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April 19, 2001





MEMORANDUM





To:	Food and Drug Administration (FDA)





From:	Gail G. Shapiro, MD, FAAAAI


	President, American Academy of Allergy, Asthma and Immunology (AAAAI)





             Emil J. Bardana, Jr., MD


             President, American College of Allergy, Asthma and Immunology (ACAAI)	





Re:	Statement: Position on Non-Sedating Antihistamines Moving to Over-the-Counter Status





It has come to our attention that the FDA plans to convene a meeting of its Pulmonary and Allergy Drug Advisory panel to consider a citizen petition being championed by Blue Cross/Blue Shield of California which would decide to place all second generation antihistamines to an over-the-counter (OTC) status. This petition has for its purpose to allegedly make this class of drugs more accessible to patients with allergic disease.





Our current understanding is that all prior requests for a specific drug or class of drugs moving to an OTC status has been triggered by the manufacturer. We are unaware of the specific guidelines that will be utilized to judge the merit of this proposal. The precedent established by this action may be used in the framework of other drug classes and would essentially preempt any future second or third generation antihistamine from being a prescription drug.





The American Academy of Allergy, Asthma and Immunology and the American College of Allergy, Asthma and Immunology are strongly opposed to the non-sedating antihistamines being moved to OTC status. The rationale for this position is as follows:





�
Contrary to the purpose of this petition, it is our opinion that, if approved, the placement of these compounds on the OTC market will result in a reduced availability of these valuable medications to our patients. The cost of these drugs will likely make them unavailable to those patients who received them through insurance covered formularies.





�



OTC availability will eliminate the physician from the care process of patients taking antihistamines. The appropriate use of these medications needs the reinforcement of health care providers with expertise about allergic disorders. Overuse or misuse of this class of drugs for disorders in which they have no proven efficacy will increase health care costs. Conversely, underuse in appropriate allergic disorders will negatively impact their effectiveness and result in


	poorer outcomes. Furthermore, the drugs being considered are not necessarily equivalent in their               efficacy or their capacity to induce sedation, or cognitive and performance impairments              depending on the dose.





�



Allergies are not necessarily a self-diagnosable condition. Although 20-30% of the U.S. population suffers from allergic disorders, public surveys indicate that up to 75% of people feel they have allergies. This leads to the overuse of antihistamines for disorders where they have no proven efficacy. By placing these agents in an OTC status this problem will be compounded.





Subjects with allergic diseases often fall to adequately appreciate the degree of impairment they have from their disease as well as whether treatment impacts upon this impairment. By placing these agents in an OTC status, physicians will not play as active a role as they should in assessing disease status and response to therapy.





�



By placing these agents in an OTC status, in some cases there may be a resultant trivialization of the disorders for which they should be utilized. Reduced availability or utilization of these drugs without physician evaluation may mask or delay appropriate diagnosis of underlying disorders such as sinusitis, otitis, or asthma. As well, urticania can be a manifestation of a serious underlying condition which left undiagnosed could lead to substantial morbidity and mortality.





In summary, we feel that moving non-sedating antihistamines to an OTC status will not be in the best interest of our patients. It is clear that the real motive behind this petition is the fiscal bottom-line of insurance companies.





Sincerely,





Gall G. Shapiro, MD


President, AAAAI


Tel: (414) 272-6071





Emil J. Bardana, Jr., MD


President, ACAAI


Tel: (847) 427-1200



























































										


