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MASH Competitive Landscape – May 20, 2026

The table below includes an overview of the MASH competitive landscape. It includes all companies we are aware
of with MASH candidates in phase 2b development and later, as well as many earlier stage companies. [1] Find the most
recent updates highlighted in yellow.
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Approved drugs with MASH indication

Sponsor Drug Name Class Status Other Remarks

Madrigal Rezdiffra
(resmetirom)

THR-β agonist Received
FDA
approval

Plans to expand reach to Europe in
2H25, pending EMA approval;
Ongoing 54-month outcomes
phase 3 MAESTRO-NASH trial in
F2/F3 fibrosis scheduled for
completion in January 2028;
Ongoing phase 3 MAESTRO-
NASH-OUTCOMES study in
people with cirrhosis (stage F4
fibrosis) with expected completion
in January 2027; initiated August
2022 and completed enrollment
October 2024; MAESTRO-
NAFLD-OLE positive two-year
study data on people with F4c
announced 4Q24; Received FDA
approval in March 2024; Priority
Review of NDA granted
in September 2023, with PDUFA
date of March 14, 2024; NDA
completed July 2023; Madrigal
announces positive results from
phase 3 MAESTRO-MASH trial
in December 2022; Phase
3 MAESTRO-MASLD data shows
“significant and clinically relevant
reductions in liver fat;
52-week Phase 3 trial announced
March 2019. Phase 2 results
announced May 2018.
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https://cckb.closeconcerns.com/r/46936a41
https://cckb.closeconcerns.com/r/46936a41
https://clinicaltrials.gov/study/NCT03900429
https://clinicaltrials.gov/study/NCT05500222
https://clinicaltrials.gov/study/NCT05500222
https://cckb.closeconcerns.com/r/6ccba65b#:~:text=regional%20liver%20specialists.-,Ongoing%20phase%203%20trials%20of%20Rezdiffra%3B%20potential%20for%20future%20indication%20expansion%20to%20people%20with%20cirrhosis%2C%20doubling%20the%20patient%20population,-The%20ongoing%20MAESTRO
https://cckb.closeconcerns.com/r/53bdb0a2#:~:text=data%20from%20the-,MAESTRO%2DNAFLD%2DOLE,-study%20(n%3D101
https://cckb.closeconcerns.com/r/53bdb0a2#:~:text=data%20from%20the-,MAESTRO%2DNAFLD%2DOLE,-study%20(n%3D101
https://cckb.closeconcerns.com/r/53bdb0a2
https://cckb.closeconcerns.com/r/46936a41
https://ir.madrigalpharma.com/news-releases/news-release-details/madrigal-pharmaceuticals-announces-nda-acceptance-and-priority
https://ir.madrigalpharma.com/news-releases/news-release-details/madrigal-pharmaceuticals-completes-submission-new-drug
https://cckb.closeconcerns.com/r/fa8f3d8a
https://cckb.closeconcerns.com/r/76821059
https://cckb.closeconcerns.com/r/212b1ab7
https://cckb.closeconcerns.com/r/0db259bc


Novo Nordisk Semaglutide GLP-agonist Received
FDA
approval

In August 2025, the FDA
approved Wegovy (semaglutide
2.4 mg) for MASH in adults with
moderate to advanced liver fibrosis
(stages F2 to F3 fibrosis).

This approval was based on Part 1
of the phase 3 ESSENCE trial
(n=1,200), in which Wegovy
conferred a statistically significant
and superior improvement in liver
fibrosis, as well as resolution of
steatohepatitis with no worsening
of liver fibrosis compared to
placebo.

Part 1 of phase 3 trial met primary
endpoint for MASH in November
2024; Phase 2 semaglutide trial in
cirrhotic MASH failed to meet
primary endpoint in June 2022;
Phase 3 trial initiated in March
2021 and expected to complete in
2029; Fast Track designation
granted by FDA in 3Q20; Positive
phase 2b multiple dose trial
completed in 1Q20.

Novo Nordisk previously granted
$9.57 million to support phase 2
semaglutide trial (SAMARA);
expected to complete in June 2025

Approved drugs seeking MASH indication (SGLT-2/GLP-1/PPAR)

Sponsor Drug Name Class Status Other Remarks

Zydus Saroglitazar 4 mg TZD P4 EVIDENCES-XI 56-week trial,
investigating saroglitazar in people
with MASLD, was announced in
June 2023; trial expects to enroll
1500 participants, establishing one
of the largest prospective registry
of patients with MASH in the
world

BI/Zealand Survodutide GLP-1/
glucagon dual
agonist

P3 Two global phase 3 trials initiated
as of 4Q24: (i) LIVERAGE
evaluating survodutide in MASH
with stage 2/3 fibrosis with
expected completion in 2031; (ii)
LIVERAGE-Cirrhosis trial for
compensated cirrhosis (stage 4)
with expected completion 2029;
Received Breakthrough Therapy
Designation by FDA for MASH
with stages 2 or 3 fibrosis in
October 2024; Full phase 2b
results presented at EASL 2024
and published in NEJM; Positive
topline results announced in
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https://cckb.closeconcerns.com/r/6d837804
https://www.zyduslife.com/investor/admin/uploads/21/83/Zydus-announces-Phase-IV-EVIDENCES-XI-trial-to-generate-Real-World-Evidence-of-Saroglitazar-Mg-in-Non-Alcoholic-Fatty-Liver-Disease-(NAFLD)-patients-with-comorbidities.pdf
https://www.zyduslife.com/investor/admin/uploads/21/83/Zydus-announces-Phase-IV-EVIDENCES-XI-trial-to-generate-Real-World-Evidence-of-Saroglitazar-Mg-in-Non-Alcoholic-Fatty-Liver-Disease-(NAFLD)-patients-with-comorbidities.pdf
https://cckb.closeconcerns.com/r/51a3752d#bi-zealand-s-survodutide-glucagon-glp-1-ra-progresses-through-global-phase-3-trials-for-mash-completed-enrollment-for-phase-3-trials-for-obesity:~:text=Pipeline%20Highlights-,1.%20BI/Zealand%E2%80%99s%20survodutide%20(glucagon/GLP%2D1%20RA)%20progresses%20through%20global%20phase%203%20trials%20for%20MASH%3B%20completed%20enrollment%20for%20phase%203%20trials%20for%20obesity,-Boehringer%20Ingelheim%20(BI
https://clinicaltrials.gov/study/NCT06632444
https://clinicaltrials.gov/study/NCT06632457
https://cckb.closeconcerns.com/r/56b44cd6
https://cckb.closeconcerns.com/r/e9563f55#full-phase-2-results-for-bi-zealand-s-dual-glucagon-glp-1-ra-survodutide-in-mash-nearly-two-thirds-see-improvement-in-liver-fibrosis-and-no-worsening-of-mash-plus-superior-body-weight-and-a1c-reduction:~:text=Top%20Highlights-,1.%20Full%20phase%202%20results%20for%20BI/Zealand%E2%80%99s%20dual%20glucagon/GLP%2D1%20RA%20survodutide%20in%20MASH%3A%20Nearly%20two%2Dthirds%20see%20improvement%20in%20liver%20fibrosis%20and%20no%20worsening%20of%20MASH%2C%20plus%20superior%20body%20weight%20and%20A1c%20reduction,-To%20a%20packed
https://www.nejm.org/doi/full/10.1056/NEJMoa2401755


February 2024; Fast track
designation received from the
FDA in June 2021

CymaBay
Therapeutics

Seladelpar PPARδ agonist P3 Primary completion date
November 2022; Clinical
development for PBC resumed in
July 2020; MASH on hold, with
potential development in
combination with partner.

Inventiva Lanifibranor PPAR agonist P3 Phase 3 NATiV3 trial is underway
and expected to complete in 2028;
Phase 2 results published in
the Journal of
Hepatology in January 2025;
Phase 2 investigator-led trial
announces positive results in June
2023; Breakthrough designation
from FDA in October 2020;
Positive phase 2 NATIVE trial
results announced in June 2020

Lilly Tirzepatide GIP/GLP-1
agonist

P3 SYNERGY-NASH full results
presented at EASL 2024; Topline
results in February 2024;
SURPASS 3 substudy shows
significant improvements in liver
fat in April 2022; Study began
Nov 2019, results expected
2H2023

Hanmi HM151211 GLP-1/GIP/
glucagon triple
agonist

P2b FDA Fast Track Designation
granted in July 2020; Positive
phase 1 data in February 2020

Inventiva IVA337 Triple PPAR
a/b/g agonist

P2b Phase 2b positive results
announced June 2020; safety and
efficacy study completed March
2020

Other candidates

Sponsor Drug Name Class Status Other Remarks

89Bio pegozafermin Long-acting
glycopegylated
FGF21 analog

P3 In 1Q26 Roche announced plans to
submit FGF21 analog
pegozafermin to the FDA for
MASH with F2-F4 fibrosis in
2028 as well as for MASH with
fibrosis stage F4 in the same year.
89Bio was acquired by Roche in
September 2025; Phase 3 trial
initiated in March 2024; Post-hoc
data from phase 2b trial showed
meaningful improvements in liver
specific biomarkers of stiffness
and fibrosis, inflammation, and
other key non-invasive markers;
FDA granted Breakthrough
Therapy Designation for
pegozafermin in September 2023;
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https://cckb.closeconcerns.com/r/fe67c8c0
https://cckb.closeconcerns.com/r/1afe7108
https://clinicaltrials.gov/ct2/show/NCT04620733
https://ir.cymabay.com/press-releases/detail/485/fda-lifts-all-clinical-holds-on-seladelpar
https://clinicaltrials.gov/ct2/show/NCT04849728
https://clinicaltrials.gov/ct2/show/NCT04849728
https://inventivapharma.com/wp-content/uploads/2025/01/Inventiva-PR-Cusi-Journal-of-Hepatology-EN-01-29-2025.pdf
https://www.journal-of-hepatology.eu/article/S0168-8278(25)00002-9/fulltext
https://www.journal-of-hepatology.eu/article/S0168-8278(25)00002-9/fulltext
https://inventivapharma.com/wp-content/uploads/2025/01/Inventiva-PR-Cusi-Journal-of-Hepatology-EN-01-29-2025.pdf
https://classic.clinicaltrials.gov/ct2/show/NCT03459079?term=lanifibranor&draw=2&rank=3
https://cckb.closeconcerns.com/r/2fc9381e
https://cckb.closeconcerns.com/r/2fc9381e
https://cckb.closeconcerns.com/r/5d790cf7
https://cckb.closeconcerns.com/r/37188ce7
https://clinicaltrials.gov/ct2/show/NCT04166773
https://cckb.closeconcerns.com/r/39165def#positive-topline-results-from-phase-2-synergy-nash-trial-tirzepatide-significantly-improved-mash-outcomes-in-74-of-participants
https://cckb.closeconcerns.com/r/2ebb453f#tirzepatide-in-mash-synergy-nash-phase-2-trial-meets-primary-endpoint-showing-superior-and-dose-dependent-mash-resolution-without-worsening-of-liver-fibrosis-in-up-to-62-of-participants
https://cckb.closeconcerns.com/r/39165def
https://www.thelancet.com/journals/landia/article/PIIS2213-8587(22)00070-5/fulltext
https://cckb.closeconcerns.com/r/7fe2953f#Results_of_SURPASS-3_MRI:_Reduced_liver_fat_content_body_weight_and_abdominal_visceral_and_subcutaneous_adipose_tissue
https://clinicaltrials.gov/ct2/show/NCT04166773?term=tirzepatide&draw=4&rank=21
https://cckb.closeconcerns.com/r/36a03f2d#GIPGLP-1_Agonist_Tirzepatide_to_Enter_Phase_3_in_Obesity_Phase_2_in_NASH_in_Coming_Year_Details_on_Phase_3_Titration_Scheme_Much_Slower_Competitive_Implications_New_Phase_2b_On-Treatment_Analysis
https://clinicaltrials.gov/ct2/show/NCT04505436
https://cckb.closeconcerns.com/r/300b2df4
http://www.hanmipharm.com/ehanmi/handler/Company-CompanyNews
https://www.clinicaltrials.gov/ct2/show/NCT03008070
https://clinicaltrials.gov/ct2/show/NCT03008070
https://cckb.closeconcerns.com/r/37188ce7
https://ir.89bio.com/news-releases/news-release-details/89bio-initiates-phase-3-enlighten-fibrosis-trial-pegozafermin
https://cckb.closeconcerns.com/r/b700767d#roche-plans-to-submit-fgf21-analog-pegozafermin-to-the-fda-for-mash-with-f2-f4-fibrosis-in-2028-three-phase-3-trials-continue
https://cckb.closeconcerns.com/r/d1cdf20c
https://ir.89bio.com/news-releases/news-release-details/89bio-initiates-phase-3-enlighten-fibrosis-trial-pegozafermin
https://www.biospace.com/article/releases/89bio-announces-additional-data-from-the-enliven-phase-2b-trial-of-pegozafermin-in-patients-with-compensated-cirrhotic-f4-nonalcoholic-steatohepatitis-nash-at-aasld-the-liver-meeting-2023/?keywords=diabetes
https://www.biospace.com/article/releases/89bio-announces-additional-data-from-the-enliven-phase-2b-trial-of-pegozafermin-in-patients-with-compensated-cirrhotic-f4-nonalcoholic-steatohepatitis-nash-at-aasld-the-liver-meeting-2023/?keywords=diabetes
https://ir.89bio.com/news-releases/news-release-details/89bio-announces-us-fda-has-granted-breakthrough-therapy


Full phase 2 ENLIVEN trial
results in September 2023 find that
treatment with pegozafermin at
doses of 30 mg once weekly and
44 mg every 2 weeks for 24 weeks
led to significant improvements, as
compared with placebo, in fibrosis
without worsening of MASH,
published in NEJM; topline results
in March 2023 find that 44 mg
every-two-weeks dosing conferred
placebo-adjusted effect size of
20%, with full results published in
NEJM in June 2023; phase 3
development expected to begin
“pretty rapidly”; Enrollment for
phase 2b ENLIVEN trial complete
in August 2022; Positive topline
phase 1b/2a results shared in
September 2020. Positive
preclinical data presented April
2019.

Akero
Therapeutics

efruxifermin (EFX,
formerly EXR,
AKR-001)

FGF21 analog P3 Ongoing phase 3 SYNCHRONY
clinical trial program consisting of
(i) SYNCHRONY Histology,
evaluating EFX in biopsy-
confirmed pre-cirrhotic MASH,
with data expected in 2027; (ii)
SYNCHRONY Real-world,
evaluating EFX safety and
tolerability for non-invasively
diagnosed MASH and MASLD;
Enrollment completed in January
2025, data expected in 1H26; (iii)
SYNCHRONY Outcomes,
investigating EFX in compensated
cirrhosis due to MASH. The study
will assess clinical outcomes over
5 years, first patient enrolled in
September 2024;

Positive topline 96-week phase 2b
results from SYMMETRY study
of EFX for compensated cirrhosis
due to MASH announced in
January 2025; Positive results
from phase 2b HARMONY study
of EFX in stage F2 and F3 fibrosis
announced in March 2024; See
publication in The Lancet
Gastroenterology and Hepatology
– see press release here; results
from the phase 2b expansion
cohort released in June 2023;
24-week HARMONY results
announced in September 2022;
Phase 2b HARMONY study
launched in February 2o21 with
expected completion in 2027;
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https://clinicaltrials.gov/study/NCT04929483
https://www.nejm.org/doi/full/10.1056/NEJMoa2304286?query=recirc_curatedRelated_article
https://www.nejm.org/doi/full/10.1056/NEJMoa2304286?query=recirc_curatedRelated_article
https://cckb.closeconcerns.com/r/e7e23f07
https://www.nejm.org/doi/full/10.1056/NEJMoa2304286
https://ir.89bio.com/news-releases/news-release-details/89bio-announces-completion-enrollment-enliven-phase-2b-trial
https://cckb.closeconcerns.com/r/7f56ef02
https://pipelinereview.com/index.php/2019041271014/Proteins-and-Peptides/89bio-Announces-Preclinical-Data-That-Demonstrate-Potential-Utility-of-BIO89-100-for-Treatment-of-NASH.html
https://pipelinereview.com/index.php/2019041271014/Proteins-and-Peptides/89bio-Announces-Preclinical-Data-That-Demonstrate-Potential-Utility-of-BIO89-100-for-Treatment-of-NASH.html
https://akerotx.com/clinical-trials/
https://akerotx.com/clinical-trials/
https://clinicaltrials.gov/study/NCT06215716?spons=Akero%20Therapeutics,%20Inc&rank=2
https://cckb.closeconcerns.com/r/6ecba7c2#akero-health-dr-andrew-cheng-highlights-updates-on-mash-candidate-efx-phase-2b-data-expected-in-february-2025-and-phase-3-data-in-1h26
https://clinicaltrials.gov/study/NCT06161571?spons=Akero%20Therapeutics,%20Inc&rank=3
https://cckb.closeconcerns.com/r/6ecba7c2#akero-health-dr-andrew-cheng-highlights-updates-on-mash-candidate-efx-phase-2b-data-expected-in-february-2025-and-phase-3-data-in-1h26
https://cckb.closeconcerns.com/r/6ecba7c2#akero-health-dr-andrew-cheng-highlights-updates-on-mash-candidate-efx-phase-2b-data-expected-in-february-2025-and-phase-3-data-in-1h26
https://cckb.closeconcerns.com/r/6ecba7c2#akero-health-dr-andrew-cheng-highlights-updates-on-mash-candidate-efx-phase-2b-data-expected-in-february-2025-and-phase-3-data-in-1h26
https://clinicaltrials.gov/study/NCT06528314?spons=Akero%20Therapeutics,%20Inc&rank=1
https://clinicaltrials.gov/study/NCT05039450
https://cckb.closeconcerns.com/r/f8d42a7f
https://clinicaltrials.gov/study/NCT04767529
https://cckb.closeconcerns.com/r/1decee9b
https://www.thelancet.com/journals/langas/article/PIIS2468-1253(23)00272-8/fulltext
https://www.thelancet.com/journals/langas/article/PIIS2468-1253(23)00272-8/fulltext
https://ir.akerotx.com/news-releases/news-release-details/akero-therapeutics-announces-publication-harmony-phase-2b-trial
https://cckb.closeconcerns.com/r/38c1d5be
https://cckb.closeconcerns.com/r/420cfb86


Additional positive phase 2a data
presented at The Liver Meeting
2020; Positive phase 2a
histological results from
BALANCED in July 2020

Cirius MSDC-0602K Mitochondrial
pyruvate
carrier
modulator/

insulin
sensitizer

P3 Phase 3 trial announced May 2019
with unknown status as of July
2021; Positive phase 2b
EMMINENCE
trial announced Nov
2019; Significant improvements in
metabolic endpoints; Non-
significant improvement in liver
histopathology.

Galmed Pharma Aramchol Oral SCD1
modulator

P3 Phase 3 trial recruitment
suspended “due to Aramchol
Meglumine being formulated” in
August 2022; Primary completion
date delayed to December 2024;
Phase 3 study with primary
completion date estimated June
2022. ARMOR phase 3 trial
announced Sep 2019; Phase 2b
results announced June 2018
showing mixed results

Sagimet
Biosciences

Denifanstat
(TVB-2640)

Fatty acid
synthase
(FASN)

P3 Two phase 3 trials underway
FASCINATE-3 in patients with
MASH and F2/F3 and FASCINIT
for patients with MASLD and
MASH; Positive 52-week phase
2b results published on The Lancet
Gastroenterology and Hepatology
in October 2024, showing
significant improvement in MASH
and NAS (MASLD activity score)
without worsening fibrosis.

Altimmune Pemvidutide GLP-1/
glucagon dual
agonist

P2b The company plans to initiate the
phase 3 PERFORMA trial in
2H26; Phase 2b IMPACT trial
completed enrollment in
September 2024, topline results
expected in 2Q25; pemvidutide
received US FDA Fast Track
designation for MASH in October
2023; IMPACT trial initiated
in August 2023; Phase 1b topline
results announced in December
2022

MetaVia Vanoglipel GPR119
agonist

P2a In May 2026, MetaVia highlighted
a peer‑reviewed publication
demonstrating that GPR119
activation suppresses hepatic
stellate cell activity and
pro‑fibrotic signaling, positioning
vanoglipel’s dual metabolic and
anti‑fibrotic mechanism as a
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https://pipelinereview.com/index.php/2020111376534/Antibodies/Akero-Presents-Additional-Positive-Data-from-Phase-2a-BALANCED-Study-Demonstrating-Potential-of-Efruxifermin-as-a-Foundational-NASH-Monotherapy.html
https://pipelinereview.com/index.php/2020111376534/Antibodies/Akero-Presents-Additional-Positive-Data-from-Phase-2a-BALANCED-Study-Demonstrating-Potential-of-Efruxifermin-as-a-Foundational-NASH-Monotherapy.html
https://clinicaltrials.gov/ct2/show/NCT03976401
https://cckb.closeconcerns.com/r/d117de98
https://clinicaltrials.gov/ct2/show/NCT03970031
https://clinicaltrials.gov/study/NCT03970031?tab=history&a=3&b=4#version-content-panel:~:text=4-,2021%2D07%2D08,-Recruitment%20Status
https://clinicaltrials.gov/study/NCT03970031?tab=history&a=3&b=4#version-content-panel:~:text=4-,2021%2D07%2D08,-Recruitment%20Status
https://clinicaltrials.gov/ct2/show/NCT02784444?term=emminence&rank=1
https://clinicaltrials.gov/ct2/show/NCT02784444?term=emminence&rank=1
https://clinicaltrials.gov/ct2/show/NCT02784444?term=emminence&rank=1
https://www.prnewswire.com/news-releases/cirius-therapeutics-announces-results-from-phase-2b-nash-study-supporting-advancing-to-phase-3-development-of-msdc-0602k-data-accepted-for-late-breaker-presentation-at-the-liver-meeting-300954476.html
https://www.prnewswire.com/news-releases/cirius-therapeutics-announces-results-from-phase-2b-nash-study-supporting-advancing-to-phase-3-development-of-msdc-0602k-data-accepted-for-late-breaker-presentation-at-the-liver-meeting-300954476.html
https://clinicaltrials.gov/study/NCT04104321
https://clinicaltrials.gov/ct2/show/NCT04104321
https://clinicaltrials.gov/ct2/show/NCT04104321
https://clinicaltrials.gov/ct2/show/NCT04104321
http://galmedpharma.investorroom.com/2019-09-26-Galmed-Pharmaceuticals-Initiated-ARMOR-a-Phase-3-4-Registrational-Study-of-Aramchol-in-Subjects-With-NASH-and-Fibrosis
https://cckb.closeconcerns.com/r/19605e70
https://clinicaltrials.gov/study/NCT06594523
https://clinicaltrials.gov/study/NCT06692283
https://clinicaltrials.gov/study/NCT04906421
https://clinicaltrials.gov/study/NCT04906421
https://www.thelancet.com/journals/langas/article/PIIS2468-1253(24)00246-2/fulltext
https://www.thelancet.com/journals/langas/article/PIIS2468-1253(24)00246-2/fulltext
https://ir.sagimet.com/news-releases/news-release-details/sagimet-biosciences-announces-publication-results-phase-2b
https://clinicaltrials.gov/study/NCT05989711?intr=pemvidutide&rank=1
https://clinicaltrials.gov/study/NCT05989711?intr=pemvidutide&rank=1
https://ir.altimmune.com/news-releases/news-release-details/altimmune-completes-enrollment-phase-2b-impact-trial-pemvidutide
https://cckb.closeconcerns.com/r/a246b010
https://cckb.closeconcerns.com/r/a246b010
https://ir.altimmune.com/news-releases/news-release-details/altimmune-announces-initiation-phase-2b-impact-trial-evaluating?utm_source=Closer+Look+Subscribers+2018&utm_campaign=91f476c246-2023-08-02_Convatec_and_Hanvi08_02_2023&utm_medium=email&utm_term=0_c55d924bf1-91f476c246-
https://cckb.closeconcerns.com/r/6c10b18c
https://cckb.closeconcerns.com/r/6c10b18c
https://www.prnewswire.com/news-releases/metavia-highlights-peer-reviewed-publication-supporting-the-anti-fibrotic-potential-of-vanoglipel-in-mash-302776664.html
https://www.biomolther.org/journal/view.html?uid=1731&vmd=Full&


differentiated therapeutic approach
within the evolving MASH
treatment landscape. Phase 2a trial
completed in November 2025,
producing first clinical data
showing that vanoglipel improved
glucose control, liver
inflammation, steatosis, fibrosis,
and plasma lipid profiles over 16
weeks in participants with
presumed MASH.

Arrowhead ARO-HSD RNAi P2 Phase 2a SKYLINE trial and
Phase 2b HORIZON trial are
currently recruiting; Preliminary
phase ½ results published in
December 2022 suggest ARO-
HSD was well tolerated and led to
improvements in MASH
biomarkers. GSK partnered with
Arrowhead in $1 billion exclusive
licensing agreement for ARO-
HSD; Phase 1 study expected to
complete in February 2022, topline
results presented at The Liver
Meeting in August 2021 establish
proof-of-concept

Axcella AXA1125 and
AXA1957

Endogenous
metabolic
modulators

P2b Phase 2b trial with AZA1125
initiated in May 2021 with
unknown status as of September
2022; Poster presented at ADA
2021 showing greater reductions
from in metabolic and
fibroinflammatory biomarkers
relative to placebo; Study
published in Aug 2021 study
results favors AXA1125 over
AXA1957; Positive phase 2a data
for AXA1125 presented at The
Liver Meeting 2020;

Can-Fite Namodenoson
(CF102)

Adenosine A3
receptor
agonist

P2b Phase 2b trial initiated in
December 2021, ongoing
enrollment with estimated
completion October 2025; Phase
2a trial results shared October
2021; Phase 2a trial results
published in 2020

Galectin
Therapeutics

GR-MD-02 Belapectin
(polysaccharide
polymer that
targets
extracellular
galectins)

P2b/3 Enrollment for P2b/3 trial
completed January 2023; trial
began June 2020 with December
2023 completion date. Phase 2
trials in MASH
cirrhosis and advanced
fibrosis completed October
2017 and September 2016.

HighTide
Therapeutics

Berberine
Ursodeoxcyholate
(HTD1801)

Anti-
inflammatories

P2b Ongoing Phase 2b CENTRICITY
study, now fully-enrolled,
evaluates histologic benefit of
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https://ir.metaviatx.com/news-releases/news-release-details/metavia-presents-positive-new-phase-2a-data-vanoglipel-da-1241/
https://ir.metaviatx.com/news-releases/news-release-details/metavia-presents-positive-new-phase-2a-data-vanoglipel-da-1241/
https://www.clinicaltrials.gov/study/NCT06104319?term=GSK4532990&rank=1
https://www.clinicaltrials.gov/study/NCT05583344?term=GSK4532990&rank=2
https://clinicaltrials.gov/study/NCT04202354
https://pubmed.ncbi.nlm.nih.gov/36513186/
https://clinicaltrials.gov/ct2/show/NCT04202354?term=NCT04202354&draw=2&rank=1
https://ir.arrowheadpharma.com/static-files/dbedb878-31ea-49ef-8505-751880d004a4
https://ir.arrowheadpharma.com/static-files/dbedb878-31ea-49ef-8505-751880d004a4
https://clinicaltrials.gov/study/NCT04880187
https://clinicaltrials.gov/ct2/show/NCT04880187?term=AXA1125&draw=2&rank=2
https://clinicaltrials.gov/study/NCT04880187?tab=history&a=6#version-content-panel
https://clinicaltrials.gov/study/NCT04880187?tab=history&a=6#version-content-panel
https://cckb.closeconcerns.com/r/ebeb9935#:~:text=LIVRQNac%20(AXA1125)%20Enhances%20Insulin%20Sensitivity%20in%20Primary%20Human%20Hepatocytes%20and%20in%20Subjects%20with%20NAFLD%20and%20T2D
https://cckb.closeconcerns.com/r/ebeb9935#:~:text=LIVRQNac%20(AXA1125)%20Enhances%20Insulin%20Sensitivity%20in%20Primary%20Human%20Hepatocytes%20and%20in%20Subjects%20with%20NAFLD%20and%20T2D
https://pmc.ncbi.nlm.nih.gov/articles/PMC8631161/
https://clinicaltrials.gov/ct2/show/NCT04073368
https://pipelinereview.com/index.php/2020111376535/Proteins-and-Peptides/Axcella-Presents-Data-for-AXA1125-at-The-Liver-Meeting-2020.html
https://clinicaltrials.gov/ct2/show/NCT04697810
https://clinicaltrials.gov/ct2/show/NCT04697810
https://ir.canfite.com/news-events/press-releases/detail/966/positive-data-from-phase-iia-can-fite-nash-study-published
https://ir.canfite.com/news-events/press-releases/detail/966/positive-data-from-phase-iia-can-fite-nash-study-published
https://clinicaltrials.gov/ct2/show/NCT02927314
https://clinicaltrials.gov/ct2/show/NCT04365868
https://clinicaltrials.gov/ct2/show/NCT04365868?term=belapectin&draw=2&rank=1
https://investor.galectintherapeutics.com/news-releases/news-release-details/galectin-therapeutics-announces-end-enrollment-navigate-its
https://clinicaltrials.gov/ct2/show/NCT02462967?term=gr-md-02&rank=4
https://clinicaltrials.gov/ct2/show/NCT02462967?term=gr-md-02&rank=4
https://clinicaltrials.gov/ct2/show/NCT02421094?term=gr-md-02&rank=5
https://clinicaltrials.gov/ct2/show/NCT02421094?term=gr-md-02&rank=5
https://ctv.veeva.com/study/htd1801-in-adults-with-nonalcoholic-steatohepatitis-and-liver-fibrosis-who-have-type-2-diabetes-or-p
https://ctv.veeva.com/study/htd1801-in-adults-with-nonalcoholic-steatohepatitis-and-liver-fibrosis-who-have-type-2-diabetes-or-p


HTD1801; Results expected 1H25;
Post-hoc analysis of phase 2a
results presented at EASL 2024
further characterizing efficacy of
HTD1801; Positive topline results
from phase 2a study announced in
May 2020

Lipocine LPCN 1144 Oral prodrug of
bioidentical
testosterone

P2 Fast track designation granted in
November 2021; Positive results
announced following phase 2 trial
completion in February 2022;
Interim phase 2 results
announced January 2019

Merck/Hanmi MK-6024
(efinopegdutide)

(formerly JNJ-5111/
HM12525A)

GLP-1/
glucagon dual
agonist

P2b Ongoing Phase 2b trial with
expected completion in December
2025; FDA Fast Track designation
received in June 2023; Phase 2a
results presented at EASD 2023;
See outline of phase 2a trial design
here; License agreement with
Merck in August 2020 to
commercialize in US and outside
of Korea; Originally licensed to
Janssen in November 2015, but
returned development rights in
July 2019 following subpar phase
2 results in obesity (with and
without diabetes)

NGM Biopharma NGM282
(Aldafermin)

FGF19 agonist P2b Full phase 2b APLINE 4 results
announced in November 2023 and
published in Hepatology showed
dose dependent improvements in
liver fibrosis and secondary
endpoints correlated with liver
fibrogenesis, inflammation, and
injury. Topline phase 2b results
announced in May 2023; Phase 2
ALPINE2/3 study did not meet
primary endpoint and has been
discontinued in MASH patients;
Fibrosis effectiveness confirmed in
Feb 2020 and Nov 2019. Multiple
dose 2b ALPINE results expected
1H2021. Cirrhosis study
commencing 2H20.

Pfizer PF-06865571
(ervogastat)

DGAT2
inhibitor

P2 Phase 2 trial initiated June 2020
with estimated completion January
2024; New phase 1 trial launched
May 2018, expected to complete
February 2019; Prior phase 1 trial
completed July 2017; Other phase
1 studies completed and ongoing
in subjects with and without
MASH

Poxel PXL065 AMPK
activator

P2b Trial completed in March 2023;
Positive topline results for phase
2b study reported in August 2022;
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https://www.biospace.com/hightide-therapeutics-presents-analyses-of-phase-2a-mash-study-at-the-2024-international-liver-congress-reinforcing-and-further-characterizing-the-efficacy-and-safety-of-berberine-ursodeoxcyholate-htd1801
https://clinicaltrials.gov/study/NCT03656744
https://pipelinereview.com/index.php/2020050874579/Small-Molecules/HighTide-Therapeutics-Announces-Positive-Topline-Results-From-Phase-2a-Study-of-HTD1801-in-NASH-Patients.html
https://clinicaltrials.gov/ct2/show/NCT04134091
https://www.prnewswire.com/news-releases/lipocine-announces-fda-grants-fast-track-designation-to-lpcn-1144-for-treatment-of-non-cirrhotic-nash-301416045.html#:~:text=The%20Fast%20Track%20program%20is,is%20an%20unmet%20medical%20need.
https://www.lipocine.com/pipeline/lpcn-1144/
https://clinicaltrials.gov/study/NCT04134091?tab=history&a=3#version-content-panel
http://ir.lipocine.com/2019-01-17-Lipocines-NASH-Therapy-Candidate-Achieves-Meaningful-Liver-Fat-Reduction-Based-on-Interim-Results
https://clinicaltrials.gov/study/NCT05877547
https://clinicaltrials.gov/study/NCT05877547
https://cckb.closeconcerns.com/r/1118bd43#merck-diversifying-portfolio-in-diabetic-macular-edema-upcoming-key-readouts-with-pcsk9-and-glp-1-ra
https://cckb.closeconcerns.com/r/1118bd43#merck-diversifying-portfolio-in-diabetic-macular-edema-upcoming-key-readouts-with-pcsk9-and-glp-1-ra
https://www.merck.com/news/merck-to-present-data-for-efinopegdutide-mk-6024-an-investigational-glp-1-glucagon-receptor-co-agonist-in-patients-with-nonalcoholic-fatty-liver-disease-nafld-at-easl-2023/
https://clinicaltrials.gov/study/NCT04944992
https://cckb.closeconcerns.com/r/abb4376a#Phase_2_results_of_dual_GLP-1glucagon_agonist_efinopegdutide_in_NASH_and_T2D_significantly_greater_reduction_in_fat_content_than_semaglutide_
https://cckb.closeconcerns.com/r/74058fa6
https://cckb.closeconcerns.com/r/5552aa49
https://cckb.closeconcerns.com/r/eead1773
https://cckb.closeconcerns.com/r/bf90d3d1
https://clinicaltrials.gov/ct2/show/NCT03586830
https://clinicaltrials.gov/ct2/show/NCT03486392?term=JNJ-64565111
https://clinicaltrials.gov/ct2/show/NCT02443116
https://clinicaltrials.gov/study/NCT04210245
https://ir.ngmbio.com/news-releases/news-release-details/ngm-bio-presents-positive-phase-2b-results-alpine-4-trial
https://pubmed.ncbi.nlm.nih.gov/37732990/
https://cckb.closeconcerns.com/r/36f679c1
https://ir.ngmbio.com/news-releases/news-release-details/ngm-bio-announces-positive-preliminary-topline-liver-histology
https://www.ngmbio.com/wp-content/uploads/2019/11/1747-Harrison-et-al.pdf
https://clinicaltrials.gov/ct2/show/NCT03912532?term=ngm282&draw=2&rank=7
https://clinicaltrials.gov/ct2/show/NCT04321031?term=PF-06865571&draw=3&rank=11
https://clinicaltrials.gov/ct2/show/NCT03513588?term=PF-06865571&rank=4
https://clinicaltrials.gov/ct2/show/NCT03092232?term=PF-06865571&rank=1
https://clinicaltrials.gov/ct2/show/NCT03372044?term=PF-06865571&rank=1
https://clinicaltrials.gov/ct2/show/NCT03513588?term=PF-06865571&rank=4
https://clinicaltrials.gov/ct2/show/NCT03230383?term=PF-06865571&rank=3
https://clinicaltrials.gov/ct2/show/NCT04321343
https://clinicaltrials.gov/ct2/show/NCT04321343
https://clinicaltrials.gov/ct2/show/NCT04321343
https://cckb.closeconcerns.com/r/b167ac43


Poxel receives patent protection
through 2041 in June 2022; Phase
2 trial completed October 2021;
Phase 2a STAMP-
MASLD reported December 2020
with 2b in 2021 planned; raise
of €17.7 million to advance of
PXL 770 (and 065) in MASH
announced in May 2020.

Poxel PXL770 AMPK
activator

P2 Phase 2a study in
adrenoleukodystrophy withdrawn
in December 2024 due to lack of
funding; Phase 2 pro0f-of-concept
trial complete in November 2020;
phase 1 results announced June
2016

Shenzhen
Chipscreen
Biosciences

chiglitazar peroxisome
proliferator
activation
related receptor
(PPAR)

P2 Positive phase 2 results of
CGZ203 study of chiglitazar
monotherapy announced in March
2024

Viking
Therapeutics

VK2809 Liver-selective
thyroid beta
receptor
agonist

P2b Viking discontinued internal
development of VK2809 in 1Q26
for MASH; End-of-phase-2 FDA
meeting completed as of 4Q24;
Full VOYAGE phase 2b results
presented in November 2024;
Positive histologic data announced
in June 2024; Positive topline
phase 2b results announced in May
2023; Enrollment completed in
January 2023; VOYAGE trial
announced Dec 2019; phase 2
results announced September 2018

Devonian Health
Group

Thykamine Oral anti-
inflammatory
drug

Preclinical Positive preclinical results in mice
announced in February 2025

Novo Nordisk /
Cellarity

N/A Small
Molecule
Therapy

N/A The Novo Nordisk / Cellarity
collaboration aims to investigate
novel biological drivers and
develop a small molecule therapy
for MASH. Notably, this
collaborations is one of the first
two programs signed under the
framework collaboration between
Novo Nordisk and Flagship
Pioneering – a Cambridge, MA-
venture capital firm devoted to
building new life sciences
businesses.

Combination Studies

Sponsor Drug Name Class Status Other Remarks
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https://cckb.closeconcerns.com/r/dd4ad1ec
https://www.poxelpharma.com/en_us/news-media/press-releases/detail/152/poxel-announces-program-update-and-preclinical-results-on
https://clinicaltrials.gov/ct2/show/NCT03763877
https://www.clinicaltrials.gov/study/NCT05146284?tab=history&a=5#version-content-panel
https://clinicaltrials.gov/study/NCT03763877?tab=history&a=2&b=3#version-content-panel
https://cckb.closeconcerns.com/r/9d293370
https://cckb.closeconcerns.com/r/9d293370
https://clinicaltrials.gov/study/NCT05193916
https://www.biospace.com/positive-results-from-phase-ii-clinical-trial-cgz203-study-of-chiglitazar-monotherapy-for-non-alcoholic-steatohepatitis?keywords=diabetes
https://www.biospace.com/positive-results-from-phase-ii-clinical-trial-cgz203-study-of-chiglitazar-monotherapy-for-non-alcoholic-steatohepatitis?keywords=diabetes
https://clinicaltrials.gov/ct2/show/NCT04173065
https://cckb.closeconcerns.com/r/ad040755#viking-discontinues-internal-development-of-vk2809-for-mash-expressed-interest-in-out-licensing-at-jpm-2026
https://cckb.closeconcerns.com/r/68cb4d3c#end-of-phase-2-fda-meeting-completed-for-vk2809-in-mash-viking-continues-to-express-interest-in-a-partnership-for-further-development:~:text=primary%20care%20setting.-,2.%C2%A0End%2Dof%2Dphase%2D2%20FDA%20meeting%20completed%20for%20VK2809%20in%20MASH%3B%20Viking%20continues%20to%20express%20interest%20in%20a%20partnership%20for%20further%20development,-Viking%20reaffirmed%20plans
https://ir.vikingtherapeutics.com/2024-11-19-Viking-Therapeutics-Presents-Results-from-Phase-2b-VOYAGE-Study-of-VK2809-in-Biopsy-Confirmed-NASH-MASH-at-the-75th-Liver-Meeting-R-2024
https://cckb.closeconcerns.com/r/84e2ef27
https://cckb.closeconcerns.com/r/7d484b0c
https://cckb.closeconcerns.com/r/7d484b0c
https://cckb.closeconcerns.com/r/ccb8cb58
https://clinicaltrials.gov/ct2/show/NCT04173065?term=VK2809&draw=2&rank=2
https://cckb.closeconcerns.com/r/02c9ccb7
https://cckb.closeconcerns.com/r/65a1e52a
https://www.businesswire.com/news/home/20250213517296/en/Devonian-Reports-Positive-Results-in-MASH-Liver-Study
https://cckb.closeconcerns.com/r/956c4b96
https://www.flagshippioneering.com/
https://www.flagshippioneering.com/


AstraZeneca Zibotentan +
dapagliflozin

Endothelin A
receptor
antagonist +
SGLT-2
inhibitor

P2b Phase 2 trial completed in July
2025; ZEAL phase 2 trial
estimated completion in August
2025, with data anticipated in
1H25

Inventiva Lanifibranor +
empagliflozin

PPAR agonist
+ SGLT2
inhibitor

P2 Phase 2 LEGEND study of
lanifibranor and empagliflozin
significantly reduced A1c levels
and hepatic steatosis in March
2024

Novo Nordisk NNC0194-0499 +
Semaglutide +
cagrilintide

FGFR agonist
+ GLP1-RA +
amylin analog

P2 Ongoing 39-week phase 2 trial
with expected completion in June
2025

Novo Nordisk NNC0194-0499 +
Semaglutide

FGFR agonist
+ GLP1-RA

P2 Phase 2 combination trial
completed in March 2025

Novo Nordisk/
Gilead

Injectable Semaglutide
+ cilofexor + firscostat

GLP-1+ FXR
agonist + ACC
inhibitor

P2b Phase 2b trial listed as completed
on clinicaltrials.gov in January
2025; Ongoing enrollment at 212
in sites February 2023; initiation
in March 2021 with estimated
completion date March 2024;
Mixed phase 2 results announced
in November 2020; Partnership
announced in April 2019

Pfizer ervogastat + clesacostat DGAT2i+ACC
inhibitor

P2b Phase 2b trial expected to
complete in 2024: Received fast
track designation from the FDA
in May 2022; Phase 2a trial
completed in April 2022

Discontinued Studies

Sponsor Drug Name Class Status Other Remarks

AbbVie Cenicriviroc
(CVC)

CCR2/CCR5
inhibitor

P3 Phase 3 trial terminated due to lack
of efficacy in February 2021;
AURORA trial in F2-F3 fibrosis,

completion expected Oct 2021;
Allergan acquired
Tobira September 2016; AbbVie
acquired Allergan May 2020

AstraZeneca AZD2693
(formerly IONIS-
AZ6-2.5-LRx)

PNPLA3
inhibitor

P2b Trial discontinued in 3Q25 due to
efficacy; Progressed to phase 2b
(FORTUNA) in July 2023,
expected completion September
2025 with data in 2026; Added to
AZ pipeline in 2Q19; Acquired
from Ionis in April 2018

Genfit Elafibranor
(GFT505)

Dual PPAR
alpha/delta
agonist

P3 Program terminated in 2Q20; will
continue in PBC; RESOLVE-IT in
F1-F3 fibrosis failed phase 3
interim analysis in May 2020

Gilead Selonsertib
(GS-4997)

ASK-1 inhibitor P3 Removed from MASH pipeline
in 2Q20; Missed primary endpoint
in STELLAR
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https://clinicaltrials.gov/study/NCT05516498
https://www.astrazenecaclinicaltrials.com/study/D4326C00003/
https://www.astrazenecaclinicaltrials.com/study/D4326C00003/
https://clinicaltrials.gov/study/NCT05516498
https://clinicaltrials.gov/study/NCT05232071
https://clinicaltrials.gov/study/NCT05232071
https://www.biospace.com/inventiva-announces-positive-results-from-the-phase-ii-legend-proof-of-concept-study-combining-lanifibranor-with-empagliflozin-in-patients-with-mash-nash-and-t2d?keywords=diabetes
https://www.biospace.com/inventiva-announces-positive-results-from-the-phase-ii-legend-proof-of-concept-study-combining-lanifibranor-with-empagliflozin-in-patients-with-mash-nash-and-t2d?keywords=diabetes
https://clinicaltrials.gov/study/NCT06409130?intr=NNC0194-0499&rank=7
https://cckb.closeconcerns.com/r/6d15afdc#:~:text=Novo%20Nordisk%20to%20test%20impact%20of%20semaglutide%2C%20cagrilintide%2C%20and%20FGF21%20in%20alcohol%20use%20and%20liver%20disease%20in%20phase%202%20trial%20%C2%A0%E2%80%93%C2%A0May%2015%2C%202024
https://cckb.closeconcerns.com/r/6d15afdc#:~:text=Novo%20Nordisk%20to%20test%20impact%20of%20semaglutide%2C%20cagrilintide%2C%20and%20FGF21%20in%20alcohol%20use%20and%20liver%20disease%20in%20phase%202%20trial%20%C2%A0%E2%80%93%C2%A0May%2015%2C%202024
https://classic.clinicaltrials.gov/ct2/show/NCT05016882
https://clinicaltrials.gov/ct2/show/NCT04971785
https://clinicaltrials.gov/ct2/show/NCT04971785?term=NCT04971785&rank=1
https://cckb.closeconcerns.com/r/9d811027
https://cckb.closeconcerns.com/r/a06ae249
http://https/www.closeconcerns.com/knowledgebase/r/0ccde671
https://cckb.closeconcerns.com/r/ba330dd8
https://clinicaltrials.gov/ct2/show/NCT04321031
https://clinicaltrials.gov/ct2/show/NCT04321031
https://www.pfizer.com/news/press-release/press-release-detail/pfizer-granted-fda-fast-track-designation
https://clinicaltrials.gov/ct2/show/NCT03776175?term=PF-06865571&draw=2&rank=7
https://clinicaltrials.gov/ct2/show/NCT03028740
https://www.clinicaltrialsarena.com/comment/allergan-cenicriviroc-cvc-loa/
https://clinicaltrials.gov/ct2/show/NCT03028740?term=cenicriviroc&draw=1&rank=9
https://cckb.closeconcerns.com/r/ed4cdd8d
https://www.astrazenecaclinicaltrials.com/study/D7830C00004/
https://clinicaltrials.gov/study/NCT05809934
https://cckb.closeconcerns.com/r/75af8083#:~:text=the%20primary%20endpoint.-,2.%20Progress%20on%20NASH%20candidates%20following%20discontinuation%20of%20GLP%2D1/glucagon%20dual%20agonist%20cotadutide%C2%A0,-AZ%20announced%20several
https://cckb.closeconcerns.com/r/ceb55023
https://clinicaltrials.gov/ct2/show/NCT02704403
https://cckb.closeconcerns.com/r/b59fa76c
https://clinicaltrials.gov/ct2/show/NCT02704403
https://cckb.closeconcerns.com/r/87ddad90
https://clinicaltrials.gov/ct2/show/NCT02466516
https://cckb.closeconcerns.com/r/fbde3e3c#NASH_and_DKD_Clinical_Trials_Review_Show_Selonsertib_No_Longer_a_Combo_Therapy_Candidate_for_NASH
http://clinicaltrials.gov/ct2/show/NCT03053063?term=selonsertib&rank=3&submit_fld_opt=


4 announced 1Q19; STELLAR
3 trial in F3 fibrosis missed
endpoint June 2019

Intercept Pharma Obeticholic acid FXR agonist NDA; P3 FDA issues CRL in June 2023,
indicating the NDA cannot be
approved in its current state; in
response, Intercept decided to
discontinue all investments related
to MASH and focus on rare and
serious liver diseases; FDA
Advisory Committee meeting votes
against Intercept’s approval in May
2023; FDA accepts the NDA
resubmission for the NDA
in January 2023; Intercept
resubmits NDA to FDA for OCA in
MASH in December 2022;
OCA fails to meet primary endpoint
in phase 3 REVERSE trial for
compensated cirrhosis in September
2022; Intercept announces positive
topline results of OCA in F2/F3
fibrosis in July 2022;
Intercept continues to work on
response to CRL, including a new
adjudication process of all liver
biopsies by a panel of three
independent pathologists; FDA
issued CRL in June 2020; Company
had October 2020 FDA meeting to
clarify CRL;
REGNERATE and REVERSE trials
in F1-F3 fibrosis/cirrhosis expected
to complete September 2025 and
August 2021, respectively

Albireo Elobixitat Oral ileal bile
acid transporter
inhibitor

P2a Discontinued August 2020

Allergan AGN-242266 FXR agonist P2 Presumed discontinued as of
February 2020; Acquired
from Akarna
Therapeutics September 2016

Allergan Evogliptin DPP-4 inhibitor P2 Presumably discontinued following
Abbvie’s acquisition of Allergan in
2020; evogliptin no longer in
pipeline; Acquired from Tobira
Therapeutics September 2016;
Phase 1 trial investigating
evogliptin in combination with
CVC initiated September 2016

AstraZeneca Mitiperstat MPO inhibitor P2 Phase 2 COSMOS trial
discontinued in 4Q24

AstraZeneca cotadutide
(MEDI0382)

GLP-1/glucagon
dual agonist

P2b/3 Discontinued in 1Q23; Phase 2b/
3 PROXYMO-ADV study initiated
in July 2022; Phase 2 trial
completed in 2Q21; Safety/PD trial
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http://clinicaltrials.gov/ct2/show/NCT03053063?term=selonsertib&rank=3&submit_fld_opt=
https://cckb.closeconcerns.com/r/f67e42a7
https://clinicaltrials.gov/ct2/show/NCT03053050?term=selonsertib&rank=4&submit_fld_opt=
https://clinicaltrials.gov/ct2/show/NCT03053050?term=selonsertib&rank=4&submit_fld_opt=
https://clinicaltrials.gov/ct2/show/NCT02548351
https://ir.interceptpharma.com/news-releases/news-release-details/intercept-receives-complete-response-letter-fda-obeticholic-0
https://cckb.closeconcerns.com/r/39b9ebc3
https://cckb.closeconcerns.com/r/39b9ebc3
https://ir.interceptpharma.com/news-releases/news-release-details/fda-accepts-intercepts-new-drug-application-oca-treatment-pre
https://cckb.closeconcerns.com/r/93a4c445
https://cckb.closeconcerns.com/r/d5211d95
https://cckb.closeconcerns.com/r/d5211d95
https://cckb.closeconcerns.com/r/d5211d95
https://cckb.closeconcerns.com/r/652663a1
https://cckb.closeconcerns.com/r/cb1927e1
https://cckb.closeconcerns.com/r/171c36cd
https://clinicaltrials.gov/ct2/show/NCT02548351?term=obeticholic+acid
https://clinicaltrials.gov/ct2/show/NCT03439254?term=reverse+obeticholic&rank=1
https://clinicaltrials.gov/ct2/show/NCT04006145
https://www.globenewswire.com/news-release/2020/08/18/2080294/0/en/Albireo-Reports-Topline-Results-from-Phase-2-Trial-of-Elobixibat-in-NAFLD-NASH.html
https://clinicaltrials.gov/ct2/show/NCT02217475
https://cckb.closeconcerns.com/r/47997f0e
https://cckb.closeconcerns.com/r/47997f0e
https://clinicaltrials.gov/ct2/show/NCT02689362
http://www.businesswire.com/news/home/20160912005162/en/Tobira-Therapeutics-Announces-Initiation-Phase-1-Combination
https://clinicaltrials.gov/study/NCT05638737
https://cckb.closeconcerns.com/r/0e6f029b?utm_source=Closer%20Look%20Subscribers%202024&utm_campaign=9ae3162a9a-2025-03-14_sglt-2_ru%3B_cvs_weight_program03_13_2025&utm_medium=email&utm_term=0_c55d924bf1-9ae3162a9a-412303683#multiple-mash-candidates-in-phase-1-or-2-development
https://cckb.closeconcerns.com/r/f0d456de#Cotadutide_discontinued_in_NASH_due_to_strategic_portfolio_prioritization_AZ_to_focus_instead_on_once-weekly_GLP-1_glucagon_dual_agonist_AZD9550
https://clinicaltrials.gov/ct2/show/NCT05364931?term=cotadutide&draw=2&rank=5
https://cckb.closeconcerns.com/r/048fffc2#First_patients_dosed_in_phase_2_trials_of_MR_agonist_AZD9977_and_ETR_agonist_zibotentan_in_combination_with_Farxiga_in_HF_CKD_data_expected_in_2H22


initiated in 3Q19.

AstraZeneca/
Regulus
Therapeutics

AZD4076/
RG-125

Anti-microRNA
(anti-miR103/
107
oligonucleotide)

P2 AZ pulled out of partnership 2Q17;
Phase 2 trial initiated 3Q16; Phase 1
trial completed December 2016

BMS BMS-986036 Pegylated
FGF21 analog

P2b Discontinued in November 2021
following disappointing results in
phase 2b FALCON study; Two
phase 2 studies in F4 (completion
expected Oct 2021) and F3
(completion expected December
2021); Phase 2a data presented
at EASL 2017

Enanta Pharma EDP-305 FXR Agonist P2b Discontinued internal development
of MASH candidates in October
2021 after interim analysis of phase
2b ARGON-2; Phase 2b to
complete in December
2022; Positive phase 2a results
announced September 2019; Fast
Track designation in January 2017

Genentech BFKB8488A bispecific
FGFR1/Klothoβ
antibody

P2 Phase 2 trial terminated March
2024; Trial completed March 2023;
Completed recruiting for phase 1b
trial as of 3Q19; Phase 1 study in
MASH and type 2 diabetes
recruiting, expected to
complete June 2019

Gilead Simtuzumab LOXL2
monoclonal
antibody

P2 Discontinued 3Q16

Ionis ION224 DGAT2
antisense
inhibitor

P2 ION224 no longer listed on Ionis
pipeline as of 4Q24; Topline phase
2 results announced in March 2024.

Merck (from
NGM Bio)

MK-3655
(formerly
NGM313)

KLB-FGFR1c
receptor
complex agonist

P2b Trial terminated in late 2022; Phase
2b study began November 2020, est
completion September 2023 ;
Merck optioned from NGM Bio
in January 2019.

Novartis LJN452
(tropifexor)

FXR agonist P2/3 Terminated in 2021; Phase
2 FLIGHT-FXR study completed
April 2020

Novartis LIK066 SGLT-1/
SGLT-2
inhibitor

P2a Presumed discontinued 3Q21;
Completed Nov 2019;

Novartis/AbbVie Tropifexor +

Cenicriviroc

FXR agonist +
CCR2/5

P2b Removed from pipeline and
presumably discontinued; Study
completed 1Q21, results posted on
clinicaltrials.gov but not yet
published; Phase 2b study expected
completion September 2020

Novartis
Pharmaceuticals

Tropifexor
(LJN452) +

FXR agonist +
SGLT1/2

P2b Study listed as terminated on
clinicaltrials.gov as of October
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https://clinicaltrials.gov/ct2/show/NCT04019561
https://clinicaltrials.gov/ct2/show/NCT02826525
https://www.astrazeneca.com/content/dam/az/PDF/Full_year_and_q4_2016_results/Full_Year_and_Q4_2016_Results_Clinical_trials_appendix.pdf
https://clinicaltrials.gov/ct2/show/NCT02612662?term=azd4076&rank=1
https://clinicaltrials.gov/ct2/show/NCT03486899
https://www.fiercebiotech.com/biotech/bristol-myers-becomes-latest-victim-unforgiving-nash-as-mid-stage-asset-shelved
https://clinicaltrials.gov/ct2/show/NCT03486912?term=986036&rank=8
https://clinicaltrials.gov/ct2/show/NCT03486899?term=986036&rank=7
https://cckb.closeconcerns.com/r/f7ebb1e3
https://clinicaltrials.gov/ct2/show/NCT03421431
https://www.enanta.com/investors/news-releases/press-release/2021/Enanta-Pharmaceuticals-Provides-Update-on-NASH-FXR-Agonist-Programs/default.aspx
https://www.enanta.com/investors/news-releases/press-release/2021/Enanta-Pharmaceuticals-Provides-Update-on-NASH-FXR-Agonist-Programs/default.aspx
https://clinicaltrials.gov/ct2/show/NCT04378010?term=Enanta&draw=2
https://endpts.com/enantas-nash-drug-barely-meets-main-goal-in-mid-stage-study/
https://www.enanta.com/investors/news-releases/press-release/2017/FDA-Grants-Fast-Track-Designation-to-Enantas-FXR-Agonist-Candidate-EDP-305-for-the-treatment-of-NASH-with-Liver-Fibrosis/default.aspx
https://clinicaltrials.gov/ct2/show/NCT04171765
https://clinicaltrials.gov/study/NCT04171765?tab=history&a=37&b=38#version-content-panel:~:text=38-,2024%2D03%2D07,-Recruitment%20Status
https://clinicaltrials.gov/study/NCT04171765?tab=history&a=37&b=38#version-content-panel:~:text=38-,2024%2D03%2D07,-Recruitment%20Status
https://clinicaltrials.gov/study/NCT03060538
https://cckb.closeconcerns.com/r/11e8af17#:~:text=complete%20in%202022.-,2.%20FGFR1%20Candidate%20Phase%201b%20Trial%20(n%3D136)%20Completion%20Expected%20in%20December%202019,-Roche/Genentech%E2%80%99s%20FGFR1
https://clinicaltrials.gov/ct2/show/NCT03060538?term=BFKB8488A&rank=2
https://clinicaltrials.gov/ct2/show/NCT01672879
https://cckb.closeconcerns.com/r/3f797d95
https://clinicaltrials.gov/study/NCT04932512
https://cckb.closeconcerns.com/r/27fb056b#:~:text=of%20Lp(a).-,3.%20Once%2Dmonthly%20injectable%20ION224%20MASH%20not%20listed%20in%20Ionis%E2%80%99%20pipeline%20or%20discussed%20in%20today%E2%80%99s%20call,-No%20updates%20were
https://cckb.closeconcerns.com/r/d232a180
https://clinicaltrials.gov/ct2/show/NCT04583423
https://www.ngmbio.com/pipeline/
https://clinicaltrials.gov/ct2/show/NCT04583423?term=MK-3655&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04583423?term=MK-3655&draw=2&rank=1
https://cckb.closeconcerns.com/r/5da5eabf
https://clinicaltrials.gov/ct2/show/NCT02855164
https://cckb.closeconcerns.com/r/a3cce0c8#:~:text=for%20tropifexor%20was-,terminated%20in%202021,-.%20Another%20agent%20in
https://clinicaltrials.gov/ct2/show/NCT02855164
https://clinicaltrials.gov/ct2/show/NCT02470403
https://clinicaltrials.gov/ct2/show/NCT03205150?term=LIK066+%2B+NASH&rank=1
https://clinicaltrials.gov/ct2/show/NCT03517540?term=Cenicriviroc
https://clinicaltrials.gov/ct2/show/NCT03517540?term=Cenicriviroc&rank=9
https://clinicaltrials.gov/ct2/show/NCT04065841?term=NCT04065841&draw=2&rank=1


Licogliflozin inhibitor 2023; Phase 2 ELIVATE study
expected to complete in
2023; Safety study (LDL elevation)
begun May 2020 and est end
in March 2021.

Pfizer PF-06835919 Ketohexokinase
(KHK) inhibitor

P2a Discontinued in 3Q21; Phase 2
study with metformin in MASH/
diabetes patients;

Pfizer PF-05221304 ACC inhibitor P2a Discontinued in October 2020;
possible future combination product

Shire SHP626 Apical sodium
bile acid
cotransporter
inhibitor

P2 Phase 1 trial completed July 2015

Terns TERN-501 THR-beta
agonist

P2a Discontinuation announced at JPM
2024; Positive phase 2a results
announced in August 2023;
Recruitment complete in April
2023; phase 2a combination study
with FXR agonist TERN-101
initiated July 2022

GSK GSK3008356 DGAT-1
inhibitor

P1 No longer appears in GSK pipeline
as of 1Q23; Added to
GSK’s pipeline in 1Q16

Lilly LY3885125 SCAP siRNA P1 phase 1 trial terminated March 2025

J&J JNJ-0795 undisclosed P1 Discontinued in 1Q23; Announced
in 2Q22

Novartis RLX030 Relaxin receptor Undisclosed No further mention of RLX030 for
MASH after initial discussion
in 4Q16;

Pfizer PF-06667272 Myeloperoxidase
Inhibitor

P1 Discontinued 4Q17

Early Phase Studies

Sponsor Drug Name Class Status Other Remarks

Arrowhead ARO-ANG3 Angiopoietin-like
protein 3 inhibitor

P2 Phase 2 study estimated
completion in December 2024;
Phase 1 study
completed December 2019;
potential treatment for
dyslipidemia and other
metabolic diseases, including
MASH

Boston
Pharmaceuticals

BOS-580 FGF21 P2a Positive phase 2a poster
presented at EASL 2024;
Positive phase 2a results
announced in November 2023
supporting once-monthly
dosing; Positive phase 2a
results announced in June 2023

Chemomab CM-101 CCL24-neutralizing P2a Further phase 2 data shared in
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https://clinicaltrials.gov/ct2/show/NCT04065841?term=NCT04065841&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04408937?cond=tropifexor&draw=2&rank=1
https://cckb.closeconcerns.com/r/a06ae249
https://clinicaltrials.gov/ct2/show/NCT03256526
https://cckb.closeconcerns.com/r/a00beec8
https://clinicaltrials.gov/ct2/show/NCT03969719?term=PF-06835919&draw=2&rank=7
https://clinicaltrials.gov/ct2/show/NCT03969719?term=PF-06835919&draw=2&rank=7
https://clinicaltrials.gov/ct2/show/NCT03248882
https://clinicaltrials.gov/ct2/show/NCT02787304
https://clinicaltrials.gov/ct2/show/NCT02287779?term=shp626&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05415722
https://cckb.closeconcerns.com/r/0d92f24a#:~:text=likely%20to%20benefit.-,25.%20Terns%20Pharmaceuticals%3A%20Initiation%20of%20phase%201%20trial%20for%20TERN%2D601%2C%20oral%20GLP%2D1%20RA%3B%20discontinuation%20of%20TERN%2D501%20monotherapy%20in%20MASH%2C%20with%20a%20new%20focus%20on%20combination%20therapy,-President%20and%20Head
https://cckb.closeconcerns.com/r/0d92f24a#:~:text=likely%20to%20benefit.-,25.%20Terns%20Pharmaceuticals%3A%20Initiation%20of%20phase%201%20trial%20for%20TERN%2D601%2C%20oral%20GLP%2D1%20RA%3B%20discontinuation%20of%20TERN%2D501%20monotherapy%20in%20MASH%2C%20with%20a%20new%20focus%20on%20combination%20therapy,-President%20and%20Head
https://cckb.closeconcerns.com/r/1996b6e6
https://cckb.closeconcerns.com/r/e0e6e575#Terns_Pharmaceuticals:_significant_focus_on_metabolic_health_in_pipeline_phase_1_trial_with_oral_GLP-1_in_obesity_set_to_initiate_in_2H23_phase_2a_trial_results_in_NASH_anticipated_in_3Q23_for_TXR-beta_agonist_FXR_agonist_cominbation_therapy
https://clinicaltrials.gov/ct2/show/NCT02742766
http://www.gsk.com/en-gb/investors/product-pipeline/
https://cckb.closeconcerns.com/r/819044d8
https://clinicaltrials.gov/study/NCT06007651
https://cckb.closeconcerns.com/r/0821bd64
https://cckb.closeconcerns.com/r/f722c839#Phase_1_study_of_NASH_candidate_JNJ-53718678_terminated_based_on_strategic_decision_several_new_phase_1_pipeline_candidates_in_NASH_diabetic_macular_edema_and_macular_degeneration
https://cckb.closeconcerns.com/r/ff728263
https://clinicaltrials.gov/ct2/show/NCT03126149
https://cckb.closeconcerns.com/r/26d25114
https://clinicaltrials.gov/ct2/show/NCT04832971
https://cckb.closeconcerns.com/r/f722c839#Phase_1_study_of_NASH_candidate_JNJ-53718678_terminated_based_on_strategic_decision_several_new_phase_1_pipeline_candidates_in_NASH_diabetic_macular_edema_and_macular_degeneration
https://clinicaltrials.gov/ct2/show/NCT03747224?term=ARO-ANG3&rank=1
https://clinicaltrials.gov/study/NCT04880031?term=BOS-580&rank=1
https://www.postersessiononline.eu/173580348_eu/congresos/EASL2024/aula/-WED_220_EASL2024.pdf
https://cckb.closeconcerns.com/r/878250bb
https://pipelinereview.com/index.php/2023062183602/Proteins-and-Peptides/Boston-Pharmaceuticals-Announces-Positive-Phase-2a-Results-from-Monthly-and-Bi-weekly-Dosing-with-Investigational-BOS-580-NASH-Program-at-EASL-2023.html
https://investors.chemomab.com/2023-01-03-Chemomab-Reports-Top-Line-Results-from-CM-101-Phase-2a-Liver-Fibrosis-Biomarker-Trial-in-NASH-Patients


monoclonal
antibody (MAb)

November 2023 demonstrated
significant reductions in liver-
related pathology pathways
linked to liver damage and
steatosis. Phase 2a topline
results announced January
2023 – no information on
future trials shared to date

D&D Pharmatech DD01 GLP-1/glucagon
dual agonist

P2 Positive topline results from
phase 2 announced in June
2025. Phase 2 initiated in
August 2024 for overweight or
obesity with MASLD or
MASH; FDA Fast Track
Designation granted in April
2024; approval based on
positive phase 1 results

Hepagene HPG1860 FXR agonist P2a Positive results from phase 2a
RISE trial announced in
January 2023

Hepion rencofilstat cyclophilin
inhibitor

P2a Phase 2a results from the
AMBITION study in
participants with MASH-
induced F2 and F3 published
in October 2022; Phase 2a
results from the ALTITUDE-
MASH trial (n=70) announced
in May 2023

NeuroBo
Pharmaceuticals

DA-1241 GPCR 119 agonist P2a Phase 2a enrollment completed
in November 2024; Received
safety review committee
approval to continue phase 2a
trial in March 2024; Finished
dosing of the first patient in
September 2023; interim
analysis expected in 1H2024,
and full data expected in
2H2024. Received first site
IRB Approval for phase 2a trial
in August 2023; In May 2023,
NeuroBo announced that the
FDA has cleared the IND
submission, with a phase 2 trial
expected to begin in 3Q23;
Announced FDA IND
submission for phase 2
development in April 2023

Oramed ORMD-0801 Oral insulin P2a Phase 2a topline results
announced in November 2022;
no information shared on future
development

Terns TERN-101 FXR agonist P2a Topline results from phase 2a
trial announced in June 2021
showing improvement in liver
biomarkers; Closed an $87
million Series C in January
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https://investors.chemomab.com/2023-11-13-Chemomab-Presents-New-Clinical-Data-Supporting-CM-101s-Anti-Fibrotic-Anti-Inflammatory-Activity-in-Patients-with-Liver-Fibrosis-and-New-Data-Highlighting-Unique-Association-of-Its-CCL24-Target-with-Key-PSC-Pathways-at-AASLDs-The-Liver-Meeting-R
https://cckb.closeconcerns.com/r/0c2a299e
https://cckb.closeconcerns.com/r/0c2a299e
https://www.biospace.com/article/releases/d-and-amp-d-pharmatech-granted-fast-track-designation-from-us-fda-for-dd01-for-the-treatment-of-nash-mash/?keywords=diabetes
https://www.businesswire.com/news/home/20250616477730/en/DD-Pharmatech-Announces-Positive-Phase-2-Results-for-DD01-in-MASH-with-Robust-Reductions-in-Liver-Fat-Accompanied-by-Improvements-in-Liver-and-Metabolic-Health
https://www.businesswire.com/news/home/20250616477730/en/DD-Pharmatech-Announces-Positive-Phase-2-Results-for-DD01-in-MASH-with-Robust-Reductions-in-Liver-Fat-Accompanied-by-Improvements-in-Liver-and-Metabolic-Health
https://cckb.closeconcerns.com/r/2645b7d8
https://www.biospace.com/article/releases/d-and-amp-d-pharmatech-granted-fast-track-designation-from-us-fda-for-dd01-for-the-treatment-of-nash-mash/?keywords=diabetes
https://www.biospace.com/article/releases/d-and-amp-d-pharmatech-granted-fast-track-designation-from-us-fda-for-dd01-for-the-treatment-of-nash-mash/?keywords=diabetes
https://clinicaltrials.gov/study/NCT04812262
https://clinicaltrials.gov/ct2/show/NCT05338034
https://clinicaltrials.gov/ct2/show/NCT05338034
https://clinicaltrials.gov/ct2/show/NCT05338034
https://cckb.closeconcerns.com/r/a40bd211
https://classic.clinicaltrials.gov/ct2/show/NCT05461105
https://clinicaltrials.gov/study/NCT04480710
https://pmc.ncbi.nlm.nih.gov/articles/PMC9701462/
https://classic.clinicaltrials.gov/ct2/show/NCT05461105
https://classic.clinicaltrials.gov/ct2/show/NCT05461105
https://cckb.closeconcerns.com/r/a60ea788
https://classic.clinicaltrials.gov/ct2/show/NCT06054815
https://www.prnewswire.com/news-releases/neurobo-pharmaceuticals-completes-last-patient-last-visit-in-its-phase-2a-clinical-trial-evaluating-da-1241-for-the-treatment-of-mash-302294746.html
https://www.neurobopharma.com/news-releases/news-release-details/neurobo-pharmaceuticals-receives-safety-review-committee
https://pipelinereview.com/index.php/2023091784224/Small-Molecules/NeuroBo-Pharmaceuticals-Doses-First-Patient-in-Its-Phase-2a-Clinical-Trial-Evaluating-DA-1241-for-the-Treatment-of-NASH.html
https://www.neurobopharma.com/news-releases/news-release-details/neurobo-pharmaceuticals-receives-first-site-irb-approval-its
https://finance.yahoo.com/news/neurobo-pharmaceuticals-announces-fda-clearance-120100575.html
https://cckb.closeconcerns.com/r/74cde149
https://oramed.com/oramed-announces-additional-positive-safety-and-efficacy-data-from-its-phase-2-clinical-trial-of-ormd-0801-for-nash/
https://cckb.closeconcerns.com/r/1c65155b
https://clinicaltrials.gov/ct2/show/NCT04328077
https://cckb.closeconcerns.com/r/beeb5377
https://cckb.closeconcerns.com/r/cb1d8b99


2021; First patient dosed in
phase 2a LIFT trial in July
2020; Phase 1 results that
confirm safety and efficacy
announced February 2020; Fast
Track designation in October
2019; Acquired from Lilly
in April 2018

Arrowhead ARO-PNPLA3 PNPLA3 inhibitor P1 full rights returned to
Arrowhead in February 2023;
Acquired by J&J in 2018

AstraZeneca AZD9950 Dual GLP-1/
glucaon RA

P1 CONTEMPO phase 1 trial
investigating safety in people
with or without T2D, with
estimated completion in April
2025, data anticipated in 2027.

Eccogene ECC4703 THR-beta agnoist P1 Phase 1 positive data
announced at AASLD in
November 2024; Phase 1 trial
investigating ECC4703 in
healthy volunteers; expected
completion is July 2023;
announced a $25 million Series
B raise in June 2023

J&J JNJ-2463 CB1 inverse
agonist

P1 Phase 1b study completed in
September 2018; phase 1 study
underway according to
J&J’s 2017 Pharmaceutical
Business Review;
Collaboration with BirdRock
Bio

Lilly LY3849891 PNPLA3 siRNA P1 phase 1 study in NAFLD
initiated June 2022 with
expected completion
September 2026; Added to
pipeline 2Q22

Lilly LY3305677 GLP-1/glucagon
dual agonist
(oxyntomodulin
analog)

P1 Phase 2 study completed in
July 2025; Phase 1 study
results published June 2021;
Phase 1 development for
MASH in R&D update in May
2016; Advanced to phase 1
in 4Q16

Novartis DVF890
(IFM-2427)

NLRP3 inhibitor P1 Results from first in-human
study on safety and tolerability
published in March
2024; Acquired from IFM
Tre in April 2019

Novo Nordisk NNC6022-0001 NLRP3 inhibitor P1 First patient dosed in phase 1
trial May 2024; Trial initiated
March 2024 to investigate
indications across liver, kidney,
and cardiometabolic disease;
Novo Nordisk licensed
candidate from Ventus
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https://cckb.closeconcerns.com/r/cb1d8b99
https://clinicaltrials.gov/ct2/show/NCT04328077
https://pipelinereview.com/index.php/2020022073833/Small-Molecules/Terns-Pharmaceuticals-Announces-Safety-and-Pharmacodynamic-Results-of-a-Phase-1-Clinical-Trial-of-TERN-101-a-Liver-Selective-FXR-Agonist-in-Development-for-the-Treatment.html
https://www.biospace.com/article/releases/terns-pharmaceuticals-receives-fast-track-designation-from-the-fda-for-tern-101-an-fxr-agonist-for-the-treatment-of-nash-/
https://www.biospace.com/article/releases/terns-pharmaceuticals-receives-fast-track-designation-from-the-fda-for-tern-101-an-fxr-agonist-for-the-treatment-of-nash-/
https://cckb.closeconcerns.com/r/ff56385b
https://clinicaltrials.gov/ct2/show/NCT04844450?term=NCT04844450&draw=2&rank=1
https://ir.arrowheadpharma.com/news-releases/news-release-details/arrowhead-pharmaceuticals-gains-full-rights-nash-candidate-aro
https://ir.arrowheadpharma.com/news-releases/news-release-details/arrowhead-enters-37-billion-license-and-collaboration-agreements
https://clinicaltrials.gov/study/NCT06151964
https://classic.clinicaltrials.gov/ct2/show/NCT05552274?term=eccogene&draw=2&rank=2
https://www.biospace.com/press-releases/eccogene-announces-positive-phase-1-data-for-oral-thr-%CE%B2-full-agonist-and-oral-ssao-inhibitor-in-late-breaking-poster-presentations-at-the-american-association-for-the-study-of-liver-diseases-aasld-the-liver-meeting
https://cckb.closeconcerns.com/r/f8d28587
https://www.prnewswire.com/news-releases/bird-rock-bio-completes-clinical-trial-of-nimacimab-in-patients-with-fatty-liver-disease-300711769.html
https://cckb.closeconcerns.com/r/7e02f16b
https://cckb.closeconcerns.com/r/7e02f16b
https://clinicaltrials.gov/ct2/show/NCT05395481?term=PNPLA3&draw=2&rank=7
https://cckb.closeconcerns.com/r/c240f0bf#:~:text=to%20complete%20in-,September%202026.,-Retatrutide%20(GIP/GLP
https://clinicaltrials.gov/study/NCT06124807
https://diabetesjournals.org/diabetes/article/70/Supplement_1/106-OR/139552/106-OR-A-First-in-Human-Single-Ascending-Dose
https://cckb.closeconcerns.com/r/0b5538b6
https://cckb.closeconcerns.com/r/0b5538b6
https://cckb.closeconcerns.com/r/2179cc45
https://www.researchgate.net/publication/380668615_First-in-human_safety_tolerability_and_pharmacokinetic_results_of_DFV890_an_oral_low-molecular-weight_NLRP3_inhibitor
https://www.researchgate.net/publication/380668615_First-in-human_safety_tolerability_and_pharmacokinetic_results_of_DFV890_an_oral_low-molecular-weight_NLRP3_inhibitor
https://www.prnewswire.com/news-releases/novartis-to-acquire-ifm-tre-to-develop-first-in-class-nlrp3-antagonist-portfolio-targeting-innate-immune-system-300821299.html
https://www.prnewswire.com/news-releases/novartis-to-acquire-ifm-tre-to-develop-first-in-class-nlrp3-antagonist-portfolio-targeting-innate-immune-system-300821299.html
https://cckb.closeconcerns.com/r/7d07b5be


Therapeutics September 2022

Olix/Lilly OLX75016 siRNA P1 First phase 1 subject dosed in
February 2024; Lilly and Olix
enter global licensing
agreement February 2025

Pfizer PF-07853578 Small molecule P1 Added to phase 1 in 1Q24 with
an undisclosed mechanism of
action

Lynkogen/
Alteogen

Undisclosed Long-acting
"GLP-1 fusion"
combination
therapies

Undisclosed Partnership announced July
2018 with expansion
announced December 2018

Better
Therapeutics

BT-001 Prescription
cognitive
behavioral therapy

n/a Topline results announced
December 2022

Hepagene HPG7233 THR-beta agonist N/A FDA clearance of IND in
September 2023; remarkable
synergistic effect has been
observed in combination
groups, especially in
combination with HPG1860

Previous Wins and Losses

Wins: FDA approved Novo Nordisk’s Wegovy for MASH in August 2025 in adults with moderate to advanced liver
fibrosis (stages F2 to F3 fibrosis). FDA approves first MASH therapy, Madrigal’s resmetirom under brand name
Rezdiffra.

Losses: Intercept’s obeticholic acid (OCA) received negative feedback from the FDA Advisory Committee Meeting in
May 2023, given the safety profile and the risk-benefit tradeoffs. In June 2023, the FDA issued a Complete Response
Letter to Intercept for OCA in MASH, indicating the NDA cannot be approved in its current state. In response, Intercept
has decided to discontinue all investments related to MASH and focus on rare and serious liver disease.

[1] We acknowledge that the list may be incomplete, particularly in these earlier development stages.
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https://cckb.closeconcerns.com/r/cb2ec07d
https://www.anzctr.org.au/Trial/Registration/TrialReview.aspx?id=386803&isReview=true
https://www.businesswire.com/news/home/20240213311462/en/OliX-Pharmaceuticals-Commences-Patient-Dosing-in-Phase-1-Clinical-Trial-of-OLX75016-for-MASH
https://cckb.closeconcerns.com/r/c240f0bf
https://cckb.closeconcerns.com/r/ca63b88c
https://cckb.closeconcerns.com/r/c57ab807
https://cckb.closeconcerns.com/r/c57ab807
https://www.biospectrumasia.com/news/51/12218/alteogen-lynkogen-expand-agreement-targeting-nash.html
https://clinicaltrials.gov/ct2/show/NCT05357248?term=%22better+therapeutics%22&draw=2&rank=1
https://cckb.closeconcerns.com/r/b2d5e726
https://www.prnewswire.com/news-releases/hepagene-therapeutics-announces-fda-clearance-of-investigational-new-drug-application-ind-for-hpg7233-thr-beta-agonist-301933223.html
https://cckb.closeconcerns.com/r/46936a41
https://cckb.closeconcerns.com/r/39b9ebc3
https://ir.interceptpharma.com/news-releases/news-release-details/intercept-receives-complete-response-letter-fda-obeticholic-0
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