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• Status quo

Nonalcoholic steatohepatitis (NASH) treatment has been limited 
to lifestyle changes and the management of comorbidities with 
anti-obesity, anti-diabetic, and anti-lipidemic medications. The 
FDA accelerated approval of Madrigal Pharmaceuticals’ Rezdiffra 
(resmetirom) marks the first drug approval for NASH, specifically 
non-cirrhotic NASH (F2-F3).

• A new era of NASH treatment

The development of therapies aimed at addressing NASH-
specific endpoints has been challenging, resulting in the 
discontinuation of several late-phase agents. Rezdiffra succeeded 
where others have failed. The lack of other approved drug 
treatments provides Rezdiffra with a significant commercial 
opportunity. Its convenient oral route of administration will also 
support its uptake.

• Madrigal Pharmaceuticals lays the path in NASH

• Rezdiffra’s approval showcases a successful regulatory 
roadmap for emerging NASH therapies. 

• Madrigal Pharmaceuticals announced an annual WAC price 
of $47,400 for Rezdiffra.

How will the NASH market evolve?

• What impact will the launch of Rezdiffra have on the 
diagnosis and treatment rates of NASH?

• What challenges will Rezdiffra’s clinical profile and its 
market adoption pose to future NASH drug launches?

• What restrictions will payers implement on the prescribing 
of high-cost NASH treatments?
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Rezdiffra’s performance outlook

If payers require liver biopsy to confirm NASH diagnosis 
ahead of prescribing Rezdiffra, uptake of the drug will be 
tempered.

Rezdiffra’s outcomes trial, MAESTRO-NASH-OUTCOMES, 
is due to complete in 2025. Positive results from this trial 
should support a label expansion to treat compensated  
cirrhotic patients, thereby expanding Rezdiffra’s target 
population.

Despite having first-mover advantage, the launches of its 
competitors, starting in 2026, will constrain Rezdiffra’s
overall market opportunity.

Key takeaways
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Clarivate coverage of nonalcoholic 
steatohepatitis (NASH)

• Disease Landscape & Forecast: NASH - G7

• Epidemiology: Diagnosed incidence and 
prevalence data for various population 
segments of NASH across the G7 markets 
and China

• Current Treatment: Physician Insights: US -
Explores the current prescribing trends of 
hepatologists and gastroenterologists 
treating NASH

• Current Treatment: Treatment Algorithms: 
US – Explores the current prescribing 
trends of hepatologists and 
gastroenterologists treating NASH

• Unmet Need: NASH: US and EU5

• Access and Reimbursement: NASH: US 
and EU5

• Geographic Focus – China: NASH - China

https://www.linkedin.com/in/sayani-datta-745b939/ https://www.linkedin.com/in/manasakadagathur 
7781ab93/

https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/landscape-forecast/disease-landscape-forecast/key-findings
https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/epidemiology/overview
https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/current-treatment/detailed-expanded-analysis-current-treatment-physician-insights-us/section/current-treatment-physician-insights-nonalcoholic-steatohepatitis-nash-us-september-2023
https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/current-treatment/detailed-expanded-analysis-current-treatment-physician-insights-us/section/current-treatment-physician-insights-nonalcoholic-steatohepatitis-nash-us-september-2023
https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/unmet-need/overview
https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/access-reimbursement/overview/section/access-reimbursement-overview
https://insights.decisionresourcesgroup.com/disease/nonalcoholic-steatohepatitis/geographic-focus-china/overview
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