Generic Name
Dosage
Probable FTF
Other ANDA developers

Final Approvals

Indication

Complexities

Chronology Of Events

Ponatinib

15, 45 mg; Tablet
Less Than 5
Less Than 5

Less Than 5

Iclusig - (15, 45 mg; Tablet)

Innovator
Branded US Sales
Known Para IV Filers
Tentative Approvals

Generic Launches

RESEARCH DELTA

Takeda

Less Than $1000 mn
Less Than 5

Less Than 5

None

Iclusig is a kinase inhibitor indicated for the treatment of adult patients with chronic phase, accelerated phase, or blast phase chronic myeloid
leukemia (CML) that is resistant or intolerant to prior tyrosine kinase inhibitor therapy or Philadelphia chromosome positive acute lymphoblastic
leukemia (Ph+ALL) that is resistant or intolerant to prior tyrosine kinase inhibitor therapy (1). This indication is based upon response rate. There
are no trials verifying an improvement in disease-related symptoms or increased survival with Iclusig.

Yes

Please Contact contact@researchdelta.com to get Detailed Information.

Executive Summary

Please Contact contact@researchdelta.com to get Detailed Information.

Patent Status

Please Contact contact@researchdelta.com to get Detailed Information.

Launch Timelinesand Competition
Please Contact contact@researchdelta.com to get Detailed Information.

Chronology Of Events

Please Contact contact@researchdelta.com to get Detailed Information.
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Generic Name
Dosage
Probable FTF
Other ANDA developers

Final Approvals
Indication

Complexities

Chronology Of Events

RESEARCH DELTA

Iclusig - (10, 30 mg; Tablet)

Ponatinib Innovator Takeda

10, 30 mg; Tablet Branded US Sales Less Than $1000 mn
Less Than 5 Known Para IV Filers Less Than 5

Less Than 5 Tentative Approvals Less Than 5

None Generic Launches None

Iclusig is a kinase inhibitor indicated for the treatment of adult patients with chronic phase, accelerated phase, or blast phase chronic myeloid
leukemia (CML) that is resistant or intolerant to prior tyrosine kinase inhibitor therapy or Philadelphia chromosome positive acute lymphoblastic
leukemia (Ph+ALL) that is resistant or intolerant to prior tyrosine kinase inhibitor therapy

Yes

Please Contact contact@researchdelta.com to get Detailed Information.

Executive Summary

Please Contact contact@researchdelta.com to get Detailed Information.

Patent Status

Please Contact contact@researchdelta.com to get Detailed Information.

Launch Timelinesand Competition
Please Contact contact@researchdelta.com to get Detailed Information.

Chronology Of Events

Please Contact contact@researchdelta.com to get Detailed Information.
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