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Introduction Study Design Materials and Meth

This was a prospective observational study to assess

* Premarket and modified risk tobacco product applications - - i . e . .
require information on how market availability of the new Figure 1. Study Design Schematic R — 8-Week Subject Study Duration ------------------ > StUdy IP use over time in a “real-life Settmg' The deglgn
tobacco product(s) will affect tobacco and nicotine ) was an open- a_lbel, 8—_week StUdY’ gonducted al m_ulﬂple
product selection and use behavior of current tobacco ICK1 ICF 2 | $————————_ Diny sites geographically dispersed within the US. Subjects
CONSUMETs. | | were provided the Study IP for ad libitum use over a six-

- Multiple lines of evidence indicate that it is the Web-Based | CATI | ¢ 0 | pap 6-Week Actual Use Period (AUP) i week AUP In their real-lite, naturalistic environments and
combustion of tobacco during smoking rather than the Pre-Screen | Pre-Screen | | n th_e context of typical consumer marketmg_ materials.
nicotine that exposes tobacco consumers to the most * Study IP Distribution b Tweek 0] 1 T 3 4 i 5 6 7 Subject-reported consump_tlor_\ of_Study _I P, cigarettes, ana
risk. If the tobacco product is not burned during use, risks BAP = Bascline Assessment Period = — o = 2 other TNPs (el-(g-l, eleftLonlc nlcct)tme delivery I
associated with exposure to toxic chemicals generated 2‘1%1 l?gljsijnuetisi:::il?;:;t TQ;:;:;.::E,;Z ! L’—I \—’—I Z)é?;i?(s)n Ssth)d ; desssig(r)w ?;ﬁ%eefggngaiﬁ Iazfgﬁf:el . Further
during combustion are potentially decreased. — End-of Studv ] . . . . '

 This gtudy was designed to evaluate how US adult E?)%=Elc:lse f()?xttlilgriud - ‘ = 2 PEQ-/P[Q ‘ This study was not intended to_cc_)nﬁrm orreject any
tobacco consumers (21-60 years old) used Velo Pouches ICF ~Informed Consent Form ESQ hypotheses; therefore, the statistical analyses were
(Study IP), a novel oral tobacco leaf-free nicotine pouch, PEO - Praon Expemm ouestionnaires Ay — = ‘ descrlptlye IN nature. Summary statistics for categorical
over a 6-week actual use period (AUP) in their real-life PUQ = Product Use Questionnaire | and continuous data were performed (1.e., means,
naturalistic environment and in the context of typical ZE\==SEEr:1i?tmg and Enrollment Visit frequencies, percentages, and other appropriate summary

consumer marketing materials. statistics of the data captured In this study).

* Intotal, 1,105 regular smokers of cigarettes (had smoked Results _ . . .
>100 cigarettes in their lifetime, smoked an average of =5 Note: The Full Analysis Set (FAS) was the primary analysis

set for analyses reported herein. These subjects met all

50% at the end of the AUP.

20 Acknowledgements

* The data presented herein was generated and analyzed

3. Descriptive weekly average CPD consumption per subject
among all subjects who complete the study, including both

cigarettes per day [CPD] on days smoked, and smoked - - - - _ _ yor _ el
on 20 days of the past 30 days) were enrolled in this Ei 1 Studv D hi Figure 3. broportion of %‘fgg‘ftﬁy""v@geiecame =stablished velo inclusion criteria and no exclusion criteria, documentec
study. Enrolled subjects met all the inclusion, and none of igure 1. study Yemographics 70 consumption of at least one cigarette during the 1-week
the exclusion criteria and signed 2 informed consent 61.9 baseline period, and documented consumption ot Study 1P
fOrms L 50 during the six-week AUP.
) = Male 36%
o ' ' I » Female 64% £
Sul_ojects could choo_se up to five (out of 12 available) IP Race E @ Resu |tS (CO Nntinu ed
variants to use at a time and were allowed to use other rrhite S4% L. 50 _ |
commercially available tobacco and nicotine products +Other 7% 7 * The FAS was largely comprised of female (63.7%), White
(TNPs). S 40 (53.5%) subjects aged 31-49 years (57%), and
- Daily TNP use was recorded in a smartphone-based e é predominantly CC smokers (35.8%) (Figure 2;
eDiary during a 1-week baseline period and throughout . 31-49 57% S 4 percentages have been rounded).
the AUP. - 20760 37% o « Approximately 61.9% of study subjects became
+ Site visits were scheduled periodically to review eDiary s e enone amer iy . “established users” of Velo pouches, defined as using
compliance, complete interviewer-led questionnaires, Dual CCr and Vaping 16.1% 2100 pouches over the 6-week AUP (Figure 3).
and dispense additional Study IP/return used Study IP ks 12om | oustibie Tobaceo + Approximately 15.2% of subjects reduced their
containers. oual o and el 2 10 combustible cigarette consumption by 25_0% at week_6 of
] ] h . o R b i the AUP (compared to baseline week) (Figure 4). This
TNP: Tobacco or nicotine-containing product; SEV: Screening and Enrollment Visit; CC: Combustible Cigarettes . .
ObJeCtlveS and En « “poly-usage” and “dual-usace” refer it (age 21 i 0 percentage increased to 20% among established users
Poly-usage” and “dual-usage refelr to a_tranmtl::u_'nal plerlcrld where adultl,ageﬂﬂ cu|_15ulr'rller5 nftramtmnaltuban_:n prnductﬁ_mmre k 1 Week 2 Week 3 Week A Week 5 Week 6
. . . tm:f-rarflﬂﬁcun&pletg_qu:fclj t?tlpntglitﬁllz_rtﬁd.utieq rnisk nIC{lTI:..itI'_IE products by reducing tradrtional tobacco consumption and adding Wee (nOt Shown)
Prl mary ObJeCtlve S e @ Tl CONSTmpHon. Established use is defined as using 2100 pouches over the 6-week AUP . .
« Describe the acceptance of Study IP and the pattern of * The mean CPD decreaseq from Approx imately 12 (during
cigarette consumption in the context of Study IP Figure 4. Categor(igfocl)jfocl;tli)[)n;?eb(i/uviteigﬂ among Subjects » Figure 5. Mean CPD Smoked among Study Subjects, by Week the baseline week) to 9.5 in week 6 (Figure 5).
availability among current regular cigarette smokers. 2No Decrease ® 0% and <30% = >30% and <50% SE0% | Conclusions
Primary Endpoints: — _
| | 120 1. + Among a significant proportion of adult tobacco users
1. Number and proportion of subjects who meet the 16.0% o > - in this study, the use of Velo Pouches was well
definition of “established users” of the Study IP (defined ' 17.9% 010.0 accepted.
. 17.8% [ 19.4% 5 10.0 P . . .
as using 2100 pouches) over the 6 weeks of the AUP. = 9.7 9.7 9.6 0.4 9.5  When used In real-life settings, Velo Pouches have the
% . . . .
2.Number and proportion of subjects among “established g 80 potentlai 0 posmvel)_/ |mpqct public health by
, . . T decreasing combustible cigarette consumption.
users” who reduce their CPD consumption by at least g
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2
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established and non-established users of Study IP. In studies commissioned by RAI Services Company and

2.0 .
L . conducted by Cerner Enviza.
Secondary objectives and endpoints, as well as exploratory . The authors thank Christine (Chris) Campbell for her
endpoints were also assessed in this study (data not Week 1 Week 2 Week 3 Week 4 Week & Week 6 0.0 | valuable contributions to this work.
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