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MAESTRO 

NAFLD-11

MAESTRO 

NAFLD-OLE2,3

 MAESTRO NASH4

MAESTRO 

NASH4

MAESTRO 

NASH OUTCOMES5

Phase 3 MAESTRO Clinical Development Program

Resmetirom is not approved by  the United States Food and Drug Administration to treat cirrhosis and the safety and effect iveness of resmetirom for the treatment of c irrhos is  has not been es tablished.

aNo efficacy or safety data available yet.  The study duration is expec ted to be 2-3 years  for accrual of the required number of compos ite clinical outcome events.

MASH , metabolic dysfunction–associated s teatohepatitis;  NAFLD, nonalcoholic fatty liver disease; NASH, nonalcoholic  steatohepatitis;  OLE, open-label extension; TEAE, treatment-emergent adverse event. 

1. H arrison SA et al. Nat Med. 2023;29(11):2919-2928. 2. Alkhouri N  et al. Presented at EASL International Liver C ongress: May 7-10 2025; Amsterdam, the Netherlands. 3. A Phase 3 Study to Evaluate Safety and Biomarkers of Resmetirom (MGL-3196) in Patients With Non-

alcoholic  Fatty  Liver D isease (NAFLD), MAESTR O-NAFLD-Open-Label-Extension (MAESTRO-NAFLD-OLE). Updated Augus t 3, 2025. Accessed August 12, 2025. https:/ /clinicaltrials.gov /study/NC T04951219/ 4. Harrison SA et al. N  Engl J Med. 2024;390:497 -5096. 5. 

Schattenberg JM et al.  Pos ter SAT-424. Presented at EASL International Liver Congress: May 7-10, 2025; Amsterdam, the Netherlands. 

Safety and tolerability as

measured by incidence 

of TEAEs

Safety and tolerability as

 measured by incidence of TEAEs

(extension to MAESTRO-NAFLD-1)

MASH resolution and/or

 fibrosis improvement 

on liver biopsy and

 composite clinical events

Event-driven trial evaluating 

progression to hepatic 

decompensation in patients with

well-compensated MASH cirrhosis

52 weeks (completed) 52 weeks (ongoing)

52 weeks biopsy (completed);

54 months clinical outcomes 

(ongoing)

~36 months (ongoing)

1143 patients 1000 patients (estimated)
1050 patients (52 weeks)

1759 patients (54 months)
845 patients

MAESTRO clinical trials are intended to provide a comprehensive dataset in patients with MASH 
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MAESTRO-NASH (M-NASH) Trial Design1,2

aPatients were stratified at randomizat ion by f ibrosis stage (F2 or F3) or T2D  status (present or absent) at baseline.

CAP, controlled attenuation parameter; ELF, enhanced liver fibrosis test; F, (F1: mild fibrosis, F2: moderate fibros is , F3: advanced fibrosis); kPa, kilopascal;  LDL-C, low-density  lipoprotein cholesterol;  LSM, liver stiffness measurement; MASH, metabolic dysfunct ion–

associated s teatohepatitis;  MRE, magnetic  resonance elastography; MRI-PDFF, magnetic resonance imaging proton density fat fraction; NAS, nonalcoholic fatty liver disease activity  score; VCTE, v ibration-controlled transient elas tography.

1. H arrison SA et al. N Engl J Med. 2024;390:497-509. 2. Harrison SA et al. Aliment Pharmacol Ther. 2024;59(1):51-63.

MAESTRO-NASH

Placebo (n = 321)
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Resmetirom 80 mg (n = 322)

Week 16 Week 24 Week 52 Month 54Day 1

• 18 years of age or older

• ≥3 metabolic risk factors 

• VCTE-LSM ≥8.5 kPa,

CAP ≥280 dB/m

• Biopsy confirmed MASH 

with fibrosis stage F1B, F2 

and F3 (no more of 15% 

F1B)

• ELF ≥9

• ≥8% liver fat on MRI-PDFF

Key inclusion criteria

• Dual primary endpoints

– MASH resolution: (ballooning = 0, inflammation =0/1), and ≥ 2 point improvement in NAS 

with no worsening of fibrosis

– Fibrosis improvement ≥1 stage with no worsening of NAS

• Key secondary endpoint

– LDL-C lowering at Week 24

Week 52 Primary analysis

• Composite Clinical Outcomes

– Hepatic decompensation events

– Histologic progression to cirrhosis

– All-cause mortality

– MELD score increase < 12 to ≥15

– Liver transplant

Month 54 Primary Analysis

MAESTRO-NASH trial is ongoing

Resmetirom 100 mg (n = 323)N = 966
LDL-C/Biomarkers

MRI-PDFF/MRE

Liver Biopsy

VCTE/CAP

Screening



• Online in EMA review, and in new a manuscript (APT), reanalysis of primary endpoint with placebo 

response and multiple imputation analyses of the F2/F3 population

• Secondary analysis of MAESTRO-NASH using qFibrosis, “Quantitative regression of qFibrosis with 

resmetirom: Exploratory histologic endpoints from the MAESTRO-NASH phase III clinical trial”

• Prespecified analysis of MAESTRO-NASH “Effects of MASH risk genotypes on resmetirom efficacy 

in patients with MASH and fibrosis”, JHEP in press

• “Machine Learning Models of Non-Invasive Tests to Predict Metabolic 

Dysfunction-Associated Steatohepatitis and Fibrosis Stage”; Hepatology communications in press

Madrigal Pharmaceuticals, Inc.

Published 2026: Secondary Analyses of the MAESTRO-NASH Trial
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MAESTRO-NASH F2 F3 Population (SAP defined population and analysis*)

7Madrigal Pharmaceuticals, Inc.

a * Placebo response imputation

NASH Resolution response: NASH resolution (ballooning 0,1) with at least a 2-point improvement in NAS and no worsening of fibrosis
b Fibrosis improvement response: ≥1 stage improvement in fibrosis with no worsening of NAS

* All P values are nominal.

Placebo (n=300)

Resmetirom 80 mg (n=300)

Resmetirom 100 mg (n=306)
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P<0.0001* P<0.0001* P<0.0001*P<0.0001*

NASH Resolution Responsea≥1  Stage Fibrosis Improvementb

▪ MAESTRO-NASH biopsy responses show a greater than 3-fold benefit relative to placebo on NASH 

Resolution and 2-fold benefit on Fibrosis Improvement

▪ More than half of resmetirom treated patients have a response on NASH and/or Fibrosis endpoints



MAESTRO-NASH: Treatment Assignment Based Imputation

8Madrigal Pharmaceuticals, Inc.

a NASH Resolution response: NASH resolution (ballooning 0,1) with at least a 2-point improvement in NAS and no worsening of fibrosis
b Fibrosis improvement response: ≥1 stage improvement in fibrosis with no worsening of NAS

* All P values are nominal.
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P<0.0001* P<0.0001* P<0.0001*P<0.0001*

NASH Resolution Responsea≥1  Stage Fibrosis Improvementb

▪ Using a treatment response imputation or completer biopsy analysis similar to analyses of biopsy studies in 

Phase 2 studies, the difference in NASH Resolution response in resmetirom patients is ~ 30% and fibrosis 

improvement ~20% greater than placebo, at least comparable or more robust than other mechanisms in 

development

Placebo (n=300)

Resmetirom 80 mg (n=300)

Resmetirom 100 mg (n=306)

19%



Quantitative regression of qFibrosis with resmetirom:

Exploratory histologic endpoints from MAESTRO-NASH

9Madrigal Pharmaceuticals, Inc.Journal of Hepatology 2026. vol. 85 | 202–211
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80 mg 
(N=229)

100 mg 
(N=218)

Placebo
 (N=246)

80 mg - 
Placebo

100 mg - 
Placebo

Overall qFC Change from Baseline (LS mean, 95% CI) Mean Difference (95% CI)

-1.1 (-1.3, -0.9) -1.2 (-1.4, -1.0) -0.2 (-0.3, 0.0)
-1.0 (-1.2, -

0.7)
-1.1 (-1.3, -0.8)

Improvement or Worsening of qFibrosis Stage



Effects of MASH risk genotypes on resmetirom efficacy in 

patients with MASH and fibrosis

10Madrigal Pharmaceuticals, Inc.

Aim

We interrogated the effect of select MASH genetic variants 
(PNPLA3, HSD17B13, TM6SF2, MTARC1, MBOAT7, and 
SERPINA1) on histological and biomarker responses to 

resmetirom among MAESTRO NASH participants. 

Research Design

This analysis cohort consisted of 742 of 966 randomized 
participants who had consented for DNA collection and had  

genotyping and week 52 end-of-treatment biopsy.  

Background

In a phase 3 randomized, controlled trial, resmetirom 
significantly improved MASH and fibrosis in patients with 
MASH and F2/F3. 

Conclusion

The efficacy of resmetirom on improvement in MASH, liver 
fibrosis, MRI-PDFF, and MASH biomarkers in patients with 

MASH appears to be independent of their background 
MASH genetic architecture.  



Liver Forum – Novo 
Nordisk Update 

MICHELLE T LONG, MD, MS

INTERNATIONAL MEDICAL VP, MASH 

NOVO NORDISK



Novo Nordisk®

Semaglutide received conditional regulatory approval from EMA1 and 
FDA2  for treatment of MASH

EMA granted conditional marketing 
authorization throughout the EU on 26th 
March 20261

ESSENCE study ongoing (2029) to verify 
clinical benefit

FDA, Food and Drug Administration; EMA, European Medicines Agency; 1. EMA conditional approval  https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf  [Accessed 31 
Aug 2026] 2. FDA approval FDA Approves Treatment for Serious Liver Disease Known as ‘MASH’ | FDA [Accessed 31 Aug 2026] 

https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/documents/overview/kayshild-epar-medicine-overview_en.pdf
https://www.fda.gov/drugs/news-events-human-drugs/fda-approves-treatment-serious-liver-disease-known-mash


Novo Nordisk®

Efruxifermin is being evaluated in the phase 3 SYNCHRONY programme for 
the treatment of moderate to advanced MASH, including cirrhosis

*Compensated cirrhosis. †Planned sample. 
F, fibrosis stage; FGF21, fibroblast growth factor 21; MASH, metabolic dysfunction-associated steatohepatitis.
1. clinicaltrials.gov/study/NCT06161571; 2. clinicaltrials.gov/study/NCT06215716; 3. clinicaltrials.gov/study/NCT06528314.

F1–F4 SYNCHRONY REAL-WORLD1

Placebo-controlled
F2–F3 SYNCHRONY HISTOLOGY2

Placebo-controlled
F4* SYNCHRONY OUTCOMES3

Placebo-controlled

Primary Outcome:
Safety and tolerability

Primary Outcome:
Efficacy and Safety/tolerability

Primary Outcome:
Efficacy and Safety/tolerability

Participants: 700

~4.5

Treatment 
Duration

years
~5

Treatment 
Duration

years

Participants: 1650 Participants: 2150

Status: FINISHED 
ENROLMENT

Status: ENROLLING Status: ENROLLING

52

Treatment 
Duration

weeks



Advancing RNA Editing for Genetic Liver 
Disease: PNPLA3 and AATD

Li Jung-Tai
Executive Medical Director, Global Clinical 
Lead

Presented at the Liver Forum in Paris, September, 9, 2026
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Efimosfermin Program Update
Liver Forum- MASH 2026

Patricia Mendez

Clinical Development Lead

NX-GBL-EFI-PRST-260002

August 2026

DISCLAIMER: This presentation contains information for healthcare providers and is intended solely for educational purposes. 

The information refers to investigational compound. This agent is not authorized in France or anywhere globally. 
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Conflict of Interest

Ahead Together

I am a GSK Employee
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Note: The protocols for ALL STARS is under development currently.

F2, fibrosis stage 2; F3, fibrosis stage 3; F4, fibrosis stage 4; F4cc, fibrosis stage 4, compensated cirrhosis; MASH, metabolic dysfunction-associated steatohepatitis; NIT, non-invasive test; SAD, single ascending dose.

1. ClinicalTr ials.gov identifier NCT03466203. Availab le at: https://clinicaltrials.gov/study/NCT03466203; 2. Rader DJ, et al. J Clin Endocrinol Metab. 2022;107(1):e57-e70; 3. Boston Pharmaceuticals Licenses NASH Development Candidate from Novartis. Available at: Boston Pharmaceuticals 

Licenses NASH Development Candidate from Novartis; 4 . Loomba R, et al. Lancet Gastroentero l Hepatol. 2025;10(8):734-745; 5. Noureddin M, et al. Lancet. 2026;407(10530):794-804; 6. Noureddin M, et al. Hepatology. 2026;83(1) :E22-E70. 7. ClinicalTr ials.gov identifier NCT04880031. 

Available at: https://clinicaltrials.gov/study/NCT04880031. 8 . Data on file. 2025N569105. 9. ClinicalTrials.gov identifier NCT06920043. Available at: https://clinicaltrials.gov/study/NCT06920043 . 10. Data on file. 2025N569107. 11. ClinicalTr ials.gov identifier NCT07221227. 

Available at: https://clinicaltrials.gov/study/NCT07221227; 12. ClinicalTr ials.gov identifier NCT07221188. Availab le at: https://clinicaltrials.gov/study/NCT07221188; 13. GSK acquires efimosfermin. 14 ClinicalTrials.gov. identifier NCT07701993. 15. Clinica lTria ls.gov. identifier NCT07704892.  

Available at: GSK completes acquisition of efimosfermin, a  potential best-in-class specialty medicine to treat and prevent progression of steatotic liver disease (SLD) | GSK;.ALD (Alcoholic Liver Disease); F4cc (MASH stage F4) 

Efimosfermin Clinical Development Progress

Phase 2 (202 supplemental in F4)

96-week treatment study in 

biopsy-confirmed F4cc MASH 

(ongoing)9,10

Phase 2a, part D

48-week treatment study in 

significant to advanced 

fibrosis due to F2/F3/F4 

MASH7,8 

Phase 2a, part C

24-week treatment 

extension in 

biopsy-confirmed F2/F3 

MASH (up to 48 weeks of 

treatment)6

Phase 2a, part B

24-week treatment 

study in biopsy-confirmed 

F2/F3 MASH5

2024 20252018 20232021

2020

Pivotal studies  
NEBULA-1 (in patients with 

compensated F4 MASH 
selected with NITs) and 

NEBULA-2 (in patients with 
biopsy-proven F4 MASH)14,15

Acquires worldwide and 

commercial rights from 

Novartis3

2026

Phase 1b

Repeat-dose study every 

4 weeks for 3 doses in 

obese, mildly 

hypertriglyceridemic 

patients1,2 

Phase 2a, part A

12-week multiple-dose 

study in phenotypic MASH4

Pivotal studies 
ZENITH-1 and

ZENITH-2 (F2/F3 
MASH)11,12

ALLSTARS study in 
patients with ALD

Acquires from Boston 

Pharmaceuticals13

https://clinicaltrials.gov/study/NCT03466203
https://www.businesswire.com/news/home/20200901005136/en/Boston-Pharmaceuticals-Licenses-NASH-Development-Candidate-from-Novartis
https://www.businesswire.com/news/home/20200901005136/en/Boston-Pharmaceuticals-Licenses-NASH-Development-Candidate-from-Novartis
https://clinicaltrials.gov/study/NCT04880031
https://clinicaltrials.gov/study/NCT06920043
https://clinicaltrials.gov/study/NCT07221227
https://clinicaltrials.gov/study/NCT07221188
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/
https://www.gsk.com/en-gb/media/press-releases/gsk-completes-acquisition-of-efimosfermin/


A randomised, double-

blind, placebo-controlled 

study in adults with liver 

biopsy-confirmed F2- or 

F3-stage MASH (N=1200)

A randomized, double-

blind, placebo-controlled 

study in adults with known 

or suspected F2- or F3-

stage MASH using non-

invasive tests (N=1250)

25
. ClinicalTrials.gov identifier NCT04880031. Available at: https://clinicaltrials.gov/study/NCT04880031. 8. Data on file. 2025N569105. 9. Clin icalTrials.gov identifier  NCT06920043. Available at: https://clinicaltrials.gov/study/NCT06920043 . 10. Data on file. 2025N569107. 11. Clinica lTria ls.gov 

identifier NCT07221227. Available at: https://clinicaltrials.gov/study/NCT07221227; 12. ClinicalTrials.gov identifier NCT07221188. Available at: https://clinicaltrials.gov/study/NCT07221188; 13. 14 ClinicalTrials.gov. identifier NCT07701993. 15. Clin ica lTrials.gov. identifier NCT07704892.

Efimosfermin Clinical Development Plan: Addressing Patient Unmet Needs 

Across the Spectrum of MASH

Moderate to advanced fibrosis (consistent with F2/F3) Cirrhosis (consistent with F4cc) 

Randomized, double-blind, 

placebo-controlled study in 

compensated MASH 

cirrhosis (selected with 

NITs, N=1740) 

Randomized, double-blind, 

placebo-controlled study in 

compensated F4 MASH 

(biopsy proven, N=380)
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New study: LiverPRO leads in outcome prediction for MetALD and ALD

MetALD-ALD natural history monitoring

Follow up for events
Follow period after 2nd biopsy: 2.1 years 

17 died and 13 decompensated in the second follow up 
period. 
Total LRE’s: 21



Poster of distinction, accepted for AASLD 2026

Original trial : Israelsen et al, Lancet Gas Hep 2024





Hot & cold fibrosis



Strictly private & confidential

RegressionStabilityProgression

FIbrolysis
Fibrogenesis

Stage
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Fibrosis stage and activity are independent ! 



Fibrolysis by CTX-III is prognostic for 
decompensation at baseline HR: 2.6

High fibrogenesis & high fibrolysis is prognostic for 
decompensation at baseline  HR: 27.2

Fibrogenesis and fibrolysis is prognostic for liver 
decompensation

Zadwadzki A et al AASDL 2025

HR: 2.6 
[1.5- 4.46]

High PRO-C3 & High CTX-III: HR: 27.19 [6.46 – 114.48] 
High PRO-C3 & low CTX-III: HR: 11.79 [2.72 – 51.22] 

Low PROC3 & High CTX-III: HR: 1.2 [0.09- 11.90]
Low PROC3 & low CTX-III: HR: 1

FLASH
LIVER RESEARCH CENTRE

Non-Official cutoffs

N= 450 steatotic liver disease (SLD) patients with alcohol overuse followed for up to 5 years.35



Perspectum: Measuring Change in MASH

Marija Mavar

President, Pharma Solutions

Liver Forum 21, September 9, 2026, Paris 



MASH TRIAL EXPERIENCE

Our Measurement Methods, Peer-reviewed and in Use

Imaging and Endoscopy

MRI-PDFF and cT1, with multi-organ MRI, 

MRE and DXA as required.

For advanced MASH and cirrhosis trials, our 

expert central readers provide assessment of 

varices through an integrated endoscopy 

workflow with standardized reading, rapid 

reporting and high-quality endpoint data.

Pathology

Central reading, end to end management: 

biopsy kit provision and sample collection, 

central laboratory processing, QC and digital 

central reading with AI-supported review. 

Fifteen expert pathologists centrally report 

using our platform including Prof Bedossa 

and five NASH CRN pathologists. 

TO DATE

70+
MASH studies delivered

25+
Late phase MASH trials supported, over half in Phase III

100+
Standardized metrics across imaging and histology

100K+
Datasets analyzed, paired with biochemistry and genetics

Abbreviations: AI: artificial intelligence; cT1: corrected T1; DXA: dual-energy X-ray absorptiometry; MASH: metabolic dysfunction-associated steatohepatitis; MRE: magnetic resonance elastography; MRI-PDFF: proton density fat fraction; 

NASH CRN: Nonalcoholic Steatohepatitis Clinical Research Network. Study, trial and dataset counts are Perspectum internal data.

J HEPATOL, MARCH 2025
cT1 and liver fat track histological response

J CLIN PATHOL, MARCH 2026
AI quantifies inflammation by region





LabCorp Updates



40

Hepatoscope now integrates a novel real-time quantitative 
ultrasound estimation of liver fat: Hepatoscope-derived fat 
fraction (HDFF)

Liver Forum Update – September 9, 2026

Cindy Serdjebi, 
Clinical Science

(r=0.93, 95%CI: 0.89-0.95)

Participants’ characteristics: 

• 3 clinical cohorts (American and 

European)

• N = 93 adults with MASLD or benign

liver lesions

• Sex ratio (F, %): 47 (51%)

• Age: 58.7 ± 9.7 (27-78) years

• BMI: 32.0 ± 4.9 (18.4-42.3) kg/m², 
including 68% with BMI > 30.

• MRI-PDFF: 10.5 (6.0-20.0)
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▪ MRI-PDFF was shown as a potential biomarker of early response for MASH therapies
(resmetirom and semaglutide). 

=> Important for pharma and CRO members

▪ Detection of steatosis at the point-of-care is part of the solution for an earlier
management.

=> Important for clinicians and patients’ advocacy members. 

▪ Hepatoscope has become the only ultrasound device with the following features: 
▪ 50 Hz (liver) / 100 Hz (spleen) transient elastography
▪ Fat fraction estimation
▪ Under anatomical real time image guidance
▪ Point-of-care

What is the impact for the Liver Forum Members? 
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Thank you for your attention !

Any questions? 

Send me an email at cindy.serdjebi@e-scopics.com
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(Collagen fibers are highlighted in green)
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Detector

Tissue Sample 
(Biopsy)

Genesis®200

Femtosecond Laser

qFibrosis using stain-free digital pathology - highly reproducible quantitative assessment

Sun W, Chang S, Tai D C, et al. Nonlinear Optical Microscopy: Use of Second Harmonic Generation and Two-photon Microscopy for Automated Quantitative Liver Fibrosis Studies[J]. Journal of 

Biomedical Optics, 2008, 13(6):7-0.



• In participants with F4c MASH, qFibrosis confirmed fibrosis 

improvement with Efruxifermin at Week 96

• Treatment with Efruxifermin reduced septa area consistently across all 

participants

• Quantitative septa area change showed dose-dependent reduction 
patterns

47

Septa quantification for cirrhotic trials 

Rinella et.al. Poster, AASLD 2025
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Connecting septa changes to non-invasive test (NIT) measurements

Schattenberg et.al. Poster, EASL 2026

Combined individuals 

with MASH and 

advanced fibrosis (F3) 

or compensated 

cirrhosis (F4c), who 

are at high risk of 

disease progression
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Continuous reduction patterns in septa area detected

Schattenberg et.al. Poster, EASL 2026

• Reduction in septa area and collagen burden 

were detected are consistent with NIT 

measurements

• Zonal fibrosis assessment indicates matrix 

remodeling, with the greatest reductions observed 

in periportal and zone 2

• qSepta revealed further septa remodeling and 

provides a sensitive measurement for cirrhotic 

trials



Industry Update for Liver Forum

Joanne Imperial, MD

Chief Medical Officer 

  Liver Forum September 8, 2026
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Milestone: HepQuant SHUNT® Liver Diagnostic Test is
   FDA approved as of June 18, 2026

• The HepQuant SHUNT® Liver Diagnostic Test quantitatively 
detects concentration of 13C-cholate and d4-cholate in 
human serum. 

• Blood samples collected after intravenous administration of 
13C-cholate and oral ingestion of d4-cholate. 

• A DSI score below the validated threshold (≤18.3) 
essentially rules out the presence of large esophageal 
varices (LEV). 
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Other HepQuant Major Achievements

HepQuant has also achieved the following commercial milestones that facilitate 
implementation in global pharmaceutical trials:

• CAP Accreditation – June 2026

• ISO 13485 Certification – June  2025

• Global Privacy Framework Certification – November 2025

• Oral presentations related to functional heterogeneity and risk for varices and 
portal hypertension in CPA cirrhosis at major meetings:

• SOLAR - June 2026, DDW – May 2026, MASH TAG – January 2026

• 29 publications since 2024 – vast majority related to HepQuant DuO®
• Publications in high impact journals – Nature Medicine and American Journal of Transplantation

Noureddin M et al. Understanding the Functional and Physiologic Heterogeneity of Advanced MASH as Defined by the Oral Cholate Challenge Test May Enhance Clinical 

Trial Design. Presented at MASH TAG 2026.
Shiffman M et. al. The Disease Severity Index (DSI) from the Oral Cholate Challenge Test Defines Varices Risk Across Child-Pugh A5 and A6 and MASH Versus Non-

MASH Etiologies. Presented at DDW 2026.

Chalasani et al. Noninvasive Quantification of Liver Function and Portal-Systemic Shunting Distinguishes Differences between Child-Pugh A5 and A6, Presented at 
SOLAR 2026. Presented by Imperial JC.
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Potential Use Cases for Pharma Trials

In our research, we have shown that the DSI from the HepQuant DuO® test is 
equivalent to the DSI from HepQuant SHUNT and that DSI from HepQuant DuO is 
reproducible.¹ ² ³ These attributes of HepQuant DuO favor its use in trials to:

• Screen/enrich to characterize the baseline heterogeneity of a cohort

o MASH compensated cirrhosis patients have a mean DSI=224

o For DSI >22, the estimated probability of liver related event at 2 yr=29%5

o For DSI <22, the estimated probability of liver related event at 2 yr=3%5

• Determine precisely the functional and physiologic response to treatment 

o On treatment decisions

o Enable efficient adaptive design strategies

• Predict potential clinical benefit
o Measure effect of drug therapy on liver-related events 

1. McRae M et al .Basic Clin Pharmacol Ther. 2024;doi 10.1111/bcpt.13980..

2. McRae M et al. Clin Transl Sci. 2024. doi 10.1111/cts.13786.

3. McRae M et al. Trans Res 2023; doi:10.1016/j.trsl.2022.08.002 

4. Imperial JC et al. Presented at EASL 2026.

5. Kittelson J et al. Eur J Int Med 2024;doi 10.1016/jejim.2024.11.029

https://doi.org/10.1016/j.trsl.2022.08.002
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PDGFRβ-PET Imaging of Human Fibrogenesis 

Especially well suited for:

-Mechanistic Trials
-Combination Therapies

With shorter readout time



PDGFRβ-PET in MASH-F4 versus PSC

R

MASH-F4

PSC

Heterogeneity 
within group

Heterogeneity
within liver


	Slide 1
	Slide 2: Madrigal Update
	Slide 3: Madrigal Portfolio
	Slide 4: Phase 3 MAESTRO Clinical Development Program
	Slide 5: MAESTRO-NASH (M-NASH) Trial Design1,2
	Slide 6: Published 2026: Secondary Analyses of the MAESTRO-NASH Trial
	Slide 7: MAESTRO-NASH F2 F3 Population (SAP defined population and analysis*)
	Slide 8: MAESTRO-NASH: Treatment Assignment Based Imputation
	Slide 9: Quantitative regression of qFibrosis with resmetirom: Exploratory histologic endpoints from MAESTRO-NASH
	Slide 10: Effects of MASH risk genotypes on resmetirom efficacy in patients with MASH and fibrosis
	Slide 11: Liver Forum – Novo Nordisk Update 
	Slide 12: Semaglutide received conditional regulatory approval from EMA1 and FDA2  for treatment of MASH
	Slide 13: Efruxifermin is being evaluated in the phase 3 SYNCHRONY programme for the treatment of moderate to advanced MASH, including cirrhosis
	Slide 14: Advancing RNA Editing for Genetic Liver Disease: PNPLA3 and AATD
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22: Efimosfermin Program Update
	Slide 23: Conflict of Interest
	Slide 24: Efimosfermin Clinical Development Progress
	Slide 25: Efimosfermin Clinical Development Plan: Addressing Patient Unmet Needs Across the Spectrum of MASH
	Slide 26
	Slide 27: 2026
	Slide 28
	Slide 29
	Slide 30: New study: LiverPRO leads in outcome prediction for MetALD and ALD
	Slide 31
	Slide 32
	Slide 33
	Slide 34
	Slide 35
	Slide 36: Perspectum: Measuring Change in MASH
	Slide 37
	Slide 38
	Slide 39
	Slide 40
	Slide 41
	Slide 42: Thank you for your attention !
	Slide 43
	Slide 44
	Slide 45
	Slide 46
	Slide 47
	Slide 48
	Slide 49
	Slide 50: Industry Update for Liver Forum
	Slide 51: Milestone: HepQuant SHUNT® Liver Diagnostic Test is    FDA approved as of June 18, 2026
	Slide 52: Other HepQuant Major Achievements
	Slide 53: Potential Use Cases for Pharma Trials
	Slide 54: HepQuant to Submit LOI for DSI as a Monitoring  Biomarker  Joanne Imperial MD joanne.imperial@hepquant.com 
	Slide 55: PDGFRβ-PET Imaging of Human Fibrogenesis  
	Slide 56: PDGFRβ-PET in MASH-F4 versus PSC

