Generic Name
Dosage
Probable FTF
Other ANDA developers

Final Approvals

Indication

Complexities

Chronology Of Events

CAMIZESTRANT
75MG; TABLET
None

None

None

ETCAMAH - (75MG; TABLET)

Innovator
Branded US Sales
Known Para IV Filers
Tentative Approvals

Generic Launches

RESEARCH DELTA

Astrazeneca

Less Than $1000 mn
None

None

None

ETCAMAH is an estrogen receptor antagonist indicated: ¢ in combination with a CDK4/6 inhibitor (abemaciclib, palbociclib, or ribociclib) for the
treatment of adult patients with hormone receptor (HR)-positive, human epidermal growth factor receptor 2 (HER2)-negative, locally advanced
or metastatic breast cancer upon detection of ESR1 mutation during aromatase inhibitor and CDK4/6 inhibitor therapy, based on an FDA-
authorized test. (1, 2.1) This indication is approved under accelerated approval based on progression-free survival as measured from detection
of ESR1 mutation. Continued approval for this indication may be contingent upon verification and description of clinical benefit in a confirmatory

trial(s).
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Patent Status
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