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Figure 2: Mean Product Liking Scores Over Time

Modern oral nicotine pouches (MO) are smokeless tobacco products containing
nicotine without tobacco leaf and provide a compelling alternative to cigarettes for
those who would otherwise continue to smoke. Tobacco Harm Reduction (THR): a

Table 2: PD Subjective Effects Measures

Parameter | Cool Mint | Cool Mint | Cool Mint | Smooth | Wintergreen | Dragon UBCC NRT
6 mg 12 mg 15 mg 6 mg 6 mg Fruit 6 mg
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different from UBCC and NRT gum at p < 0.05, respectively.
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Study Design and Population

Two-site, 9-day confinement, randomized, open label, 8-way crossover study (Figure 1). Generally healthy
adult males & females, 21 to 60 years, who smoked at least 10 cigarettes per day for at least 6 months prior
to screening and smoked their first cigarette within 30 minutes of waking.

Product Use and Data Collection Timepoints

Mean maximum increases in systolic & diastolic blood
pressures, & heart rate

30-min use of at least one of each nicotine pouch and one piece of nicotine gum on Check-in Day -1
(familiarization); required 30-min use of each IP (except UBCC which was 5 minutes') during 4-hour Test
Session. Each Test Session followed a 12-hour minimum nicotine abstinence period.

PD/PK Assessments: at baseline (-1) and at 5, 8, 10, 15, 20, 25, 30, 35, 40, 60, 120, and 240 minutes after
start of IP use.

Figure 1: Study Design Schematic
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UBCC = UB Combustible Cigarette; a,b = Significantly different from UBCC and NRT gum at p < 0.05, respectively.

Figure 3: Nicotine Pharmacokinetics
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Positive PE
- significantly higher UTS during the first 15 minutes of product use

Compared to NRT gum, Velo PLUS Nicotine Pouches had:
- similar scores for PL endpoints and Positive PE
- generally similar UTS parameters

Velo PLUS Nicotine Pouches were well-tolerated; no SAEs or death
reported; AEs were similar to those observed with commercially-
available FDA-approved NRT gum.

The AL profile of Velo PLUS Nicotine Pouches falls between that of
UB cigarettes and a commercially-available NRT gum, but generally
closer to NRT gum.

Similar to NRT gum, Velo PLUS Nicotine Pouches have a low risk of
dependence and may provide levels of nicotine that enable adult
cigarette smokers to transition from smoking to use of the Velo
PLUS Nicotine pouches.
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