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Marketing
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Supporting URLs

Drug Summary

Global Status

Development Status

Summary

obeticholic acid

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

Launched Approval in Australia and Israel as Ocaliva for primary

biliary cirrhosis (PBC) reported

Latest Change

Active

Latest Change Date 2018/12/10

Obeticholic acid (INT-747) is an orally-active analogue of the natural hurnan bile acid CDCA (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-alcoholic steatohepatitis (NASH) and primary sclerosing cholangitis (PSC) (Scrip Daily Onling, 6 Sep 2004,
500856390; Company Web Page, Intercept, 21 Jun 2007; USAN Web Page, 5 Mov 2008; Press release, Intercept Pharmaceuticals, 8 Oct 2014,
http:/firinterceptpharma.comireleasedetail.cfm?ReleaselD=875121; Company pipeline, Sumitomo Dainippon Pharma, 29 Jan 2015, http:/fwww.ds-
pharma.com/rd/clinical/pipeline.html).

Company Data

Originator

Intercept Pharmaceuticals (part of Genextra) UsA

Licensee

Sumitomo Dainippon Pharma Japan

Diseases

Cinthosis, primary biliary
Non-alcoholic steatohepatitis
Hypertension, portal

Primary sclerosing cholangitis

Billory atresia

Diarrhoea, unspecified
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Launched

= e ]
Name Country

Origin Chemical, synthetic H Bond Danors 3
NCE Yes HBond Acceptors 4
(CAS registry number 459789-99-2 Rotatoble Bonds 5

Trialtrove Trials
(4R)-4-((3R,6R,7R,105,13R)-6-et
dimethylhexadecahydro-1H-cyt
ylpentanoic acid

Cherical Name

Launched Molecular Weight 42083 Trialtrove Trial Count 27

m it

Phase I Clinical Trial Chenical Structure (SMILES  CCIC@H]1[C@@H](0)C2C3CCC(

logP 452
[ce@B(O)CCCaIce@(C)CCice

Phase I Clinical Trial format)

Phase II Cliical Trial Protocol/Trial ID

Chemical Structure

Phase II Clinical Trial oA) ClinicalTrials. gov University of Aathus obeticholic acid; Placebos NCT03253276; OCAPBC Open
Precliical 1 Hepatic Fidrosis, NAFLD sumitomo Dainippon Pharma obeticholic acid TrialTrovelD-167308 Completed
(Dainippon Sumitomo)
1 Hepatic Fibrosis Genextra/Intercept obeticholic acid TrialTrovelD-336296 Completed
Pharmaceuticals
1 Hepatic Fibrosis, NAFLD Genextra/lntercept obeticholic acid (tablet) TrialTrovelD-245334; 747-104; Completed
Pharmaceuticals NCT01914562
1 Hepatic Fibrosis, NAFLD GenextrafIntercept obeticholic acid TrialTrovelD-249887 Planned
Pharmaceuticals
1 Hepatic Fibrosis, NAFLD Genextrallntercept obeticholic acid TrialTroveID-186863 Completed
Pharmaceuticals
1 ClinicalTrials gov Sahigrenska University Hospital, | obeticholic acid; Obeticholic acid | NCT02532335; OCAPUSH Open
Sweden placebo
1 Hepatic Fidrosis, NAFLD Genextra/Intercept obeticholic acid TrialTrovelD-186985; 747-105; Completed
Pharmaceuticals NCT01933503
n NAFLD Genextra/Intercept atorvastatin calcium; obetichalic | TrialTrovelD-269972; 747-209; Completed
Pharmaceuticals acid CONTROL; NCT02633956

obeticholic acid

Hepatic Fibrosis

GenextraIntercept TrialTrovelD-162443; 747-201; Completed
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Event History

2018/10/31

2017405725

201701415

2016412114

2016/059/19

2016/05/19

2016/06/15

2016/05/27

201510415

2015/05/28

2015/08/31

2015/08/05

Mew Approval

Mew Approval

Mew Launch
Mew Appraval
Expedited Review Designation Granted

Mew Filing

First Launch
First Approval

Disease Phase Change
Disease Phase Change
Expedited Review Designation Granted

Mew Diseqse

Marketing
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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 ar as monotherapy in adults unable to tolerate UDCA

The ELJ; Primary biliary cholangitis
The ELY; 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
ursodeoxychelic acid (UDCA) in adults with an inadequate response to
UDCA ar as monotherapy in adults unable to tolerate UDCA.

MAS; U5SA; 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 US; Primary biliary cholangitis in adults with an inodequate
response to UDCA or as monotherapy in adults unable to tolerate
UDCA

Biliary atresio; Phase IT Clinical Trial
Mon-alcoholic steatohepatitis; Phase III Clinical Trial
The US; Primary biliary cirrhosis; Priority review

Biliary atresia
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Global Status Drug Disease origin Target Collapse Search

Select All

Development Status Global Status
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o : “
s,
erb-b2 receptor tyrosine kinas. /@\ ﬂ__—l %ﬁ ?E j] I:I ]\ i '?\' % 14:
mucin 1, cell surface associat
Not available on LocusLink/Ent... Biological, cellular, autelogo... W » Gletwd Loaten
13|

indoleamine-pyrrole 2,3 dickyg

programmed cell death 1
Not applicable
colony stimulating factor 1 re.
colony stimulating factor 2 (g
0274 molecule
D28 molecule
CD40 molecule, THF receptor su

Wilms tumeur 1

Biological, protein
Biclogical, nucleic acid, vira...

Bialogical, cellular, heterolo.

Biological, bacterial cells - 3

Chemical, synthetic, peptide - 3

Biological, nucleic acid, non- . 2

Biological, peptide. . 2

Biological, virus particles . 2

I

w—— )
— T
T

4

- .38
B m~ven

St ) Ol S
S [ " -

— b

Lo ved Mo (Dot

B -

P s

‘adenosine A2a receptor
1

Chemical, synthetic, nucleic a . 2

+ X

Anticancer immunotherapy

<an ar
epidermal growth fo ‘

erb-b2 receptor ty

inducible T-cell

i8] erb-b2 receptor tyrosine kinase 2
lymphocyte-activ
A A -
14 drugs , Drug Trends pr— Sy
S W W U W W T W : = .
2
Dashboards 3 ciobal Status Number of Drugs by Year
B o Chermical Data _ Bilogical Activity 4 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011
N 5 Preclinical 2 2 1 1 3 2 4 3 2 4 5 1 4 9 9 9 9
Global Status Drug Disease Origin Target & |Phase | Clinical Trial . ) B B . 3 5 3 1 1 1
7 Phase Il Clinical Trial 1 2 1 3 6 5 6 8 5 6 5 4 3 3 3 3
select Al 8 Phase Il Clinical Trial 2 2 a4 5 7 5 a4 5 8 8 8
9 Pre-registration 1 1 4 3 2 1 1 1
10 Not Applicable
11 Registered 1 3
12 Launched 1 3 7 10 10 10
T ) X x 13 Suspended
14
s 5 15 2 s o
erp-b2 receptorrosine kinos.- [ 2 siotogical,cetoor-| | R : 17
18
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21
incucible T-cell co-stimulater 1 soiogica,cator,oueoionc..-| |
| o g &
programmed cell death 1 -1 Chemical, synthetic _1 23
tumour necrosis factor recepto. -1 €hemical, synthetic, peptide _1 r Drug Trends by Dev. Status | _Drug Trends by Global Status | Query | (& 4 3
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b disease, status, location, etc.

306,506 trials

iew related: Investigators (435,777) Organizations (164,525) Drugs (7

Filter categories

Trial

Trial Title

Trial Title

—y
I Sustain virology response of Sofosbuvir and ribavirin for
7 compensated liver cirrhosis with genotype 2 hepatitis C

\

u E i infected patient
~
Trial Status ')/

Trial ID

Accelerated Treatrment of Endocarditis

Therapeutic Area

Disease
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Protocol/Trial ID

TrialTrovelD-344097

H-18028566
MCTO3851575
FOETII

6,016)

Trial Phase

Saved Searches & Alerts | Help My profile | Log out Ask the Analyst

Timeline Dashboards Map

Templates Show/Hide columns 50 results

Triol Status Therapeutic Area

Infectious Disease Infectious Disease: HOW

Infectious Disease Infectious Disease: Sepsis
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* iﬁﬂ Aaé%-l»;.l ‘park’ found in these keyword categories Displaying 10 of 10 keywords
894 investigator names Parkinson’s Disease: (N/A)

¢ * E ?E [’X J: iﬁ.l il:l ’Ig% EE -I'/ETJ E-I- }Eﬁ El\] 564 Organization Names Parkinson’s Disease: Advanced: motor and/or dyskinesia symptoms
BRRERJBERSTH

1 Disease Parkinson's Disease: Cognitive Function

10 Patient Segments Parkinson’s Disease: Comorbidities in Parkinson’s

+ BAERNEAXBRERRS
IR R

1 Therapeutic Class Parkinson’s Disease: Dementia
7 Sponsors Parkinson's Disease: Early Stage: disease progression

5 Protocol/Trial IDs Parkinson’s Disease: Early 5tage: dopamine sparing
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Trial Title

Trial Phase

Trial Status

Trial Start Date

Therapeutic Area

Disease >
Patient Segment

Me5H Term

Protocol/Trial ID

|i

Region

Country

Therapeutic Class

e [2]X

Therapeutic Area: Cardiovascular

Y Filter Disease

Displaying 11 of 158 keywords

Cardiovascular: (N/A)

Cardiovascular: Acute Coronary Syndromes

Cardiovascular: Arrhythmia

Cardiovascular: Cardiomyopathy (Under
Construction)

Cardiovascular: Congestive Heart Failure
Cardiovascular: Coronary Artery Disease
Cardiovascular: Dyslipidemia
Cardiovascular: Hemostasis/Hermophilia
Cardiovascular: Hypertension
Cardiovascular: Penpheral Arterial Disease

Cardiovascular: Thrombotic Disorders
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Openadll | Closeall

Drug Names

Y Filter Drug Names

Filter categories

B prug P Displaying 250 of 213,843 keywords

: (+)-12-oxocalanolide
Details

(+)-calanolide A

Drug Names

(+)-calanolide B
Global Status

(+)-DDMS
Development Status

(+)-didesmethylsibutramine
Citeline Drug ID

. (+)-discodermolide
Disease

I

Drug Names: enter multiple keywords

Import from a spreadsheet

Speadsheet should contain a single column of keywords exactly as they appear in the results table or export document. The file should be in XLS, CSV,

or ODF format.

Select file to import from

and/or paste keywords

Separate keywords with line breaks. Keywords should be exactly as they appear in the results table or export document.

Keyword 1
Keyword 2

Etc.
Feedback
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Dashboards

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

Trial Status (5) x Trial Outcomes (13) X
15 30

51

135 Completed, Positive outcome/pr.

I
I
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—
Planned .5
Closed .5

e outcomelpr.
e indetermina
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Terminated, Unknown

Terminated, Planned but never.. - 5
Terminated, Paor enroliment -
Terminated, Business decision.. - &
Terminated, Lack of funding - 4

Terminated, Lack of efficacy I 1
Terminated, Other I 1

Terminated, Safety/odverse eff. I 1

+ X
Sponsor Type is Industry, all other pharma Sponsor Type is Industry, Top 20 Pharma
+ X
Trial Status is Completed
Collapse Search Add new group
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
Trial Status [ Disease [ sponsortype [ countries

D Select All

Trial Status (1) =
35 70 105 140
Completed _135
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3,482 trials

11§

View related: Trials | Investigators

Infectious Disease: HIV

Infectious Disease: HCV

Infectious Disease: HIV

Infectious Disease: Respiratory Infections

10493 - MK-0518 Intensification and HDAC Inhibition in
Depletion of Resting CD4+ T Cell HIV Infection

12 Week Study of Anti-Viral Effect of Oral UT-231Bin N
on-cirrhotic Hepatitis C Patients who have Failed Interf
eron-based Therapy.

1552089 Open-Label Protocol for Pediatric Patients Wit
h HIV Infection.

3-arm Randomized Controlled Trial Assessing the in Viv

o Effect of an Echinacea Purpurea on Immune Markers i
n Adults.

‘ Column counts

50 results  ~ ‘ ‘ Show/Hide columns ‘

10453, CID 0704, NCTOO576290, NCT
00614458, NIH RO1 AIG4074, P30 Al
50410, P30AI050410, RO1 A164074,
RO1 Al45297, RO1AI06407 4, RROOOS
6, TrialTrovelD-081414, U01 A12586
8, UD1AIO6TE54, UDIAI125868

NCTO0069511, TrialTrovelD-012721,
UT-231B-02:01

238E, CNAA 3007, CNAA/3DOT, CNA
AFB3007, CNAA3DOT, NCTOOD02197,
TrialTrovelD-044210

10A1276, NCT01129128, TrialTrovel
D-127723
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Terminate

Completeq
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3 Trial 0

Pratacal/Trial ID ical Trials
Trial Title , National [
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Trial Phase

Trial Status

D Trial Start Date
[ Trial End Dote
D Last Modified Date D
D Last Full Review
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Piseases, U

-

Completed
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GlaxoSmithKline {Glaxe Wellcome} D
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Back to search Print Page
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Drug Summary autologous FANG vaccine, Gradalis

Company Data

Diseases Drug Summury

Activity

Event Histo Synonyms autologous FANG vaccine, Gradalis; bi-shRNA furin and GMCSF augmented autelogous tumor cell Latest Change Planned Phase III trial (CL-PTL-130} for Ewing's sarcoma reported
o vaccine, Gradalis; bi-shRNAfurin and GMCSF Autologous Turnor Cell Immunotherapy,

Chemical data Gradalis; engineered autologous tumor cell immunotherapy, Gradalis; FANG autologous tumour cell Latest Change Date 2018/04/13

vaccine, Gradalis; FANG, Gradalis; gemogenovatucel-T; IND-14205; IND14205; Vigil, Gradalis

Country data
Global Status Phase III Clinical Trial
Marketing
Development Status Active
Licensing
Phase 111 Summary FANG vaccine is an autologous vaccine expressing rhGMCSF and the bifunctional RNAI effector, bi-shRNA furin, under development by Grodalis for the treatment of cancer. The GMCSF protein stimulates the immune system, while the furin bifunctional shRNA
—— clocks furin protein activation via RNA degradation and translational inhibition (Company Web Page, Gradalis, 19 Oct 2011, http://www.gradalisinc.com/).
ase
Phase I

Company Data
Supporting URLs

T Originator

Gradalis USA Phase III Clinical Trial
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Share search

To share this search, use the URL below

ps:/iciteline. info ma.com/?
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7 drugs ‘
i . ) o Results
View related: Trials (619) | Investigators (5,660) | Organizations (6,166)

Dashboards

‘ Trends

Clear Search Share Search Save Search | Create Alert
+ X
+ X
+ X
Phase III Clinical Trial Drug Country Status is Phase II Clinical Trial
+ X

WRFM
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Filing Withdrawn Clear Search Share Search | Save Search | Create Alert
Event Date
First Approval
Event Details
— First Filing _ ) - + X
Event Type is New Approval First Approval
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IND Filing Event Type is New Launch First Launch
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. New Filing
. . . - + X
Orphan Drug Status Granted Min Event Date 1s 2017/01/01 and Max Event Date i1s 2018/12/31
Regulatory Warning
+ X

Event Date Event Details [ScORt3ins

+ X
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Trial A

i

(N/A)

Trial Title !

v

Protocol/Trial ID

n

i

Trial Phase _
Trial Status v
Trial ID
oo
(N/A)

Planned

Ongoing

Open
Closed
Temporarily Closed
Therapeutic Area Terminated
|
Patient Segment Diseose + X
MeSH Term

Displaying 1 of 182 keywords

Oncology: Gastric

Openall = Closeall

Trial Country + X

Triul PRl Displaying 1 of 168 keywords

South Korea

country

Trial Country ‘ al | ol
Trial A Mox |Any
Target Accrual

16 trials

) L Results ‘ Tirneline ‘ Dashboards ‘ Map ‘
View related: Investigators (715) | Organizations (867) | Drugs (17)
Clear Search Share Search Save Search | Create Alert
+ X
+ X
South Korea
] + X
Trial Status Completed
+ X
+ X
+ X

Add
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1
2.
3.
4

WRFZME

Trial Phase & Status: 1% “Phase lII"5“Completed”

Disease: 1 & 3% 3% “Oncology: Gastric”

Trial Country: & & Fi££F “South Korea”

Minimum Enrolment (Actual): Ix#¥ActualFi N & /DA “500" % 2 E

Note: Target Accrual (number of patients sought for) vs. Actual Accrual (humber of patients enrolled) — Accrual numbers are based
on reported information via the public domain with validation by Trialtrove analyst team. Final accrual information is searchable and

provided in the Results table and exports. Interim accrual information is provided within the Trial Profiles when available.
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View related: Investigators (715) | Organizations (867) | Drugs (17)
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| A Phase III, Randomized, Open-label Clinical Trial of Pembrolizumab (MK-3475) Versus Paclitaxel in Subjects

With Advanced Gastric or Gastroesophageal Junction Adenocarcinoma Who Progressed After First-Line Therapy

With Platinum and Fluoropyrimidine

Trial Summary

MeSH Term Trial Outcomes
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View related: Trials (31) | Organizations (38) | Drugs (38)
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Clear Search Share Search | Save Search | Create Alert

Investigator Country

Investigator Region

Investigator Post Code

Investigator Radius

_ Republic of Korea
Last Reg. Action (]
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Investigator Tier: I A\ “1"TFiEH 15k (Tier 1) HFARAR

<

Note:

experience, recentness of activity, and user’s search parameters within a given disease.

For more information:

42 HE4T I B — https://citeline.informa.com/investigators/column-info/investigatorDiseaseTier

+ X

Oncology: Gastric Completed
[l investigator o

+ X
Republic of Korea
Full Nome
Last Name
Specialty
Last Triol Start Date
Investigator 1D *\/T_Z :'%S‘E: %/ﬁ: :
NPI Number is v
i 1.  Trial Phase & Status: i£$¥ “Phase IlI"5"Completed”
T o - 2. Trial Disease: & & X% “Oncology: Gastric”
et st ~ - 3. Investigator Country: ¥ & & %% “South Korea”
4,

Investigator Tier — The Sitetrove team has developed a proprietary investigator prioritization algorithm which provides an objective method for
determining the potential attractiveness of investigators for participation in clinical trials. This algorithm incorporates aspects of overall trial

O R AT FH A4 - https://citeline.zendesk.com/hc/en-us/articles/360009648973-How-do-I-prioritize-investigators-in-Sitetrove-
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Investigator background
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[ Investigator background ]
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