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 January 24, 2020  

VIA E-MAIL AND HAND DELIVERY  

Paula Pullano 
Department of Health 
3 Capitol Hill 
Room 410 
Providence, RI 02908-5097 
Paula.Pullano@health.ri.gov 
 

Re: Rhode Island Department of Health’s Proposed Rule: “Licensing of Electronic 
Nicotine-Delivery System Distributors and Dealers” (216-RICR-50-15-6)  

Dear Ms. Pullano: 

I submit this comment on behalf of my client, RAI Services Company (RAIS).1  RAIS 
welcomes this opportunity to provide comments on the Rhode Island Department of Health’s 
proposed rule entitled, “Licensing of Electronic Nicotine-Delivery System Distributors and 
Dealers.”  That regulation threatens to severely curb the availability of electronic nicotine 
delivery system (ENDS) products—often called e-cigarettes.  Those products have the potential 
to reduce the risk of tobacco-related death and disease, because they are a potentially less risky 
alternative source of nicotine for adult consumers of tobacco products.  But in an overbroad 
response to legitimate public-health concerns about youth vaping, the Department proposes to 
ban all flavored ENDS products, including menthol-flavored ones.  RAIS believes such a ban is 
both unlawful and misguided.  

First, the Department of Health does not have the statutory authority to enact such a 
wide-sweeping ban.  The Legislature has already passed numerous laws governing both tobacco 

                                                           
1 RAIS coordinates regulatory compliance for the subsidiary companies of Reynolds 

American Inc. (“RAI”), including R.J. Reynolds Tobacco Company; American Snuff Company, 
LLC; Santa Fe Natural Tobacco Company, Inc.; and R. J. Reynolds Vapor Company 
(collectively “Reynolds”).  For ease of reference, use herein of “Reynolds” may refer to activities 
undertaken by one or more of these subsidiary companies.  
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products and ENDS products in particular.  Those extensive laws indicate that the Legislature 
never authorized the Department to enact a ban on an entire category of tobacco products.  

Second, if the Department’s statutory grant of authority is as broad as the Department 
maintains, the statute likely violates the separation-of-powers doctrine.  The Legislature may 
delegate some legislative power to an administrative agency, but the Legislature must provide an 
intelligent principle to which the agency can conform.  The Department here appears to believe 
that the Legislature has given the Department carte blanche to ban the sale of otherwise lawful 
products whenever the Department sees a potential public-health benefit.  That is tantamount to 
exercising core legislative power and does not provide any intelligent principle to which the 
Department must conform.  

Third, the Department’s ban on flavored ENDS products, particularly menthol-flavored 
ones, is misguided.  The Department is ignoring the potential health benefits that menthol-
flavored ENDS products might provide.  Those products are a potentially less risky alternative 
for adult users of combustible menthol cigarettes.  The Department’s ban, however, will leave 
smokers of menthol cigarettes without the option to switch to menthol-flavored ENDS products.  
The ban may also have unintended consequences, such as driving current users of menthol-
flavored ENDS to use riskier combustible products and causing consumers to turn to the black 
market.  

Fourth, if the Department’s regulation goes into effect, federal law will preempt it.  
Federal law expressly preempts any state rule that creates a tobacco product standard that is 
different from, or in addition to, federal tobacco product standards.  By mandating that menthol 
flavoring not be present in ENDS products, the Department is proposing to create a standard that 
conflicts with federal law, which does not prohibit menthol flavoring.  Federal law thus preempts 
the Department’s rule.  

 Reynolds is committed to keeping ENDS products out of the hands of youth and has 
engaged in extensive efforts to ensure that its products are not used by youth.  Nonetheless, the 
Department’s proposed ban is illegal, arbitrary, and misguided.  For those reasons, RAIS 
encourages the Department to withdraw or substantially modify its proposed regulation.   

I. BACKGROUND 

A. The Food and Drug Administration Has Been Regulating ENDS Products for 
Years. 

The United States Food and Drug Administration (FDA) has recognized that ENDS 
products could “significantly reduce th[e] risk of tobacco-related death and disease,” by 
providing a potentially less risky alternative source of nicotine for adult consumers of tobacco 
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products.2  FDA has also noted, in particular, the “potential public health benefit” to keeping 
menthol-flavored ENDS products on the market as a potentially reduced-risk alternative to 
menthol-flavored cigarettes.3   

In 2009, Congress enacted the Family Smoking Prevention and Tobacco Control Act 
(Tobacco Control Act), Pub. L. No. 111-31, 123 Stat. 1776 (2009) (codified in scattered sections 
of 5, 15, and 21 U.S.C.).  That act struck a careful balance between the continued marketing and 
development of tobacco products for adults to consume and the public health gains that can be 
realized through appropriate regulation.  Its primary effect was to give FDA the power to 
regulate tobacco products.  The act also set up a system through which FDA authorizes the 
marketing of new tobacco products not commercially marketed as of February 15, 2007.  
(Products already on the market as of that date are “grandfathered” and do not require FDA 
authorization to be sold.)  Congress outlined three paths for manufacturers to obtain 
authorization.  First, manufacturers may seek an exemption from authorization requirements for 
a new tobacco product that involves only minor modifications to an existing, lawfully marketed 
product.  See 21 U.S.C. § 387e(j)(3).  Second, manufacturers can ask FDA to find their products 
substantially equivalent to an existing product.  Id. § 387e(j)(1)(A)(i).  Third, manufacturers may 
file a premarket tobacco application, a complicated and expensive process in which a 
manufacturer must demonstrate, among other things, that the product is appropriate for the 
protection of public health.  Id. § 387j.   

Finally, the act defines “tobacco product” to include any product, except a drug, “made or 
derived from tobacco that is intended for human consumption.”  Id. § 321(rr)(1).  But Congress 
did not immediately confer authority on FDA to regulate all such “tobacco products.”  Rather, it 
                                                           

2 Tobacco Product Standard for Nicotine Level of Combusted Cigarettes, 83 Fed. Reg. 
11,818, 11,824 (proposed Mar. 16, 2018); see also Dep’t of Health and Human Servs., FDA 
Finalizes Enforcement Policy on Unauthorized Flavored Cartridge-Based E-Cigarettes That 
Appeal to Children, Including Fruit and Mint (Jan. 2, 2020) (noting “the potential role that e-
cigarettes may play in helping adult smokers transition completely away from combustible tobacco 
to a potentially less risky form of nicotine delivery”).  Indeed, several studies have noted that e-
cigarettes could potentially pose reduced risk to individual users who exclusively use such 
products, as compared to combustible cigarettes.  See, e.g., G. O’Connell, et al., Reductions in 
biomarkers of exposure (BoE) to harmful or potentially harmful constituents (HPHCs) following 
partial or complete substitution of cigarettes with electronic cigarettes in adult smokers, 26(6) 
Toxicol Mech Methods 443 (2016) (collecting studies). 

3 Statement from FDA Commissioner Scott Gottlieb, on proposed new steps to protect 
youth by preventing access to flavored tobacco products and banning menthol in cigarettes (Nov. 
2018), at https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-
scott-gottlieb-md-proposed-new-steps-protect-youth-preventing-access. 
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gave FDA immediate authority over some products—namely, cigarettes, cigarette tobacco, roll-
your-own-tobacco, and smokeless tobacco—and left it to FDA to “deem[]” which other products 
would be subject to the Act.  Id. § 387a(b). 

In May 2016, FDA exercised its “deeming authority” under the Tobacco Control Act, and 
brought all tobacco products, including ENDS products, under FDA’s regulatory umbrella. 
21 C.F.R. § 1100.1 (Deeming Rule); see also Deeming Tobacco Products, Restrictions on the 
Sale of Tobacco Products, and Required Warning Statements for Tobacco Products, 81 Fed. Reg. 
28,974, 28,976 (May 10, 2016).  The effect of the Deeming Rule was to render the vast majority 
of ENDS products on the market without FDA authorization.  That threatened catastrophe for the 
ENDS market because all ENDS products would have to be removed from the market. 

FDA recognized that such an abrupt disruption would endanger public health because 
ENDS products were potentially less risky alternatives for those who consume dangerous 
combustible products.  See id. at 28,977.  Thus, FDA chose to negate this consequence of the 
Deeming Rule and allow ENDS products to remain on the market.  FDA explained in the 
preamble to the Deeming Rule that, as a matter of “policy” and “enforcement discretion,” it 
would not initiate enforcement for failure to have premarket authorization for a period of time. 
Id. at 28,977–78.  While the due date for premarket tobacco applications has shifted over time, 
the latest deadline is May 12, 2020.  See FDA, Guidance for Industry, Enforcement Priorities for 
Electronic Nicotine Delivery Systems (ENDS) and Other Deemed Products on the Market 
Without Premarket Authorization (Jan. 2, 2020) (“Jan. 2020 Guidance”). 

In January 2, 2020, in response to concerns about youth usage, FDA announced that it 
would begin enforcing the pre-market-review requirements against a number of ENDS products.  
Id.  As relevant, FDA stated it “intends to prioritize enforcement against [a]ny flavored, 
cartridge-based ENDS product (other than a tobacco- or menthol-flavored ENDS product.”  Id. 
at 3.  FDA plans to begin enforcement on February 6, 2020.  Id. at 10.  As a practical matter, all 
flavored, cartridge-based ENDS Products (other than tobacco- and menthol-flavored products) 
must be off shelves by that date nationwide.   

B. Rhode Island’s Department of Health Proposes To Ban All Flavored ENDS 
Products. 

In September 2019, Governor Raimondo signed an executive order related to flavored 
ENDS products.  See Executive Order 19-09, “Protecting Rhode Island Youth Against the Harms 
of Vaping (Sept. 25, 2019).  That order directed the Rhode Island Department of Health to 
“promulgate emergency regulations to prohibit the sale of flavored” ENDS products.  Id.  The 
Department complied with that directive on October 4, 2019, issuing emergency regulations that 
banned the sale and distribution of flavored ENDS products.  Emergency Regulations 216-
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RICR-50-15-6.  The ban went into effect immediately and remains in effect until February 1, 
2020.  Id.  The Department can extend the emergency regulations for an additional 60 days.  Id. 

The Department has now proposed a permanent ban.  R.I. Dep’t of Health, Proposed 
Rule: Licensing of Electronic Nicotine-Delivery System Distributors and Dealers 
(216-RICR-50-15-6) (“Proposed Rule”).  Like the temporary ban, the proposed regulation would 
outlaw “[t]he sale, or offer for sale of, or the possession with intent to sell or to offer for sale, 
flavored electronic nicotine-delivery system products to consumers within the State of Rhode 
Island.”  Id. at § 6.10(A).  An “electronic nicotine-delivery system” is “an electronic device that 
may be used to simulate smoking in the delivery of nicotine or other substance to a person 
inhaling from the device.”  R.I. Gen. Laws § 11-9-13.4(15).  The proposed ban defines 
“flavored” ENDS products to mean ENDS products that “impar[t] a characterizing flavor.” 
Proposed Rule § 6.3(8).  A “characterizing flavor,” in turn, means “a distinguishable taste or 
aroma imparted either prior to, or during, consumption of an electronic nicotine-delivery system 
product or component part thereof,” but does not include “the taste or aroma of tobacco.”  Id. 
§ 6.3(2).  The definition explicitly includes “menthol” flavor.  Id.   

C. Reynolds Is Committed to Preventing Youth From Using Its Products. 

Reynolds is a North Carolina corporation that develops, manufactures, markets, and 
distributes menthol and tobacco-flavored ENDS products under the brand name “VUSE.”  
VUSE products are sold nationwide.  Consistent with the Department of Health’s emergency 
regulations, however, Reynolds currently distributes only tobacco-flavored ENDS products to 
Rhode Island retailers.  

Reynolds is committed to ensuring that youth do not use VUSE.  Since the launch of 
VUSE in 2013, Reynolds has implemented numerous safeguards to ensure its VUSE products 
are marketed for and sold exclusively to age-verified adult tobacco consumers.  For example, the 
majority of Reynolds’s VUSE marketing is focused on opt-in, age-verified, one-to-one 
interactions with existing adult tobacco consumers.  Reynolds ensures that VUSE marketing in 
print, digital, radio, and television media is directed to adult audiences by placing advertisements 
only in media where at least 85% of the audience is 21 years of age or older, as verified by third-
party data sources.  And VUSE advertisements do not use imagery with youth appeal, depict 
anyone who is or appears to be younger than age 25, or employ celebrities or other persons with 
special appeal to youth. 

The overwhelming majority of VUSE products are sold in brick-and-mortar stores with 
the remainder sold online through the company’s website to adult consumers using third-party 
age-verification tools.  Reynolds is an original sponsor and lead participant in the We Card 
program and requires its contracted retailers to commit to participating in We Card.  Since this 
partnership began in 1995, We Card has trained more than 460,000 storeowners, managers, and 
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frontline employees to help prevent youth access to tobacco products.  Reynolds now has 
expanded those efforts, including through use of We Card’s “mystery shopper” program, which 
will provide additional retailers with further education and training on verifying legal age of 
purchasers.  

In 2018, Reynolds stepped up its efforts even further to ensure youth were not obtaining 
its products.  The company instituted a contract-based tiered compliance program that will range 
from warning letters to contract termination for retailers that are found to have illegally sold 
VUSE products to youth.  In conjunction with this program, Reynolds also has its trade 
marketing representatives discussing the issue of underage youth access with each of Reynolds’s 
contracted retailers on an ongoing basis.  The company intends to provide access to additional 
materials and resources on preventing youth access to tobacco products via its online customer 
portal.  

The effect of these safeguards is evidenced in the composition of the VUSE consumer 
base: approximately 95% of VUSE consumers are 25 or over, and nearly 70% of VUSE 
consumers are 35 or over.  In fact, during the period 2015 to 2017, when VUSE was the leading 
e-cigarette brand sold in the United States, reported underage use of e-cigarettes declined.  

II. THE DEPARTMENT’S RULE EXCEEDS THE DEPARTMENT’S STATUTORY 
GRANT OF AUTHORITY  

The Rhode Island Department of Health’s proposed ban on all flavored ENDS products 
exceeds the Department’s statutory authority.  Rhode Island law grants the Department of Health 
limited authority.  R.I. Gen. Laws § 23-1-1.  In particular, the statute directs the Department to 
“take cognizance of the interests of life and health among the peoples of the state.”  Id.  The 
Department can investigate “the causes of disease, the prevalence of epidemics … and the 
sources of mortality.”  Id.  The Department can “adopt proper and expedient measures to prevent 
and control diseases and conditions.”  Id.  And the Department can promulgate “rules and 
regulations that it deems necessary … to carry out [its] purposes.”  Id.  The Department thus can 
only exercise its powers to accomplish one of those particular statutory purposes.  See Marran v. 
Baird, 635 A.2d 1174, 1180 (R.I. 1994).  

The Department’s ban is not an exercise of any of those delegated powers for three 
reasons.  

First, the Rhode Island Legislature has enacted numerous laws governing tobacco 
products, including ENDS products in particular.  By legislating so extensively in this area, the 
Legislature has indicated that the Department of Health cannot ban an entire category of tobacco 
products.  To name just a few of the many laws: the Legislature has already banned the sale of 
tobacco products to individuals under 18 years of age.  R.I. Gen. Laws § 11-9-13.  Every store 
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that sells tobacco products is required to post a notice of that law “conspicuously.”  Id.  Every 
person who sells ENDS products must “secure a license annually” to do so.”  Id. § 23-1-56(a).  
Tobacco products are subject to special taxes.  Id. § 44-20-13.2.  ENDS products cannot be sold 
from a vending machine unless the machine is “continuously supervised” by an employee.  Id. 
§ 11-9-13.1.  The law also forbids “the distribution of free tobacco products or electronic 
nicotine-delivery systems or coupons or vouchers redeemable for free tobacco or electronic 
nicotine-delivery systems products … within five hundred feet (500’) of any school.”  Id. § 11-9-
13.10.  

Moreover, in 1996, when it came to light that over 30% of high school students in Rhode 
Island were smoking combustible cigarettes, it was the Legislature that took action, enacting “An 
Act to Stop the Illegal Sale of Tobacco Products to Children.”  See Criminal Offenses—
Children—Tobacco Sales Or Distribution, 1996 Rhode Island Laws Ch. 96-321 (96–S 2804).  
These laws all signal that the Rhode Island Legislature did not grant the Department of Health 
the power to ban an entire class of tobacco products from being sold to adults.  The Department’s 
near-total ban on e-cigarettes is thus beyond its statutory mandate.  See FDA v. Brown & 
Williamson Tobacco Corp., 529 U.S. 120, 143–44 (2000) (holding that FDA lacked the authority 
to regulate tobacco under the Food, Drug, and Cosmetic Act, in part because Congress had 
“enacted six separate pieces of legislation since 1965 addressing the problem of tobacco use and 
human health”).  

Second, even if these laws did not occupy the field of tobacco regulations, the Legislature 
has signaled that if any state agency is responsible for regulating on the issue of youth use of 
tobacco products, it is not the Department of Health.  The Department of Health justifies its ban 
as an effort to combat the “youth e-cigarette … epidemic.”  R.I. Dep’t of Health, Public Notice of 
Proposed Rulemaking (Dec. 27, 2019).  But the Legislature has assigned responsibility for 
promulgating “regulations pertaining to stopping the illegal sale of tobacco products to children” 
to the Rhode Island Department of Behavioral Healthcare, Developmental Disabilities and 
Hospitals.  R.I. Gen. Laws § 11-9-13.5.  That department has the power to conduct 
“unannounced statewide compliance checks of tobacco product sales and/or electronic nicotine-
delivery system sales.”  Id. § 11-9-13.6.  And it has the responsibility of ensuring youth are not 
accessing tobacco products.  Id.  Thus, once again, the Rhode Island Legislature has indicated 
that the Rhode Island Department of Health does not have the authority to ban all flavored ENDS 
products in an attempt to curb youth use.  

Third, the specific grants of authority on which the Department of Health relies do not 
permit a ban on flavored ENDS products.  The authority to license businesses that sell ENDS 
products, see R.I. Gen. Laws §§ 23-1-55 to 23-1-58, gives the Department the power to 
determine who can sell the product, but does not carry with it a broader delegation to ban all 
sales of the product within the State.  And the Department’s general authority to “adopt proper 
and expedient measures to prevent and control diseases and conditions detrimental to the public 
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health.” id. § 23-1-1, likewise does not include the quintessentially legislative power to ban 
inherently risky but otherwise lawful products.  Indeed, as discussed in the next section, the 
Department’s capacious interpretation of its own powers would likely render the Legislature’s 
delegation of authority unconstitutional.      

For these reasons, the Department of Health’s proposed regulation exceeds the 
Department’s statutory authority.  The Legislature has clearly demonstrated that the Department 
of Health does not have the authority to categorically ban certain tobacco products from the 
market.  If any state agency has the power to regulate as the Department of Health is attempting 
to do, it is the Department of Behavioral Health.    

III. IF THE DEPARTMENT’S RULE IS STATUTORILY AUTHORIZED, THE 
STATUTE IS LIKELY UNCONSTITUTIONAL. 

If the Department of Health were right—if its statutory authorization included the ability 
to enact the proposed ban—the statute would likely be unconstitutional.  Article V of the Rhode 
Island Constitution provides that “[t]he powers of the government shall be distributed into three 
separate and distinct departments: the legislative, executive, and judicial.”  R.I. Const. art. V.  
The separation-of-powers doctrine “may be violated in two ways.  One branch may interfere 
impermissibly with the other’s performance of its constitutionally assigned function.  
Alternatively, the doctrine may be violated when one branch assumes a function that more 
properly is entrusted to another.”  Woonsocket Sch. Comm. v. Chafee, 89 A.3d 778, 793 (R.I. 
2014).  

While “administrative agencies may combine, to a certain extent, the functions of all 
three departments of government,” In re Request for Advisory Opinion from House of 
Representatives (Coastal Res. Mgmt. Council), 961 A.2d 930, 940 (R.I. 2008), if an executive 
agency is to exercise legislative power, that power must be delegated by the Legislature itself.  
Newport Ct. Club Assoc. v. Town Council of Middletown, 800 A.2d 405, 417 (R.I. 2002).  The 
delegation must be “reasonable” and “lay[] out an intelligent principle to which an administrative 
officer or body must conform.”  Id.  Accordingly, in determining whether a particular delegation 
is constitutional, a court “examine[s] the specificity of the functions delegated, the standards 
accompanying the delegation, and the safeguards against administrative abuse.”  Bourque v. 
Dettore, 589 A.2d 815, 818 (R.I. 1991).  

Assuming the Department is correct in its interpretation of its organic statute, then the 
considerations just outlined counsel in favor of finding that statutory grant of authority 
unconstitutional.  

First, under the Department’s interpretation of the statute, the functions delegated to the 
Department are so vague as to be meaningless.  The Department is relying on its power to “adopt 
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proper and expedient measures to prevent and control diseases and conditions.”  R.I. Gen. Laws 
§ 23-1-1.  If the new regulation is such a measure, however, then the Department’s power is 
breathtaking.  Drinking too much alcohol can cause liver damage, and underage drinking is a 
concern, so the Department could ban liquor.  Eating too much sugar can lead to diabetes, and 
childhood obesity is a serious problem, so the Department could ban sugar-sweetened beverages.  
Under the Department’s view, the Department is free to take any action that it deems is “proper” 
for the protection of the public health.  That is equivalent to the state’s core legislative power.  

Second, and relatedly, the statute contains no sufficiently intelligent standards under the 
Department’s view of the statute.  If the Department is right that a ban on all flavored ENDS 
products is “proper” for the protection of the public health, then there are no real standards at all.  
Again, such a broad view of the Department’s authority could justify nearly any ban of a product 
as a protection of public health.  

Third, although there is a purported safeguard against abuse—judicial review, R.I. Gen. 
Laws § 42-35-15.1—if the Department is correct in its view of the statute, then judicial review is 
unlikely to provide much of a check.  The court will simply ask:  Does the rule provide any 
benefit to public health?  If so, the court will uphold the rule.  

  Finally, even if the Department’s reading of the statutory grant of authority does not 
cross the non-delegation line, the doctrine of constitutional avoidance nonetheless counsels 
against adopting the Department’s view.  See In re Brown, 903 A.2d 147, 151 (R.I. 2006).  When 
more than one reading of a statute is possible, the reading that raises a serious constitutional 
question should be rejected.  Id.  Here, since the Department’s interpretation raises serious non-
delegation concerns, a reviewing court should read the statute as not permitting the Department 
to categorically ban products, at least ones upon which the Legislature has extensively 
legislated.4   

IV. THE DEPARTMENT’S BAN ON MENTHOL ENDS PRODUCTS IS 
ARBITRARY AND MISGUIDED 

Reynolds shares the Department of Health’s goal of curbing youth use of ENDS 
products.  See supra Part I.C.  Nonetheless, the Department’s ban on menthol-flavored ENDS 
                                                           

4 To be sure, the Bristol County Superior Court denied a motion for a temporary restraining 
order to stop enforcement of the Department of Health’s Emergency Regulations.  Vapor 
Technology Association v. Raimondo,  No. PC-2019-10370 (Nov. 5, 2019).  In doing so, the court 
concluded that the plaintiffs were not likely to succeed in their non-delegation challenge.  But that 
case arose in the very different context of a temporary emergency restriction and, even there, it  
did not finally answer the question because it was decided on a preliminary basis.  In any event, 
that decision is not binding on any other court in Rhode Island.   
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products is misguided—and arbitrary and capricious—for a number of reasons.  See R.I. Gen. 
Laws Ann. § 42-35-15(g)(6) (allowing courts to set aside agency action that is “[a]rbitrary and 
capricious”). 

A. Menthol-Flavored ENDS Products Are a Potentially Less Risky Alternative 
for Adult Users of Combustible Menthol Cigarettes. 

The Department believes its new ban is necessary to fight the increase in youth use of 
ENDS products.  But flavored ENDS products generally, and menthol-flavored ENDS products 
in particular, are a potentially less-risky alternative source of nicotine for adults who smoke 
combustible cigarettes.  For example, the federal FDA has recognized that ENDS products can 
play this important role in public health.  See Deeming Tobacco Products, 81 Fed. Reg. at 28,977 
(“However, we recognize that the availability of alternatives to traditional tobacco flavors in 
some products (e.g., ENDS) may potentially help some adult users who are attempting to 
transition away from combusted products.”); see also Regulation on Flavors in Tobacco 
Products, 83 Fed. Reg. 12,294-01, 12,295 (Mar. 21, 2018); Jan. 2020 Guidance 19–21.  Evidence 
also indicates that non-tobacco flavors make ENDS products more acceptable to adult smokers.5  

Adults thus have a legitimate interest in using these products and manufacturers and 
retailers have a legitimate interest in producing and selling them.  Of course, keeping the 
products out of the hands of youth is an important goal.  But an agency should not ban the sale of 
a product to one class of citizens to protect another class of citizens who are obtaining and using 
the product illegally.  Cf. Lorillard Tobacco Co. v. Reilly, 533 U.S. 525, 564 (2001) (“[The] 
interest in protecting children from harmful materials … does not justify an unnecessarily broad 
suppression of speech addressed to adults.”).  For example, it would make little sense to ban 
adults from possessing alcohol because some youth use fake IDs to illegally purchase alcohol. 
The wiser course would be to target the actual problem—youth use of the product.  

The Department’s new ban is all the more misguided because it extends to menthol-
flavored ENDS.  FDA has noted that menthol-flavored ENDS are preferred more by adults than 
by minors.  FDA, Modifications to Compliance Policy for Certain Deemed Tobacco Products 10 
(Mar. 2019) (March 2019 Draft Guidance), https://www.fda.gov/media/121384/download; see 
also Am. Acad. of Pediatrics v. FDA, No. 8:18-cv-883, Dkt. 120-1, at ¶ 9 (D. Md. filed June 12, 
2019) (Decl. of Director of FDA’s Center for Tobacco Products Mitchell Zeller) (noting 
evidence that menthol flavors are preferred more by adults than minors) (Zeller Decl.).  Indeed, 
youth rank menthol among the least preferred flavors.  For example, data from one study showed 
that among eighth graders who, in the last thirty days, had used JUUL—the most popular e-
                                                           

5 See The National Academies of Sciences, Engineering, and Medicine, Public Health 
Consequences Of E-Cigarettes 173–74 (2018), available at https://www.nap.edu/download/
24952#.   
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cigarette with youth—menthol was “among the lowest ranked options.”  Jan. 2020 Guidance 15.  
Similarly, only 5.9% of twelfth graders who had used JUUL in the last thirty days used menthol, 
compared to close to half who used mint, 24% who used mango, 8.6% who used fruit, and 6% 
who used “other.”  Id.  Because of this evidence, FDA chose not to include menthol-flavored 
ENDS products in its recent decision to prioritize enforcement action against flavored cartridge-
based ENDS products. See Jan. 2020 Guidance 19–21.  

In addition, a recent study showed that youth who use tobacco- or menthol-flavored 
ENDS products (as opposed to sweet or fruity-flavored products) are less likely to maintain the 
habit over the long term and less likely to take as many puffs when they vaped.6  And another 
recent study again confirmed that menthol flavor is not popular among youth who use e-
cigarettes—falling far behind fruit, mango, and mint.7 

In the face of that evidence, it is arbitrary for the Rhode Island Department of Health to 
include menthol-flavored ENDS products in its new ban. 

B. The Department’s Ban on Menthol-Flavored ENDS Products May Cause 
Current Users To Turn to Combustible Menthol Cigarettes. 

The Department of Health’s ban might drive current menthol-flavored ENDS users to use 
dangerous combustible products.  As FDA’s director of the Center for Tobacco Products has 
explained, “[d]ramatically and precipitously reducing availability of [ENDS] could 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.”  Zeller Decl. ¶ 15.  That 
applies equally to flavored ENDS because, for adult users, studies show that “limiting the range 
of available e-cigarette flavors would increase cravings for combustible tobacco cigarettes and 
would decrease their likelihood of reducing or quitting smoking.”8  

This is especially true when one considers menthol-flavored products.  Menthol cigarettes 
are legal.  Given that menthol is one of the flavors of ENDS products the Department intends to 
ban, it stands to reason that users who prefer that flavor might choose to migrate to menthol 
cigarettes, instead of tobacco-flavored ENDS products.  Indeed, FDA declined to include 
                                                           

6 Adam M. Leventhal et al., Flavored e-Cigarette Use and Progression of Vaping in 
Adolescents, Pediatrics (Nov. 2019).  

7 Adam M. Leventhal et al., Research Letter: Flavors of e-Cigarettes Used by Youth in 
the United States, JAMA (Nov. 2019). 

8 The National Academies Of Sciences, Engineering, And Medicine, Public Health 
Consequences Of E-Cigarettes 173–74 (2018), available at 
https://www.nap.edu/download/24952#.   
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menthol-flavored ENDS products in its recently promulgated restrictions on flavored ENDS 
products precisely because, in the absence of menthol-flavored products, adults who used them 
“may be at risk of migrating back to cigarettes, which continue to be available in menthol 
flavor.” March 2019 Draft Guidance 10; see also Jan. 2020 Guidance at 1.  

In addition, a recent study shows a correlation between state-level bans on e-cigarette 
sales to minors and increased use of combustible cigarettes by minors.  Deeming Tobacco 
Products, 81 Fed. Reg. at 28,999 (citing Abigail S. Friedman, How does Electronic Cigarette 
Access Affect Adolescent Smoking?, 44 J. Health Econ. 300 (2015)).  Moreover, available 
evidence suggests that the population does not meaningfully appreciate the relative health risks 
of e-cigarettes and combustible cigarettes, making it less likely that users will recognize the 
possible detrimental health risks from making that switch.  See Ben A. Majeed et al., Changing 
Perceptions of Harm of E-Cigarettes Among U.S. Adults, 2012-2015, 52 Am. J. of Preventive 
Med. 331, 333, 337 (2017), https://www.ajpmonline.org/article/S0749-3797(16)30443-3/pdf.  

The evidence thus suggests that the Department of Health’s ban on menthol-flavored 
ENDS may well have the effect of increasing combustible cigarette use among both adults and 
minors. 

C. The Department’s Ban May Cause Consumers To Turn to the Black Market. 

The Department of Health’s ban could result in an expanded tobacco black market that 
might increase youth access to and use of e-cigarettes in addition to other negative consequences.  
There is already a widespread black market in tobacco products.  Deeming Tobacco Products, 
81 Fed. Reg. at 29,007.  Considering that youth users are evidently obtaining e-cigarettes under a 
legal framework that attempts to restrict such access, the availability of illicit products to 
adolescent users would only increase with the expansion of a black market that operates outside 
of such a legal framework.  The current legal framework is designed to protect youth by 
restricting their access to tobacco products through proof-of-age requirements, penalties for 
retailers that provide tobacco products to minors, and penalties for minors who purchase or 
possess tobacco.  Those restrictions do not exist on the black market.  It is thus more likely that 
minors will be able to acquire e-cigarettes on the black market.  In other words, the Department’s 
regulation may cause more harm to the very population it seeks to protect. 

  There are other consequences of an expanded black market.  Unregulated e-cigarettes 
potentially pose more risks than regulated e-cigarettes produced by licensed manufacturers (e.g., 
by being adulterated or misbranded)—as is the case for black market combustible cigarettes.  See 
Fact Sheet–Tobacco Enforcement, Bureau of Alcohol, Tobacco, Firearms and Explosives (May 
2018), https://www.atf.gov/resource-center/fact-sheet/fact-sheet-tobacco-enforcement 
(“counterfeit cigarettes often contain higher levels of tar, nicotine and carbon monoxide than 
genuine cigarettes”). 
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Relatedly, reducing the availability of flavored e-cigarettes will likely encourage smokers 
to make their own flavors—a relatively simple process requiring easily obtainable products—
which is a process that may have unknown health implications.  

An expanded black market will only exacerbate these dangers.  Indeed, as a result of the 
recent acute lung illnesses linked to vaping, the Centers for Disease Control stated, “Vitamin E 
acetate should not be added to any e-cigarette, or vaping, products.  Additionally, people should 
not add any other substances not intended by the manufacturer to products ….”9  And an 
increased black market for illicit e-cigarette flavors would almost certainly lead to an increase in 
associated crimes.  

In sum, the Department’s ban will curtail the availability of a product that may have 
public-health benefits.  Menthol-flavored ENDS products may provide a less risky alternative to 
current smokers of combustible menthol cigarettes.  The Department’s ban, however, will 
remove that alternative from the market.  The Department’s ban may also drive current users of 
menthol-flavored ENDS products to use dangerous combustible menthol-flavored cigarettes and 
cause an expanded black market.  For these reasons, RAIS believes the Department’s regulation 
is arbitrary, capricious, and misguided, and should be reconsidered.   

V. FEDERAL LAW WOULD PREEMPT THE DEPARTMENT’S BAN. 

If the Department’s ban on flavored ENDS products goes into effect, federal law will 
preempt it.  See Nat’l Meat Ass’n v. Harris, 565 U.S. 452 (2012).  The federal Tobacco Control 
Act expressly preempts any state or local regulation that sets forth requirements “different from, 
or in addition to,” any of the Act’s requirements “relating to” (among other things) any federal 
“tobacco product standards.”  21 U.S.C. § 387p(a)(2)(A) (the “preemption clause”).  The 
preemption clause makes it possible for tobacco product manufacturers to focus on complying 
with a single set of product specifications—rather than having to grapple with potentially 
hundreds of different requirements set by different states and localities governing the same set of 
products. 

Under the Tobacco Control Act, “tobacco product standards” include “provisions 
respecting the … additives … of the tobacco product.”  Id. § 387g(a)(4)(B)(i).  In turn, 
“additives” include “substances intended for use as a flavoring.”  Id. § 387(1).  Putting those 
together, a “tobacco product standard” includes any provision respecting the substances intended 

                                                           
9 Outbreak of Lung Injury Associated with E-cigarette Use, or Vaping, CDC (Jan. 17, 

2020), https://www.cdc.gov/tobacco/basic_information/e-cigarettes/severe-lung-
disease.html#cdc-recommends.  
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for use as a tobacco-product flavoring.  Thus, the Department’s ban on flavors qualifies as a 
“tobacco product standard.”  

Another part of the Tobacco Control Act confirms that a ban on the sale of flavored 
tobacco products qualifies as a tobacco product standard. In the act, Congress directly 
established two tobacco product standards.  One of those standards bans flavored cigarettes (with 
the express exception of menthol) by prohibiting “a cigarette or any of its component parts” from 
“contain[ing], as a constituent … or additive, an artificial or natural flavor (other than tobacco or 
menthol) or an herb or spice, … that is a characterizing flavor of the tobacco product or tobacco 
smoke.”  Id. § 387g(a)(1)(A); see also id. § 387g(a)(2) (referring to the statutory ban on 
characterizing flavors in cigarettes as a “tobacco product standard[]”); id. § 387g(a)(3) (same).  If 
a ban on all flavored cigarettes except menthol is a tobacco product standard—indeed, the 
paradigmatic example of a tobacco product standard—then a regulation that bans all flavored e-
cigarettes including menthol is a tobacco product standard as well. 

FDA’s actions likewise confirm that a ban on the sale of flavored tobacco products 
amounts to a tobacco product standard.  In 2013, FDA issued an advance notice of proposed 
rulemaking (ANPRM), which suggested that the agency was contemplating a tobacco product 
standard banning menthol cigarettes.  See Menthol in Cigarettes, Tobacco Products; Request for 
Comments, 78 Fed. Reg. 44,484 (July 24, 2013).  In March 2018, FDA issued another ANPRM, 
which suggested that the agency was contemplating a tobacco product standard banning a 
broader array of flavored tobacco products.  See Regulation of Flavors in Tobacco Products, 
83 Fed. Reg. 12,294 (Mar. 21, 2018).  And in November 2018, FDA announced that it was 
considering tobacco product standards that would ban menthol cigarettes and flavored cigars.  
See FDA, Press Release (Nov. 15, 2018).  Although FDA has not enacted these measures, its 
actions all suggest that, in FDA’s view, a ban on the sale of flavored products is precisely the 
type of “tobacco product standard” that falls within the Agency’s jurisdiction.  See also FDA, 
Enforcement Priorities for Electronic Nicotine Delivery Systems (ENDS) and Other Deemed 
Products on the Market Without Premarket Authorization 33 (Jan. 2020) (explaining that a 
regulation “restricting or eliminating the use of flavors in ENDS” would be a “tobacco product 
standard”). 

As this discussion shows, the Department’s regulation regarding flavored ENDS products 
is a tobacco product standard.  The rule regulates the flavors that may be added to ENDS 
products.  That establishes a state requirement that is “different from” and “in addition to” 
federal requirements related to tobacco product standards.  It is true that FDA recently 
announced a new enforcement policy that effectively means many flavored ENDS products will 
have to come off the market.  See Jan. 2020 Guidance.  But that policy expressly exempts 
menthol-flavor ENDS products from enforcement.  Id. at 1.  That means, as a matter of federal 
law, menthol-flavored ENDS products may remain on the market.  The Rhode Island Department 
of Health’s regulation, however, bans menthol-flavored ENDS products.  The Department’s 
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regulation is thus different from and in addition to federal tobacco product standards—and is 
therefore preempted.10 

*  *  * 

The Department of Health’s proposed rule is beyond the Department’s statutory power, 
could have unintended negative public health consequences, and is preempted by federal law.  
While curbing youth access to ENDS products is an important goal, a wholesale ban on flavored 
ENDS products is not the way to go—especially when the ban includes menthol-flavored ENDS.   
RAIS urges the Department of Health to withdraw or substantially modify its proposed 
regulation.   

Respectfully submitted, 

 
Christian G. Vergonis

                                                           
10 The First Circuit’s decision in National Association of Tobacco Outlets v. City of 

Providence, 731 F.3d 71 (1st Cir. 2013), does not change the analysis.  There, the First Circuit 
held that the Tobacco Control Act did not preempt the City of Providence’s ordinance limiting the 
sale of flavored tobacco products to smoking bars.  The ban at issue there fell within the Tobacco 
Control Act’s exception to preemption for state and local laws regulating the time, place, and 
manner of a tobacco product’s sale, as it was “not a blanket prohibition because it allows the sale 
of flavored tobacco products in smoking bars.”  Id. at 82.  Here, however, the proposed regulation 
is a “blanket prohibition” of all flavored ENDS products.  It is thus a tobacco product standard that 
does not fall within any exception from preemption. 
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