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Are electronic cigarettes approved by the US Food & Drug Administration (FDA)?

FDA has not evaluated any e-cigarettes for safety or effectiveness. When FDA conducted limited laboratory studies of certain samples, FDA found significant quality issues that indicate that quality control processes used to manufacture these products are substandard or non-existent. FDA found that cartridges labeled as containing no nicotine contained nicotine and that three different electronic cigarette cartridges with the same label emitted a markedly different amount of nicotine with each puff. Experts have also raised concerns that the marketing of products such as e-cigarettes can increase nicotine addiction among young people and may lead kids to try other tobacco products. Visit FDA’s Electronic Cigarettes webpage3 for additional information.
What are electronic cigarettes (e-cigarettes)?
Electronic cigarettes are products designed to deliver nicotine or other substances to a user in the form of a vapor. Typically, they are composed of a rechargeable, battery-operated heating element, a replaceable cartridge that may contain nicotine (some cartridges are sold as containing no nicotine) or other chemicals, and an atomizer that, when heated, converts the contents of the cartridge into a vapor. This vapor can then be inhaled by the user. These products are often made to look like such products as cigarettes, cigars, and pipes. They are also sometimes made to look like everyday items such as pens and USB memory sticks, for people who wish to use the product without others noticing.
Statements by several manufacturers of the products assert that e-cigarettes are marketed as a tobacco alternative for “smoking pleasure,” rather than for therapeutic uses. The websites of these companies state that the products are “not intended to be drug products that diagnose, treat, cure or mitigate any disease or condition”. Moreover, they state that their products should not be used by anyone under the legal age for use of tobacco products. They also recommend that they not be used by non-smokers; those with a demonstrated allergy or sensitivity to nicotine or any combination of inhalants; and those who are pregnant or nursing.
One website states that each cartridge of their product is equivalent to about 20 cigarettes. It does not state if that means the nicotine equivalent or the time equivalent or what specifically that means.
Are electronic cigarettes appropriate devices to help smokers quit?
There is no scientific evidence that e-cigarettes can help smokers quit. The U.S. Public Health Service has found that that the seven drugs approved by the FDA in combination with individual or group cessation counseling is the most effective way to help smokers quit. 
What action has FDA taken on electronic cigarettes?
On September 8, 2010 FDA issued warning letters to five distributors of electronic cigarettes for violations of the Federal Food, Drug, and Cosmetic Act (FDCA).  These violations included unsubstantiated claims and poor manufacturing practices. 
In that action, FDA asserted its intention to regulate electronic cigarettes and related products in a manner consistent with its mission of protecting the public health. FDA asserted that it had determined that the electronic cigarette products addressed in the warning letters, and similar products, meet the definitions of both a drug and device under the Act and the definition of a combination product in federal regulations (21 C.F.R. Part 3) In this action, FDA stated that firms which introduce these products into the USDA marketplace will have to comply with the FDCA, including the drug approval process.
The FDA conducted one limited study in July 2009 and found that the products contained carcinogens and toxic chemicals, including the ingredients found in anti-freeze. A study conducted at Virginia Commonwealth University and published in February 2010 found that e-cigarettes deliver little or no nicotine to users. 
In March 2009, FDA issued a statement of concern about the potential for addiction to and abuse of these products. FDA stated they may also be perceived as safer alternatives to conventional tobacco use and possibly lead to the initiation of nicotine use among those who have never smoked, or among former smokers. This could then lead to an increase in the use of conventional tobacco products by young people, with well-known adverse health consequences. 
What subsequent action has been taken regarding FDA’s warning and FDA approval?

On December 7, 2010, the U.S. Court of Appeals in Washington ruled that the FDA lacks the authority to regulate electronic cigarettes as drugs or devices. The Sottera ruling stated that the FDA can only regulate e-cigarettes as a tobacco product. After the ruling, an FDA spokesman said the agency is “studying the opinion and considering next steps”.
On April 25, 2011, FDA announced that it will not appeal the ruling, but will comply with the jurisdictional lines established by the court. Under the Tobacco Control Act, “tobacco products” are subject to a number of controls.  Section 201(rr)(4),  for example, prohibits the marketing of a “tobacco product” in combination with any other article or product regulated under the FD&C Act (including a drug, biologic, food, cosmetic, medical device, or a dietary supplement). FDA plans to take the following steps to ensure that appropriate regulatory mechanisms govern all “tobacco products” and all other products made or derived from tobacco after the Sottera decision:

· FDA intends to propose a regulation that would extend the Agency’s “tobacco product” authorities, which currently only apply to certain specifically enumerated “tobacco products,” to other categories of tobacco products that meet the statutory definition of “tobacco product” in the Act.   The additional tobacco product categories would be subject to general controls, such as registration, product listing, ingredient listing, good manufacturing practice requirements, user fees for certain products, and the adulteration and misbranding provisions, as well as to the premarket review requirements for “new tobacco products” and “modified risk tobacco products.” 

· The Sottera decision states that products made or derived from tobacco  can be regulated under the Tobacco Control Act unless they are “marketed for therapeutic purposes,” in which case they are regulated as drugs and/or devices.  The Agency is considering whether to issue a guidance and/or a regulation on “therapeutic” claims. 

· Section 201(rr)(4) of the Tobacco Control Act prohibits the marketing of “tobacco products” in combination with other FDA-regulated products. As mentioned, FDA has already issued a draft guidance on this provision, which it intends to finalize. 

· “Tobacco products” marketed as of February 15, 2007, which have not been modified since then are considered “grandfathered” and are not subject to premarket review as “new tobacco products.”  A “tobacco product” that is not “grandfathered” is considered a “new” tobacco product, and it is adulterated and misbranded under the FD&C Act, and therefore, subject to enforcement action, unless it has received premarket authorization or been found substantially equivalent. FDA has already developed draft guidance explaining how manufacturers can request a determination from FDA that a “tobacco product” is “grandfathered.”   

