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1. Executive Summary
1.1 Recommendations

This NDA is acceptable from the clinical pharmacology and biopharmaceutics
perspective.

1.2 Identify recommended Phase 4 study commitments if the NDA is judged
approvable

No Phase 4 commitments are recommended.

1.3 Summary of Clinical Pharmacology and Biopharmaceutics Findings
Fludarabine phosphate for injection was approved in 1991 with the trade name “Fludara.”
Fludara is supplied as a white, lyophilized solid cake. Each vial contains 50 mg of
fludarabine phosphate. The current application is for fludarabine phosphate for injection
supplied as a simple solution (50 mg in 2 mL).

No clinical pharmacology or efficacy and safety studies were conducted with the new
formulation. Both Fludara and the new product are administered as simple solutions.
With the exception of the instructions for reconstitution/dilution, the proposed package
insert is a reproduction of the Fludara package insert.

2, Question-Based Review

No clinical pharmacology or efficacy and safety data was acquired with the new
formulation.

3. Detailed Labeling Recommendations

With the exception of the instructions for reconstitution/dilution, the proposed package
insert is a reproduction of the Fludara package insert. The proposed package insert is
attached as Appendix 4.1.

4, Appendices

4.1  Applicant’s Proposed Package Insert



Appendix 4.1 Applicant’s Proposed Package Insert

~ Appears This Way
On Original
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