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Antiepileptics—
What Price Generics?

enerics may not be the
bargain they appear, at
least not when it comes to

antiepileptic drugs {AEDs). So sug-
gests a study in the December Epi-
lepsy @ Behavior in which more

name AEDs, The direct and indirect
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than two thirds of neurologists re-
ported patients experiencing break-
through seizures—and more than
half of whom observed increased
side effects in their patients—due
to generic substitution of brand-

costs associated with additional
seizures and side effects must be
weighed against potential cost sav-
ings of generic AEDs, believes study
author Andrew N. Wilner, MD.

“The only justification for ge-
neric substitution is cost savings.
No one has ever suggested that ge-
nerics are superior in any other
way, asserted Dr. Wilner. Although
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the substitution of generic AEDs
for brand-name medication is
common, both pharmacists and
physicians share concern about its
appropriateness. The uneasiness
may stem from the FDA definition

of bioequivalence for generics that
allows a range of bioavailability of
80% to 125%. “Introducing this
magnitude of variability in therapy
just didn’t make sense to me in pa-
tients who were so hard to con-

trol and were taking narrow ther-
apeutic index antiepileptic drugs.
When [ researched this further, I
discovered that the range of 80%
to 125% was not evidence based,
but determined by ‘medical ex-
perts,” Dr. Wilner recounted to
Neurology Reviews. His belief was
shared by more than 80% of neu-
rologists who participated in his
survey, who felt that the FDA stan-
dards for bioavailability are not
sufficiently narrow.

A neurologist in private prac-
tice in Newport, Rhode Island, Dr.
Wilner recalled one patient in par-
ticular whose seizures were con-
trolled, but who would also have
breakthrough seizures. “I couldn’t
figure out why. It was only after
several months when she finally
brought in her medication bottle
that it became apparent that she
had started taking the generic car-
bamazepine for the brand-name

conttinued on next page







