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on the loading configurations and freeze-dry cycle utilized. Therefore, appro-
priate optimization studies are needed to develop a successful, robust freeze-dry
cycle. Control of moisture for the product at the end of drying, after sealing, and
absorption from the package (i.e., from the closure or diluent chamber) during
the product shelf life must be evaluated and correlated to product stability.
Specifications need to be established, which cover each chamber separately and
the combined reconstituted product. The benefits of dual chamber lyophilized
products compared to standard vial packages will need to be evaluated based
on a variety of factors such as total production cost for the units required for
dose administration, ease-of-use by the consumer, increased safety/sterility
assurance, etc.
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