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WASHINGTON -- A federal appeals court has ruled that the FDA cannot regulate electronic cigarettes as a drug or device as long as makers of the battery-powered cigarette look-alikes aren't marketed to help people quit smoking.

The U.S. Court of Appeals for the DC Circuit affirmed on Tuesday a lower court's decision that the FDA was wrong when it blocked a shipment of e-cigarettes from entering the U.S. in 2009.

Those e-cigarettes, made by Njoy, are not marketed for therapeutic uses, the court ruled. Had they been marketed to help patients quit smoking, they could have qualified as a drug or a device and would have been subject to the same FDA approval process required for all new drugs and devices.

Moreover, the FDA can't prove that the devices are harmful, the court said.

E-cigarettes are battery powered metallic tubes that resemble traditional cigarettes and are filled with a liquid nicotine mixture derived from tobacco, as well as flavors and other chemicals. The liquid is converted into a vapor that the user inhales.

E-cigarettes contain no health warnings, as conventional cigarettes and FDA-approved nicotine replacement products do, and little is known about the safety of the devices.

The FDA does have regulatory authority over tobacco, which was granted by a law passed in 2009. That law, however, doesn't give the FDA outright authority to ban tobacco sales.

In its Tuesday decision, the appeals court pointed out that the 2009 law states specifically that the legislation does not "affect, expand, or limit" the FDA's jurisdiction to regulate products under the drug/device provisions in the Food, Drug, and Cosmetics Act (FDCA).

The 2009 law makes it illegal for a company to claim its product can treat or mitigate a disease, such as nicotine addiction, unless the FDA has confirmed the drug is safe and effective. But NJoy says its device is for "smoking pleasure," not for smoking cessation.

The FDA is "studying the decision and considering next steps," said an agency spokesman.

Public health groups were disappointed with the ruling.

Matthew L. Myers, president of Campaign for Tobacco-Free Kids said the ruling is "wrong on the law, wrong on the facts, and fails to take into account the harmful implications of this decision for public health."

"This decision will allow any manufacturer to put any level of nicotine in any product and sell it to anybody, including children, with no government regulation or oversight at the present time," he said in a prepared statement. "We urge the government to appeal this ruling to the U.S. Supreme Court."

American Heart Association CEO Nancy Brown said her group is "gravely concerned" about the implications of the ruling.

"The appeals court has cleared the way for the industry to peddle these products to consumers without any scrutiny as to their safety or efficacy," she said in a statement.

The decision comes nearly a year after a different federal judge ruled that the FDA doesn't have the authority to regulate e-cigarettes. The FDA has appealed that case.

In September, the FDA sent letters to five manufacturers of electronic cigarettes warning that they are in violation of federal law by claiming their products help smokers quit.

At the time, Janet Woodcock, MD, the director of the FDA's Center for Drug Evaluation and Research said the e-cigarettes included in the warning letters meet the definition of a drug, a device, and a drug-delivery device. However, those companies were specifically marketing their products as quit-smoking devices.

Last year, the FDA released results of lab tests that revealed e-cigarettes contain carcinogens including diethylene glycol, used in antifreeze, and nitrosamines.




