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There is no doubt that competition in the
pharmaceutical market in recent years has
led to the emergence of generic
pharmaceutical products. Many
pharmaceuticals are already available in
generic form, but so far few truly
competitively priced generic drug products
exist in the marketplace. There has been
considerable interest among consumers in
the development of effective and safe,
alternative treatments for conditions that
are responsive to or proven to be
susceptible to treatment with particular
drug products or that are susceptible to
chronic conditions that are responsive to or
proven to be susceptible to treatment by
drugs of limited effectiveness. Most of the
non-proprietary drugs currently available in
the marketplace are subject to substantial
regulatory constraints regarding dosage,
administration, efficacy, and/or side-
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effects, and it is this regulatory framework
that inhibits the development of truly
effective and safe alternative drug
products in the marketplace. Additionally,
other criteria that would be desirable to
define for new non-proprietary drug
products, e.g., target disease, drug class,
drug route of administration, as well as
patient characteristics can be limiting
factors in the approval and use of nonproprietary drug products. Regardless of
whether a patient is treated with a nonproprietary drug product or is instead
treated with an established pharmaceutical
product, a major concern that a patient has
is to avoid adverse drug events that can
damage the patient's health. It is for this
reason that some patients will not take
their medications at all or have great
difficulty taking their medications as
prescribed. In addition, some patients may
have a predisposition to adverse drug
events, for example, by having an allergic
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reaction to or developing an incompatibility
with one or more active ingredients in the
drug product. Improvements in nonproprietary drug products is needed, in
that the patient's ability to respond
effectively to such drug products is still
limited because the pharmacological and
clinical profile of such drug products is
often modified by the active or inactive
ingredients. In many instances, alternative
and/or complementary treatment(s) to nonproprietary drug products is/are needed for
the patient to receive the maximum benefit
from the non-proprietary drug product.
Such alternatives can include either
supplying an oral dose or 6d1f23a050
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