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Vafseo, a second-in-class oral HIF-PH
inhibitor for renal anemia patients
Key details

FDA approval of vadadustat

On March 27,2024, the FDA approved Akebia Therapeutics' Vafseo
(vadadustat), a second-in-class oral hypoxia-inducible factor-prolyl
hydroxylase (HIF-PH) inhibitor, for the treatment of renal anemia in
adults on dialysis for at least three months.
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In 2022, the FDA issued a CRL to Akebia Therapeutics for
vadadustat for the treatment of anemia due to chronic kidney
disease (CKD), in both dialysis and non-dialysis patients.

- Safety concerns were raised. It failed to meet non-inferiority
(vs. Aranesp) in MACE in non-dialysis patients, increased
thromboembolic events associated with vascular access in
dialysis patients, and is associated with liver toxicity concerns.

In September 2023, Akebia Therapeutics resubmitted its NDA
to the FDA for the treatment of anemia due to CKD in adult
patients on dialysis.

- The resubmission included post-approval data from Japan,
where it has been available since 2020.

GSK's Jesduvroq (daprodustat), the first HIF-PH inhibitor
available in the United States, was approved in February
2023. Vafseo has a similar label to Jesduvrog,.
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Jesduvroqg and Vafseo will be direct competitors. Given the
similarity in the labels and usage restrictions of the two HIF-
PH inhibitors available in the United States, Jesduvroq’s first-
mover advantage will be influential in its market performance.
Vafseo's indication of adults on dialysis for at least three
months has a slight advantage over Jesduvroq's stipulation of
four months.

The boxed warning for increased death / CV risk will limit
overall market uptake of the HIF-PH inhibitor class.

- Despite this class having an established position in Japan and
European markets since 2019 and 2021, respectively, CV
safety is playing a critical role in the U.S. regulatory decisions
and labeling regarding the HIF-PH inhibitors.

In the United States, need remains for oral therapies to treat
the non-dialysis renal anemia population.

- Great opportunity awaits companies that can address this
need.
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» Disease Landscape & Forecast - Renal anemia: G7

» Current Treatment: Physician Insights: US - Explores the current prescribing
trends of nephrologists treating renal anemia

« Current Treatment: Treatment Algorithms: US - Explores the current
prescribing trends of nephrologists treating renal anemia

» Epidemiology: Diagnosed incidence and prevalence data for various
population segments of renal anemia across the G7 markets

« Unmet Need - Renal anemia: US and EU5

* Access & Reimbursement - Renal anemia: US

Mr. Pal has authored several reports focusing on metabolic and renal indications. Previously,
he was an analyst at IQVIA and at Smart Analyst Inc., where he worked closely with top
pharmaceutical companies on commercial and technical ad-hoc requests. During his tenure
there, he delivered competitive landscape and market insight projects on various oncology
indications. He holds a master’s degree in pharmacy with a specialization in pharmaceutical
chemistry from the Delhi Institute of Pharmaceutical Sciences and Research in New Delhi,
India.
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https://insights.decisionresourcesgroup.com/disease/renal-anemia/landscape-forecast/overview
https://insights.decisionresourcesgroup.com/disease/renal-anemia/current-treatment/detailed-expanded-analysis-us/section/current-treatment-physician-insights-renal-anemia-us-august-2021
https://insights.decisionresourcesgroup.com/disease/renal-anemia/current-treatment/overview
https://insights.decisionresourcesgroup.com/disease/renal-anemia/epidemiology/overview
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