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A New Hope

• 2009—FSPTCA calls for TPSAC report on 
menthol

• 2011—TPSAC Report
• 2013—FDA Report on menthol
• 2013—FDA ANPRM on menthol
• 2013—Citizen Petition to FDA on menthol
• 2015—Menthol deleted from deeming rule 
• 2018—FDA ANPRM on flavors
• 2018, Oct—Gottlieb said it was “a mistake… 

to back away on menthol” 
• 2018, Nov—FDA announced plans to ban:

– Menthol cigarettes 
– Flavored cigars
– ECIG flavors
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Years Pass… 

• 2020, June—Lawsuit asks FDA to 
respond to Citizen’s Petition

• 2021, Jan—FDA responded that 
it would answer Citizen’s 
Petition

• 2021, Jan—FDA requested 90 
days to review additional 
evidence

• 2021, April 29–FDA granted 
petition; stated it would begin 
rulemaking within 1 year 
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Issuing a Product Standard (Or Two)

• FSPTCA Section 907 
o Authorizes FDA to issue a product 

standard
• FDA must consider:

o Risks and benefits to population
o Likelihood that (menthol) users will 

stop using them
o Likelihood non-users will start
o Technical achievability of standard
o Any countervailing effects—e.g., 

creating a significant demand for 
contraband
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1. Flood of unregulated 
cigarettes

2. Increased sales to 
underage buyers

3. Make-your-own menthols

4. Criminalizing menthol 
cigarettes 

5. Loss of tax revenue 

Potential Countervailing Effects
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1. Flood of unregulated cigarettes
– Canada has not experienced surge in illicit 

market 
– Illicit trade may decrease in high-tax 

jurisdictions
§ NYC is mecca for cigarette trafficking
§ ~55% of cigarette market is untaxed 
§ 48% of adults smoke menthol
§ In Bronx/Harlem, ~80% of littered packs are 

untaxed Newports
§ Most untaxed cigarettes from VA

– Tax-driven interstate illicit market likely to shift 
overseas 

– 4.5 billion legal menthol packs can’t be replaced
– Smaller scale illicit market likely to emerge 
– Menthol prices may increase given 

supply/demand and enforcement risks

Potential Countervailing Effects – Illicit Trade
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Countering Illicit Trade Requires Money

NYC v. U.S. Postal, (E.D.N.Y.)
• PACT Act targeted cigarette trafficking
• Banned US Postal from shipping cigarettes

Allegations:
1. US Postal had a “non-compliant” list 

of shippers
– Didn’t assign anyone to deal with 

large shipments from parties on list
2. “Return to Sender” Program

– International shipments of illicit 
cigarettes were returned to the 
sender (often Israeli)  

– Mailed successfully when given a 
second chance



Center for Tobacco Studies
School of Public Health

2. Increased sales to underage 
buyers
– Depends on size of illicit market
– Access to illicit market is likely to vary
– Fails to account for youth smoking and 

ECIG trends

3. Make-your-own menthols
– Flavor accessories emerging (Rizla)

• could be regulated as “additive”
under TCA

– DIY processes might not produce high 
quality menthol cigarettes

– Scale likely to be small

Potential Countervailing Effects – Sales to Youth
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4. Criminalizing menthol 
cigarettes 
– Al Sharpton (NAN) (+ RAI $$$) 

attempting to manufacture a racial 
justice issue 

– RAI’s argument is fear-based, not 
evidence based

– Misrepresents enforcement 
strategies that typically focus on 
retailers

Potential Countervailing Effects – Criminalization
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5. Loss of tax revenue
– Altria estimates $63 billion is 

generated annually
• Excise taxes
• MSA payments
• Sales tax
• Income tax (corporate and 

personal from tobacco-related 
businesses)

– A fraction of the $63 billion is 
from menthol

Cost of smoking-related illnesses 
is more than five times greater 

Potential Countervailing Effects – Tax Revenue
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60 days for 
public comment 
after NPRM 

Under TCA, 12 months must 
lapse after rule is final and 
before effective date 

Lawsuit: Likely to 
be filed before 
effective date 

Potential delay due to 
litigation, 18-24 
months 

Potentially 10 months to 
review tens of thousands of 
comments and finalize rule 
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What About Flavored Cigars? 
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Flavored Cigars’ Increasing Share of Cigar Market
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Convenience Stores Sales Driven by Flavored Cigars

• From 2009 to 2020 c-stores sales totals increased: 
– 32% for cigars overall 
– 56.3% for flavored cigars

• 79% of the total attributable growth in c-store cigar sales is 
from flavored cigars

• “In other words, flavors keep the machine-made cigar industry 
humming” - Cristine Delnevo, PhD, MPH
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Localities Took the Lead on Flavors

Major Cities
• NYC (2009)

– Upheld by 2nd Circuit (2013)
• Providence (2012)

– Upheld by 1st Circuit (2013)

• Chicago (2013) 
• Minneapolis (2015)
• San Francisco (2017/2018) 
States
• Massachusetts (2019)
• California (2020/2022)

Recent Laws Stronger
- All retailers
- Menthol
- Flavored e-cigarettes
- (Some flavor laws solely 

target e-cigs)
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Enforcement Challenges

Enforcement Protocols Challenges

Product name-based 
enforcement

• Concept flavors, e.g., Jazz, evade 
protocol  

• Names/colors are attractive to 
consumers

Lists of flavored products • Creating lists is burdensome
• New products mean process never 

ends
• Subject to litigation

Place burden on retailer • Mass. Requires retailers to get letter 
from manufacturer

• San Fran. similar but less prescriptive
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Grape Purple Thunder

Concept Flavors Frustrate Name-Based 
Enforcement
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Lists of Prohibited Products Are Difficult to Manage

• Massachusetts 
Association of Health 
Boards (MAHB) created a 
list of flavored tobacco 
products

• Based on various sources
– 34 pages long
– 12 pp for 

cigar/cigarillo/blunt wrap
– 15 pp for E-Cig liquids
– 3 pp for Hookah/Shisha
– 2 pp for pipe tobacco
– 2 pp for smokeless
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Mass & Manufacturer Letters

• Before selling tobacco 
products, retailers 
must secure a letter 
from the 
manufacturer

• Letter must:
– List products at store
– Certify they’re not 

flavored
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What About FDA’s PMTA Process? 

SE Applications 

• Are new cigars (post 
2/15/2007) substantially 
equivalent to predicate 
cigars?

• If not, does the new 
product raise different 
questions of public health?  

• SE Orders suggest flavors 
are not a factor

• Toxicity matters

• No apparent analysis 
regarding flavors attracting 
more consumers

SE Orders 
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SE Orders

Applicant: Black & Mild Jazz
Predicate: Black & Mild Wine

• B&M says Jazz’s flavor is “none”
• FDA is agnostic

2019 footnote in Jazz SE Order: 

Footnotes from 2020 and after
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Cigar Product Standard

• Will SE authorization factor into litigation regarding a 
cigar product standard?

• Who decides if a cigar is flavored?

– FDA authorized Jazz
– FDA declined to state if it’s flavored
– For years, B&M argued in MA lawsuit that Jazz is unflavored 
– Can FDA authorization play into an industry argument? 



Questions?


