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rebound congestion. The invest igator also noted that-the 
0.5-percent concentration may be s lightly  better tolerated. 

After reviewing these data, the Bureau concludes  that 1 percent 
phenylephrine hydrochloride is  a safe and effec tive topical 
nasal decongestant for OTC use. The Bureau, therefore, 
proposes to place 1 percent phenylephrine hydrochloride as a 
topical nasal decongestant in Category I. The Bureau proposes 
that a l-percent aqueous solution of phenylephrine 
hydrochloride be labeled for adult use only  at a dosage of 2 or 
3 drops or sprays in each nostril not more often than every 4 
hours. The warnings  recommended by the Panel for topical nasal 
decongestants in S 341,80(b)(l) (41 FR 38423) are also 
applicable to the l-percent concentration of phenylephrine 
hydrochloride. Additionally , because of a possible rebound 
effec t with continued use of the l-percent solution, the Bureau 
proposes the following -warning for the l-percent concentration 
of phenylephrine hydrochloride: "Frequent use of this  pr,oduct 
may cause nasal congestion to recur or worsen.@ 

The Bureau intends  to recommend to the Commis s ioner that the 
agency respond to your company's data in the above manner in 
the tentative final monograph for nasal decongestant drug 
products, which will be published in a future issue of the 
FEDERAL REGISTER. Following that publication, you will have 
the opportunity  to objec t to the agency's conclus ion or to 

-submit-new data in support of your request. 

W e hope this  information will be helpful. 

Sincerely  yours, 

-. W illiam E. ilbertson, Pharm. D. 
Director 
Div is ion of OTC Drug Evaluation 
O ffice of Drugs 
Bureaus of Drugs and Biologic s  


