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2.6 Facilitate Development of Drug Therapies for Youth Tobacco Cessation

Despite major progress over the past half-century, tobacco use remains the leading cause of
preventable disease and death in the United States, with at least 480,000 people dying prematurely each year
from diseases cause by cigarette smoking or secondhand smoke exposure.? Nearly all tobacco product use
begins during youth and young adulthood.? While the current use of any tobacco product among U.S. middle
and high school students has decreased from 2011-2017, there has been an alarming increase in e-cigarette use
over this time. In fact, since 2014, e-cigarettes have been the most commonly used tobacco products among
youth, used by 1.73 million (11.7%) high school students and 390,000 (3.3%) middle school students in 2017.3
Youth e-cigarette use raises a number of health concerns including risk of addiction to nicotine early on in life,
potential harm to the developing adolescent brain, and exposure to chemicals including carbonyl compounds
and volatile organic compounds known to have adverse health effects; the full range of possible health effects is

not yet completely understood.*

In addition to the prevention of initiation, which will be the cornerstone of any successful effort to curb
youth tobacco use, FDA is also exploring additional approaches to address this public health issue. One such

approach may be the development of drug therapies, as part of multimodal treatment strategies including
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behavioral interventions, to support youth tobacco cessation. To date, research on youth tobacco cessation has
been limited and focused on smoking (i.e., combustible products) cessation. FDA is interested in the topic areas
described below. Of note, we believe that many of these issues will need to be addressed uniquely based on the
type of tobacco product being used (e.g., combustible cigarette, e-cigarette, smokeless tobacco). Submissions
should indicate what type of tobacco products will be addressed by the research and justification for any

evaluation that combines multiple type of tobacco products.

2.6.1 The development of data or methods to evaluate the factors driving initiation and continuation of tobacco

use among youth, as well as youth attitudes towards tobacco cessation.

2.6.2 The development of data or methods to identify youth tobacco users who may benefit from treatment
with drugs intended for cessation. Factors to consider include age (older vs. younger adolescent), patterns of
use (duration and frequency of use), clinical features (level of addiction, presence/absence of comorbidities

including psychiatric disease), and type of tobacco product.

2.6.3 Identification and analysis of scientific, clinical, and societal factors that could either encourage or impede
the conduct of clinical trials evaluating drugs intended for youth tobacco cessation. Evaluation of approaches

that could be used to overcome identified barriers and encourage research.

2.6.4 The development of methods and study designs appropriate for the evaluation of drug therapies for youth
tobacco cessation. Factors to consider include the identification of informative endpoints and the development

assessment tools to evaluate these endpoints.

2.6.5 The development of data or approaches to support the use of extrapolation of data from approved

smoking cessation therapies for adults to youth tobacco cessation.
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