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IV. Legal Authority

A. Regulation of Nicotine-Containing
Tobacco Products

As more fully described in ‘‘Nicotine
In Cigarettes And Smokeless Tobacco
Products Is A Drug And These Products
Are Nicotine-Delivery Devices Under
The Federal Food, Drug, And Cosmetic
Act,’’ the Food and Drug Administration
has conducted an extensive
investigation and comprehensive legal
analysis. The results of that inquiry
support a finding at this time that the
nicotine in cigarettes and smokeless
tobacco products is a drug within the
meaning of the act because it is
intended to affect the structure or
function of the body and it achieves its
intended effects through chemical
action within the human body. Based on
the evidence now before the agency,
cigarettes and smokeless tobacco
products are drug delivery systems
whose purpose is to deliver nicotine to
the body in a manner in which it can
be most readily absorbed by the
consumer and, hence, are devices.

Thus, these products are combination
products within the meaning of 21
U.S.C. 353 (g) and 21 CFR 3.2(e) that the
agency has the discretion to regulate
using drug authorities, device
authorities, or a combination of both


