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PMTA Progress To-Date

240
“Covered 

Applications”

>6.5m
PMTAs 

Accepted

~1.2m
MDOs

21
MGOs



Learnings from FDA Actions or Communications

Tobacco

Non-Tobacco

Menthol

High bar to substantiate individual health impact

Higher bar to substantiate population health impact

Unknown due to “unique considerations”



Implications of Agency Actions
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De Facto Flavor Ban

Evidence suggests 
flavor bans may lead to 
unintended outcomes.

Regulation of nicotine 
concentration and flavors 
aimed at decreasing naïve 
uptake may inadvertently 
decrease uptake and 
complete switching among 
smokers, reducing
the harm reduction potential 
of e-cigarettes.(i)

(i) Gades et al. 2022 



Implications of Agency Actions
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Continued 
Misperceptions

Misperceptions on 
relative risk of ENDS 

compared to cigarettes 
has doubled since 2019.

(i) Health Information National Trends Survey (HINTS), 2018-2020



Implications of Agency Actions
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Barrier to 
Innovation

Length of review and 
lack of transparency on 

timing limits product 
advancements and 

diversity of options to 
transition adult smokers.

In this study, adults who 
vaped flavored e-cigarettes 
were more likely to 
subsequently quit smoking 
than those who used 
unflavored e-cigarettes.(i)

(i) Friedman and Xu, 2020



Opportunity to Improve the Process

From To
Lengthy premarket review process 
consuming Agency resources and stifling 
innovation

Population health impact solely assessed via 
experimental studies, behavioral testing, and 
modeling

Accelerate premarket review focused on 
individual health impact – decreasing Agency 
review burden

Substantiation of population health impact 
through Real-World Evidence after MGO

Continued ability to impose strict marketing 
controls, frequent reporting requirements, and 
rescind MGOs that are no longer APPH

Greater Reliance on Postmarket Surveillance



Potential THR Benefit for the US is Profound

POPULATION:

330 M
SMOKING
PREVALENCE:

14%(i)

VAPING
PREVALENCE:

3%(ii)

“[Modeling] projects that under current patterns of … use and substitution, 
[US] nicotine vaping product use will translate into 

1.8 million premature … deaths avoided

38.9 million life-years gained”(iii)
from 2013-2060

(i) CDC, 2020; (ii) Villarroel et al., 2020; (iii) Levy et al., 2021
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