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Helsinn Therapeutics — Discontinuation of Truseltiq® (infigratinib)

e Helsinn Therapeutics recently announced the discontinuation of Truseltig (infigratinib) because of
difficulties in recruiting and enrolling study participants for the required confirmatory trial. The
discontinuation is not due to safety or efficacy reasons.

e Helsinn Therapeutics will discontinue distribution of Truseltiq capsules in the first quarter of 2023
and is now ending all promotional and educational activities. Product will be available until March
31, 2023.

e Truseltiq is indicated for the treatment of adults with previously treated, unresectable locally
advanced or metastatic cholangiocarcinoma with a fibroblast growth factor receptor 2 (FGFR2)
fusion or other rearrangement as detected by an FDA-approved test.

— This indication was approved under accelerated approval based on overall response rate
and duration of response.

e Helsinn Therapeutics strongly recommends against health care providers starting new patients on

Truseltiq.
Product Description NDC#
Truseltiq 50 mg capsules 72730-0506-01
Truseltiq 75 mg capsules 72730-0202-01
Truseltiq 100 mg capsules 72730-0111-01
Truseltiq 125 mg capsules 72730-0101-01

Contact Helsinn Therapeutics Medical Information Department at 1-855-541-3495 for any
questions.
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https://www.truseltiq.com/hcp/
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=af9a96cf-1cd7-8ace-e053-2a95a90a18cc

