Generic Name
Dosage
Probable FTF
Other ANDA developers

Final Approvals

Indication

Complexities

Chronology Of Events

SELADELPAR LYSINE
10MG ; Capsule

None

Less Than 5

None

LIVDELZI - (10MG ; Capsule)

Innovator
Branded US Sales
Known Para IV Filers
Tentative Approvals

Generic Launches

RESEARCH DELTA

Gilead
Less Than $1000 mn
None
None

None

LIVDELZI is a peroxisome proliferator-activated receptor (PPAR)-delta agonist indicated for the treatment of primary biliary cholangitis (PBC) in
combination with ursodeoxycholic acid (UDCA) in adults who have an inadequate response to UDCA, or as monotherapy in patients unable to
tolerate UDCA. This indication is approved under accelerated approval based on a reduction of alkaline phosphatase (ALP). Improvement in
survival or prevention of liver decompensation events have not been demonstrated. Continued approval for this indication may be contingent
upon verification and description of clinical benefit in confirmatory trial(s).
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Please Contact contact@researchdelta.com to get Detailed Information.

Executive Summary
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Patent Status
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Launch Timelinesand Competition
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Chronology Of Events
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