May 12, 2003

American Academy of Otolaryngic Allergy

Washington, D.C.

Commissioner Mark B. McClellan, MD 

Food and Drug Administration

Washington, D.C.

Dear Dr, McClellan,

The AAOA is concerned that the FDA is seriously considering moving all non-sedating antihistamines to OTC status, and wish to express our views.  The AAOA is a specialty medical organization representing 2,200 members who treat ear, nose and throat allergies and other upper respiratory tract disorders.  Two consequences of the proposed change in status of non-sedating antihistamines are particularly worrisome.  

Our first concern is that it is not necessarily beneficial to patients to take the physician out of the initial diagnostic role of nasal and sinus symptoms.   This change will increase patient self-diagnosis and treatment, yet it is often difficult, even for professionals, to determine, from symptoms alone, if nasal and sinus complaints are due to allergy, infection, or a more serious nasal condition.  Self diagnosis will therefore lead to some inappropriate treatment and increased costs, and, in a smaller number of cases, to delayed diagnosis of serious aliments, with not only increased costs, but possible severe health consequences from serious infections, autoimmune ailments, or sinus cancers.  

In May 2001, Michael J. Parker, MD, from Syracuse, NY, represented the AAOA at the Nonprescription Drugs Advisory Committee and the Pulmonary - Allergy Drugs Advisory Committee meeting.  He stated: “As physicians with expertise in managing allergic disease, we feel it is critical to continue to have physicians play an integral role in the diagnostic and therapeutic decision-making process for symptoms of allergies...  It is important to define the cause of the symptoms before prescribing the therapy.”  

As an example, while antihistamines will relieve many patients who suffer from simple allergy, other patients, particularly those with congestion, are difficult to manage.  Without a physician to advise on other therapeutic options, there is a significant potential for over-use of OTC alpha agonists, especially topical formulations.   Rhinitis medicamentosa is therefore likely to increase after the switch of antihistamines to OTC status.

We also are concerned that the use of antihistamines without physician evaluation will likely lead to delay of diagnosis in some patients with serious conditions.  Complications of bacterial sinusitis, mucocoeles, fungal sinusitis, and aggressive nasal polyps, are all more likely to occur when there is no physician evaluation.  Further, some cases of Wegener's granulomatosis and sino-nasal malignancies will probably not be promptly diagnosed, with potentially fatal consequences.

According to Dr. Parker:  “An appropriately trained health care professional is best able to assure that the symptoms of simple allergies are not those of a more serious disease, that simple problems do not become serious problems, and that curable diseases are not allowed to become incurable."

Our second concern is for the future of new drug development.  This is an important issue both for pharmaceutical manufacturers, and ultimately, also for consumers.  If the FDA begins to force drugs OTC before their normal patent expiration, this deprives companies of profits they require, in order to continue to pay for the expensive cycle of drug discovery and development.  As you are keenly aware, drug development is an expensive and risky venture, due to the requirements for high confidence in efficacy and safety, the difficulty in performing large human trials, and the very long product development cycle times.  If there are not sufficiently large profits realized during the product patent lifetime, important new drugs simply will not be developed, since companies will find more profitable places to invest their stockholder's funds.

The AAOA believes the FDA has, as it's highest responsibility, the safeguarding of patients, and therefore must recognize that professional diagnosis and treatment of any disease is vitally important.  Furthermore, safeguarding the future of new drug development is also in the best public interest.  Even though a class of drugs is shown to be safe, that alone cannot be the sole deciding factor in allowing or directing drugs to be sold OTC.  Therefore, the FDA should act to preserve the current status of second-generation, non-sedating antihistamines as prescription medications.

Sincerely,

Bruce R. Gordon, MD

President








