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1. Executive Summary
HQ Specialty Pharma Corporation submitted a 505(b)(2) NDA for meropenem for Injection,

2g for the treatment of bacterial meningitis (pediatric patients 3 months and older only) caused
by Haemophilus influenzae, Neisseria meningitidis and penicillin-susceptible isolates of
Streptococcus pneumoniae.

(b) (4)

Meropenem is marketed in the 500 mg/vial and 1 gram/vial dosage strengths as Merrem®
under NDA 050706 with the following approved indications:

» Complicated skin and skin structure infections (adult patients and pediatric patients 3 months
of age and older only)

» Complicated intra-abdominal infections (adult and pediatric patients)

= Bacterial meningitis (pediatric patients 3 months of age and older only).

The application relies on data concerning safety, efficacy, clinical pharmacology, and nonclinical
pharmacology as well as PK and PD studies from Merrem® (NDA 050706) as the reference listed
drug (RLD).

The proposed product contains the same ingredients as the RLD MERREM® as well as the same
route of administration and dosage form but contains a different strength per vial (2 g/vial). The
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same diluents listed for the RLD will also be utilized for reconstitution prior to the
administration. The RLD Package Insert indicates up to a 2 gram dose. The 2 g per vial
formulation allows for handling of the drug in the higher dosing range with half the number of
vials having to be reconstituted with diluent.

No additional clinical studies were conducted for this NDA. The recommended dosage and
administration regimen are the same as RLD for the indication of bacterial meningitis.
Therefore, it is expected that the proposed Meropenem for Injection will have the same clinical
pharmacology profile as the RLD.

2. Recommendations

The Clinical Pharmacology review team recommends approval of this NDA. The Clinical
Pharmacology relevant labeling edits are ongoing.
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