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CONFIDENTIAL – FOR DISCUSSION PURPOSES ONLY

PRESENTATIONS ARE INTENDED FOR INFORMATIONAL PURPOSES ONLY. STATEMENTS OF FACT AND OPINIONS EXPRESSED ARE
THOSE OF THE PRESENTER ONLY, AND ARE NOT NECESSARILY THE OPINIONS, POSITIONS OR POLICIES OF REYNOLDS AMERICAN
INC. OR ITS AFFILIATES (“REYNOLDS”). REYNOLDS DOES NOT ENDORSE OR APPROVE, AND ASSUMES NO RESPONSIBILITY FOR
THE CONTENT, ACCURACY OR COMPLETENESS OF THE INFORMATION PRESENTED. THESE MATERIALS MAY PRESENT CONCEPTS,
EXECUTIONS, IDEAS AND THEMES THAT ARE NOT LEGALLY PERMISSIBLE (EITHER IN WHOLE OR IN PART) OR ACCEPTABLE IN
CERTAIN JURISDICTIONS, OR WHICH MAY INFRINGE THIRD-PARTY RIGHTS. THIS PRESENTATION MAY CONTAIN REFERENCES TO
LAWS AND REGULATIONS THAT MAY CHANGE OVER TIME AND SHOULD BE INTERPRETED IN THAT CONTEXT.
THIS PRESENTATION IS INTENDED FOR SCIENTISTS AND POLICYMAKERS. WE ENCOURAGE PERSONS INTERESTED IN TOBACCO
HARM REDUCTION TO CONSIDER ALL POINTS OF VIEW AND SOURCES OF INFORMATION. REYNOLDS DOES NOT MAKE HEALTH
CLAIMS REGARDING ITS BRANDS. NOTHING CONTAINED HERE SHOULD BE MISCONSTRUED TO THE CONTRARY. TO THE EXTENT
THAT THIRD-PARTY SOURCES ARE REFERENCED, NEITHER THE PRESENTER NOR REYNOLDS IS RESPONSIBLE FOR THE
CONTENT OF REFERENCED SOURCES AND THE VIEWS EXPRESSED MAY NOT REPRESENT THE VIEWS OF THE PRESENTER OR
REYNOLDS. NO TOBACCO PRODUCT IS SAFE, ALL TOBACCO PRODUCTS CONTAINING NICOTINE ARE ADDICTIVE. YOUTH SHOULD
NEVER USE TOBACCO. SMOKERS WHO ARE CONCERNED ABOUT THEIR HEALTH SHOULD QUIT.
THE TOPICS, CONCEPTS AND OTHER INFORMATION DISCUSSED HEREIN ARE NOT FINAL, ARE SUBJECT TO CHANGE AND/OR
CANCELLATION AND MAY BE FOR ILLUSTRATIVE OR THEORETICAL PURPOSES ONLY. NO DEFINITIVE PLANS OR COMMITMENTS
SHOULD BE INFERRED FROM THESE MATERIALS AND ANY PROPOSED PLANS OR COMMITMENTS ARE SUBJECT IN ALL RESPECTS
TO APPLICABLE INTERNAL REVIEW AND GOVERNANCE REQUIREMENTS AND LAWS AND REGULATIONS IN RESPECTIVE
JURISDICTIONS.
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Agenda

 Vuse Alto and the FDA

 Role of flavors in smoking cessation

 FDA current position on ENDS flavors

 Tool for assessing public health interventions

 Impact of Vuse Alto Menthol 
REACH / EFFICACY / IMPACT

 Unintended consequences of removing Alto Menthol

 Conclusions
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VUSE Alto Marketing Granted Orders
Received on July 18, 2024

Alto Device

Golden Tobacco & Rich 
Tobacco Cartridges
1.8%, 2.4%, 5.0%

Submission, 
Acceptance,

Filing

Sep – Oct
2020

Based on my review of the subject 
PMTAs and the available evidence, I 
find that permitting the marketing of 
the new products… is appropriate for 
the protection of the public health.

FDA (2024). PMTA Technical Project Lead Review, 
PM0000973.PD1, PD2, PD3, PD6, PD7, PD10, PD11; 
emphasis added.  

Deficiency

MARKETING 
GRANTED 
ORDERS

May
2023

July
2024
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Vuse Alto Menthol Cartridge
1.8%, 2.4%, 5.0%
2-pod, 4-pod, 6-pod 
configurations

Vuse Alto Menthol

Alto Device Alto Menthol Cartridge

5



DRAFT – CONFIDENTIAL – FOR DISCUSSION PURPOSES ONLYDRAFT – CONFIDENTIAL – FOR DISCUSSION PURPOSES ONLY

Role of flavors in smoking cessation 
(PATH Waves 1 – 4)
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Adjusted Odds Ratio of smoking cessation: 
Flavored vs. Unflavored

“…among adults who 
smoked and began 
vaping, the odds of 
cessation for those 
favoring non-tobacco 
flavors were 2.3 times 
that of those who used 
tobacco-flavored 
e-cigarettes.”

doi:10.1001/jamanetworkopen
.2020.3826
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APPH evaluation of flavored ENDS, including menthol-
flavored ENDS, “requires evidence that can demonstrate 
whether [a new flavored ENDS product] will provide an 
incremental benefit to adult smokers relative to the 
applicant’s tobacco-flavored product(s). In particular, 
the evidence necessary for this evaluation would be 
provided by either a randomized controlled trial (RCT) or a 
longitudinal cohort study. The absence of these types of 
studies is considered a fatal flaw, meaning any application 
lacking this evidence will likely receive a marketing denial 
order (MDO)” (2021) 

7

Non-tobacco flavored ENDS 
need to demonstrate an 
impact on switching or 
cigarette reductions 
compared to tobacco 
flavored products

FDA’s stated position
on ENDS flavors
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Metric for assessing public health interventions
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“…in evaluating public health interventions, 
the level of intervention impact must be 
judged as a function of the intervention’s 
efficacy in terms of producing individual 
change, as well as its reach or penetration 
within the population”

REACH EFFICACY MAGNITUDE OF IMPACT

International Institutes of 
Medicine, Promoting Health: 
Intervention Strategies from 

Social and Behavioral 
Research  2000

X =
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Impact of Vuse Alto Menthol
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Alto Menthol has a 
broader reach than 
Alto Tobacco and a 
market comparator 
(Menthol & Tobacco)

REACH EFFICACY

Alto products 
demonstrate a 
robust efficacy in 
switching smokers

MAGNITUDE OF IMPACT

The population impact of Alto 
Menthol far exceeds Alto 
Tobacco and market 
comparators 
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Impact of Vuse Alto Menthol
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Alto Menthol has a 
broader reach than 
Alto Tobacco and a 
market comparator 
(Menthol & Tobacco)

REACH EFFICACY

Alto products 
demonstrate a 
robust efficacy in 
switching smokers

MAGNITUDE OF IMPACT

The population impact of Alto 
Menthol far exceeds Alto 
Tobacco and market 
comparators 

Longitudinal Cohort Study

 Cross sectional analysis 

 Established smokers 
(current or former) who 

use Vuse Alto

Longitudinal Tobacco Use 
and Transitions Survey 

(LTTS)
 Established smokers 

currently using Alto
 30-day smoking 
abstinence captured at 

two-year timepoint

PATH data Waves 6 & 7
 Switching in smokers who 

switched to ENDS

Retrospective Longitudinal 
Cohort Study

 Retrospective consumer 
outcomes

 Subpopulation of consumers who 
reduce cigarettes to 0

P&I – Intent to use tobacco ENDS
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REACH: Cross-sectional survey
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Vuse Alto Menthol 
ENDS have greater 
reach and support 
fewer cigarettes per 
day vs Vuse Alto 
Tobacco

Vuse Alto reach 
in current and former smokers

Cigarettes smoked
per day in dual users

n = 1,066 

Current or 
former smokers 
with >12 months 
Vuse Alto use
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EFFICACY: Longitudinal Tobacco Use and 
Transitions Survey (LTTS) 

Primary constructs of interest

Registered current Vuse users

Waves of data through
24 months  

Tobacco product categories 
captured 

1,483

10

5

7

Complete switching
Switching from cigarette 

smoking defined as no past 
30-day cigarette smoking 

reported at Wave 10 among 
respondents who reported 

smoking at baseline
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EFFICACY: complete switching in LTTS over 
two years

13

Vuse Alto ENDS 
support higher 
complete switching 
compared to a market 
comparator

Complete switching at 24 months

Switching efficacy for Vuse Alto was 
exceedingly high relative to:
• a market comparator with 

an MGO (reported at 24.2%) 
• Published studies on 

tobacco-flavored ENDS (8 – 16%)
 Carpenter (2023). eClinical Medicine 

doi: 10.1016/j.eclinm.2023.102142 

 Carpenter (2011). Archive of Internal Medicine 
doi: 10.1001/archinternmed.2011.492

 Carpenter (2004). Journal of Consulting and Clinical 
Psychology 
doi: 10.1037/0022-006X.72.3.371

 Hughes (2004). Addiction 
doi: 10.1111/j.1360-0443.2004.00540.x
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Analysis
• Evaluated most frequently reported flavor and 

preferred brand of ENDS among those who 
smoked in Wave 6 (n = 326)

• Analyzed rates of switching in Wave 7 among 
Vuse Menthol users relative to tobacco-
flavored ENDS users.

14

EFFICACY: PATH

National survey proctored by the NIH 
and FDA to evaluate tobacco health and 
behavior in the U.S.
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Analytic cohort Definition Sample size

Vuse Menthol Users
Wave 6 cigarette smokers who reported 

their most often used ENDS brand is 
Vuse and most often used ENDS flavor is 

menthol at Wave 7

50

All Menthol ENDS 
Users

Wave 6 cigarette smokers who reported 
their most often used ENDS flavor is 

menthol at Wave 7 regardless of brand 
(Vuse included)

201

All Tobacco ENDS 
Users

Wave 6 cigarette smokers who reported 
their most often used ENDS flavor is 

tobacco at Wave 7 regardless of brand 
(Vuse included)

125

All Tobacco ENDS 
Users (Vuse Tobacco 
users excluded)

Wave 6 cigarette smokers who reported 
their most often used ENDS flavor is 

tobacco at Wave 7 regardless of brand 
(Vuse excluded)

105

EFFICACY: PATH

Breakdown 
of analysis 

cohorts
Switchers were 

identified if they were 
flagged as a "former 
established smoker" 
and had no past 30-

day smoking in 
Wave 7, while 

simultaneously 
reporting electronic 

nicotine delivery 
system (ENDS) use in 

Wave 7
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EFFICACY: PATH
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Smokers who used 
Menthol ENDS 
had higher odds 
(2.4 times) of 
switching 
compared to 
Tobacco ENDS

Evaluated preferred ENDS in smokers 
who switched from cigarettes to 
ENDS between Waves 6 and 7

Research Question: What were the odds of switching for 
Menthol ENDS users relative to Tobacco ENDS users?
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EFFICACY: PATH

17

Smokers who used Vuse 
Menthol ENDS 
had higher odds (8.61 
times) of switching 
compared to non-Vuse 
Tobacco ENDS

Evaluated preferred ENDS in smokers 
who switched from cigarettes to 
ENDS between Waves 6 and 7

Research Question: What were the odds of switching 
for Vuse Menthol Users relative to Tobacco ENDS users?
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IMPACT: Retrospective Longitudinal 
Cohort Study (RLCS)

132 million data points
120 unique locations
49 States

Consumer
database
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IMPACT: Retrospective Longitudinal 
Cohort Study

19

Consumer purchasing data 
tracks consumers who switch 
to other tobacco and nicotine 
products.Purchase volumes for smokers that quit

 24 months of data in the database 
for the unique purchaser ID

 At first observation in the database, 
had purchased cigarettes at least 
once and cigarette purchases were 
≥ 70% of all TNP purchases

 Purchased ENDS during the 
observation period 

 Did not purchase any cigarettes by 
the end of the observation period
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IMPACT: Retrospective Longitudinal 
Cohort Study

20

Substantially more 
smokers that quit 
purchasing 
cigarettes, 
purchased Vuse Alto 
Menthol (47%) 
versus Vuse Alto 
Tobacco (26%), a 
market comparator 
menthol (2.5%), and 
all other pod-based 
vapor products 
(25%).
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IMPACT: Retrospective Longitudinal 
Cohort Study

21

Vuse Alto Menthol 
supports switching 
for both non-menthol 
and menthol smokers

Original CC flavor of smokers who switched to ENDS
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Large proportions of current 
cigarette smokers would only 
purchase Alto Menthol.

Research suggests 
removal of flavored 
products from the 
market would result in 
some users returning to 
cigarette use.1,2

1. Chen (2024). American Journal of 
Health Economics, doi: 10.1086/726003

2. Friedman (2025). American Journal of 
Health Economics, doi: 10.1086/734689

IMPACT: Unintended consequences of 
removing Vuse Alto Menthol
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Projected impact to smokers

23

Vuse Alto 
Menthol 
projected to 
have the 
greatest 
population 
impact

Expected switching among a hypothetical 
population. (1M smokers)

Population impact: estimated from current 
smoker population
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Conclusions

 Vuse Alto Menthol, and menthol-flavored ENDS 
generally, are more effective than tobacco-flavored 
ENDS at helping smokers switch completely away 
from cigarettes 

 Vuse Alto Menthol is more effective at helping 
smokers switch completely than an FDA authorized 
Menthol ENDS.

 Vuse Alto Menthol users smoke fewer cigarettes per 
day compared to Vuse Alto Tobacco

 Vuse Alto Menthol, and menthol-flavored ENDS 
generally, have greater reach than tobacco-flavored 
ENDS

 Vuse Alto Menthol has a far greater established reach 
than an FDA authorized Menthol ENDS

Multiple lines of evidence 
demonstrate the benefit 
of Alto Menthol vs Tobacco 
ENDS and market 
comparators in switching 
smokers.
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QUESTIONS
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