Rep. Waxman Requests Investigation of Effectiveness of Phenylephrine Nasal Decongestants

Rep. Waxman asks FDA to investigate whether phenylephrine oral nasal decongestants are
effective. In response to provisions in the 2006 reauthorization of the Patriot Act requiring that
pseudoephedrine products be moved behind the counter, manufacturers have begun to offer
alternative oral nasal decongestants that eliminate pseudoephedrine and rely instead on
phenylephrine, which permits them to be sold over-the-counter without any restrictions. Medical
studies indicate that phenylephrine may be no more effective than placebo in alleviating nasal
congestion, raising questions regarding FDA’s conclusion that the drug is safe and effective for
over-the-counter use. Documents and Links

Press Release
Letter to FDA Acting Commissioner Andrew C. von Eschenbach, M.D.
September 13, 2006: FDA's Response to Rep. Waxman's Inquiry
September 22, 2006: Based on a New Study, Rep. Waxman Renews Request for FDA
Investigation of Phenylephrine Decongestants

- October 23, 2006: Based on Claritin-D Advertisement, Rep. Waxman Renews Request
That FDA Investigate Phenylephrine Oral Nasal Decongestants

- December 7, 2006: Waxman Repeats Request for FDA to Investigate Nasal
Decongestants
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