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Abstract Introduction Results

Computational modeling can inform FDA in evaluating evidence of the population impact with the market authorization of e Computational models can estimate the likely impact of introducing a new tobacco product on the U.S. population.
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from the Population Assessment of Tobacco and Health (PATH) study. The NP transition probabilities (cessation, switching * Combining data from an actua_l use study (AL_JS) on the new product with behavioral use data on similar products currently
and future intentions to use NP) were estimated from an Actual Use Study (AUS) at the end of 6 weeks of product use, and on the market can allow for estimating transition between current and the new tobacco product use states. < 092
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developed by an international expert panel (Nutt et al 2014). Dual use of NP and cigarettes was assigned the same ERR as | [—Cigaretts 5 N [ Cigaretio : £t = :
cigarette smoking. Extremely stringent criteria were applied to estimate product adoption by only considering those adult g 0.075 | NST © 075} NST S 9 -0.2 :
smokers in the AUS with the highest intentions to use (i.e., respondents who only selected “Strongly Agree” on a six-point Q< | 23 | C ©_ 1 BENEFIT
. “ . L T ” “ ” . . . © < 0.05 O X I — M 04 i
scale, ranging from “Strongly Disagree” (1) to “"Strongly Agree” (6)) and selected “Yes” to future purchase intentions. With > = o — 057 ® - _ ,
market authorization of the NP, we demonstrate a net benefit to the population of ~ 19,000 premature deaths prevented with Modeli = k for Estimating the Ch in the N | Smokel Tob NST o % 0.025 92 % :_ o = -0.6 Introduction of NP into h
a reduction in cigarette smoking prevalence by 2060. Sensitivity analysis, utilizing moderate to high intentions to use the oaeling Frramework 1or £S 'ma_'ng € anges In the Nove _ mo ('_3 es§ obacco ( ) § m 0 | Eg: 0.25 1 O o 08 & the market b
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P Impact of Changes in Never Tobacco User Initiation of NP * Our model suggests an overall net benefit from introducing a novel smokeless tobacco product into the U.S. market, as
indicated by likely reduction in smoking prevalence and a decreased mortality (19,000 deaths prevented over a 60 year
 Modified Case Transition probabilities for switching from cigarette smoking to exclusive NP use and from cigarette * The proportion of participants in the AUS that switched to NP use was adjusted to be representative of the U.S. population » Table below shows the impact of never tobacco users initiating with the NP. Analyses included increasing initiation rates folllc.)vy-up perqu) inthe U.S. popglatlon c.ompared tothe Ba§e Cgse. | _ _
smoking to dual use estimated from an Actual Use Study (AUS) of adult cigarette smokers from 30% to 300%. All other rates remain the same as in the High Intentions Subgroup scenario. ° PtlllZlng transfltlon ra,:tes“ associated WIt”h moderafce to hlgh intentions to use the NP exclusively (i.e., respondents
» Transition rates were applied to the NST category based on the new NP product’s projected market share Somewhat Disagree™ to “Strongly Agree™) resulted in an estimate of ~146,000 premature deaths prevented.
* Sensitivity analysis on initiation of NP indicates that this transition is unlikely to negate the benefit observed in the Modified
Actual Use Study Design case based on the AUS high intentions subgroup.
* Models shed light on trends and are not intended to predict future outcomes with numerical precision.
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