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Objective & Framework

Abstract Background

FDA's new comprehensive tobacco and nicotine strategy acknowledges the risk continuum and fosters innovation
in noncombustible lower risk tobacco alternatives. Risk perceptions play a role in trial and/or adoption of potential » Tobacco product risk perceptions are associated with initiation and cessation.*’ Understanding
reduced risk tobacco products, suc_h as e-vapor. Therefore, it is important for research to assess risk perc:eptlon?B  Between 2012 and 2015, there has been an increase in perceptions of e-cigarettes as being equally or more ; Rislt<-
of tobacco products across a continuum of risk. In the present research, we examined the effect of MarkTen : 4 . - - : erceptions
. . : . . harmful than cigarettes. To examine the impact of promotional
promotional materials on adult tobacco users (n = 1,688) and non-users' (n = 1,252) perceptions of risk. materials on absolute and relative risk . .
Participants were assigned to one of two conditions, each with a different level of exposure to promotional  The FDA premarket tobacco application (PMTA) draft guidance for electronic nicotine delivery systems (ENDS) perceptions o |
materials. The first condition exposed participants to a full assortment of promotional materials, whereas the recommends that consumer perception studies “should address how consumers perceive product risk and F;e'at"’e,R'Sk Absolute Risk of
second condition exposed participants to a pack shots. Participants completed pre- and post-test surveys include consideration of packaging and labeling,” and the evaluation of “perceptions of product risk, (should be) erceptions Total Health
measuring relative risk perceptions. Roughly 40% of adult smoker subgroups and 50% of non-users indicated that both absolute and in comparison to other categories of tobacco products, as well as to quitting all tobacco use.”
® . . . ..

MarkTen_ e-vapor/e-cigarette products are equally or more risky than cigarettes. Pre-post changes were rr_ummal * The current study shows how ALCS assesses risk perceptions to address the recommendations in FDA's draft Absolute Risk
and no differences were found between the two conditions. These results support a growing body of evidence : General & Specifi

. . . ; . o guidance. eneral & Specific
showing misperceptions of risk among adult smokers. For tobacco harm reduction to be successful, itis critical that Diseases
adult smokers have access to truthful and accurate information about relative risk to make an informed choice.

Design & Procedure Study Groups Post-test relative risk: Risk perception of MarkTen® No difference in risk perception for individual Relative Risk: Significant increases in proportions of
. Quasi-Experimental, 40-minute online survey* Qualified adult participants of legal age to purchase tobacco were placed into one of five was ranked higher that quitting, and_ never using flavors/ngcotlne variants when compared to partmpants perceiving MarkTen™ as equally as risky
- Participants were recruited from a variety of non-probability sampling methods, including | groups* (N =15,374): tobacco and ranked lower than smoking, dual use MarkTen" brand or e-vapor category. than cigarettes in all subgroups except never users and
online, e-mail, phone, and in-person - Adult smokers not planning to quit smoking (ASNPQ; n = 841): Reported (1) smoking and using smokeless tobacco. LA-24 users after viewing promotional material.
« Recruitment matched the U.S. population on major demographic variables (gender, age, cigarettes in the past 30 days, (2) now smoking cigarettes “every day” or “some days” (3) g ok (o 1t | | ) )
race/ethnicity, education, and region) using quotas from PATHS has smoked 100+ cigarettes in their lifetime, (4) not planning to quit smoking cigarettes N g Vi eren iy L — - —
. . . " . [ 11 [}] mokIng clgarettes catly USIng other closed-system EV _ (415) _ (423) _ (426) _ (417) _ (425) _ (424) _ (410)
« Datawere collected between February 2017 to April 2017 within next 30 days, (5) not using EV in the past 30 days, and (6) not using EV “every day” or o e A I v ——— ¢ e — Risk Perception of MarkTen® relative to Smoking Cigarettes — Full Exposure
“Some dayS MarkTen® Harvest Blend 2.5% . . ) ) ) T -
T « Adult smokers planning to quit smoking (ASPQ; n = 847): Reported (1) smoking cigarettes vt trondcigreses | v e . . . . . MarTen® Wintr Mint3.5% — e e 0%
Dussen, Fomnes, and Mover Tbaceo Usemn) in the past 30 days, (2) now smoking cigarettes “every day” or “some days” (3) has smoked sing opn-system v - EN- EN- EE- EE- EN- EE- W W W, — | —c, | e
5 . 100+ cigarettes in his/her lifetime, (4) planning to quit smoking cigarettes within next 30 R BN BN EN- EE- BN EE- EE- e —— o — - ” - 5 “ | 8 oo
g : : ) P g q _ ) g g ., ) . Using Marken® daily ' ' ' ' ' ' MarkTen® Bold Classic 4.0% B, BN N B B ) B . ‘g ’
SCREENER days, (5) notusing EV in the past 30 days, and (6) not using EV “every day” or “some days BN BN BN BE- BEE- BN BE- e | o | S a0%
(Intentions 1o quit smoking & tobacceo ﬂ!vrwﬂt:: use cigareties & other nicoting products) o Ad It (EV . —_ 841 ). R t d 1 H EV d t th th t 30 o (:91) (:Z) ;361) (6371) (:1) 5(10} (:2 R
. = ult e-vapor users (EV users; n = 841): Reporte (1) using product within the pas s e e EEe BN e e . VarTen®Boubon Bend25% NN G N S M — — |
SRETEST days, (2) now using an EV product “every day” or “some days”, and (3) using an EV product e - E ) N
: . . Using NRT s2 ¥ 56 55 50 % 50 % 5.6 50 %k MarkTen® Bold Menthol 4.0% 6.0 6. 5.8 59 71 6.6 6.1 %
(Intentions to try, use, dual use, switch: Risk perceptions) On a CO”S'Stent baS|S. - | = ;3:) E— (ZO’ = 5‘3:) E— ‘3:) I ;267) I :24’ — (267’ Pre  Post Pre  Post Pre  Post Pre  Post Pre  Post Pre  Post Pre  Post
o - - - 1 Completely quitting all tobacco - 34 * - 37 * - 3.5 * . * . 33 % - * - 34 X% MarkTen® Smooth Classic 2.5% (2.7) (2'7) (3.01 (3'2) (2.8) (3.2) (2') (:j:’g) (/:1531;(31) l:E\r::zjlszeér)s For(::zzllf)ers Ne(\r:i;l;;‘)ars L/-\(-nZ=44l;:rs LA_Z?n’:Z;;)Jsers
mw_m!m A_dult form_er tot_Ja_cco_ users (Former Users,_n 841)._ Reported (1) having smoked 100+ o6 Gt Ose 25 N N W m— — —
cigarettes in their lifetime, used EV on a consistent basis, or used other tobacco products on W Wl e Beox Heox Elex Wl MerTen® Smooth Menthol 4% NN 35 NN O NN S NN O N, N — | | o | |
PROMOTIONAL MATERIALS PROMOTIONAL MATERIALS . . . . . o - o o . . oy m MT ranked less risky than Cig MT ranked equally risky as Cig MT ranked more risky than Cig
FULL EXPOSURE RE.DUCED EXPOSURE a CO”S'Stent baSIS, (2) nOt USIﬂg any tObaCCO N the paSt 30 dayS, (3) nOt NOoOw USIﬂg any (Aszﬁ;g) (A=S:1Q5) EV Users (n=426) For(mzezll;s)ers Ne(ve=r4l2J;v)ars L/A(-zigz.)ars LA—Z?I;IZS(—);Jsers MarkTen® Mardi Gras 2.5% BN, N, S, S, ., -, -
At o, P e i (Picture of lneup of EV products) tobacco products “every day” or “some days”, and (4) not having used any tobacco product s | osea | @b | fomertien | NewrUes | 620U | U28ton e
. = = for six months or more o - o . . o 1 . . . e L , L .
. Adult never tobacco users (Never Users: n = 840): Reported “No” when asked if they had Indlcate_s a statistically significant difference between Using MarkTen" daily Dgta presented here are from post-test full exposure conditions. Sample size Statlstlc_ally significant at p < 0.05, McNemar’s Exact Significance (2-tailed),
POST-TEST TR . : —)= _p ) ; y and the indicated behavior is in parentheses. comparing Pre vs. Post
(Intentions to try, use, dual use, switch, Risk perceptions. Appeal assessment ever tried “cigarettes or other tobacco products including e-vapor or cigars” even once, or
< reported all of the following: (1) not using tobacco in the past 30 days, (2) not using tobacco Relative Risk: Significant increase in proportion of Relative Risk: Significant increase in proportion of Absolute Risk: MarkTen® is perceived as
SURVEY EXIT QUESTIONS AND DEBRIEF every day” or “some days”, and (3) neither having ever used cigarettes, cigars, or oral . . . ® . . . ® , " : : -
(Demographic and psychographic questions. and debref) T - : participants perceiving MarkTen™ equally or more participants perceiving MarkTen™ equally risky as significantly less risky than smoking cigarettes
tobacco to its lifetime threshold criterion nor any other tobacco products on a consistent . : AR : "
basis risky than NRT in all subgroups but LA-24 non- quitting in all subgroups but EV users and ASPQ across all disease conditions and health outcomes,
*No communication of risk messaging. All stimuli communicated mandated warning. *An oversample of Legal Age-24 year old users and nonusers (LA-24; n=1,681) was also included USEers afterwewmg promOtlonaI material. afterwewmg pmmOtlonaI material. but still percelved as havmg risk. pverage Rk Likeihood
Nicotine addiction ;i?;::: _5 " o _50 _70 _76 _52 _68
] ] ] Risk Perception of MarkTen® relative to NRT — Full Exposure Risk Perception of MarkTen® relative to Quitting Tobacco — Full Exposure Harm to baby (pregnant/nursing) 55_ 54_ 47_ 66_ 76_49_ 68_
Digital Video Spot Measures e W — — — —
Relative Risk Perceptions were measured with 11 separate items at pre- and post- st | g 3% - . 36% . © o 3% 80% 1 Discolored teeth or decay fr DN CWE ER e e
WARNING: This product contains nicotine - " 4% 45% T 42% 51% 4°% 529 46% ’ 52% 47% g 62% 7% 66% 66% 65% 62% 70% % 69% 64% 60% 67% SN N N NN EEN e s
Nicotine is an addictive chemical. teSt E 0% g 60% - 73% 0 72% ° 73% Lung Cancer p p p = = 0 =
Please rate each item for the risk you feel it could pose to a person's health. : s 1% e ros 365 ; 2% - Bad cough C o )
> Smoking cigarettes daily 5 4% 1T N ° a% 9%y 4 e 3% | Lo s e o 2% 295 ! . N N N N N N
> Using both MarkTen® e-vapor/e-cigarette products (with prefilled, manufacturer-sealed cartridges) and cigarettes, 205 20% | =" e e 16% 22%  20% 26% gy 24% [ Trouble caching breath “ “ o g e @ g
but on separate occasions Worsens existing illness B BN N S S S E—
.m' - e » Completely switching from smoking cigarettes daily to using MarkTen® e-vapor/e-cigarette products (with prefilled R N S N S - —— Pre  Post Pre  Post Pre  Post Pre  Post Pre  Post Pre  Post Pre  Post | R A
e L cartridges, manufacturer-sealed cartridges) daily o e ] o e e e w0 s e e rormer s e e st entier Heart disease/heart attack @ i 7 z z o e
~rFy W : > Using MarkTen® e-vapor/e-cigarette products (with prefilled cartridges, manufacturer-sealed cartridges) daily (r=s22 (n=423 (n=426) (n=a17) (n=42) (n=t24 (n=410) Mouth Cancer MENNEN NN N N N —
' e . '.". » > US|ng MarkTen® [INSERT FLAVOR/NICOTINE LEVEL] e-vapor/e-CIgarette prOdUCtS (W|th pl‘efllled Cal‘tl’ldges, = MT ranked less risky than NRT MT ranked equally risky as NRT MT ranked more risky than NRT m MT ranked less risky than Quitting MT ranked equally risky as Quitting MT ranked more risky than Quitting Harming someone nearby 44_ 40_ 32_ 54_ 64_ 36_ 56_
-y |'! !' E manufacturer-sealed cartridges) daily
Ll & - Print > Using other e-vapor/e-cigarette products with prefilled, manufacturer-sealed cartridges daily BP0 pnpa oei2s) v usrs | FoTmerUsers | NeverUsers | L4 Users | 124 o s
» Using e-vapor/e-cigarette products with refillable cartridges or tanks that you refill with e-liquid daily " : . S : :
VIAINING: Tiie product oonteins Rieotine. - . - . Under Full Exposure condition, there is statistically significant difference in
Nlanlmn is an uddvlc_ll_ve c'hcmlcal (compi Iation of ; 3::29 f)r:|0kae||§§(s)(§O:r?§cE)orlg dfd/;qﬁg’f:’;ggﬁ\,\(lll:ng,sZacﬁgz/ggogvgtstﬁgIlé/o nter smoking cessation medication. as *Statistically Significant at p <0.05, McNemar’s Exact Significance (2-tai|ed), *Statistically Significant atp <0.05, McNemar’s Exact Significance (2-tai|ed), absolute risk perceptions between cigarettes and MarkTen®XL across all
X g ony g bP “the-col 9 ’ comparing Pre vs. Post comparing Pre vs. Post general and specific diseases and all subgroups (p < 0.05).

marketi ng mate rials) directed, for quitting smoking (Nicorette® gum, the patch, etc.)
» Completely quitting all tobacco use
» Never using tobacco products

« Participants responded to items on a 10-point scale, with the end-points labeled “0 - - -
(No Risk to Health)” to “9 (Great Risk to Health)". All relative risk items were leltatlons
presented on the same screen and participants were able to change their ratings

throughout the exercise. ltems were randomly presented to mitigate order effects. , . , , _ , * Cross-sectional surveys do not allow observation o risk perception changes over
« The ratings were converted to relative rank scores for each participant, with a value ) Desplte_the ability to differentiate relative risk O.f MarkTen® \(/)vhen compared to time.
of “1” assigned to the item with the lowest rating and a value of “11” assigned to the conventional tobacco products, NRT, and cessation, nearly 40% of adult smokers * This study assessed outcome measures after a single-exposure to promotional
item with the highest rating on the 0-9 scale. ltems could be rated the same. indicated that MarkTen™ e-vapor products are equally or more risky than materials. It is unclear how repeated exposures or other external factors under
Picture - Relative risk rankings were created by separately comparing risk of cigarettes with cigarettes after viewing promotional materials. “real world” conditions mightinfluence risk perceptions.
_ three tobacco use behaviors: Candidate product (MarkTen®, NRTs, & quitting). e Our results support a growing body of evidence that adult smokers who do not
(line-up of EV products) currently use e-vapor products are more likely than current e-vapor users to

Absolute Risk Perceptions of diseases or health outcomes were measured with 11 believe an e-vapor product (MarkTen®) is more risky than cigarettes. -
separate items at both pre- and post-test: C O n CI U S | o n

How likely is it that these things will happen to a person who only [uses Mark Ten® e-vapor/e-cigarette products] daily? * Since risk perceptions play a role in future tobacco prOdUCt use ChOiCGS, it is : ) :

How likely is it that these things will happen to a person who only [smokes cigarettes] daily? critical that adult smokers have access to truthful and accurate information about E-vapor products have the potential to play an important role in tobacco harm
> Risk harming health relative risk to make an informed choice. reduction particularly if smokers have accurate information about the relative risk of
iwiteied different tobacco products. Currently, not all smokers have the accurate relative risk
» Heartdisease/heart attack information that may be needed to transition to less risky products.

» Nicotine addiction
» Discolored teeth or decay
» Harming someone nearby (i.e., second-hand smoke)
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