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FDA Approval
Of Guaifenesin
Products Denied

BY ELIZABETH MECHCATIE

Senior Writer

ith one exception, timed-release
s N 2 drug products available in the
United States that contain the

expectorant guaifenesin have not been ap-
proved by the Food and Drug Administra-
tion and should be taken off the market,
according to an agency announcement.
About 20 companies manufacture these
products, most of which are by prescription
only. They include Guaifenex (manufac-
tured by Ethex Corp.), Crantex and Guaifen
(Breckenridge Pharmaceutical Inc.),
Amibid and Amitex (Actavis Group), Du-
raphen (Proethic Pharmaceuticals Inc.),
Wellbid (Prasco), Ambi (Ambi Pharma-
ceuticals Inc.), and Maxifed (MCR Ameri-
can Pharmaceuticals Inc.). Many include
other active ingredients, said the FDA.
The agency ordered manufacturers of
these unapproved products to stop making
them no later than Aug. 27 and to cease
interstate shipment by Now. 25, although
some inventory will remain in pharmacies
after that time. The action does not affect
immediate-release formulations of guaife-
nesin, only timed-release formulations,
which are also described as extended re-
lease, long acting, or sustained release.
The only timed-release products con-
taining guaifenesin that have been for-
mally approved by the FDA are those mar-
keted over the counter as Mucinex or
Humibid, by Adams Respiratory Thera-
peutics. Beside Mucinex and Humibid,
which contain only guaifenesin, the com-
pany makes Mucinex-D, which also con-
tains pseudoephedrine, and Mucinex-DM,
which also contains dextromethorphan.
Timed-release products must be ap-
proved because the FDA needs to ensure
that “the product releases its active ingre-
dients safely and effectively, sustaining the
intended effect over the entire time in
which the product is intended to work,”
said the FDA statement. Dose dumping is
amajor concern with these products, Deb-
orah M. Autor, an attorney and director of
the office of compliance in the FDA's Cen-
ter for Drug Evaluation and Research
(CDER), said in a telebriefing. The FDA did
not look into whether there were any re-
ports of adverse events linked to the unap-
proved guaifenesin products; adverse event
reports did not spur this action, she said.
The guaifenesin products are the latest
target of an FDA effort, announced in
June 2006, to get unapproved, potentially
dangerous drugs off the market. The first
products targeted were unapproved pre-
scription products containing the antihist-
amine carbinoxamine, which had been
linked to 21 deaths in children under age
2. Others targeted since then include un-
approved products containing quinine (De-
cember 2006), and unapproved products
containing ergotamine (March 2007). =

The FDA’s Web site on unapproved drugs is
available at www.fda.gov/cder/drug/
unapproved_drugs/default.htm.
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You and your patients
can make history."

Aetna is at the forefront of using new
technology to help you provide better
care. The Personal Health Record is one
example. This private, secure online tool
gives your patients the option to share
their personalized health histories with
you, so you'll have more complete, accurate
information all in one place. A fuller
knowledge of your patients’ overall health,
such as medical conditions they may
have, and medications other doctors may
have prescribed, can help inform your
diagnoses and treatment recommendations.
To find out more, visit aetna.com/provider.
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