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Background Results

* The fundamental principle underpinning FDA decision making following s = or -
PMTA submission for a novel tobacco product is whether the marketing Between'Brand Slmlla"tles Between'Brand leferences
the product is Appropriate for the Protection of Public Health (APPH).
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Overview: Cross-sectional online survey studies among convenience 20 30 40 50 60 70 80 20 30 40 50 60 70 80 . .
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samples (n = 66 — 112) of established users of four brands of ONPs. Age (years) Age (years)
 Survey Variables: D || o e = = - Use Characteristics
* Demographics
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obacco prOdUCt use status S 650 S 60 Days of use? - 25.1 - - Days of use? 25.9 - 20 26.1
« Smoking status including smoking status at point of first S 5 Pouches per day - 5.8 - - Pouches perday 9.3 - 9.7 10
use of candidate ONPs % 40 % 40 Time in mouth3 - 41.4 - - Time in mouth3 77.6 - 35 43.1
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« Candidate and other ONP use history 0 0 Days of use? - - 27.4 30 Days of use? 29 - 28.8 -
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» Reasons for initiating ONP use All data were captured by respondents’ free-text numerical responses to questions
: 18 mg ONP for Brand D
* Dependence on candidate ONPs (Short'form PROMIS) 2 Number of days on which candidate ONPs used in past 30 days
o Subjective effects of candidate ONP use (mCEQ) 3 Length of time candidate ONPs left in mouth for
kFuture tobacco product use intentions / )
Conclusions
mc"'s"’" Criteria: \ * While different products within the ONP category show some commonality in terms of user behaviour, for some user and use characteristic variables there are
* Age 21+ major differences between brands
* Not employed by manufacturer/retailer of candidate
ONPs * Findings demonstrate the importance of conducting independent user surveys for each brand in order to accurately inform an APPH determination. While the
- Established user of candidate ONPs (100+ candidate literature may be informative, FDA will likely require brand- and SKU-specific data
ONPs used)
» Use of candidate ONPs in past 30 days * Online surveys of convenience samples of established product users can provide a cost-effective and timely method of collecting brand- and SKU-specific data

&Reports using candidate ONPs every day or some dast to support PM1A submissions

/ \ « Data can also also help identify whether additional, more rigorous studies of user behavior are warranted and inform the design of such studies e.g., time in
Data Analysis: mouth to justify controlled use period in abuse liability studies or pouches per day for toxicological risk assessments
» Descriptive statistics generated (n, %) for each variable
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