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Background _______ Methods Results

 Wintergreen is used as a flavor in many smokeless tobacco (ST) products. Methyl salicylate (MS), the chemical Study Design Figure 1. PK Profiles (Group Mean) Figure 2 Bioequivalence Results
component of wintergreen oil, is commonly used in foods.
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 To compare the rate and extent of absorption for methyl salicylate from four MST products with different wintergreen min ] s ‘:
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Product ID Description Wintergreen (% weight) Age (years) 34 (8.8)
A Gender
Prototype (Reference product) 2.38
B Commercial product (Test product) 2.79 Female 5 (6.8%) S umma O era CO ciusions
Race * Following single use, the geometric LS mean Cmax for the four products ranged from 3.94—4.76 (ng/ml) for methyl
C Commercial product (Test product) 2.99 _ ; salicylate, and 254—-298 (ng/mL) for salicylic acid.
ilack_or African 20 (27.4%) * Plasma methyl salicylate levels were below the limit of quantitation (1.75 ng/mL) at all time points in n=18 subjects for at * Thisisthefirstreport characterizing methyl salicylate exposure in MST users.
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D Commercial product (Reference product) 2.94 I_I?r?stone pro?:/c;tfandsillmmatcljofn halglgeét;/ﬁ)for MS could not be estimated for majority of the study participants.  We conclude that due to the rapid elimination, methyl salicylate exposure is difficult to measure directly but can be best
White 52 (71.2%) * [!heaverage OroArangedirom £.6—<.0 nours. determined from salicylic acid plasma measurements.
o  The creatinine adjusted geometric LS mean methyl salicylate equivalents (ug/mg creatinine) ranged from 19.4—20.8 for
Other 1(1.4%) Day 2 and 18.0-21.5 for Day 3 for the 4 products.
BMI (kg/m?) 27.30 (4.57) * During ad lib use period, the average consumption was 6—-8 quids with 23.6-27.5 g total MST used, and 48-53 minutes

per use each day across the 4 products.
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