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5/16/24 FDLI Annual Conference 2024 2

Tobacco Product Marketplace

FDA’s Ban on Less Harmful Nicotine Products

How Did We Get Here?

Perspectives on Enforcing a Broken Regulation



The Marketplace of Tobacco 
Products
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Post-TCA Marketplace Created by FDA
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Smoking v. Nonsmoking v. Nicotine
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Current FDA/CTP Trajectory: Combustion Reigns
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Cigarette 
Renaissance?
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PMTA Used to 
Authorize 45 
Less Harmful 
Alternatives

26,000,000 
PMTAs
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4 nicotine mints/chews

8 snus

8 heat-not-burn

23 ENDS 



PMTA Pathway…to Nowhere

• 23 = 8* ENDS options for smokers

• Tobacco flavor only

• 23 = 0.00000008% ENDS authorized

• Zero open system devices

• Zero open system e-liquids

• Zero nicotine pouches

• Zero flavored products (including menthol)
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FDA’s Ban on 
Less Harmful Nicotine Products
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Every Product 
NOT on this 
List is “Illicit” 
and may not 
be sold in the 
U.S.
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Civ Law 101:  Illicit = Illegal

FD
LI A

n
n

u
al C

o
n

feren
ce 2

0
2

4

5/16/24 12



No Safe Harbor for PMTA
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Commissioner to Congress – March 2024

“FDA has been clear that unless an 
e-cigarette product has received a 
marketing granted order, the product is on 
the market illegally.” 

“For unauthorized e-cigarettes, the 
pendency of a PMTA does not create any 
sort of safe harbor to sell that product.”
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No Enforcement Discretion
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CTP Director Brian King – Feb 2023

“Your letter’s assertion that FDA is ‘us[ing] 
its enforcement discretion to 
allow…products to remain on the market’ 
while they undergo review is not correct.”

“FDA has not adopted a broad policy of 
enforcement discretion with respect to TDN 
or NTN e-cigarette products that lack the 
required premarket authorization.”
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How Did We Get Here?
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• Acting Commissioner: Overrode Scientists
• Forced reversal of Office of Science priorities and process

• Fatal Flaw memo targeted flavored products; small companies

• Rejected millions of ENDS without review

• Reagan-Udall: Process is broken
• No clarity on science need to prove APPH or how APPH is applied

• CTP continued issuing MDOs based on broken process 

• Strategic Plan silent on APPH & Harm Reduction

• Plunged the agency into litigation

• CTP refuses to publish a list of pending PMTAs

• Agency handcuffed itself - SCOTUS

FDA Broke the PMTA Process

PMTA



Perspectives on Enforcing a 
Broken Process
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FDA Enforcement on ENDS: 
Not Viable, Efficient or Effective

• Government can’t enforce a ban

• CTP is regulatory center, not a police force

• CTP entirely dependent on third parties
• DOJ has MUCH bigger issues to deal with

• No amount of user fees will change this

5/16/24 FDLI Annual Conference 2024 18



Millions $ Spent FDA Retail Stings
Effectiveness?
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84.8% Compliance Rate:  5 YEAR AVG. 



Youth Violations: 
Combustible v. Vape
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Combustible Youth Violations 2x 
Vape Youth Violations
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6.09%
5.34%

7.20%

11.53%

8.39%

3.10%

1.69%

5.51%

4.71%
3.08%

2019 2020 2021 2022 2023

FDA Youth Violations: % of Combustible Violations v. % of Vape Violations
2019 - 2023

% OF COMBUSTIBLE  VIOLATIONS TO INSPECTIONS % OF VAPE VIOLATIONS TO INSPECTIONS

Linear (% OF COMBUSTIBLE  VIOLATIONS TO INSPECTIONS) Linear (% OF VAPE VIOLATIONS TO INSPECTIONS)



Whose Interests 
Does FDA ENDS 

Enforcement 
Serve?
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• Every MDO cites youth regardless of product specific 
youth data

• Every enforcement action cites youth

CTP’s misguided narrative on youth & flavors

• CTP political cover; shows activity

CTP’s need to placate politicians & prohibitionists

• Creates market advantage

Companies with authorized ENDS



Whose Interests Does FDA 
ENDS Enforcement NOT Serve?
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30M Adult 
Americans who 

smoke

13M Adult 
Americans who 
want flavored 

vapes

American 
businesses which 

cater to vapers



Not Public Safety or Public Health

• Current state: An FDA regulated grey market

• Products sold through licensed distribution channels

• Full enforcement: pure black market

• Removes products from licensed distribution chain

• Spawn criminal markets that companies have
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A Prophetic Warning Not Heeded

“Mass market exit of 
[vaping] products present a 

serious risk that adults, 
especially former smokers, 

who currently use ENDS 
products and are addicted 
to nicotine would migrate 

to combustible tobacco 
products”

“I am concerned that these 
declines [in cigarette 

smoking] could be slowed 
or reversed in the case of 

very sudden and very 
dramatic reductions in 

availability.”

“Mass market exit” is “a 
public health outcome that 
should be avoided if at all 

possible.”
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Declaration of Mitch Zeller, Director, Center for Tobacco Products, AAP v. FDA,  March 20, 2020



Banning ENDS = Increases Smoking
1. Friedman et al.:

Flavored vape bans increase cigarette sales; youth

2. National Youth Tobacco Survey 2023:  
Cigarette use by 12th graders increased from 5.7% - 7.5%

3. Carpenter et al.:
Mere access to e-cigarettes causes Americans to quit smoking

4. Cigarette Companies: 
Illicit flavored e-cigarettes depressing cigarette sales
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Americans Dying from Smoking

Since February 17, 2022
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Real Lives Are At Stake



Thank you.
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