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obeticholic acid

6-ECDCA; 6-ECDCA (capsule); 6-ECDCA (tablet); salpha-ethylchenodeoxycholic acid; DSP-1747; DSP-1747 (capsule); DSP-1747 (tablet); INT-747; INT-747 (capsule); INT-747 (tablet); obeticholic acid;
obeticholic acid (capsule); obeticholic acid (tablet); Ocaliva

Drug Summary

Global Status

Development Status

Summary

Launched Approval in Australia and Israel as Ocaliva for pimary

biliary cirrhosis (PBC) reported

Latest Change

Active

Latest Change Date 2018/1210

Obeticholic acid (INT-747) is an orally-active analogue of the natural human bile acid COCA (chenodeoxycholic acid), developed by Intercept
Pharmaceuticals (Genextra) as a first-in-class farnesoid X receptor (FxR) agonist for the treatment of primary biliary cirrhosis (PBC). It is also under
development for the treatment of non-alcohelic steatohepatitis (NASH) and primary scleresing cholangitis (PSC) (Scrip Daily Online, & Sep 2004,
S00856390; Company Web Page, Intercept, 21 Jun 2007; USAN Web Page, 5 Mov 2008; Press release, Intercept Pharmaceuticals, 8 Oct 2014,
http:/iirinterceptpharma.comireleasedetail.cfm?ReleaselD=875121; Company pipeline, Sumitomo Dainippon Pharma, 25 Jan 2015, http:/fwww.ds-
pharma.com/rd/clinical/pipeline.html).

Company Data

Originator

Usa

Intercept Pharmaceuticals (part of Genextra)

Licensee

Lounched

=" e ]
Name Country

sumitome Dainippon Pharma Japan

Diseases

feerm S Fremten

Cirthosis, primary biliary
Norn-alcohlic steatahepatitis
Hypertension, portal

Primary sclerosing cholangitis
Bilicry atresia

Diarrhoea, unspecified

Origin Chemical, synthetic H Bond Donors 3
NCE Yes H Bond Acceptors 4
CAS registry number 459785-88-2 Rotatable Bonds 5

Trialtrove Trials
(4R)-4-((3R,6R, 7R,105,13R)-6-¢l
dimethylhexadecahydro-1H-cy

Lounched Molecular Weight 42063 siFEinE T Trialtrove Trial Count 27

Phase 111 Clinical Trial

logP 452 Chemical Structure (SMILES  CCIC@H]1[C@@H](O)C203CCCl
Phase 11 Clinical Tril format) [c@@]3(C)CCCa[C@@]2(C)CCICt
Frose 1l Gnical 73 _m e FrotocolTial 1o
Chemical Structure
Phase IT Clinical Trial () ClinicalTrials gov University of Aarhus obeticholic acid; Placebos NCT03253276; OCAPBC Open
Preciinical 1 Hepatic Fibrosis, NAFLD sumitomo Dainippon Pharma obetichelic acid TriaiTrovelD-167308 Completed
(Dainippon Sumitomo}
1 Hepatic Fibrosis GenextralIntercept obeticholic acid TriaiTrovelD-336296 Completed
Pharmaceuticals
1 Hepatic Fibrosis, NAFLD GenextralIntercept obetichalic acid (tablet) TriaTrovelD-255334; 747-104; Completed
Pharmaceuticals NCTO1914562
1 Hepatic Fibrosis, NAFLD GenextrolIntercept obeticholic acid TrialTrovelD-249887 Planned
Pharmaceuticals
1 Hepatic Fibrosis, NAFLD GenextrolIntercept obeticholic acid TrialTrovelD-186863 Completed
Pharmaceuticals
1 ClinicalTrials gov Sahigrenska University Hospital, | obeticholic acid; Obeticholic acid | NCT02532335; OCAPUSH Open
Sweden placebo
1 Hepatic Fibrosis, NAFLD GenextrolIntercept obeticholic acid TrialTrovelD-186388; 747-105; Completed
Pharmaceuticals NCT01933503
u NAFLD Genextrallntercept atervastatin calcium; obeticholic | TrialTrovelD-269972; 747-209; Completed
Pharmaceuticals acid CONTROL; NCT02633956
u Hepatic Fibrosis GenexwralIntercept abeticholic acid TrialTrovelD-162443; 747-20%; Completed
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Event History

Mew Approwval

2018/10/31

2017/05/25

2017401115
2018/12/14
2016/09/19

2016/09/19

2016/06/15

2016/05/27

2015/10/15
2015/0%/28
2015/08/31

2015/08/05

RTEEFARGER

Mew Approwval

Mew Launch

Mew Approval

Expedited Review Designation Granted

Mew Filing

First Launch

First Approval

Disease Phase Change

Disease Phase Change

Expedited Review Designation Granted

MNew Disease

Marketing

Q Ets
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HRMEHEERE
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Australia & Israel; Cirrhosis, primary biliary

Canada; Primary biliary cholangitis when used in combination with
ursodeoxychelic acid (UDCA) in adults with an inadequate response to

UDCA or as monotherapy in adults unable to tolerate UDCA

The EU; Primary biliary cholangitis
The EU; Primary biliary cholangitis

Canada; Primary biliary cirrhosis; Priority review

Canada; for the treatment of primary biliary cholangitis, also referred
to as primary biliary cirrhosis {PEC), when used in combination with
ursodeoxycholic acid (UDCA) in adults with an inadequate response to

UDCA or as monotherapy in adults unable to tolerate UDCA.

MAS; USA; PBC in combination with ursodeoxycholic acid (UDCA) in
adults with an inadequate response to UDCA or as monotherapy in

adults unable to tolerate UDCA

The U5; Primary biliary cholangitis in adults with an inodequate
response to UDCA or as monotherapy in adults unable to tolerate

UDCA

Biliary atresia; Phase IT Clinical Trial

Mon-alcoholic steatohepatitis; Phase ITI Clinical Trial

The US; Primary biliary cirrhosis; Priority review

Biliary atresia

Pharmaprojects

Pharma intelligence | informa

>


https://citeline.informa.com/drugs/details/78490

Pharmaprojects
FEIN6E




Key New Features

omiZ ¥ = (Visual Boolean Search)

‘ 272,706 trials  \Jpw related: Trials | Investigators | Organizations Table Map
X
s | Trial Phase is II n ¢ | Trial Phase is III

X
s | Trial Phase is II ¢ | Trial Phase is 111
Map

X
J H Trial Phase is II H Trial Phase is I1I f
Trial Phase is II H Trial Phase is I1I
BEE ENl == 2

- RERBIBZANER
- BEERFRSEERELT

RERBARES

REREGRNERNY,
HIE=RAE A AR

25 {5 = S

n Therapeutic Area is Infectious Disease

BEE IR SMHERNAR =N x
:%ﬁ E,‘Jljlbﬁg H Trial Region 08" | North America Map

—— —

n Trial Status is Open

229 trials  View gllated: Trials | Investigators | Organizations Table Map
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Moz i = (Visual Boolean Search)
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does not contain

ot

° 1%}3% 7’%%’,‘5’( -Tl-ﬂ'lj (and/or) E \ /EZ'_ n Disease is Oncology: CNS, Glioblastoma
RER

Disease is Oncology: CNS, Medulloblastoma

ERBICERERNRRLEREN

INESEESRIIIRRSGR

RESAERBFANRREFZMS, FIMEZ
EFNIEZENRER

@ Pharma intelligence | informa

Information Classification: General



Key New Features

o TEBRX EREF (Interactive Dashboards

\ —— E L [ Dashboards
’ ' é -ﬁ— [ I Details Disease Drug Sponsor Location Treatment Plan Outcome & Results Trial Timing
/ — D Trial Phase D Therapeutic Area D Primary Tested Drug D Sponsor D Trial Region D Trial Tag/Attribute Trial Qutcomes D Start Date
Trial Status [ Disease [ sponsorType  [] Countries

O select All

- MEERETHOTEBERAR
ILJ\ H — H Trial Status (5) x Trial Outcomes (13) X
15 30
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<1208 Ff B 4% -7

Planned . 6

Closed . 5
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[ ]

5

35 70 105 140

135 Completed, Positive outcome/pr.

I
I

& outcomelpr.
e indetermina

SRR e decision

‘Ié—l —_— \ Terminated, Poor enraliment
i / I \ J\ Terminated, Business decision.. - &
Terminated, Lack of funding - 4

Terminated, Lack of efficacy I 1

. té%&%%$# ExRENZIBz1EZ el

#’ i + X
7), Sponsor Type is Industry, all other pharma Sponsor Type is Industry, Top 20 Pharma

. EHERNSNTIMAERREMED I
ok

+ X

Dashboards

Details Disease Drug Sponsor Location Treatment Plan Outcome & Results  Trial Timing
[J TrialPhase  [] Therapeutic Area  [] Primary Tested Drug ] Sponsor [J TrialRegion  [] Trial Tag/Attribute Trial Outcomes ] Start Date
Trialstatus ] Disease [ sponsortype [ countries

D Select All

3 =

5} l E ! ; ﬁ #’l‘k 1 ' Q*A % Qi Trial Status (1) X W tcomes (4) e
[J 2L 2N &’n % 35 70 105 140 Feofse ‘ 51
e N K65 22 Y [ R A% 0 .
ted, Negative outcome/pr.
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Key New Features
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Chemical Structure
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View related: Trials | Investigators | Organizations
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‘ Dashboards H Trends ‘

Share Search

Clear Search

Save Search | Create Alert

ical Structure is substructure of MJ182000 24 26 0.0 0 0 0 0 0 0999 V2000 4.3324 0.4125 0.

+ X

Collapse Search

Expnrl

CitelneDrug .| Generic Drg Name m e e

75921 esomeprazole magnesium DR + levo | Nexpro L; esomeprazole magnesium | Widely Launched
sulpiride ER DR+ levosulpiride ER; levosulpiride
R + esomeprazole magnesium DR

36948 esomeprazole + low-dose ASA

65130 ‘omeprazole + cinitapride ER, Zydus

cinitapride ER + omeprazole, Zydus; ¢ | Ceased

ole, Zydus; om
pride ER, Zydus; om
ride ER, Zydus

‘ Add new group ‘

‘ 50results ~ || Show/Hide columns ‘

ATPose, ek exchangin, .. «-- Npml afixed-dose combinatios

sulpiride, developed by To nentPh ar
maceuticals for the treatment of gas
D)

dopamine receptor D2

_m

App vals
phg ol refur Indics|
L (Company Wel
l,]SepZOlS,Mm

(CTRI Web Page, 23 Mar 2012, ..
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5.
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[
ge,9 Feb 2010).

)



https://citeline.zendesk.com/hc/en-us/articles/360010441214-Pharmaprojects-Chemical-Structure-Searching

Key New Features

[ A#EE (Historical Trends)
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Key New Features

SRR HIRBETIRE (Alerts)
EHEEREZER

2% FIEER R HBfHIREETNEE (Watches and Alerts) - EERMTARETX

CitEHHEQ Trialtrove Sitetrove Pharmaprojects Saved Searches & Alerts | Help v | My profile | Log out Ask the Analyst
Fharm

o SCHHEREAYME RIS KLESH
BT

Saved Searches & Alerts I

AN =1 by = ;F&/\ A -+ SH /42— S
[ ] D \ 2 N a W ~ l ! I { l -LX Ohio St (Organization ID is 34415) Watch | Open | Share | Remove
— - ._T_E. _L 21N /7 (ancer[emartosu[c()-memmes
(Arthur 6. James Cancer...
v 2018110122 13:28 Callaghan, John T (Investigator ID is 13295) 1 - Unwatch Remove

. Qﬁzﬁéjtﬁy\h@iﬂiﬁ# EREEEESEHE
7

Create your alert
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risankizumab

ABBV 066; ABBV-066; ABBV0GE; BI 655066; BI 655066 (IV); BI 655066 (SC); BI-655066; BI-655066 (IV); BI-655066 (SC); BI655066; risankizumab; risankizumab (IV); nsankizumab (5C); SKYRIZI

Drug Summary

Global Status

Development Status

Launched Latest Change Approval in Brazil for psoniasis reported

Active Latest Change Date 2019/07/17

Summary Risankizumab is a humanized IgG1 monoclonal antibody that binds and neutralizes the p19 subunlt of IL 23, developed bj,.r AbbVie for the treatment of
psoriasis, Crohn's disease and ankylosing spondylitis (ClinicalTrials.gov, 17 Apr 20 i - e e
{(Heidelb), 25 Oct 2012, PMCID: PMC3510410, http/iwww.ncbi.nlm.nih.gow/pmc/arigiln Status
htto:/fwww_clinicaltrials.aow/ct 2/show/NCT02 03127 6: ClimicalTnals.aov. 29 Jan 20 _ - .
Argentina Phase III Clinical Trial
Australia Phase III Clinical Trial
Approvals
Austria Registered
Belgium Registered
Psoriasis; Arthritis psoriatic _ _
Japan (2019); as Skyrizi for the treatment of plaque psoriasis, generalized pustular psoriasis, erythrodermic psoriasis and psoriatic arthritis | %! Registered
response to conventional therapies (Press release, AbbVie, 26 Mar 2019, https://news.abbvie.com/news/press-releases/abbvie-announces-f§ canada Registered
2019, httpsz/www.abbvie.co.jp/content/dam/abbvie-dotcom/jp/documents/press-relea..). ) » )
Chile Phase III Clinical Trial
Psoriasis Ching Undisclosed
Brazil; as Skynm_fqr the treatment of psonasis in adults (Scrip Intelllgen_ce,_ii._lun 2013, I'!ttpS:.-‘.-‘s-:r|p.'&hurr’"u.lntelhgerce.|rfnr_rnu.c-::r“a'5£125 Colombia Phase II Cliriicol Trial
Canada; as Skyrizi for the treatment of moderate to severe plogue psoriasis in adult patients who are candidates for systemic therapy or ph
2019, http://www.abbvie.ca/content/dam/obbviecorpica/en/docs/SKYRIZI Final_press ... Denmark Registered
EU including Iceland, Liechtenstein and Norway; as Skyrizi for the treatment of moderate to severe plaque psoriasis in adult patients who @ Fhiand Registered
release, AbbVie, 23 Apr 2019, https://news.abbvie.com/news/press-releases/abbvie-expands-immunology-portf..; Press release, AbbVie, 30 _
https://news.abbvie.com/news/press-releases/european-commission-approves-sk...). France Registered
USA; as Skyrizi for the treatment of moderate to severe plaque psoriasis in adult patients who are candidates for systemic therapy or phote]  Germany Registered
(Scrip Intelligence, 28 Oct 2017, https://scrip.pharmaintelligence.informa.com/SC099770/Mew-AbbVie-Guidance-5...; Pink Sheet Intelligenc Creece S
https:/ipink.pharmaintelligence.informa.com/P5124822/Risankizumab-Andexanet...; Press release, AbbVie, 23 Apr 2019, https://news.abbvi ==
immunelogy-portf..). Hong Kong Phase II Clinical Trial
India Undisclosed
Ireland Registered
Israel Phase III Clinical Trial
Italy Registered
Japan Launched 2019
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Trialtrove Trials

Trialtrove Trial Count

Sponsor

Drugs tested

Protocol/Trial ID Status

Disease
v griasis
ITI er Inflammatory

thritis, Psoriasis

AbbVie

Boehringer Ingelheim,
AbbVie

risankizumab; undisclosed -

biologic

risankizumab

III ohn's Disease AbbVie risankizumab (IV);
risankizumab (SC)
3,? trials ) o ‘ Results ‘ Timeline ‘ ‘ Dashboards ‘ ‘ ‘ ‘ Benchmark ‘
View related: Investigators (151) | Organizations (1,687) ‘ Drugs (1)

Clear Search Share Search

Save Search

Create Alert

Drug Names is

risankizumab

+ X

Collapse Search

__w o cuunhhs

A Multicenter, Open Label Study To Assess The Safety A
nd Efficacy Of Risankizumab For Maintenance In Meder
ate To Severe Plague Type Psoriasis (LIMMITLESS)

Boehringer Ingelheim
Abbvie
fety; single arm

efficacy; open label;
pharmacokinetics; sa

‘ Add new group |

| Templates | | Show/Hide columns ‘ ‘ 50results |

2200 Australio; Austrio; Be
lgium; Canada; Czec
h Republic; Finland; F
rance; Germany; Ital
y; Japan; Mexico; Pol
and; Pertugal; South
Korea; Spain; Swede
n; Taiwan; United Kin
gdom; United States

Trial Outcomes
Trial Objectives
Trial Timing
Patient Population
Trial Locations
Study Keywords
Treatment Plan
Trial Notes.

Raculte

TrialTroveID-351313;
NCT03982394; P19-377,;
VALUE

Open

TrialTroveID-262918;
EudraCT Number: 2017-
002464-40; IMMpact2; M15-
998; NCT03671148;
NL67817.078.18

qlllllllllllll‘

T'lf‘lTrOVeID 298925 !8-
ABV 02 EudroCT Number

Open

Open

NCT03104413; NM !
1305-36321

Back to search Download PDF Share Trial ~ Create Alert

Print Page

A Multicenter, Randomized, Double-Blind, Placebo-Controlled Induction Study to
Assess the Efficacy and Safety of Risankizumab in Subjects With Moderately to
Severely Active Crohn's Disease Who Failed Prior Biologic Treatment

Trial Summary

TrialTrove ID TrialTrovelD-298925 Phase I
Source Trialtrove Sponsor Abbvie
Disease Crohn's Disease Primary Drugs risankizumab (IV); risankizumab (SC)

Moderate; Remission; Severe; Treatment naive;
Treatment resistant

Patient Segment Other Drugs =

18-ABV-02; EudraCT Number: 2016-003190-17;
M15-391: NCTD3104413: NMRR-17-1305-36321:

Protocol/Trial 1D

MaSH Term Crohn Disease
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Drug Disease Status is Pipeline

Drug Disease Psoriasis

mirikizumab Eli Lilky interiewkin £3 subunit alpha

adalimumab, Innovent Biologics [nnovent Biologics TUMOT NECras|s hactor

belapectin Galectin Therapeutics galectin 1
qalectin &
bermekimab XBictech nterteukn 1 alpha

In

Event Type Orphan Drug Status Granted n

Event Type

Psoriasis It isim a non-rondomized, op
en-label, single group, long-term exte
nsion of OASIS-1& 2 trials, Phase II1 tr
ial {OAST5-3; I6T-MC-AMAH; 16451) in
1816 patients with moderate-to-sever
€ plogue psoriasis in Argenting, Auwstra
lia, Canada, Czech ... e

Ankylosing spondylitis It is in o pivota
I, randomized, double-blind, active co
ntrodled, parallel, heod-to-heod, phar
macokinetics and bioequivalence com
parability Phase IIT trial (CIBI303A30
1) in 400 patients wih ankylosing spon
dylitis in China, to .. e

Fibrosis, liver; Nen-alcoholic steatohep
atitis A Phase 1T trial {NASH-RX) in the
U5 in patients with NASH cirrhosis, is e
xpected in later 2019 (Press release, G
alectin, & Mar 2019, .

Concer, colorectal A rondomized, paral
lel-assignment, double-blind, placebo
-controlled, registration Phase IIT trial
(2014-PTOZ2E) in Argenting, Bulgaria, t
he Czech Republic, France, Georgia, Ge
rmary, Georgia, Hungary, Poland Russi
g and the UK in 333 o

is Expedited Review Designation Granted

Crohn's disegse A randomized, double
-blind, porallel Phase I trial (SERENIT
s 16492; I6T-MC-AMAG; 2016-002204
-84) in 180 patients with active Croh
n's disease in Austria, Australia, Cana
da, Fronce, India, Japan, Poland, Rom
ania, Russia, Switzerland, ... e

Fibrosis, liver A randomized, double-bli
nd, placebo-controlled, parallet-group
-assignment Phase [Ib trial (NASH-CX)
in the U5, to assess the sofety and effi
cocy of GR-MD-02 2mgikg, 8mg/lkg inf
usion in 162 paftients fior the treatmen
t of liver fibrosis ... e

Hidradenitis Suppurativa XBiotech & ra
ndomized, double-blind, placebo contr
olled, porallel assignment, Phase 1T tri
al (2015-PT04T) in 130 patients with
mioderate to severs hidradenitis supp
urativa (H5), to evaluate the safety, tol
erability and . e

An open-label, randomized, porallel as
signment Phase I (16861; I90-MC-AA
BA) trial in the UK in 72 healthy subjec
ts, to assess the absolute and relative
binmvailability subcutoneous doses of
LY3074828 + LYID9205 (LYDD0D21), is
complete ... e

Im an explorotory healthy volunteers s
tudy, it was demonstrated to be safe
(Press relese, Innovent Biologics, 13
Sep 2016, httpuhwweinnowentbio.co
mien/Mews.ospr?key=news&ld=1361

Preclinical

[m analyticol and pre-clinical compara
bility studies it is highty similar to adal
imurmaks {Press release, Innovent Biolo
qgics, 13 Sep 2016, httpuiAwww innoven

&ty pe="E6 NS0 B0 NES ... ).

Im an open-label Phase I pharmacokin
etic trial in 17 mormal healthy volunte
ers in the LS, single iv dose of GR-MD-
02 followed by x3wk iv doses of GR-M
0-02 hod met the primary endpoint of
midozolam clearance when administe
red alone, compared with when .. ***

An open label, single group assignme
nt, Phase [ trigl (2017-PTO&1) in the U
5 in & healthy wolunteers, to evoluate
the safiety and tolerability of pharmac
okinetic study of MABp1 iv, was comipl
eted. All the subjects have been dose
d. This Phase [ study . "

thio.comfen/Mews aspx?key=newsald
=136 &type="6E6%063B0%ED%. ). |
nvivo In .. o

Im rat models, GR-MD-02, its develop
ment-stage galectin-3 inhibitor, hos s
hown a positive effect on vascular re
madeling and demonstrates that rat
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In vivo Toxicology studies were condu
cted (Company Web Page, XBiotech, 7
Dec 2009). Potents An L5 '489 patent
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using these antibodies to treat, preve
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Drug Summary SLx-2119

Company Data

Activity Drug Summary

Chemical data

KD 025; KD-025; KD025; ROCK2 inhibitors, Nano Terra-1; ROCK2 inhibitors, Surface Logix-1; SLx-2119

Global Status Phase II Clinical Trial Latest Change Completion of Phase II trial (KD025-211) for psoriasis
Diseases reported
Development Status Active
Latest Change Date 2019/06/24
Country data
Event History Sumrmary 5Lx-2119 is an orally-available ROCK-2 inhibitor in a series of small-molecule inhibitors of the Rho-associated kinase ROCK, under development by Nano
Terra {Surface Logix before the acquisition) for the treatment of multiple diseases. It has potential in metabolic syndrome, diabetes, cancer, auteimmune
diseases and spinal cord injury (Press release, Kadmon & Nano Terrg, 25 Apr 2011, hitp:/fwww_kodmon.com/pdfsfkadmon-nano-terra.pdf). It also has
Trialtrove Trials potential in lwer fibrosis and liver steatosis, and gluuccmu (Corporate Fact Sheet surface Logix, Jun 2008 & Jan 2009; Company Web Page, Surface Logix,

Orphan drug status
Licensing

Graft-versus-host disease
Kadmon Holdings

@ Expedited Review Designation

USA,; it has granted breakthrough therapy designation for the treatment of patients wit
Ph ase I more lines of systemic therapy (Press release, Kadmon, 17 Oct 2018, http://investors.ka

Preclinical

Supporting URLs

@ Pharma intelligence | informa

Information Classification: General

Oth Ann Healthcare Conf (San Francisco), 2012, Slide 13
is also indicated for the tratment of psoriatic arthritis
/pipeline/). It is also indicated for the tratment of
tp//kodmon.com/iresearch-development/pipeline/).

USA; for the treatment of chronic graft-versus-host disease (Press release, Kadmon, 6 Oct 2017, http://investors.kadmon.com/recent-press-releases/2017/10-
06-2017-131051686; FDA Orphan Drugs List, 5 Oct 2017, https://www.accessdata.fda.gov/scripts/opdlisting/oopd/detailedIndex.cfm?cf...).

Psoriasis

Kadmon Pharmaceuticals

A double-blind, placebo-controlled, dose-finding, Phase II trial (KD025-211) in the US in 150 patients with moderate to severe chronic plague psoriasis, to
examine KD-025 200mg gd, 200mg bid, 400 and 600mg qd compared to placebo bid x16wk, is complete (Press release, Kadmon, 21 Sep 2016,
http://investors.kadmon.com/tools/viewpdf.aspx?page={316A68D0-C349-4331-AAQ...; ClinicalTrials.gov, 10 Jun 2019,
https://clinicaltrials.gov/ct2/show/NCT02852967).

An open-label, non-randomized, parallel-assignment, dose-finding Phase II trial (KD025-206) in 38 subjects with psoriasis vulgaris who failed 1st-line therapy
in the US, to evaluate the safety, tolerability, activity, pharmacokinetics (PK) and daily dose regimen of SLx-2119 200 and 400mg po bid x12wk, is complete.
Preliminary results were expected in 1st half of 2015 (ClinicalTrials.gov, 17 Dec 2014 & 16 Mar & 5 May 2016,
https://www.clinicaltrials.gov/show/NCT02317627; Press release, Kadmon, 6 Jan 2015, http://kadmon.com/posts/view/124).
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Generic Drug Name Drug Names Trends year Global Status

TD-EyeJAKI TD EyeJAKI; TDEyeJAKI: TD-EyeJAKI Preclinical
ABBV-712 ABBV 712, ABBVT712; ABBV-712 Phase | Clinical Trial

TYK2 inhibitors, Nuevolution TYK2 inhibitors, Nuevolution Preclinical

SDC-1802 SDC 1802; SDC1802; SDC-1802 Preclinical

SDC-1801 SDC 1801; SDC1801; SDC-1801 Preclinical
TD-6236 JAK inhibitor, Theravance Biopharma; TD 8236, TD Phase | Clinical Trial
GLPG-3121 GLPG 3121; GLPG3121; GLPG-3121 Phase | Clinical Trial
PF-06826647 PF 06826647; PF 6826647 PF06826647; PF- Phase | Clinical Trial

Year: 2018

Preclinical

Phase I Clinical Trial
Phase II Clinical Tnial
Phase III Clinical Tnal
Pre-registration

Not Applicable
Registered

Launched
Suspended

o 2 O 0O O 0 MOWo s

Stacked Area Chart  «»

All
Preclinical
Phase I Clinical Trial
Phase II Clinical Trial
Phase III Clinical Trial
Pre-registration
Not Applicable
Reqgistered

Launched

Suspended
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1. “Partnership Availability” tool mines through all publicly disclosed information with credible sources available via URL links.
2. Please also feel free to add in the filter of “Partnering Availability: Country is Undisclosed”, as some potential candidates may be open

Drug Disease is

Psoriasis

—

Drug Disease Status i Pipeline

S
Partnering Availability is Ye

Company (54) Top20 [] Al

Innovimmune

45C

AngiolLab

Apidel

Aptevo Therapeutics
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Baxalta

Baxter International
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DNA topoisomerase II alpha
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Drug Summary

Country data

EILE Argentina
Chemical data Australia

Austria
Diseases

Belgium
Country data T
Event History Canada
Trialtrove Trials Chile

China
Marketing

Colombia

Phase 11

Phase I
Preclinical
Supporting URLs
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Undisclosed Yes
Undisclosed Yes
Undisclosed Yes
Undisclosed Yes
Undisclosed Yes
Undisclosed Yes
Undisclosed Yes
Undisclosed Yes
Undisclosed Yes

Licensing

Agreements

Changchun Changsheng Life Sciences Ltd

Ching; Gene Techno Science has a commercialization agreement with Changchun Changsheng, for the development of adalimurnab biosimilar (GBS-005) (2nd Qtr Financial Results, Gene
Techno Science, 31 Mar 2018, Page 4, http.//ir.g-gts.com/en/topics/topics-5993042486956472119/main/0/link/Tanshi..., Company pipeline, Gene Techno Science, 25 Apr 2018, http:ir.g-
gts.comird_en/Top.html). On 27 Jul 2018, GTS has decided to negotiate with Changsheng Biotechnology to terminate collaboration agreement for commercializing Adalimurnab
biosimilars in Chinese market as it found, Changsheng Biotechlology's corporate culture, problematic from a series of scandals and judged they are not appropriate partner because they

committed unethical act (1st gtr Financial Res, GTS, 6 Aug 2018, Slide 7, httpu/ir.g-gts.com/en/topics/topics7886883687362388415/main/0/link/pdfFile..).

Availability

Gene Techno Science

Waorldwide; Gene Techno Science is seeking partners for the development of GBS-005 (Company Analysis and Research Report, 8 Sep 2016, Page 9, http:/ir.g-gts.com/en/topics/topics-
3320682343421915332/main/0/link/gts201...). After termination with Changsheng Biotechlology, GTS is seeking for partnership in China (1st qtr Financial Res, GTS, 6 Aug 2018, Slide 7,
http:/fir.g-gts.comfen/topics/topics 7886883687 5623884 15/main/0/link/pdfFile...).
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Executive Summary

With Celgene’s psoriasis pill Otezla for sale and AbbVie in the

g o s et Novartis Settles Short-Lived Suit Over
Janssen's Psoriasis Drug Promo

28 Apr2019 | NEWS

by Brenda Sandburg

@brendasandburg Brenda.Sandburg@informa.com

Executive Summary

Companies resolve litigation as competition in the psoriasis drug market intensifies; there are now
12 approved products in the US, with TNF-alpha inhibitors still dominating.
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the importance of axial spondyloarthritis and psoriatic arthritis, both of which are now believed to
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Pipeline Watch: Phase II/1ll Start With Nipocalimab, Phase Il With
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Executive Summary

<

be more common than rheumatoid arthritis, as a factor in the development of its late-stage

investigational selective IL-17A and IL-17F inhibitor, bimekizumab.

Industry Belgium-headquartered UCB has a group of antibod

studies which will be competing in the dermatology,
vears.

BioPharmaceutical (205)

Medical Device (4) CEQ Jean-Christophe Tellier reported that Phase III results involving bimekizumab are expected in

Consumer (3) the fourth quarter of this vear, and a Phase III study of padsevonil, potentially the first anti-

5Aug 2019 INTERVIEWS epileptic to target two receptors, has started in refractory patients.

<

Subject

Almiral Ifs Dermato‘ogy P“ch Takes Shape Further, a proof-of-concept study has started with rozaneclixizumab in chronic inflammatory

demyelinating polvneuropathy (CIDP). Rozanolixizumab is already in Phase II in myasthenia

gravis, with results expected in the first half of 2021, and a Phase III study in immune

¥ clinical Trials (292)

v Research & Development {173)

thrombecytopenia patients is expected to start in the fourth quarter of 2019, Tellier said ina 25

¥ Research and Development 1 Aug 2019 ANALYSIS

Strategies (148) . July call with analvysts.

wewn iz o ¢ UCB Spotlights Bimekizumab And Other Later-Stage R&D Projects

An anti-tau antibody, UCB-0107, is in a Phase I studv in patients with progressive supranuclear
* palsy, Tellier added.

The market for psoriasis, pseriatic arthritis and axial spondylarthritis treatments is expected to

Bimekizumab currently features in eight )
grow to $37bn by 2027, Caeymaex noted, driven by IL-17 and IL-13 inhibitors. “In psoriasis, the IL-

late-stage studies by UCB, including three
pivotal Phase III studies and a Phase IIIb UCB Buoyed By More F
study in psoriasis, two studies in psoriatic Bimekizumab Data

arthritis, one study in ankylosing spondylitis

175 and IL-23s will gain the majority of dollar share as more patients gain access to systemic
treatments, and as the treatment goals evolve towards sustained, totally clear skin and resolution

of inflammation as a means to prevent co-morbidities,” Casymaex added.
By Kevin Grogan

Note: and one in non-radiographic axial 20 Jun 2019 Recently Launched Products

spondyloarthritis, UCB executive vice- The product developed in partnership with Amgen Inc., Evenity (romosozumab), has been

approved now in the US, Japan, South Kerea, Canada and Australia, although in the EU it has

The Belgian group has a lot of
do with Cosentyx and Taltz aln

president and head of immunology patient

7S, —_ ~ - .
L4 a I ﬁ]d- i %%%ﬁﬁﬁ value unit, Emmanuel Caeymaex said in the - B . received a negative opinion by the CHMP, and UCB has requested a re-examination, which should
= 5 ) established but is confident bir
same call. “Four out of the eight studies have ; B - . . .
hanism of action. which ne take four to six months. (Also see "Amgen Launches Evenity For High-Risk Osteoporosis At
an active comparator arm, that includes the 0. W $21.900 List Price” - Scrin. 15 Anr. 2019
IL-174 and IL-17F cytokines,o = st Price’ - Serip, 15 Apr, 2019
Nz, . ., == JAN ﬂ g *[-, % iﬁ market leaders,” he noted. : .
[ ] I — -
o ﬁﬁ-Eﬂu ﬂ%ﬁ E i JE. iﬁ ? ( jn = @ % N A O 'J\ A E A E “There iz no reason for us to believe that 2 numeric imbalance in cardiovascular events, seen in one
% 5]] % ) of our studies, is linked to Evenity, which has shown a strong benefit in patients with fragility
fractures,” Tellier remarked.
"UCB is the lead company for Evenity in Europe, and that for us is a clear priority and we are doing
TIREFR RESRRXRE (% F) —— ' :
° A *E?E ™ > ﬁﬁ%*ﬂ P RS ﬂ u . G ene Th era py A CA R - T N ROCh e everything we can in order to have a positive outcome of the reexamination,” he added. (Also see
“‘Disappointed’ UCB And Amgen Will Appeal CHMP*s Negative Evenity Decision ™ - Scrip, 28 Jun,
W = . 2015.)
© A “+” STEEARER (W PD-L1 + China%F) |
UCE has also gained approvals for Nayzilam (midazelam nasal sprav) for acute repetitive seizures
in the US this May. The preduct “completes our portfolio in epilepsy,” Tellier added. (Also see
[ ]

ﬂ'ﬁAXX g l %%ﬁ%%%ﬁ .‘LE_ (ju . ” I mmuno O nco I ogyu ) “Keeping Track: Novartis Scores Big Ahead Of US Memorial Day With Approvals For Gene Therapy

Zolgensma, Oncologic Pigray” - Pink Sheet, 26 May, 2019.)
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by Michael McCaughan

ition Is Ending - Will

Executive Summary

Current drug pricing legislative effort offers the prospect of a substan
law — substantial at least in the list of statutory changes, if not in the

on the marketplace.
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Biosimilars In US Drug Pricing Debate:
Second Chance - Or Maybe Last Chance

@RPMReporiMike michael.mccaughan@previsionpolicy.com

Whatever else emerges from the legislative push to address drug pricing in the US, the final bill

appears likely to serve as the first substantial update to the biosimilar law enacted in 2010.

For now, the center of activity on the legislative front appears to be the Senate, where a bipartisan
Finance Committee drug pricing bill is the most likely vehicle to move forward sometime between
September and the end of the vear. (Also see "Point-Of-Sale Rebates May Be Added To US Senate
Finance Drug Pricing Bill” - Pink Sheet, 25 Jul, 2019.)

The Senate Health and Judiciary Committees have also reported out bills to address drug pricing,
and those are likely to be combined into an effort to push through something that addresses the

bipartisan concern about high drug costs.

While not the primary focus by anv means, all three bills have all three bills have provisions that
directly focus on the biosimilars. In fact, there are legislative changes that touch on all aspects of
the pathway: regulation, reimbursement, patent challenges and non-patent barriers. It may not be
described as such, but the collective impact would amount to the first comprehensive update of the

BPCIA provisions that were included in the 2010 Affordable Care Act.

The timing is crucial, as there is a nascent push to give up on biosimilars as viable strategy for
assuring affordable treatments in US in favor of more direct post-patent price regulation. A
package of reforms could thus give the competitive model for follow-on biologics a second chance

—or mavybe a last chance — to start to deliver significant savings.
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