM, 2H (f) 7t 0fTaUlE AEORI0|E, Z& AH|OROIE, LEEE AH|0FE ZOl0|E, E2|0|2H 32|12, HEE
o 2

2t SM0|E, 0jauls 2l S0|E, LIEE HIRO0|E, 25 HZ0IE, ZE (light) D|UZ 2, FatE AlEd 2,
22! 2=AFOR0|E, S2IME HGIU0IE, S2|MZE0|EAH|OR|0|E, AHOIZA, O AHORO|E, H 0|52 EEE2

SEf Mgl 9N ofStEm S

EBH IS - fRUE U 2
- M
738 |13} EE FM2E0l A0IM. () DIMIZEY MEZQA O (b) SIAKIQ| Z2HI7} 2:5 LIX| 5:2 HIQ! 9I-LHA o5is mie,
EmE s - fadE Y 0 s
— MAH
o
780 18 EE HM2E0 Qo1 ZNB0| ATE SoiEls 9-LIA o xN2.
TmmE s - fagE Y 02
— MAH
oo
2710 13} = M2E A0t HRI Heol o-Li ofst xME.
TMEH S - MEE Y 02y
— MAH
oo
B8 11 | 10 2ol QofM, TE H HHQl & BUS 71E0R, 51718 HEfols 9I-LHA o5HE XM (a) 20-30 5% o CBIE Fofy
0IE; (b) 25-35 5% O] HEQA, TZEQA 0|74 Q1M BILIS, 2 0|S0| ERIZRRE Meligl= MF; (c) 35-45
2% ©| |MZEY MEROA; (d) 1-10 5% o AZAII2WZRA LIES
EmH 7 - fRE U 02
-
27812 11 Boll QLO1AL, (e) BILt 0140l HEHRIS F712 TEfolE 9I-LHA o5t NS
IHRRE ST - 2EoE U 0 2Y
_ )gM
27813 11 Boll LO1AL, (f) BiLt OlAel SBNE X712 Eafete o-Ui4 ofsh X2
IHRE S - 2EoE U 0 2Y
— )gM
73 14 A 11 goil oiA, 2 H M| & FYS 7IF0E, 67|15 TEfsHs 9L UMY M2 (a) 25 BY% o ClHlE Fojio|
E: (b) 30 Y% o HERA; (c) 40 BU% ©| DIMZHY MERQA; (d) 4 BYY o AZAII2H2OA LIES; () 055

(
0.5 8% 5Lt 0 82| S|,

HEBE SNE - HEYE Y12y
— MAH
oo
878 15 A1 8 £ A 2 ol YOIN, BOIEIA BHE, Ty Z8KS (MS), 2954 SA1Z8HS, 224 (Crohn's disease). AL
CiEE. ZAl B 2RA (SLE), 35 2925, T4 FOY M4Y, SWA HATRIAY KIS, 478 553 (Sjcegren’s
syndrome), XIRISY S8 BIE (AHA), | § B S ZMORRE| Metele €Y EE APIBiels Ta wE Hojol |
2 EE ool AL 3t 91-Lha OfEiE TNE.

IS hIE]]

ST -

I
I
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DATA

AH[ZEITA2SAUMI80 2.2501012 =7

ZI™aA F{7IAFEE

ZE20HE

<53] M[1456728=>

SHIALIOIE, HFA 227, PVP % PEGE Z&l5tH, PVP7+0.001 S2H(w/w)%2| 222 Exish=

el Hof ==,

EBE SIME - 2RUE U0 B

g2 H1gtoll QoM. PVPZEPVP K250 Mt =288

UEpE e - 2E%E Y 12

HPEs3 M18 E= M2gholl A0IM, PEGZHPEG 100091 H[2f =M

THBH TME - HRE Y 02

H7E4 M1 = M2gol A0M, PEGZH0.3 Z2H(w/w)%2| Y2 ZXiisH= 22 M2tk ZME.

TEBY ST - HRE U 2

25 H18} = A2 oI, Z2RE|E0| 10| FojE 04812 Eof FER! Kok KNS

TEBY ST - HRUE U2

H7Ee HM1g E= M2go UM, ZERHE0| T R.R-HS 40| HER| HEefQ! M ZHE

LEpE e - 2E%E W 02

yae7 Mg E= M2l UM, S2OHALI0I=7F 19| 22R-0f| I HO! M2F RMS.

TEBH ST - HRE Y 02

st g HM18t0l UM, Z2DEHE, Ro|ALIOIE, HFA 227, PVP & PEGS Z36tH, PVP7}0.001 E2H(w/w)%2| %oz Zxjstn
PEG7}0.3 B2 (w/w)%2| Y22 Exlisk= A2l Mt ZME.

TEBY SIME - HRUE U2

H7E9 HgEoll AN, Z22EE0| 12| FOt24t 03k Hel FENQ! Mf ZYE.

IHE SIME - 2=%E Y 02

78 10 R £ H2S0| U0IM, B57| HoKel X2 EE oL 915t Mot F42
NEDH UM - ¥RUE YRy
-&58m
B8 11 A8 = H280l 01, HAL BI% E= COPDO| X2 Ei 2 I3t Mot Z42
NEDH UMY - ¥RUE YRy
-&5am
B8 12 R £ H2S0| 0N, FHAlQ| XIZE It Hot 42
NEDH UMY - ¥EUE YRy
-&58m
B8 14 HI18 E= H2SH0) U0IA, FAL B2 = COPDO| X122 9IsH 712t 7R £01 B |ZRE| EUsl= Mot £N2
NEDH UMY - ¥RUE YRy
-&5am
-4
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2tELICIE <53 M2351931=2>

2 {7t
HAE D50 %t0] 3~8 pmO|1L D90 70| 8~15 um@l 2tZA[H HAH 45 mg; ¥ B2|AZH[0|E, 2ILTSMLIEE, Y 0|52 E8E
='E1 MEHE] HHEMR| 2~5 mgS E é.ém, pH 1.29] £ THEOl|A ChEHRI= 2Xof| w2t 23E ESAIRI0IM 6020142 &
EE0]40~45 %21 st =HE.

T S7ME - ARAE L IR

aqg2 Mgl AN, 2t TS| MEO| 2, HA|. E= WEXQ WS SRR she AUst xHE.

EHE ST - AN

g3 H2&oll RA0IM, kst ZE2| MFo| AR WS ETSRE ol= Ust ZME.

T ST - MY

g4 180 A0IA, A FARHO| D50 Z40] 4~5 um0| DIO 240] 10~12 um@l HES EZCR sl= 245t ANE.

ZEEE 7 - fRE 9 a2

7810 M8 K| Mg & ol 8t &ofl QJ0IM, RY, DIZT MEZRA QALAZIE UHLIE, Y ASHIER 0|20T Zo2HE 15
0|4 MEHEI HSIN|; A2ATH|E, S2AIIZUZ QA LIER, MEZ2|SMLIES, FIZ2A|HELEZ A Zs, U HSS M2

O 0|20(E ZORE 15 01 MEUE Ba; THIE, SICSATRE UE2QA, FIRUZOA Y == HLLER

ALIESOR 0|20{71 ZORRE| 175 014 MEE BN Ei AH0I2A i 0l] &, B20I=A 0lMakTA, B, % 22l
LHHLIOIER 0|20{7l ZORRE| 13 0l Mg BENS 712 BEsH= o3t 24E.

HEBR SUIME - H=oE Y12y

B8 11 A1 LRI RIA%H 3 Ol 3 Sofl QO1AL, blERR! D2 A 2 DZAINE EX SAZANES 5712 HIs %S ST si=

=

ofst AN,

NHPE SN - §2OE Y 12Y
B8 12 A1 1801 201, HIEIR! D2A BHLAHES 2712 ZHH= %S SHOR 3= o5t ZMB.
AHTE SN - §2OE Y 12Y

HIFR=2|HEH <S8 M23531445 >

sk

v

Hast1 SH AMH £Z0]| 15 pmol/L 0|21 Btxto| ZAME A XI=(COS; controlled ovarian stimulation)ol /st £ X|=20f At
23517| st Mz g HZ X2 S22 (FSH)S Z&5H= M2(product)2A, 47| ZiZE FSH £ 1X1e] ZHE A X2 AL 20|
A 11 LRI 13 ugQf 1 82 == 02t S7t2] 1 8o = BiXtof|A| S|, FIte| ZEE HA X2 AlOIZ0|M2| S22 A
7| 1t AlO|Z20lM 2| BHXte| Alxi| A BhSof mhat ZHED, &7| AMEE FSH £ a2, 3-AlYst 2 a2, 6-AlYstE Zal6te], & Al
A3t & 50 LHX| 99%= a2,3-AIZSt0|1 1 LHX| 50%= a2.6-A3tRl, AE.

I sME - dRdE Y O RY
- &5 &0
- 2H.2a3f
oH oo
H7sto M1l QU01M, 471 2 XI=7t &xtel BHW AVH &2 2ok B, % 2 AMH 20| 15 pmol/L DJ2tel Stxjoll|

J7| E&E Fost= HAIE Zefohs el M=,

[UC

0fo fob
IE o
0f0  fol
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