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Overview

A (NASH, non—alcoholic steatohepatitis)2 B|ZZAM X|g2kzt & SHNAFLD, non—alcoholic fatty liver disease)2| Alztst ez X|gto| £H =0

47+ Al =ML
b &Mool ZH4dstE Aozl £ e AEfo|ct. American Liver Foundation 2 o|= Aeolo| 2F 5%7F NASH &, 2F 25%7} NAFLD & %410 Qlctd
ooy 2t =271 EJlstD US0E EFst XX FDA £ 22 NASH x| Z2H 7} gle At=to|Ct,

AstraZeneca, Gilead Science 2F &2 Z=2Y Hujojsb NASH XIZ2A A& ZXEsSte= AMEZI7F X2 AMofst 2, Intercept Pharmaceuticals 2f
Ocaliva(d23: obeticholic acid)= 2020 ol 0|0 S35 EECtA| NASH X|ZX FDA S¢l Aot Ocaliva & &¢2lo|l FAt=[HM, Madrigal
Pharmaceuticals 2| & NASH X[ Z2HX 2l Resmetirom o ZtAlo| £2|11 Yt Resmetirom 2 T F2l AMAIEH(NCT03900429, Ar 3 AholM ZEAQI

ZotE HIE2Z FDA Sl Sl X 2H X[HE 2Art.

=

ol 7 & w2 CAl 247[0ME NASH x| 2H 7Y Sent S 2Y M fAte] NASH #|2H mto|=etelg MHZch A NASH X 2H 2 24=9 EF:
5 7HXZ Farnesoid X F&#|(FXR) &M, o 222 $EXM(THR)-B =EH, 2772 FAF HEOI=(GLP)-1 28X & HSAIZ &4 2435t

+Ex (PPAR), dFotM = MZ AXHFGF) 21 ZrEH 7t Uct,
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. S . Phase III Farnesoid X Activated =237 24 asilt #AHEC=
1 Ocaliva (Obeticholic acid) Intercept Pharmaceuticals ) Small Molecule ] R
(Inactive) Receptor(FXR) Agonist '23.05. FDA &2 HHE
] ) ) Thyroid hormone receptor- '23. 04. FDA
2 Resmetirom Madrigal Pharmaceuticals | Phase IlI Small Molecule ) N
B(THR-B) Agonists AMK| =M X[E
Ozempic (Semaglutide) + ) ) )
) i . Recombinant Glucagon Like Peptide 1
3 (Gilead: Cilofexor + Novo Nordisk Phase I ) i -
) Peptide Receptor (GLP1R) Agonist
Firsocostat)
, Phase Il . Glucagon Like Peptide 1 SIXR Y Off & 2[AF TEf
4 Cotadutide AstraZeneca ) Peptide ) ~
(Inactive) Receptor (GLP1R) Agonist HACZE FCt
" ) Peroxisome Proliferator Activated
5 Lanifibranor Inventiva SA Phase Il Small Molecule ) -
Receptor Alpha(PPAR o)Agonist
) ) Recombinant Fibroblast Growth Factor(FGF)
6 Pegozafermin 89bio Phase Il ] ) -
Peptide Receptor 1 Agonist

1. Ocaliva (FXR Agonist, Intercept Pharmaceuticals)

2016 A 52, FDA = Ocaliva(Obeticholic acid)& 2+ & &tol
Eatu 2 AZ ) Ehpk ZAM 3 B g np 22 HXER0
AMESIF oL FDA A2 ¥ 3(AdCom)= 120 4 2 &2l

gd HE5d "2
et fHE EY
O FHsI¥D 2ol 68 =
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& (Primary biliary cholangitis, PBC) x| E2M 2 &°2lstF oL} 54 Al
Hsld ALZS HMehiCt 2023 WA QM EE= 2Z2|dte] NASH M35 =&
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QIE{Y EJI NDA off M &%t REGENERATE 24 3 &2 2 ttAl EE= 3 thAl 2t 47T 2HAE ooz o 729 =29 3 & d7o|ct 18 7Eel 52 &4
2, EF FOo{Z(OCA 25mg)2 1 At griH=ol 7k 727t JHd =2t NASH ol &~(Resolution) X|EOAM= Xto|7} gilen b &45 xetet
FAE0| HHSIRUct M8 F0{Z(OCA 10mg)2 &&0| o|o|sto 2H|E[ZELe| RAMO| S=tastn F 1 & HItHsE SF5HA] RS

FDA t 1 EtOiI/H—°—I ==yt Y s LEFHoAMe 2t &4 FAEES olfE 5¢2 HESIUL, NDA £ ctA| MESHH ™ REGENERATE o TA|

Intercept = &¢ Auf o=, 3[HstHLL AMztst Z7F RAak X =2H Jigtof CHEh mfol=2ielE ZEkstl Ocaliva 2 NASH lal A& 2E FXE 2023 A
C

Ocaliva® E 3 FXR ZEHE NASHOIA XIE 2 & thAb 7|5 Fojo e folo] Sle FXR wal TS
2 WE ewo| 8|Z0| £7| W20, Ocaliva 52 HHS &% |28 zo|Zajelo HEE IS A

2. Resmetirom (THR-B Agonist, Madrigal Pharmaceuticals)

sh=l el Resmetion £ 280\ 2alol THR-p SE8M 2, 2elutel S8 olof FOA Felo| =St gich A20lE|Be IEHel el 3 4 Aas
wEStHM 25l 4 Y FDA 2HE 4l A2HZ AMEACH ol=alZe Atk 68 30 Y NASH AIZA Ol 715 Solg AlX3sHs NDA & wAt8oR Had
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ol=2| 22 HAME Sl MMt WerMdE "rlsty| flofl 52 7t olE WA, f12 thx. 729l 3 & A7(NCT04197479)
NASH s 20l M fl2F tie| SAXM2Z Fololet 7HME &elstHM 1 AF WIXZEE M St

o=z Zo| ™Al ZiE wxEsSt T THR &M E 7ol ofst &Aool HX2 Yct THR-B2 X|EHEsH 2 FIESE=2|of &M =HE of7ist] 2+ 7|52
FX| 5tz degts st ?Jﬁ.j, Hto|Z E|2FFEl A (Viking Therapeutics)E THR ZHEH ‘VK2809'2| At 2 AF ZIfol|A ZF X|gh2k2 =[Cf 51.7% ZAA|Z]
A E %‘Eékﬂdﬂ st% NASH x| 2M 2okl THR X2M 7ol HFIH F=2=c}

3. 1 2| NASH mjo|=2}9l
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NASH 2txtel sial 2Hel olsd NMedMES EXMo=Z st= GLP-1R &E8HM FHE AU4E8% Ut LELC]ATE= A GLP-1 2gHel Sixd X=X
2 = (Ozempic, MEH: Semaglutide)2 Zzl{= Afo[edael FXR =SH ‘Cilofexor’ 2 ofME-CoA ZiSAl2lotA[(ACC) AHMA ‘Firsocostat’ 2F &7
Folste HE 2Hes AMAH(2 A) o Uct stojekEo| X[k 20 W 8 ¥ MSD of 7|& &3t Efinopegdutide = 23 6 ¥ FDA MAEE=2oz
ANY=A, 7SS (EASL)OIA 24 FRtof| F0{ M CHH| 2t HAEE 72.7% =2 ZA2oAF|= SEEC AN 204 Z0HE ¢

o T = AN
St AstraZeneca = GLP-1R/2F72(GCG) O|&2t=2H 2 Cotadutide 7HES XS E UYL}, ESXIZE 0|5 L FAte] M2F HHAOZ 2l Xt 4 €
QA 2/3 4 AlY Al T A5 FHstz|Z2 & Atefjolch,
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89Bio = FGF21 FAMH 24292l Pegozafermin 22 AF 2b 4 ENLIVENOIA 2

ZIE TESIRACE 89H0|2= HUAH Il DET NASH %=
or2et ool XEsIPom, 1 i ZE Y ZFoM =2 EXX [o/Me2 oM ES = =

S
SHRct 30mg Fo{Z2 19%2 EFXUF 1
Mg ERen fIeF | 21%2] &7t 7S 2=t 810l NASH S| M2 EXCt 44mg F0IZ2 20%2 A7t ZHY#/E /e EQoo
Cie| 24%2| 2HAEIF NASH Z4ko| 7 Eict

gF Bl 3006337(=f Z2HMEY : YH25724)7t Uct HZFAHAASIA 2

ﬂH)h

GLP-1R 2} FGF21 & E}SH O| B2 SHZE wEHFso] HEAHJAASHAM Z|& =+
EOH 34 _ﬁ_a 1 AI— )\|6-I% =gt AI-EHO||:|-.

zztAao| 2AME E Inventiva = PPAR 22X 2l Lanifibranor 2 NASH X|E & A|E5t2 RJyct PPAR &4Mst= H3M ALO|EFFRI(interleukin—-1 beta 2! TNF
alpha) % #HEZ7tele]l Mok MAME2 AXsio] zH uf Xgte| ZtAel HES JHMsict. ol#iE|Hb= 2025 H stEb7|ofl AX M Eol AlSE A 3 A

Z1H(NCT04849728) 5 LES A =lo|CH.

st 7|tHE ZheLt, Maist PPAR &M Z= Genfit 2| PPARa/8 OlSZH&H| 2l Elafibranor 7¢ ACh X[t 204 5 8 d2tu/=22tcE HAESH RESOLVE-
IT &34 S A NASH ol 1 A S5HS MK 25t 2= Jof 78 A+ -"S-E% A st

HAMIA AEH Y ES] 2Z2[Ht, OotAEEMUFte] ZEMFElOIE, FI Ll A2tmEEt: FS0| NASH #[Z2AH JHZhol| Amistie LELrjAFol 2QFH,
gto|2k=/MSD 2| ol ol .| 217 EtO| =/MK-6024, 89 Hto| 22| H AR 2l H 2l A 5ti2l Bl 3006337 M E[HES| 2f{u|E2t: F0| X2 NASH #| 2|

El
Elo|E=2 RIX|5H7| 2lsf ated7 Zol A2, A It FUME NASH XZHMAE QP ESl 2Z2|Hte| FDA &¢lol 2o 6 #ol ZE=wHA

ot=2|Ze| Resmetirom 2| FDA &9l 0 Fof ztAlo| &2l ArCt.
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=Z7HIH AL T 7| &R ZFe AT (jyjin@kddf.org)

Reference

https://pharma5.globaldata.com/NewsPartial/InsightDetails?Articleld=9210

https://irinterceptpharma.com/news-releases/news-release-details/intercept-announces-restructuring-strengthen-focus-rare-and

https://www.gilead.com/news-and-press/press-room/press-releases/2021/3/gilead-and-novo-nordisk-expand-nash-clinical-collaboration

https://www.evaluate.com/vantage/articles/analysis/spotlight/spotlight-whats-next-nash



https://pharma5.globaldata.com/NewsPartial/InsightDetails?ArticleId=9210
https://ir.interceptpharma.com/news-releases/news-release-details/intercept-announces-restructuring-strengthen-focus-rare-and
https://www.gilead.com/news-and-press/press-room/press-releases/2021/3/gilead-and-novo-nordisk-expand-nash-clinical-collaboration
https://www.evaluate.com/vantage/articles/analysis/spotlight/spotlight-whats-next-nash

