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Isturisa® (osilodrostat) — Expanded indication

e On April 16, 2025, Recordati announced the FDA approval of Isturisa (osilodrostat), for the
treatment of endogenous hypercortisolemia in adults with Cushing’s syndrome for whom
surgery is not an option or has not been curative.

— Isturisa was previously approved for adult patients with Cushing’s disease for whom
pituitary surgery is not an option or has not been curative.

e The recommended initial dose of Isturisa is 2 mg orally twice daily. The maintenance dosage is
individualized and determined by titration based on cortisol levels and patient’s signs and
symptoms.

— The maintenance dosage varied between 2 mg and 7 mg twice daily in clinical trials.
— The maximum recommended maintenance dosage of Isturisa is 30 mg twice daily.
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https://d2e3isjppdvvam.cloudfront.net/wp-content/uploads/2025/04/16063430/Press-Release_Isturisa-CS-approval.pdf
https://www.recordatirarediseases.com/sites/www.recordatirarediseases.com/files/inline-files/Isturisa-Prescribing-Information-Current.pdf

