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1. Executive Summary

1.1. Recommendations

1.1.1. Fromanonclinical perspective, it isrecommended that the application be
approved as submitted.

1.1.2. Itisrecommended that nonclinical aspects of approved labeling for the
RLD be adopted and incorporated into labeling for the proposed drug
product without modification.

1.2. Regulatory background:

NDA 22-377 was received by the Agency on 17 July 2008. Thisis a505(b)(2)
application in which the proposed product differs from the approved RLD product,
Imitrex®, only in the design and operating principles of the proposed injection delivery
device. The drug substance, proposed indications, and targeted popul ation are
identical to those of the RLD product. The proposed drug product 09 s
composed of apre-filled, disposable, single-use ‘ autoinjector’, which differs from the
approved Imitrex® product with its STATdose® system that requires assembly of a
prefilled cartridge with the non-disposable STATdose® injector, and disassembly
after use. The proposed. @ product is a single-use device that is completely
disposable; its use involves removal of the device from its storage case, removal of the
safety pin, placement of the needle end of the device against the injection site and
application of pressure until the device actuates. The deviceisthen held in place for 5
seconds while the drug is delivered.

1.3. Overall integrated summary and safety evaluation:

The clinical review team has concluded that the proposed use (dose, dosing regimen,
and indication) falls within the domain of the approved RLD dosing regimen(s) and
does not represent an increase in exposure to drug or target a different patient
population. The submitted application contains no new nonclinical pharmacology/
toxicology data and none were required, as the sponsor relies on the Agency’s
previous safety decisions—as well as data and information contained within approved
labeling—for the RLD product. For the nonclinical and safety sections of the label, the
sponsor proposes to use the current RLD (i.e., Imitrex®) labeling. Thisis considered
adequate for the drug substance; and since no unusual excipients are used in the new
formulation, there are no nonclinical objectionsto approval.

Thus, it is recommended that, from anonclinical perspective, the application be
approved as submitted and that approved labeling from the RLD be adopted without
modification.
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