Family Smoking Prevention and Tobacco Control Act
Section-by-Section

Title I—Authority of the Food and Drug Administration

Sec. 101—Amendment of Federal Food, Drug and Cosmetic Act

Chapter IX—Tobacco Products

The bill creates a new chapter within the Federal Food, Drug, and Cosmetic Act (FFDCA) to regulate
tobacco products.

Sec. 900—Definitions

Sec. 901—FDA Authority over Tobacco Products

Tobacco products shall not be regulated as a drug or device unless the (tobacco) product is intended for
use in the diagnosis, cure, mitigation, treatment, or prevention of disease, or a claim is made under
section 201(g)(1)(C) or 201(h)(3) of the FFDCA. Modified risk products will not be regulated as drugs
or devices. The bill limits the scope of FDA’s authority to regulating manufacturers of tobacco
products, making clear that FDA does not have the authority to regulate tobacco growers.

Sec. 902—Adulterated Tobacco Products

Filthy, decomposed, or otherwise contaminated substances in tobacco products, the preparation of such
products, or the packaging of such products will cause them to be deemed adulterated. Tobacco
products held under unsanitary conditions or manufactured, packed, or stored in violation of good
manufacturing practices will likewise be deemed adulterated. A tobacco product will also be deemed
adulterated if it does not meet the product standards established for the product, or if the product is
required to have premarket approval or to be approved as a modified risk product and does not have an
approved application.

Sec. 903—Misbranded Tobacco Products

Tobacco products will be deemed misbranded if their label is false or misleading or if they are not
correctly labeled (e.g., with the percentage of domestically grown tobacco, proper warning labels, the
name of the manufacturer, or in accordance with other requirements of the Secretary) or advertised. The
Secretary is also specifically authorized to require prior approval of statements made on the label of a
tobacco product.

Sec. 904—Submission of Health Information

Requires, within six months of passage, submission, by brand and quantity, of (1) ingredients,
compounds, paper, filter, and components added to tobacco products, (2) a description of the content,
delivery, and form of nicotine to the Secretary, and (3) a list of constituents, including smoke
constituents identified by the Secretary as harmful or potentially harmful. This information must be
provided with respect to newly-introduced tobacco products at least 90 days prior to their introduction
on the market. Provides the Secretary with the authority to request documents and information relating
to research activities and findings, scientific information on reduced risk products/technology, and
marketing research. Within three years of passage, and annually thereafter, the Secretary must publish
in an easily available and understood format a list of harmful and potentially harmful constituents in
each brand. The Secretary must also conduct consumer research to ensure that publication of the list is
not misleading to lay persons. After five years, the Secretary must report to Congress on the results of
the consumer research, and provide a recommendation on whether or not publication of the list should
continue or be modified.

Sec. 905—Annual Registration

Requires registration of every entity that owns or operates in any state any establishment engaged in the
manufacture, preparation, compounding, or processing of tobacco products. The same requirement
extends to foreign establishments. Allows the Secretary to create a uniform system for identification of






