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Abstract

Background: FDA in its Draft Guidance for new tobacco product applications suggests that Study Methods: . Change in Cigarette Smoking by Week % of Total Sample Reporting No, Single, or Multiple Tobacco Use by Week
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manufacturers include information regarding “...the frequency with which consumers use the Participants were assigned to a single VERVE® form (Discs or Chews) at screening. Participants VER\FE;SGD;SCS Group e 2 VERVE® Chews Group week 1 | Week 2 | Week 3 | Week 4 | Week 5 | Week ¢
product, and the trends by which consumers use the product over time” as well as “effects scored a three or higher on a 6-point “intention-to- try” scale for VERVE® Disc or Chew 001 |G g 6211 no,  Ehesed 6207 % Base (Completed Phase 2) n=517 | n=517 | n=517 | n=517 | n=517 | n=517
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on... switching behavior...and dual use.” VERVE® Discs and Chews are oral tobacco-derived products prior to enrollment in Phase 1. During Phase 1, participants tried 2 branded flavor 3 600 53;20\56;5//—‘\“’:8,,/*\52!42 o0 /mﬁ,,*—-\‘f’j T T%‘E‘é;‘%_gs’[‘;.lgei‘gﬁ“’rs 1 T o T o T a0 T ess T g
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nicotine products that users chew and discard. varieties (Green or Blue Mint; 1 per day) of their assigned form during a two-day trial. = . 0o | 0% 27 Cigarettes only i _ 0.19 | 039 0.39 135
Method: To characterize VERVE® Discs or Chews use behavior and its influence on other Participants returned for a post-trial visit. Only those who scored a three or higher on a 6- g ?tl;egjntogzclfvc;pr])odu&s only 016
. . . . . 400 - | excluding ® Discs/Chews an - . -
tobacco use behavior, including switching and dual use, we conducted a 6-week, 2-phase, at- point “intention to use” scale continued to Phase 2. During Phase 2, participants had access 2 e ciaretes)
home use study in 517 adult cigarette smokers not planning to quit. Participants expressed to both flavor varieties of their assigned form and chose the amount and varieties to take chEu 00 o B 00T s l(;r‘fg;it:i;;th“ tobaceo 0.19 | 0.19 .
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interest in trying VERVE® products prior to enrollment in Phase 1 during which they tried two home and use over 6 weeks. Daily surveys captured amount of cigarettes, number of VERVE® 5 2001 15.63 1523 1454 1680 L, 00 ‘ﬁg.“_ BT s sm e U VERVE® Discs/Chews + 780 | 005 | e3%6 | 6654 | 6557 | eaai
. . o o — i S — 10.94 . ~ ] ) . ' . . . . .
flavors (Blue Mint or Green Mint; 1 per day) of VERVE® Discs (n=256) or VERVE® Chews Disc or Chew pieces used, and other tobacco use. S g | 1562 1602 | 13 TM.___. S Sy W49 3%?;3;5@5 S Ta—
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(n=261). During Phase 2, participants had open access to both flavors of either VERVE® Discs 1055 g0 | oses L, 703 5 ; 10.73 881 g5 O 766 766 other tobacco products 203 464 | 503 | 503 0.19 >.30
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or Chews and chose the amount to take home and use over 6 weeks. Daily surveys captured tudy Design and Measures Post-Trial: Dayl  Day2  Weekl Weck2  Week3  Weckd  WeekS  Week6 . pay1 | Day2 | Weekl  Week2  Week3  Weekd | Weeks | Weeks VERVE® Discs/Chews +
number of cigarettes, number of Discs or Chews (by variety), and amount of other tobacco Phase 1 | gehavioral Phase 2 % No Cigarettes % Decrease % Stay the same % Increase % No Cigarettes % Decrease % Stay the same % Increase ;iadrittzs + ofher tobacco 19.73 | 1o47 1393 1 1296 1 1103 1 1044
products (e.g. cigars, e-vapor, pipes etc.) used per day. An end-of-study survey captured Screening: Trial:| ™" Week Extended 4 N e ey "8 | 1% |2 [] a0 | aw | osee | Basedona20% | CEWETCEUCCIRNME | a0 || 20 || 3% | 40 | s0% Did not use any tobacco ] - 0.19 0.39 0.58
current tobacco use status and quitting intentions. - o *Daily diaries Use: Study-End: Net decrease s | s || % | 7% | 6% Thgehs::g'lg OF [ 'Netdecrease k s || st || 7 | ese | s products :
. - - 3 No cigarette smoke 26% 26% 26% 26% 26% No cigarette smoke 20% 20% 20% 20% 20% ®
Results: By Week 6 of Phase 2, 23.2% of smokers switched to VERVE® (e.g. reported zero -Demos "Amount of -Daily automated e-mails TR e v T [ o [ e | o e e ([0 [ o | a0 | o Amount of VERVE® Product Use
cigarettes), 59% reported a 20% or greater decrease from baseline in cigarettes smoked per “Tobacco Use History ::]Ztcﬁg;c::f; -Amount/Frequency of -Quitting intent e e s o [Pl o [ [ Kot e o poe e [ o [ e < Average # Used per Day by Variety
day, 11.4% remained the same, and 6.4% increased smoking. Eilitg;gclin::n[t)iscs | use Test Pifdtictand '(ﬁjeaionst_ftUhS_e VERVE® Discs Group
Conclusion: A large portion of study participants dual used VERVE® with cigarettes; however, Chews Liking scores .gﬁz;ewe;kly ounta bz:a:?;rzw' ching SUMMARY Zso
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the majority either reduced smoking or switched completely after they started using VERVE® + Product Intro- forLeStt frequency of other Behavioral Outcomes of Dual Use, Smoking Reduction, and Switching — Study End = By Week 6 of Phase 2: S g |55 617 590 — 618 535 610
under these open access conditions. This is an interesting result given that participants had *Behavioral Intent ProgHe tobacco use \_ Y, ) Ove:(-zoo/f Of/zgs/?és[)had Svgfhed from cigarette 2 s26 6 ST0 560 543 560 s
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no intentions to quit smoking at screening. These results suggest that use of VERVE® can _ Over Sg% of participants had reduced cigarette A 40 1
coincide with reductions in cigarette smoking, and possibly complete switching among adult Q' Behavioral Intentions: Intention fo try, use, dual use, switch to the test product smoking by 20% or greater. .,
cigarette smokers who express initial interest in trying and using the product. Q' Liking score: 7-point hedonic liking scale _ “Started using” VERVE® Discs or Chews 100% 100% 100% = VERVE® Disc or Chew use remained relatively ~
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O Amount: # of Verve® Discs/Chews per day; # of cigarettes per day; Frequency: # of days per week stable across the 6-week usage period, with little 09
O Quitting Intentions: Intentions to quit cigarettes/all tobacco in the next 3 months (screening) or 30 “Started using” ' VERVE® Discs or Chews 74.8% 71.5% 78.99 . 2o ’ 10.0 -
days (study-end) AND still? using cigarettes (Dual Use) G0 o S variation between form or variety in amount of Average # Used per Day by Variety
Stlldy Sample DlSpOSlthHZ “Started using” ' VERVE® Discs or Chews AND reduced® cigarette smoking e 5 6012 consumption. 2 20 VERVE® Chews Group
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88 Product-Related’ DEMOGRAPHIC G G Tobacco Use Behavior Discs Chews Other tobacco product use N = 270 N = 133 N = 137 = Gradual declines in the percent of total sample £ 10 479 490 485 309 326 489 5.07
41 Time Commitment? CHARACTERISTIC =roup =tk i Group Group ——E— d in cigarette smoking behavior and dual
Reported at Screening Group Group Completely stopped using all “other” tobacco products? 78.2% 76.7% 79.6% engaged In cigaretie Smoking benhavior ana dual g
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ase _ Gender °1.6% Female °0.27% Female Smoking Frequency 84% Daily 76.6% Daily ? Reduced defined as 20% or greater reduction from number of cigarettes reported smoking in past 7 days at screening Intentions to continue using VERVE® 00 T T T T T T
3 Day 1 Day 7 Day 14 Day2l1 Day28 Day35 Day42
266 Noncompllant Age # Days Smoked in Past 30 26.7 + 6.5 26.3 + 7.2 4 Stopped using other tobacco products defined as no use (other than cigarettes and VERVE® ) during Week 6 Discs or Chews — End of Study — Blue Mint Green Mint
Total Sample 18-24 10.2% 12.3% (mean + S.D.) - - 94% of current VERVE® SUMMARY
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Total Sample (Per Protocol) 6-Week= 517 35-54 46.1% 49.5% BASELINE smoking value) Conclusions Dirodhono inho fitare | | Sroking Related Reono, continued interest in
VERVE® Discs= 256 55-64 14.8% 19.2% Current Past 30-day Use of Other Tobacco (% of Sample) , - : : _Cut back/auit smoking-58% VERVE®Disc or Chew use
VERVE® Chews= 261 . = A large portion of study participants dual used VERVE® with cigarettes; . Cation o g
Median Age 38 years 38 years E-Vapor 32.8% 31.8% RS . . Over 40% of the total atisly nicotine cravings-597 at the end of the study
1 . - . . . | | | however, the majority either reduced smoking or switched completely after sample said they would | | -Less harmful to others-45% . ’
Product-related reasons: Did not use test product during trial or not willing to use test product again Race/Ethnicit 68% W hite. 18% Black 71% W hite. 20% Black CI ars 38 70/ 39 5c;y . ® , 0 .I:' h h I d d
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3Nopcompli§nt: Did not respond to 5 or more daily surveys in a row, or missed >2 day 7 surveys, Education 65.2% Some College+ 64.4% Some College+ Pipes (included water pipe) 16.4% 21 5% y g p . Discs/Chews General Reasons: Smoking reduction nicotine
despite reminders or did not complete at least 36 daily surveys. ) | ™ Thls IS an |nterest|ng result glven that part|C|pan‘tS reported no |nten‘t|ons ‘to ) —Convenient/ea_sy to use-55% . . ’
. Employment 75% Employed 72.8% Employed Chewing Tobacco 7.8% 10% . . . Over 30% of the total -Has a flavor | like-49% Satlsfactlon, and
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