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A panel of expert advisers to the US Food and Drug Administration (FDA) concluded that omeprazole, the world's best selling treatment for chronic heartburn (sold under the brand name Losec in the United Kingdom and Prilosec in the United States), should not be allowed to be sold over the counter. Sales of omeprazole in 1999 reached about $5.9bn (£4.2bn).

In its 9 to 3 vote, the advisory committee said that it was unsure whether patients would take the drug as directed without a doctor's supervision.

The FDA's advisory panel was convinced, however, that omeprazole could effectively prevent chronic heartburn, leaving open the possibility that it might eventually approve it as an over the counter drug. The FDA usually follows the advice of its panels.

Although the over the counter formulation used in the study did seem to prevent heartburn, it did not seem to relieve the symptoms of heartburn, said Dr Larry Goldkind, another member of the FDA's review team. Although prevention is a proposed indication for the drug, most consumers seem to associate the drug with the relief of symptoms rather than prevention, said Dr Karen Lechter, a panel member who reviewed the proposed label.

“[This is] troubling since efficacy for this indication is uncertain,” said Dr Lechter. The committee decided that omeprazole was shown to prevent chronic heartburn but to be ineffective at relieving episodes of heartburn. Omeprazole, a proton pump inhibitor, is believed to offer 24 hours of prevention of heartburn.

To establish the drug's effectiveness as an over the counter treatment, the manufacturer of the drug presented two types of studies. These studies were designed to show that omeprazole is an effective treatment and that consumers can use the drug appropriately in an over the counter setting. However, the FDA panel did not fully believe that these trials supported those claims.

Another concern was the possibility of adverse reactions to the drug. The chance of someone experiencing a severe problem, such as liver toxicity, would increase once the drug was used by millions of people in the over the counter setting, said Dr Mark Avigan, an FDA reviewer.

In addition, he said, the number of adolescents in the clinical trials was small, and the drug historically has been considered a danger to pregnant women owing to the embryo related toxicity seen in animal models.
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