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Electronic cigarettes pose a competitive threat to the makers of cigarettes
and other tobacco products, as well as to nicotine replacement therapies such
as nicotine gum and patches. A common response to such a threat is support
for government regulation to suppress competition. Predictably, cigarette
manufacturers and other threatened producers, as well as the governments that
earn revenue from tobacco taxes, are supporting greater regulation of
electromic cigarettes that would replicate the cartel-supporting rules of the
Master Settlement Agreement. These efforts are aided by anti-smoking
organizations that would like to prevent the growth of demand for electronic
cigarettes. This episode allows application of the Bootlegger and Baptist theory
of regulation. Groups with divergent interests have aligned in support of
cartelizing regulation of electronic cigarettes. As with other episodes of
Bootlegger and Baptist coalitions, it is unclear whether the resulting policies
will serve the public interest. There is evidence that electromic cigarettes pose
substantially lower health visks than traditional cigarettes and may help
smokers quit or reduce their tobacco consumption. Therefore, insofar as
regulation restricts electronic cigarettes, it may undermine public health.
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Introduction

In May 2016, the United States Food & Drug Administration (FDA)
finalized regulations subjecting electronic cigarettes (also known as “e-
cigarettes”) to federal regulation.1 Utilizing authority provided by federal
tobacco legislation enacted in 2009, the FDA “deemed” e-cigarettes and other
vaping products (collectively known as “electronic nicotine delivery systems”
or ENDS) as “tobacco products” subject to federal regulation. This rule
subjects e-cigarettes to a wide range of federal regulatory requirements,
including restrictions on advertising and promotion, as well as various
reporting and disclosure requirements. Perhaps most significantly, deeming e-
cigarettes to be regulated as tobacco products subjects all such products to a
mandatory approval process that could hamstring all but the largest e-cigarette
producers.2

1. Deeming Tobacco Products to Be Subject to the Federal Food, Drug, and Cosmetic
Act, 81 Fed. Reg. 28974 (May 10, 2016) [hereinafter Deeming Tobacco Products to Be Subject to
FDCA]. E-cigarettes are devices that heat and vaporize a propylene-glycol solution that typically
contains nicotine and some sort of flavoring. See Zachary Cahn & Michael Siegel, Electronic Cigarettes
as a Harm Reduction Strategy for Tobacco Control: A Step Forward or a Repeat of Past Mistakes?, 32
J. PUB. HEALTH PoL’Y 16, 17 (2011); see also infra Section III.LA (discussing development of e-
cigarettes and growth in e-cigarette market).

2. See Sabrina Tavernise, F.D.A. Imposes Rules for E-Cigarettes in a Landmark
Move, N.Y. TIMES (May 5, 2016), http:/nyti.ms/23rXQXX (noting potential of new regulations to
benefit “large tobacco companies” at the expense of smaller firms); Shari Rudavsky, Indiana Vape Shop
Owners Say New FDA Rule Will Crush Industry, IND. STAR (May 9, 2016),
http://www.indystar.com/story/news/2016/05/08/indiana-vape-shop-owners-say-new-fda-rule-crush
-industry/84036264/ (noting fears that FDA rules will force smaller firms and stores to close).

The FDA initially proposed the deeming rule in April 2014, Deeming Tobacco Products
to Be Subject to the Federal Food, Drug, and Cosmetic Act, 79 Fed. Reg. 23141 (April 25, 2014), and
was expected to make a final decision on whether to deem e-cigarettes as “tobacco products” in 2015,
but the decision was delayed, reportedly due to pressure from various interest groups. See Lydia
Wheeler, Business and Health Groups Jockey to Shape E-Cigarette Rule, THE HILL (Dec. 3, 2015),
http://thehill.com/regulation/261897-business-health-groups-jockey-to-shape-e-cig-rule.
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Some health groups, particularly traditional anti-smoking groups, praised
the FDA’s action.” Such groups would like to see federal regulation of all
tobacco and tobacco-related products. Interestingly enough, major cigarette
manufacturers lined up in support of the FDA regulation as well, as have some
drug manufacturers." Major cigarette producers and some of the industry’s
most persistent critics have aligned in support of greater regulation of e-
cigarettes.

It may seem strange that “Big Tobacco” and public health advocates are
on the same page when it comes to e-cigarettes. After all, smoking has long
been recognized as one of the greatest avoidable risks to public health, and
tobacco companies are despised by health organizations for the industry’s
history of deceptive marketing practices.5 Yet as odd as it may sound, the
economic interests of incumbent tobacco firms are often aligned with the pro-
regulatory agenda of at least some public health advocates, anti-tobacco
organizations, and allied politicians. The result is something of an odd-
bedfellow coalition — but a formidable coalition nonetheless.

Coalitions between economic and social or moral interests — what Bruce
Yandle labeled “Bootlegger and Baptist” coalitions — are not all that unusual .’
There is a long history of such coalitions across a range of subjects.” Economic
interests commonly have a significant effect on public policy, but so do
normative arguments and public-spirited policymakers and interest groups. As
a consequence, when such forces are aligned, they can have a particularly
powerful influence on policy outcomes. Whether such cooperation is formal or

3. See, e.g., Tavemise, supra note 2 (*The move was applauded by public health
experts who said the industry needed oversight and who had been waiting nearly seven years for the
agency to provide it.”); Press Release, American Lung Association, FDA Asserts Oversight Authority
over Cigars, E-Cigarettes, Other Tobacco Products (May 5, 2016), http://www.lung.org/about
-us/media/press-releases/fda-asserts-oversight-tobacco-products-deeming. html; Press Release,
Campaign for Tobacco-Free Kids, Obama Administration Takes First Step to Protect Kids from E-
Cigarettes, Cigars, But Must Do More to Stop Kid-Friendly Flavors in E-Cigarettes (May 5, 2016),
http://www.tobaccofreekids.org/press releases/post/2016 05 05 ecig.

4. See infra Section IV.B. Financial analysts also concluded the FDA’s new
regulations would be good for large tobacco companies. See, e.g., Guy Bentley, Wells Fargo: FDA's E-
Cigarette Regulations Are Good News For Big Tobacco, THE DAILY CALLER (May 5, 2016),
http://dailycaller.com/2016/05/05/wells-fargo-fdas-e-cigarette-regulations-are-good-news-for-big
-tobacco/#ixzz48D57kY St.

5. See, e.g., DAVID A. KESSLER, A QUESTION OF INTENT: A GREAT AMERICAN
BATTLE WITH A DEADLY INDUSTRY (2001); Yussuf Saloojee & Ross Hammond, Fatal Deception.: The
Tobacco Industry’s “New” Global Standards for Tobacco Marketing, WORLD HEALTH ORG. 3 (2001),
http://www.who.int/tobacco/media/en/fatal deception.pdf.

6. Yandle pioneered the term more than thirty years ago. See Bruce Yandle,
Bootleggers and Baptists: The Education of a Regulatory Economist, REG., May-June 1983, at 12; see
also Bruce Yandle, Bootleggers and Baptists in Retrospect, REG., Fall 1999, at 5-7 [hereinafter Yandle,
Retrospect] (reflecting on development of Bootlegger and Baptist framework).

7. See generally ADAM SMITH & BRUCE YANDLE, BOOTLEGGERS & BAPTISTS: HOW
ECONOMIC FORCES AND MORAL PERSUASION INTERACT TO SHAPE REGULATORY POLITICS (2014). The
book details examples from various episodes in the United States including, in more recent years, the
Troubled Asset Relief Program bailout during the 2008 financial crisis, climate change, and the Patient
Protection and Affordable Care Act of 2010 (“ObamaCare”).
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intentional, the combining of economic and “moral” or public-focused interest
groups into a single coalition has had a substantial effect on the growth and
evolution of regulation in the United States.”

This Article examines the political and regulatory responses to the
emergence of electronic cigarettes in light of Yandle’s Bootlegger-Baptist
theory of regulation. Section I summarizes Yandle’s theory and places it in the
context of other positive theories of regulation and the role of interest groups in
regulatory policy. With this regulatory background in hand, Section II reviews
the development of tobacco regulation in the United States, focusing on the
Master Settlement Agreement (MSA) that resolved state legal claims against
cigarette manufacturers and subsequent federal legislation that provided the
FDA with regulatory authority over tobacco products. As this section shows,
the Bootlegger-Baptist theory demonstrates how advocacy by economic
interests and public-interest groups aligned to create a regulatory framework
that, among other things, suppressed competition to the benefit of incumbent
firms in existing tobacco markets.

The emergence of electronic cigarettes disrupted the status quo in tobacco
markets, creating new incentives for established firms to seek regulatory
intervention. Section IIT describes the development of e-cigarettes, their rapid
growth, and what is (and is not) known about their potential health effects. As
this section highlights, the growth in demand for e-cigarettes poses a substantial
threat to incumbent tobacco producers, but may also provide significant health
benefits insofar as e-cigarettes pose fewer health risks than traditional tobacco
products.

The push for regulation of e-cigarettes is replicating the Bootlegger-
Baptist dynamic that catalyzed the development of the MSA and federal
tobacco legislation. As explained in Section IV, both incumbent tobacco firms
and some public health advocates support treating e-cigarettes like traditional
tobacco products. Manufacturers of tobacco-cessation products (nicotine
replacement therapies or NRTs) also support regulation of e-cigarettes for
economic reasons. Moreover, state-level politicians are incentivized to treat e-
cigarettes like traditional tobacco products because of the potential effects on
state tax revenues. If this combination of interests succeeds, the likely effect
will be an ever-more cartelized industry that looks much like the post-MSA
cigarette industry. Whether or not any resulting regulation would benefit
consumers or protect public health remains to be seen.

[. Interest Groups and the Demand for Regulation

Government regulation permeates the U.S. economy. There are few
productive activities that are not subject to government regulation of one sort or

8. See infra Section I.B.
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another.” What accounts for the extent of such regulation? Why are some
activities and industries regulated more than others? And why are regulatory
programs designed or implemented differently at different times or in different
contexts? Over the decades, political scientists, historians, and economists have
struggled to develop a positive theory of regulation.'’

The Baptist and Bootlegger theory, developed by economist Bruce
Yandle, sought to complement prior theories of interest-group involvement in
regulatory policy. Specifically, it sought to explain how economic interest
groups and moral or ideological interests often align in support of common
policy goals. In Yandle’s view, understanding and recognizing the emergence
of such alliances made it easier to understand why some regulatory policy
initiatives failed and others succeeded.

A. Traditional Theories of Regulation

The oldest and perhaps most common explanation for government
regulation is called the Public Interest Theory. Under this theory, government
regulation is largely the product of public-spirited policymakers seeking to
enhance public welfare. On behalf of the public, policymakers develop and
impose various regulatory programs to address market failures, such as a failure
to account for externalities, the under-provision of public goods, and
information asymmetries, or tackle other perceived problems resulting from
uncoordinated private activities."

The Public Interest Theory posits that most policymakers systematically
attempt to serve the public interest when they enact laws, promulgate
regulations, and implement government programs. Policymakers are not
influenced by personal fortunes nor are they motivated to serve narrow special
interests from their home territories; they are truly public servants. While the
Public Interest Theory acknowledges the possibility of corruption or other
problems with government policy — after all, politicians and regulators are
human beings like the rest of us — the driving assumption of this theory is that
those who develop, promulgate, and enforce regulations are primarily engaged
in a well-intentioned effort to advance the public interest.

While the Public Interest Theory may work as a normative theory of what
governments should do, it has obvious deficiencies as a positive theory of what
governments wi/l do. That is, the Public Interest Theory offers a limited

9. See, e.g., Clyde Wayne Crews, Jr., , Ten Thousand Commandments. An Annual
Snapshot  of  the  Federal  Regulatory  State, COMPETITIVE  ENTER. INST.  (2015),
https://cei.org/sites/default/files/10%2C000%20Commandments%202015%20-%2005-12-2015 .pdf.

10. See generally JERRY BRITO & SUSAN E. DUDLEY, REGULATION 11-22 (2d ed.
2012) (summarizing theories of government regulation).

11. See generally STEPHEN BREYER, REGULATION AND ITS REFORM (1984)
(discussing various rationales for regulation). For a discussion of social and other non-economic, yet still
public-spirited, rationales for regulation, see CASS SUNSTEIN, AFTER THE RIGHTS REVOLUTION:
RECONCEIVING THE REGULATORY STATE (1990).
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account of the incentives faced by policymakers and, as a consequence, does
not fully explain observed regulatory policies. The Public Interest Theory may
offer plausible explanations for many laws and regulations that are on the
books, but it fails to explain why some regulatory initiatives succeed and others
fail, particularly outside of traditional economic regulation. Even if one sets
aside government spending programs, which one may suspect are particularly
prone to rent-seeking and pork-barrel politics, there are many regulatory
decisions which cannot be explained by the Public Interest Theory, either
because the regulations in question do not advance the public interest or
because they are designed and implemented to achieve other ends. While the
existence of market failures may provide adequate justification for regulatory
interventions, the pattern of such interventions does not necessarily correspond
with the existence of such justifications. Regulations persist where there is little
economic justification for government intervention, while obvious cases for
government involvement remain unaddressed.

As explanations of political behavior developed, seasoned observers of the
political scene noticed that politicians often spoke about serving the public
interest, but their actions seemed to be guided by narrow special interest groups
if not by their personal career ambitions.'> That is, what policymakers said did
not line up with what policymakers did. Further, even well-intentioned
government programs did not appear to be implemented in a way to achieve the
public-spirited goals that may have inspired their creation. Regulators of
electricity producers spent a lot of time with folks from the industry being
regulated, people with experience in the railroad industry were called upon to
regulate the industry, and politicians preparing labor legislation had many
encounters with organized labor leaders. Put another way, politicians and
regulators who might speak about serving the public interest often seemed to be
captured by the industry or activity they were regulating. Thus was born the
Capture Theory, an explanation elaborated by Marver Bernstein" and Gabriel
Kolko."

Capture Theory provided a helpful lens for observing political behavior
and, when applied, offered some useful insights into political action. But there
was a problem. When there were competing interest groups struggling to affect

12. Adam Smith actually made a similar observation:
The proposal of any new law or regulation of commerce which comes from this order ought always to
be listened to with great precaution, and ought never to be adopted till after having been long and
carefully examined, not only with the most scrupulous, but with the most suspicious attention. It comes
from an order of men whose interest is never exactly the same with that of the public, who have
generally an interest to deceive and even to oppress the public, and who accordingly have, upon many
occasions, both deceived and oppressed it.
ADAM SMITH, AN INQUIRY INTO THE NATURE AND CAUSES OF THE WEALTH OF NATIONS 339 (EdWiIl
Cannon ed., 2003).

13. See MARVER BERNSTEIN, REGULATING BUSINESS BY INDEPENDENT COMMISSION
(1977).

14. See GABRIEL KOLKO, THE TRIUMPH OF CONSERVATISM: A REINTERPRETATION
OF AMERICAN HISTORY: 1900-1916 (1963).

318



Baptists, Bootleggers & Electronic Cigarettes

an outcome — as with public health groups and tobacco companies when
cigarette-advertising regulation was being formed — the theory offered nothing
to predict which interest group might emerge victorious. Repairing this
theoretical flaw led to Nobel Laureate George Stigler’s development of the
Special Interest Theory or the Economic Theory of Regulation.15 Stigler’s
theory basically says “keep your eye on the money.” The group with the most
to gain or lose will make the greatest effort to capture the politician or
regulator. And the larger and better organized the group, all else equal, the
better the prospects for winning a cartel-like outcome. Additional research by
Mancur Olson'® and Sam Peltzman,17 among others, further explicated how
concentrated interest groups can influence government agencies for their own
benefit at the expense of the public at large.

Stigler’s theory still left a large question unanswered. Does it matter
which interest groups interact with politicians when seeking to organize
regulatory agreements? Put another way, are there certain key interest groups
that, when working together for a common goal, always tend to prevail?
Special interest groups matter a lot, but not just any collection of interest
groups seemed capable of enacting durable social regulation. Some legislative
and regulatory actions were not well explained by the Public Interest Theory or
the Capture Theory, which ultimately brought us to the Bootleggers and
Baptists Theory.

B. Bootleggers and Baptists

Bruce Yandle’s contribution to interest-group theories of regulation was
his observation that interest-group influence could be more powerful when
those struggling to affect outcomes included distinctly different groups.'
Specifically, he noted that economically motivated interest groups are more
likely to achieve their policy goals when supported by interest groups that
provide normative justifications for the same policies. Put in more colloquial
terms, the theory “tells a story of how public interest justification greases the
rails for purely private pursuits.”19 As Yandle explained:

Here is the essence of the theory: durable social regulation evolves when it is demanded by
both of two distinctly different groups. “Baptists” point to the moral high ground and give
vital and vocal endorsement of laudable public benefits promised by a desired regulation.

15. See George J. Stigler, The Theory of Economic Regulation, 2 BELL J. OF ECON. &
MGMT. SCI. 3 (1971).

16. See MANCUR OLSON, THE L.OGIC OF COLLECTIVE ACTION: PUBLIC GOODS AND
THE THEORY OF GROUPS (1965).

17. See Sam Peltzman, Toward a More General Theory of Regulation, 19 J. L. &
ECON. 211 (1976).

18. See SMITH & YANDLE, supra note 7, at 4 (“The Bootlegger/Baptist theory
provides a useful device for explaining crucial features of enduring social regulations that affect
consumers and producers worldwide.”).

19. W
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Baptists flourish when their moral message forms a visible foundation for political action.
“Bootleggers” are much less visible but no less vital. Bootleggers, who expect to profit from
the very regulatory restrictions desired by Baptists, grease the political machinery with some
of their expected proceeds.”

Each type of interest group is capable of influencing government policy,
and does so regularly. When they are aligned, however — when moral suasion is
backed or reinforced by economic muscle — they are particularly powerful and
are more likely to produce durable social regulation. Among other things, allied
politicians get the benefit of powerful moral rhetoric in addition to the muscle
of economic interest groups. For things to work, the Bootleggers and Baptists
need only pursue similar outcomes. They need not work directly together and,
in many instances, have quite different ultimate policy goals and likely disdain
each other.”!

Yandle chose the Bootlegger and Baptist labels in homage to the political
pairing of unlikely interests that was successful in championing laws that
shuttered liquor stores on Sunday.”” Though some Bootleggers might be
Baptists, and vice versa, the two interest groups would never form a visible
coalition in the strict sense of the word. Yet, despite their contrasting
motivations, they sought the same outcome and were willing to struggle
mightily to succeed. At the height of its success, this powerful pairing entirely
shut down the legal sale of alcoholic beverages in counties, states, and — during
Prohibition (1920-1933) — the nation as a whole.”

The Baptists were a moral motivating force wanting to limit alcohol sales,
particularly on Sundays. The behavior engendered by alcohol created a target
for moral crusaders. Their support for limiting alcohol sales is easily
predictable. Laws limiting alcohol sales would satisfy the Baptists’ preferences.
They also created an opportunity for Bootleggers. Limiting alcohol sales
reduced competition and created profit opportunities for those willing to sell
alcohol illegally (or, perhaps, in a neighboring jurisdiction without such laws).
While Bootleggers obviously have no objection to the sale of alcohol (and
certainly not to its consumption), they would be expected to support laws that
increase their profits.

Bootleggers and Baptists did their most noteworthy work years ago, but
alcohol distribution still takes place within cartel arrangements protected by

20. See Yandle, Retrospect, supra note 6, at 5. It should be noted that the original
formulation was chosen for alliterative purposes, and not to single out Baptists for being particularly
influential or blameworthy.

21. See SMITH & YANDLE, supra note 7, at viii (noting that Baptists and Bootleggers
need not expressly or openly coordinate their activities to be successful).

22. Note, however, that most such jurisdictions did not restrict Sunday consumption
of alcoholic beverages.
23. For a discussion of the role of interest groups in Prohibition and its repeal, see

Donald J. Boudreaux & A.C. Pritchard, Rewriting the Constitution: An Economic Analysis of the
Constitutional Amendment Process, 62 FORDHAM L. REV. 111, 119-20 (1993); SMITH & YANDLE, supra
note 7, at 79-81.
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state law. When threats arise that might disturb the cartel, seen most recently in
the delivery of retail wine, Bootleggers and Baptists rise to the challenge.24
State regulation of alcoholic beverages has produced a crazy-quilt set of rules.
In Texas, for example, many counties and cities are dry, while others allow
limited sales. Changes to the rules generate political battles among vested
interests. For example, craft brewers are required by law to give away
distribution rights.25 Multiple parties have interests in such requirements: large,
established brewers do not wish to compete at retail stores with craft brews,
distributors like their protected distribution licenses, craft brewers would like to
expand retail opportunities, and teetotalers may wish to keep out any new
alcoholic products. The players change over time, but the battle is much the
same. Having invested significant resources to obtain a beneficial political
agreement, the protagonists do not go quietly into the night.26 But Bootleggers
never march with placards before state capital buildings petitioning for renewal
of soon-to-expire Sunday closing laws.”’ The Baptists do that for them.
Meanwhile, crafty Bootleggers may (quietly) provide campaign contributions
for cooperative politicians or fund Baptist causes.

Note that Bootleggers did not support laws to limit alcohol consumption,
even though their Baptist brethren might. This point is important. Successful
Bootlegger/Baptist political interaction generates support for particular kinds of
regulation, specifically rules that satisfy the interests of both interest groups. In
the tobacco and e-cigarette context, as with alcohol, a Bootlegger/Baptist
coalition is likely to favor rules that suppress competition. This raises prices,
which Baptists like, but may also enable producers to capture monopoly rents.
Such policies may include limits on advertising and promotion and restrictions
on new market entry. The coalition is unlikely to endorse measures that directly
target consumption, however. That is where the interests of the Bootleggers and
the Baptists diverge.

The Bootlegger/Baptist theory helps us understand a host of regulatory
episodes. For example, the theory helps explain certain features of federal clean
air legislation. Environmental groups want controls on emissions. Existing
emitting firms wish to avoid the regulatory costs of adopting emission controls,
and prefer to reduce the risks of competition from new entrants. Both will

24. Kim Marcus, Bizarre Coalition Opposes Direct Shipment of Wine, WINE
SPECTATOR (Feb. 14, 2005), http://www.winespectator.com/webfeature/show/id/Bizarre-Coalition
-Opposes-Direct-Shipment-of-Wine 2398; SMITH & YANDLE, supra note 7, at 83-87.

25. The Institute for Justice represents three craft brewers challenging the distribution
rules. For background, see Texas Craft Beer, INST. FOR JUST., http://ij.org/case/texas-craft-beer (last
visited Apr. 10, 2016).

26. Alcohol producers routinely make contributions to election campaigns for, we
presume, good business reasons. For details regarding 2015-16 contributions, see Beer, Wine, and
Liguor: Top Contributors to Federal Candidates, Parties, and Outside Groups, OPENSECRETS.ORG
http://www.opensecrets.org/industries/indus.php?ind=N02 (last visited Apr. 10, 2016).

27. TEX. ALCO. BEV. CODE ANN. § 105.01 (West 2007) (providing details of Sunday
(and other day) closing rules in Texas, which are not atypical).
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support laws that impose stricter standards on newly constructed manufacturing
plants than on existing plants.28 Similarly, environmental groups and producers
of alternative energy products will support regulations that control greenhouse
gas emissions, the former due to concerns about global warming, the latter in
pursuit of a competitive advantage.29 Such coalitions are not only political. In
some cases, the Bootleggers directly fund Baptist coffers so as to help increase
their political strength. The Sierra Club, for example, received millions of
dollars from natural gas interests to support the group’s campaign against
competing energy sources, coal in particular.30

While regulatory Baptists may seek laws that are more stringent than
bootleggers would support, they may settle for less stringent, or less optimal,
regulatory measures if the alternative is a likely political defeat. For example,
as Bruce Ackerman and William Hassler documented in Clean Coal/Dirty Air,
environmentalist groups supported regulatory measures that advantaged the
producers of high-sulfur coal as against the producers of low-sulfur coal, even
though such measures would also be less effective than potential alternatives.’'
A similar story can be told about the development of the alternative fuel and
reformulated gasoline requirements of the 1990 Clean Air Act.?

Public health and environmental regulations may provide particularly
fertile ground for Baptist-Bootlegger coalitions because it can be difficult to
oppose health and environmental measures openly. Instead, economic interest
groups have learned that they stand to gain when policy measures that increase
their bottom line can claim the support of public-spirited interest groups.
Sometimes the resulting regulations produce good policy, but sometimes they
do not.

In the late 1980s and early 1990s, the Hazardous Waste Treatment
Council (HWTC) sought more stringent enforcement of laws governing
hazardous waste treatment and disposal. Because HWTC’s members operated
hazardous waste incinerators and treatment facilities, they stood to benefit from
an expansion of treatment requirements. The HWTC joined forces with
environmentalist groups to support a range of regulatory initiatives. Yet not all
of these measures were environmentally beneficial. In some cases, this

28. For examples from environmental law, see ENVIRONMENTAL POLITICS: PUBLIC
COSTS, PRIVATE REWARDS {Michael Greve & Fred L. Smith, Jr. eds., 1992); Jonathan H. Adler, Clean
Politics, Dirty Proﬁts, in POLITICAL ENVIRONMENTALISM: GOING BEHIND THE GREEN CURTAIN 1
(Terry Anderson ed., 2000); Todd J. Zywicki, Environmental Externalities and Political Externalities:
The Political Economy of Environmental Regulation and Reform, 73 TUL. L. REV. 845 (1999).

29. See Bruce Yandle & Stuart Buck, Bootleggers, Baptists, and the Global Warming
Battle, 26 HARV. ENVTL. L. REV. 177 (2002).

30. Bryan Walsh, How the Sierra Club Took Millions from the Natural Gas
Industry—and Why They Stopped, TIME (Feb. 2, 2012), http://science.time.com/2012/02/02/exclusive
-how-the-sierra-club-took-millions-from-the-natural-gas-industry-and-why-they-stopped.

31. BRUCE A. ACKERMAN & WILLIAM T. HASSLER, CLEAN COAL/DIRTY AIR 35-37
(1981).

32. See Jonathan H. Adler, Clean Fuels, Dirty Air, in ENVIRONMENTAL POLITICS:
PUBLIC COSTS, PRIVATE REWARDS 19 (Michael S. Greve & Fred L. Smith, Jr. eds., 1992).
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Bootlegger and Baptist coalition opposed measures to reduce the generation of
hazardous waste and supported regulations that could have discouraged the
recycling of particular waste streams.” In other instances, hazardous waste
incinerator companies funded environmental groups that would attack their
competitors.34

Just because concentrated interest groups stand to benefit economically
from a given regulatory measure does not mean that such measures are bad
policy. In some cases, economic interest groups may provide essential support
for worthwhile measures. It is unlikely the United States would have agreed to
phase out the use of chlorofluorocarbons (CFCs) when it did if doing so had not
been in the economic interest of major CFC producers.35 CFCs, a widely used
class of propellants and refrigerants, were linked to thinning of the stratospheric
ozone layer. The largest CFC producer, DuPont, opposed the CFC phase-out
until it was in DuPont’s interest to reverse course.”” While DuPont had once
enjoyed the dominant position in the CFC market, foreign producers had begun
to erode DuPont’s market share, and DuPont was in a strong position to market
CFC substitutes. Although some groups still opposed a CFC phase-out, once
significant Bootleggers joined the Baptist side, it became relatively easy to
move forward with the phase-out, and the ozone layer was protected.37

Bootlegger and Baptist coalitions may or may not lead to the development
of sound policy. In some cases, Bootlegger interests will coincide with public
welfare. In other cases, however, Bootlegger interests will distort or subvert the
adoption of welfare-enhancing measures. In the case of e-cigarette regulation,
that risk is real.

II. Tobacco Regulation and the Master Settlement Agreement

The history of tobacco regulation provides ample evidence of the
importance of Bootlegger and Baptist coalitions. Indeed, much tobacco
regulation resulted from the efforts of both Bootleggers (the tobacco
companies) and Baptists (public health organizations and policymakers). One
consequence of this is that tobacco regulation has often served to enhance the
profits of incumbent firms as much as (if not more than) it has combated the

. . . . 38 .
public health harms associated with smoking.” In some cases, it even appears

33. See Adler, supra note 28, at 14-16; Mark K. Landy & Mary Hague, The Coalition
for Waste: Private Interests and Superfund, in ENVIRONMENTAL POLITICS: PUBLIC COSTS, PRIVATE
REWARDS 67 (Michael S. Greve & Fred L. Smith, Jr. eds., 1992).

34, See Adler, supra note 28, at 16-17.

35. See Daniel F. Mclnnis, Ozone Layers and Oligopoly Profits, in ENVIRONMENTAL
POLITICS: PUBLIC COSTS, PRIVATE REWARDS 129, 130 (Michael S. Greve & Fred L. Smith, Jr. eds.,
1992).

36. See Adler, supra note 28, at 21-22.

37. See id.

38. The tobacco companies did not want the regulations that began a half-century
ago, but have played the political game very well since, so they have remained profitable. The demise of
the Big Tobacco companies has been predicted for decades, but their rate of return, as seen in stock
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as if tobacco industry regulation primarily served the interests of Bootleggers,
though it was facilitated by a Baptist veneer.

A. Pre-Master Settlement Agreement Regulation

In the late 1950s and early 1960s, shortly before the first Surgeon
General’s report, news stories called attention to the harmful effects of
smoking. Innovative cigarette producers responded by developing filter tips
that were often accompanied with health claims for the new “safer” cigarettes.39
As might be expected in a competitive marketplace, a low tar and nicotine
derby developed in the industry, with producers competing at the health margin
when developing and selling their wares. Consumption of higher tar and
nicotine products began to fall.*’

When the Surgeon General’s report of the harmful effects of smoking was
released in 1964, it provided an opportunity for a new political player in the
tobacco field.* A regulatory agency, the Federal Trade Commission (FTC),
soon announced a proposed requirement for a battery of warning labels to be
affixed to all cigarette packages.42 Using dire language highlighting that
smoking can cause death, the FTC proposal brought an immediate reaction
from cigarette producers. Congress responded by showing a preference for a
calmer, more tobacco-friendly warning.43 Congress swiftly passed legislation
that instructed the FTC to regulate but to ride easier on the industry and
preempted state and local efforts to mandate more stringent warnings.44

Alarmed about the misleading nature of health claims for the new low-tar
and filtered cigarettes, and conscious of its responsibility for enforcing truth in

prices, generally beats the market. Paul R. La Monica, Smoking Is Not Cool. But Cigarette Stocks Are
Hot, CNN MONEY (July 29, 2015), http://money.cnn.com/2015/07/29/investing/cigarettes-altria
-reynolds-american-stocks-earnings.

39. For a more extensive discussion of the role of Bootleggers and Baptists in the
evolution of tobacco regulation, see, Bruce Yandle et al., Bootleggers, Baptists & Televangelists:
Regulating Tobacco by Litigation, 2008 U. ILL. L. REV. 1225. For more on the history of tobacco
regulation and the role of interest groups, see A. LEE FRITSCHLER, SMOKING AND POLITICS:
POLICYMAKING AND THE FEDERAL BUREAUCRACY (2006); RicHARD KLUGER, ASHES TO ASHES:
AMERICA’S HUNDRED YEAR CIGARETTE WAR, THE PUBLIC HEALTH, AND THE UNABASHED TRIUMPH
OF PHILIP MORRIS (1997); PETER PRINGLE, CORNERED: BIG TOBACCO AT THE BAR OF JUSTICE (1998).

40. See Lynn T. Kozlowski & Richard J. O’Connor, Dealing with Health Fears:
Cigarette Advertising in the United States in the Twentieth Century, in TOBACCO AND PUBLIC HEALTH:
SCIENCE AND POLICY 37, 39-41 (Peter Boyle et al. eds., 2004) (discussing the “tar derby” competition
among cigarette producers to offer low-tar brands).

41. See U.S. DEP’T OF HEALTH, EDUC. & WELFARE, SMOKING AND HEALTH: REPORT
OF THE ADVISORY COMMITTEE TO THE SURGEON GENERAL OF THE PUBLIC HEALTH SERVICE (1964);
Peter D. Jacobson et al., Historical Overview of Tobacco Legislation and Regulation, 53 J. SOC. ISSUES
75, 85 (1997).

42. Unfair or Deceptive Advertising and Labeling of Cigarettes in Relation to the
Health Hazards of Smoking, 29 Fed. Reg. 8325 (July 29, 1965) (to be codified at 16 C.F.R. pt. 408).

43, See Yandle et al., supra note 39, at 1249-51.

44, Federal Cigarette Labeling and Advertising Act, 15 U.S.C. §§ 1331-1341 (2012).
The preemption provision is contained in section 1334.
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advertising, with a blast of a Baptist trumpet, the FTC again intervened.® It
argued that there was no meaningful difference among various cigarettes,
banned the use of health claims in all advertising, and established itself and its
smoking machine laboratory as the source of any data that might be used in
advertising nicotine and tar content. Competition over health claims declined,
as did the entry of new and perhaps safer cigarettes.46 Innovation was chilled.
Competition on this margin declined and the industry became a bit more
cartelized with help from the government. But the Bootlegger/Baptist story was
just beginning.”’

With health-concerns building, the Federal Communications Commission
(FCC) entered the fray. In response to a citizen petition, in 1967 the FCC
applied the Fairness Doctrine™ to tobacco advertising, requiring free TV time
for competing anti-tobacco public interest messages whenever a television
station or network sold ad time to a tobacco company.49 Along with the
negative publicity about the health effects of smoking, the FCC mandate
appeared to have an effect, as per capita smoking began to decline.” In 1969,
responding to consumer group pressure, the FCC proposed a ban on TV
advertising for cigarette and tobacco products, and the FTC proposed tougher
warning labels.”' The Baptists were being heard, and the cigarette-producing
bootleggers did not like what they were hearing. The anti-smoking campaign
had an impact on sales, with per-capita cigarette consumption falling by 5.7
percent between 1967 and 1970.”

The tobacco industry was not as enamored with these regulatory
initiatives as were some health-oriented groups. Congress reacted to such
concerns with new legislation that weakened the FTC’s proposed label
language while banning TV advertising starting in 1971.7 Far from a loss for

45. See Yandle et al., supra note 39, at 1248.

46. John E. Calfee, The Ghost of Cigarette Advertising Past, REG., Summer 1997, at
35; see also John E. Calfee, Cigarette Advertising, Health Information and Regulation Before 1970
(Fed. Trade Comm’n, Working Paper No. 134, 1985) (discussing health claims in cigarette advertising
prior to 1970).

47. Yandle and Morriss, with coauthors, expanded on this in their analysis of tobacco
regulation through the MSA, adding in “Televangelists” (the state attorneys general and plaintiffs’ bar),
players who, they argued, feigned moral indignation while having motivations more akin to the
Bootleggers. See Yandle et al., supra note 39, at 1236-40.

48. See Red Lion Broad. Co. v. FCC, 395 U.S. 367 (1969) (upholding
constitutionality of the Fairness Doctrine). Under the Faimess Doctrine, television and radio broadcast
licensees were required to cover issues of public importance and to provide “fair coverage” of such
issues. Id. at 369.

49. See In re TV Station WCBS-TV, 8 F.C.C.2d 381 (1967), recons. denied 9
F.C.C.2d 921 (1967) (holding that the Fairness Doctrine is applicable to cigarette advertisements).

50. See Yandle et al., supra note 39, at 1252.

51. See FCC, Notice of Proposed Rulemaking, Advertisement of Cigarettes, 34 Fed.
Reg. 1959 (Feb. 11, 1969).

52. See Yandle et al., supra note 39, at 1252.

53. Public Health Cigarette Smoking Act of 1969, Pub. L. No. 91-222, 84 Stat. 87
(1970); see also 15 U.S.C. § 1335 (2012) (prohibiting cigarette and cigar advertising in electronic media
subject to FCC jurisdiction).
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the industry, this legislation erected a substantial entry barrier for potential
competitors.”® The established brands enjoyed widespread name recognition,
and new entrants would be unable to use television to establish their brands.”
The elimination of television ads for cigarettes also brought an end to the
offsetting public interest messages that attacked tobacco products and reduced
cigarette company advertising costs.” The tobacco Bootleggers gained ground,
and innovation took the back seat in what began to look like a comfortable
cartel. Meanwhile, the health-care Baptists may have unwittingly cheered the
new strictures that seemed to penalize bad Bootlegger behavior but actually
protected their profits.

Prior to the advent of ever more stringent regulations that limited
marketing practices, U.S. cigarette producers jockeyed for consumer patronage
by constantly introducing heavily advertised tobacco products. There were
filter tips, flavors, shorts, longs, and soft and hard packages, all designed to
shape and satisfy demand for tobacco products. Over the years there have also
been efforts to develop alternative nicotine products. After all, cigarettes have
been called “cancer sticks” for decades for good reason. The harmful effects
have long been known, but nicotine, which comes via tobacco, is addictive. The
industry then rested somewhat comfortably, even as demand weakened,
continuing to earn profits because of the restrictions on competition.

Despite advertising restrictions that protected established brands, Big
Tobacco began losing sales to less-costly upstarts. Loss of market share became
so severe that the maker of Marlboro announced a twenty percent price cut on
Friday, April 2, 1993.”" Now referred to as Marlboro Friday, due to the sharp
decline in stocks of firms that relied heavily on brand name recognition, Philip
Morris’s action did just what the firm hoped it would. Competition was beaten
back; Marlboro recovered market share; and three years later the firm’s shares
had fully recovered. Strategic response to competition and ever-rising calls for
restrictions due to health concerns has long been part of cigarette makers’
struggle to survive.

B. The Master Settlement Agreement

The 1998 Master Settlement Agreement (MSA) between the nation’s
largest cigarette manufacturers and state attorneys general (AGs) was a
milestone in tobacco regulation. The MSA heavily influences the structure of
the cigarette industry to this day. The agreement included a series of regulatory

54. See Yandle et al., supra note 39, at 1253-54.

55, Id

56.  Id

57. Morgan Housel, How Marlboro Friday Changed the World, MOTLEY FOOL (Jan.
15, 2008), http://www.fool.com/investing/general/2008/01/1 5/how-marlboro-friday-changed-the
-world.aspx.
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restrictions on the industry and cemented the dominant market position of
existing manufacturers.”®

The MSA was adopted to resolve a series of lawsuits filed by state AGs
against cigarette manufacturers. The first suit was brought by the state of
Mississippi in 1994; other states quickly followed.” By mid-1997, more than
thirty states had filed suit. Aiding the state AGs in their efforts were numerous
prominent plaintiffs’ attorneys, who stood to reap substantial rewards if the
suits proved successful.*’

Prior litigation against tobacco companies, typically filed by former
smokers seeking damages for the health consequences of smoking, had largely
failed.®" Plaintiffs found it difficult legally to claim they had been harmed by
the cigarette industry’s deceptions about the health risks of smoking when
every package of cigarettes carried a government-mandated warning. The
tobacco companies also benefited from the widespread view among potential
jurors that the dangers of smoking were well known. The state lawsuits were
different. The states sought reimbursement for the health care expenditures they
incurred caring for smokers under the Medicaid program.62 Unlike the claims
brought by former smokers, these suits could not be deflected by turning the
focus to the smokers’ choices.

The cigarette manufacturers recognized the state AG lawsuits as a
potential existential threat, and sought a truce. In 1997, industry lawyers began
negotiating with the AGs in an effort to bring “peace forever.”® By June they
had reached a tentative agreement (“the Resolution”), under which the cigarette
companies agreed to pay $10 billion initially and $15 billion annually in
perpetuity in return for protection from future lawsuits.** The cost of the
payments would be borne by cigarette consumers in the form of higher prices.®

58. This discussion of the MSA draws upon Yandle et al., supra note 39, at 1270-71.

59. See Michael DeBow, The State Tobacco Litigation and the Separation of Powers
in State Governments: Repairing the Damage, 31 SETON HALL L. REV. 563, 566 (2001) (detailing the
chronology of state suits against cigarette manufacturers); MARTHA A. DERTHICK, UP IN SMOKE: FROM
LEGISLATION TO LITIGATION IN TOBACCO POLITICS 167-70 (2d ed. 2005) (same).

60. For instance, noted plaintiff’s attorney Ronald L. Motley and his partners realized
fees in excess of $1 billion for their role in the securing of the MSA. See Barry Meier, The Spoils of
Tobacco Wars, Big Settlement Puts Many Lawvyers in the Path of a Windfall, N.Y. TIMES, (Dec. 22,
1998), http://www.nytimes.com/1998/12/22/business/spoils-tobacco-wars-big-settlement-puts-many
-lawyers-path-windfall.html; see also DAN ZEGART, CIVIL WARRIORS: THE LEGAL SIEGE ON THE
TOBACCO INDUSTRY (2000) (discussing the role of plaintiff attorneys in tobacco litigation).

6l. Yandle et al., supra note 39, at 1259-63.

62.  Id at1261.

63. See KESSLER, supra note 5, at 361.

64.  See Proposed Settlement Resolution Between the Tobacco Industry, State
Attorneys General, and Plaintiffs’ Lawyers (June 20, 1997), available at http://stic.neu.edu/settlement/6
-20-settle.pdf [hereinafter Resolution]; see also ZEGART, supra note 60, at 253-71 (describing the
negotiations that led to the Resolution).

65. By one estimate, as much as ninety percent of the costs of the settlement would be
borne by smokers. DeBow, supra note 59, at 569 (citing estimates by W. Kip Viscusi); see also W. Kip
Viscusi, 4 Post-Mortem on the Tobacco Settlement, 29 CUMB. L. REV. 523, 538-44 (1999)(discussing
the costs of the tobacco settlement).
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The Resolution also provided for limited FDA regulation of the industry, and
contained requirements to protect participating cigarette companies from non-
signers to the agreement and new entrants; these parties were required to
contribute to the settlement fund as well.*°

Because the Resolution anticipated changes in federal law, such as
legislative authorization of FDA regulation of cigarettes, it needed
Congressional approval. That was not to be.”’ Although the Resolution
promised total payments well in excess of $300 billion, anti-smoking activists
thought the deal was insufficient, particularly because of the limits on litigation
and federal regulation.68 Moreover, all the payments were to go to the
participating states, leaving the federal government with nothing.69 Seeking to
promote its own interests, Congress added provisions to the deal that cut it in
on the benefits, including a $1.10 per pack increase in federal cigarette taxes.”
This was too much for the industry to stomach. The cigarette companies turned
against the legislation authorizing the Resolution, and it failed to pass.71

Although they failed to get legislation approving the Resolution through
Congress, both the state AGs and the cigarette manufacturers still wanted a
deal. Secret negotiations between several AGs, plaintiffs’ lawyers, and cigarette
industry attorneys produced a new agreement, the Master Settlement
Agreement.72 After its release in late 1998, it was quickly endorsed by forty-six
state AGs.” (The remaining four states had already reached separate
settlements with the cigarette companies, each of which was preserved under
the MSA.™)

Like the Resolution, the MSA promised substantial payments from the
then-four dominant cigarette companies to state coffers, funded by cigarette
price hikes.” Like the Resolution, the MSA protected participating cigarette
companies from competition. The firms negotiated some benefits to cushion the
blow imposed by the heavy payments to which they agreed. All firms enjoyed
some benefits from the cost savings imposed by restrictions on industry
advertising and promotional efforts.”® Unlike the Resolution, the MSA did not

66. See Resolution, supra note 64, at tit. L.E-F, tit. V.A.

67. See ZEGART, supra note 60, at 261-67.

68. See Yandle et al., supra note 39, at 1267-68.

69. Id. at 1270.

70. See S. REP. NO. 105-180, at 12 (1998).

71. See Nancy Gibbs, Up in Smoke, TIME (June 29, 1998),
http://content.time.com/time/magazine/article/0,9171,988614,00.html.

72. For the full text of the Master Settlement Agreement, see Master Settlement
Agreement, CAL. DEP’T OF JUST. OFF. OF THE ATT’Y GEN. (Nov. 23, 1998),
http://caag.state.ca.us/tobacco/pdf/ Imsa.pdf [hereinafter MSA].

73. See DERTHICK, supra note 59, at 166.

74 I
75. See Yandle et al., supra note 39, at 1270-71.
76. 1d.; see also supra Section I A (discussing the original restrictions on advertising

in 1971 that froze brands in place).
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green-light FDA regulation or offer federal immunity from suit.” As a
consequence, the MSA, unlike the Resolution, did not need legislative approval
in Congress and so the AGs, plaintiffs’ lawyers, and tobacco companies were
able to cut Congress out of the deal.”®

The heart of the MSA was the promised payment of $206 billion by the
four participating cigarette companies to the participating states.”” As under the
Resolution, these payments would be tax deductible and the costs would be
paid by consumers in the form of higher cigarette prices.80 The MSA presented
state legislatures with a simple choice: accept the MSA in whole and be able to
spend your state’s share of the billions of dollars raised from smokers, or reject
the proposed statute, still have your state’s smokers pay the higher prices
necessary to fund the deal, and lose your state’s claim on the money. Not
surprisingly, every state legislature took the money.

Responsibility for the payments was allocated among the cigarette
companies in proportion to their current market share, thereby reducing the
incentive for the participating cigarette companies to engage in price
competition amongst themselves to increase their respective market shares.®'
The structure of the MSA thus provided a powerful incentive for each company
to remain satisfied with the status quo.

The MSA protected the major cigarette companies from new
competition.82 At the time of the agreement, the four participating cigarette
companies accounted for all but a small fraction of domestic cigarette sales.”
Increasing cigarette prices to pay for the settlement risked a loss of market
share to marginal competitors or new entrants. Therefore, the MSA provided
that, for every percent of market share lost by a participating cigarette
manufacturer over two percent, it would be allowed to reduce its payments to
the states by three percent, unless each participating state enacted a statute to
prevent price competition from non-participating manufacturers, as each state
did.** The statutes require non-participating cigarette producers to make
payments equal to or greater than what they would owe had they been
participants in the agreement so as to eliminate the cost advantage they might

77. See Yandle et al., supra note 39, at 1270.

78. I

79. I

80.  Because cigarette consumption is highly price inelastic, the cost of the price
increase was largely borne by consumers rather than producers. As one commentator noted, “In all but
name, the payments are a national consumption tax, paid almost entirely by individual smokers (rather
than the settling companies’ shareholders or employees).” Michael S. Greve, Compacts and Collusion,
AEI FEDERALIST OUTLOOK, (Apr. 2002),
http://www.aei.org/wp-content/uploads/2011/10/Compacts%20and%20Collision.pdf.

81. Yandle et al., supra note 39, at 1270 n.254.

82. Id

83. In 1997, Philip Morris, R.J. Reynolds, and Lorillard together held 99.6 percent of
the cigarette market. See Vanessa O’Connell, Big Tobacco Gets Favorable Ruling, WALL ST. J. B3
(Mar. 29, 2006). This market share had dropped to 92 percent by 2003. Id.

84. See Yandle et al., supra note 39, at 1270-71 n.256.
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otherwise have.” This was problematic, as the new entrants could not be
argued to have contributed to the past harms that were the theoretical
justification for the payments to the states.

The MSA included restrictions on cigarette advertising, agreed to by the
participating producers.® The advertising limits could be portrayed as a public-
health measure, particularly insofar as they reduced advertising that could be
targeted at, or otherwise influence, young adults and teens. They also served to
reinforce the anti-competitive nature of the MSA, as they made it more difficult
for new brands or entrants to secure market share through promotional efforts.”’

As it turned out, the MSA was not quite as effective at suppressing
competition as some of the signatories may have hoped.*® Within five years,
several upstart cigarette companies had captured approximately ten percent of
the market, forcing the participating cigarette companies to cut prices, increase
promotional expenditures, and decrease payments to the states.” The MSA
helped cartelize the industry, but it did not provide as much insulation against
new entrants into the market as industry participants would have liked.

In spite of battles with the new competition, the MSA enabled the major
cigarette manufacturers to increase prices by more than was necessary to make
the mandated MSA payments.90 The MSA’s cartel-reinforcing provisions
sufficiently suppressed competition to enable cigarette companies to take
advantage of the price inelasticity of cigarette demand and obtain record
proﬁts.91 Not only was the MSA anti-competitive, but some legal experts
argued it was unconstitutional as well (although courts have not yet agreed).92
Nevertheless, the MSA poured competition-suppressing concrete around major
tobacco companies, perhaps dulling the market spur for new product
development. The stage was set for innovation from outside the industry and a
delayed industry response.

C. Federal Tobacco Legislation

Although the MSA provided the dominant cigarette producers with some
protection from competition, it did not have the force of federal law. In its

85. The MSA also has provisions governing the obligations of “subsequent
participating manufacturers” (SPMs) — that is, cigarette companies that joined after the MSA was
agreed upon. Under these provisions, SPMs are only liable for payments should they increase their
market share above what they were at the time of the agreement. /d.

86. See MSA, supra note 72, pt. ITI{a)-(i).

87. Yandle et al., supra note 39, at 1267 n.239.

88.  Id at 1270.

89.  Id at 1270-72.

90. Id at 1232

91. Mark Curriden, Up in  Smoke, ABA J. (Mar. 18, 2007),
http://www.abajournal.com/magazine/article/up in smoke (noting Philip Morris’s profits increased 36
percent between 1997 and 2005).

92. See, e.g., Brief of Constitutional Law Scholars as Amici Curiae Supporting the
Petition for Certiorari, S&M Brands, Inc. v. Caldwell, 562 U.S. 1270 (2010) (No. 10-622).
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wake, anti-smoking groups still wished to see increased federal regulation of
cigarettes. The cigarette industry was happy to go along, if such regulation
would reinforce the constraints of the MSA, deflect further tort litigation, and
preempt some state and local regulation.

Altria, in particular, sought legislation granting the FDA authority to
regulate cigarettes and other tobacco products.93 It spent years urging the
passage of a federal tobacco legislation that would authorize federal
regulation.94 While Altria did not want to grant the FDA the sweeping authority
the agency attempted to claim during the Clinton Administration (and which
had been rejected by the Supreme Court in DA v. Brown & Willianm)n),95 it
supported “‘tough’ but ‘reasonable’ regulation that could preempt additional
waves of tort litigation and would help to suppress competition.” In this sense,
federal regulation would complement, and reinforce, the anti-competitive
elements of the MSA.

While other tobacco companies supported some FDA regulation in
principle, they split with Altria on the final legislation to give the FDA
jurisdiction over tobacco products.” Altria prevailed. In anticipation of the
law’s passage, the New York Times called it “the tobacco regulation that Philip
Morris can live with.””® Anti-smoking and public health groups were also not
monolithic in their support of the final legislation. Leading anti-smoking
advocates such as Campaign for Tobacco-Free Kids, the American Heart
Association, the American Cancer Association, and the American Lung
Association joined with Phillip Motris in lobbying for the bill.” They believed
the law was an important step in the war against smoking. However, the Center
for Tobacco Control Research and Education at the University of California,
San Francisco saw the health-care advocates support as capitulation to the
enemy.100 Senator Mike Enzi (R-WY) denounced the legislation as a “peace
treaty” with Big Tobacco that Philip Morris helped write, and dubbed the bill

993

93. P.A. McDaniel & R. E. Malone, Understanding Philip Morris’s Pursuit of US
Government Regulation of Tobacco, 14 TOBACCO CONTROL 193-200 (2005).

94. See Joe Nocera, If It’s Good for Philip Morris, Can It Also Be Good for Public
Health?, N.Y. TIMES MAG. (June 18, 2006),
http://www nytimes.com/2006/06/18/magazine/ 18tobacco.html.

95. FDA v. Brown & Williamson Tobacco Co., 529 U.S. 120 (2000).

96. McDaniel & Malone, supra note 93, at 194-95; Samuel Lowenberg, Smoke
Screen: Why Is Philip Morris Supporting FDA Regulation of Cigarettes?, SLATE (July 25, 2002),
http://www_slate.com/articles/business/moneybox/2002/07/smoke screen.html.

97. C. STEPHEN REDHEAD & VANESSA K. BURROWS, CONG. RESEARCH SERV.,
R40475, FDA TOBACCO REGULATION: THE FAMILY SMOKING PREVENTION AND TOBACCO CONTROL
ACT OF 2009 (2009)..

98. Duff Wilson, Philip Morris’s Support Casts Shadow over a Bill to Limit Tobacco,
N.Y. TIMES (Mar. 1, 2009), http://www.nytimes.com/2009/04/01/business/01tobacco.html.

99. REDHEAD & BURROWS, supra note 97, at 4.

100.  See Kiristi Keck, Big Tobacco Down but Not Snuffed Out, CNN (June 22, 2009),
http://www.cnn.com/2009/POLITICS/06/19/tobacco.lobby (detailing disappointment of some tobacco
-control groups with the legislation).
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the “Marlboro Protection Act.”'"!

favor was overwhelming.

In any case, the Bootlegger/Baptist line-up in

The resulting legislation, the Family Smoking Prevention and Tobacco
Control Act of 2009, granted the FDA authority to regulate cigarettes and other
tobacco products under a new regulatory regime tailored to the industry.'"” The
Act created a new division within the FDA, the Center for Tobacco Products,
financed by fees on tobacco manufacturers.'” The Act also barred flavoring
cigarettes other than with menthol, authorized the FDA to set product standards
for cigarettes, and imposed more-explicit warning labels on tobacco
products.104 It limited cigarette advertising generally, enacted additional
specific restrictions on the marketing of “modified risk tobacco products” —
that is, tobacco products, other than NRT products, that present reduced health
risks — and created a mechanism through which the FDA could assert
regulatory authority over nontraditional tobacco products, including e-
cigarettes.105 The Act also created a requirement for premarket approval of all
new tobacco products, unless the manufacturer could demonstrate that the new
product was substantially equivalent to a product marketed prior to February
15,2007.'%

The Tobacco Control Act’s regulatory provisions apply to cigarettes,
cigarette tobacco, smokeless tobacco, and roll-your-own tobacco. The law
provided the FDA the authority to subject other products “made or derived
from tobacco” and “intended for human consumption” to its regulatory
regime.'”” Specifically, the FDA may “deem” other such products to be
regulated as “tobacco products” under the Act.'”™ Products “deemed” to be
“tobacco products” under the Act become subject to many of its requirements,
including the prohibition on adulterated or misbranded products, mandatory
manufacturer registration and content disclosure requirements, restrictions on
modified risk claims, and mandatory premarket review of products marketed
after February 15, 2007.'” In the case of e-cigarettes, this latter provision

101. See, e.g., Mike Enzi, HELP Committee Passes a “Marlboro Protection Act,”
THE HILL (Aug. 1, 2007, 2:24 PM), http://thehill.com/blogs/congress-blog/politics/27745-help
-committee-passes-a-marlboro-protection-act-sen-mike-enzi.

102, See21 U.S.C. § 387a(2012).

103.  Id at §387a(e).

104.  Id at §387g.

105. Id. at §387f (restrictions on advertising), §387f-1 (enforcement of limitations on
advertising), §387k (regulation of “modified risk” tobacco products), §387a(b) (authority of FDA
commissioner to “deem” other products to constitute tobacco products).

106.  Id at § 387j (2012).

107.  Id at §387a.

108.  Id. at §387a (b).

109.  Id The FDA has indicated that even relatively modest changes in product design
or packaging will be sufficient to identify a product as a new tobacco product, and not substantially
equivalent to a product already on the market. See Guidance for Industry: Demonstrating the Substantial
Equivalence of a New Tobacco Product: Responses to Frequently Asked Questions, FOOD & DRUG
ADMIN. ( Sept. 8, 2015),
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would require mandatory review of all, or nearly all, products currently on the
market.

Passage of the Tobacco Control Act established the exclusive means of
regulating tobacco products. In 2009, the FDA briefly sought to regulate e-
cigarettes under the drug and device provisions of the Food, Drug, and
Cosmetic Act.'"’ Specifically, the FDA sought to prohibit the importation of e-
cigarettes by NJOY, claiming the products were adulterated, misbranded, or
unapproved drug-device combinations under the FDCA."" Under the FDA’s
theory, because e-cigarettes are devices that deliver nicotine, they could be
regulated as drug-device combinations. This position, had it prevailed, could
have effectively prohibited e-cigarettes containing nicotine. The FDA’s
position was rejected in federal court after a legal challenge by NJOY,
however. In Sottera, Inc. v. FDA, the U.S. Court of Appeals for the D.C.
Circuit held that e-cigarettes, like other tobacco products, are, in the absence of
therapeutic claims, only subject to FDA regulation under the Tobacco Control
Act.'? The FDA’s attempt to extend its authority under the FDCA to e-
cigarettes—like its prior effort in the 1990s to extend its regulatory authority to
cigarettes — exceeded its statutory authority. Insofar as the FDA believes
regulation of e-cigarettes is warranted, it would have to pursue such regulation
through its authority under the Tobacco Control Act, as the agency
subsequently did. In May 2016, the FDA finalized a rule deeming e-cigarettes
and related products to be “tobacco products” subject to regulation under the
Act.'”” The e-cigarette industry will never be the same.

[II. The Emergence of Electronic Cigarettes

The cartelization of the tobacco industry — first by the MSA and then by
federal tobacco legislation — created opportunities for entrepreneurs. Although
the MSA and federal law made things difficult for new entrants into cigarette
markets, they did not close off the possibility of competing products that could
substitute for cigarettes. Indeed, in some respects the MSA and federal
regulations increased opportunities for firms to profit by developing
alternatives. By increasing the retail price of cigarettes, the MSA made the
market for cigarette alternatives more enticing to entrepreneurs. Into the void
came the electronic cigarette. E-cigarettes are a potential substitute for
traditional tobacco products that pose a significant threat to the tobacco
industry as it exists today. E-cigarettes may also be a threat to the makers of

http://www.fda.gov/downloads/TobaccoProducts/Labeling/RulesR egulationsGuidance/UCM436468.pdf

110.  See Sottera, Inc. v. FDA, 627 F.3d 891, 893 (D.C. Cir. 2010).
111. M

112. I

113. Deeming Tobacco Products to Be Subject to FDCA, supra note 1.
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nicotine replacement therapies and other smoking substitutes."'*  The
development of e-cigarettes may also have implications for public health.

A. A Disruptive Technology

Electronic cigarettes, also known as “e-cigarettes” or “e-cigs,” are a
“disruptive technology” that threaten the existing cigarette industry and
conventional products.115 E-cigarettes are not cigarettes and do not contain
tobacco. They are, however, a device that can be used to “mimic[] the act of
smoking” and deliver the nicotine that smokers crave.''® For some, they have
the potential to replace cigarettes (and other products) as a source of nicotine.
Indeed, some suggest that e-cigarettes could make tobacco cigarettes
“obsolete.”’!” The effect of e-cigarettes on the tobacco industry could be like
the effect that digital cameras had on traditional cameras and photographic
film."*

E-cigarettes were invented in China in the early 2000s and introduced in
the United States in 2006."" Most production occurs in China, but the product
has evolved and spread around the world. Electronic cigarettes come in
multiple varieties and new products are developed with some frequency. By
2014, there were already “dozens” of e-cigarette manufacturers and “hundreds”
of different models."*

Most electronic cigarettes can be characterized as either “cigalikes,”
which look like traditional cigarettes, or modular vaping devices (often referred
to by the acronym VTM for “vapors, tanks, and mods”), which come in various
shapes and sizes. While cigalikes, in turn, come in both disposable and
rechargeable models, VTMs generally allow greater user customization.

For all electronic cigarettes, the key component is a heating device that
atomizes or “vaporizes” a fluid that usually contains nicotine and flavoring of

114. See Daniela Saitta et al., Achieving Appropriate Regulations for Electronic
Cigarettes, 5 THERAPEUTIC ADVANCES IN CHRONIC DISEASE 50, 57 (2014) (“[T]he growing popularity
of e-cigarettes is a threat to the interests of the tobacco industry, the pharmaceutical industry and to their
associated stakeholders due to the substantial decrease in cigarette consumption and NRT sales.”).

115. See David B. Abrams, Promise and Peril of e-Cigarettes, 311 J. AM. MED.
ASS’N 135 (2014).

116. Cahn & Siegel, supra note 1, at 17.

117. Abrams, supra note 115, at 136; see also id. at 135 (“[T]he increasing evidence
to date points to an opportunity of a new class of safer, but very appealing, nicotine delivery
technologies that could favor the speedy obsolescence of conventional cigarettes.”).

118. Id.

119.  See Peter Hajek et al., Electronic Cigarettes: Review of Use, Content, Safety,
Effects on Smokers and Potential for Harm and Benefit, 109 ADDICTION 1801 (2014); Barbara Demick,
A High Tech Approach to Getting a Nicotine Fix, L.A. TIMES (Apr. 25, 2009),
http://articles.latimes.com/2009/apr/25/world/fg-china-cigarettes25. Various patents for smokeless
delivery of nicotine were filed as early as 1965. See Jordan Paradise, No Sisyphean Task. How the FDA
Can Regulate Electronic Cigarettes, 13 YALE J. HEALTH POL’Y L. & ETHICS 326, 352-53 (2013).

120. See Hajek et al., supra note 119, at 1801.
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some sort; the user then inhales the vapor (hence the name “vaping”).
Almost anything can be transformed into breathable vapor this way. There is a
growing market for flavors and assorted devices that allow users to “vape.” As
of early 2014, the domestic e-cigarette market was estimated to be worth $2.2
billion, with the cigalike and VTM markets valued at $1.4 billion and $800
million, respectively.122 By 2015, estimated sales of electronic cigarettes and
associated paraphernalia hit $3.5 billion."”

For smokers who would like to quit smoking but still receive doses of
nicotine, e-cigarettes are a major potential substitute.'** E-cigarettes can look
like cigarettes, produce a vapor that shares the mouth feel of smoking, and
involve the same hand-to-mouth process, but avoid the health hazards caused
by the byproducts of combustion, such as tar and other substances.'” While e-
cigarettes cannot be characterized as “risk-free,” they appear to be far less risky
to users than conventional cigarettes, and may be less risky than various forms
of smokeless tobacco as well."*®* Smokers who do not wish to quit smoking may
use e-cigarettes in locations where they need to reduce secondhand smoke. It is
thus no surprise that many e-cigarette users are smokers or former smokers,'”’
and it appears that at least some use e-cigarettes to reduce their overall cigarette
consumption or to help them quit.

The newness of the industry means it does not have an extensive financial
history. Wells Fargo Securities produces detailed analyses of the markets for
traditional tobacco and e-cigarettes. It estimated world e-cigarette revenues for
manufacturers at a half billion dollars in 2012. That almost tripled by 2013 and

121. See Cahn & Siegel, supra note 1, at 17; Hajek et al., supra note 119, at 1801.

122. See Equity Research: Vape Shops-Springing Up Across the Country, WELLS
FARGO SEC. 2 (Apr. 14, 2014), available at
http://www.vaporworldexpo.conVPDFs/Tobacco_%20Vape Shop Visit Apri 2014.pdf; see also Equity
Research-Tobacco Talk: Vapors/Tanks Driving Next Wave of E-Vapor Growth, WELLS FARGO SEC.
(Mar. 24, 2014), available at
http://www.vaporworldexpo.com/PDFs/Tobacco_Talk Vapors Tanks %20March%202014.pdf
(discussing growth of VIM market); Equity Research—Tobacco. Vapor World Expo, WELLS FARGO
SEC. (May 12, 2014), available at
http://www.vaporworldexpo.com/PDFs/Vapor World Expo Key Takeaways.pdf (same).

123. Jilian Mincer, The U.S. Vaporizer Market Is Booming, BUS. INSIDER (July 29
2015), http://www .businessinsider.com/r-in-rise-of-us-vape-shops-owners-eye-new-marijuana-market
-2015-7.

124. See Cahn & Siegel, supra note 1.

125. Hajek et al., supra note 119, at 1806.

126. The health evidence will be discussed more below. For an overview favorable to
the e-cigarette industry, see Joel L. Nitzkin, E-Cigarette Primer for State and Local Lawmakers, R ST.
INST. (2014), http://www.rstreet.org/wp-content/uploads/2014/06/RSTREET25.pdf.

127. See, e.g., Sarah E. Adkinson et al., Electronic Nicotine Delivery Systems:
International Tobacco Control Four-Country Survey, 44 AM. J. PREVENTIVE MED. 207, 208 (2013); Use
of Electronic Cigarettes (Vapourisers) Among Adults in Great Britain, ACTION ON SMOKING & HEALTH
(May 2015), http://www.ash.org.uk/files/documents/ASH 891.pdf. Both studies, like many others, find
the overwhelming majority of e-cigarette users to be current or former cigarette smokers.
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may reach $20 billion by 2021."® In less than a decade, profits from e-

cigarettes could eclipse profits from traditional cigarettes.

Not surprisingly, the major tobacco producers saw the need to respond to
this new competition. They did this by developing (or acquiring) their own
electronic cigarette brands,'” as well as by supporting regulation that could
reduce the threat posed by this disruptive technology.130 Existing tobacco
companies have “war chests of cash to invest,” a distribution system tied to
tobacco retailers, expertise in building brands, and deep knowledge of tobacco
consumers.”' The CEO of Reynolds uses e-cigarettes and has suggested they
are a large part of Reynolds’ future.””® At the same time, Reynolds has called
for the FDA to prohibit “open-system” vapor e-cigarettes (i.e. VIMs), which
are primarily made by smaller companies and allow consumers to mix inputs to
customize their vapor devices."

The Wells Fargo analysis makes reasonable assumptions: e-cigarettes are
substitutes for conventional cigarettes, and consumers are now learning about
e-cigarettes and how they work as substitutes. The e-cigarettes model will be
much like the razor and razor blade model: the razor handle has a small profit
margin, made up for by higher margins on razor refills. Similarly, the cartridges
for e-cigarettes and VI'M e-liquids could have higher margins than starter kits
or vaping devices in which cartridges or fluid may be used. Many VIM users
also appear to be former cigarette smokers who switched because VIMs offer a
“superior vaping experience.””*

128. Equity Research: e-Cigarettes Revolutionizing the Tobacco Industry, WELLS
FARGO SEC. 2 (June 12, 2013), available at http://www.smallcapfinancialwire.com/wp
-content/uploads/2013/11/E-Cigs-Revolutionizing-the-Tobacco-Industry-Interactive-Model.pdf.  More
recent figures indicate the growth of e-cigarettes is not as meteoric as was thought. See Tripp Mickle,
Reynolds’s New Cigarette Merely Heats Tobacco, WALL ST. J. (Nov. 17, 2014),
http://online.wsj.com/articles/reynolds-american-plans-new-cigarette-which-wont-burn-tobacco
-1416256130.

129. See WELLS FARGO SEC., supra note 128, at 1 (discussing efforts by “Big 3”
cigarette companies to compete in e-cigarette market).

130. See infia Section IV.B.

131. ‘WELLS FARGO SEC., supra note 128, at 1.

132. Mike Esterl, 4 Tobacco CEO Who ‘Vapes’ Could Alter the Industry, WALL ST.
J. (July 14, 2014), http://online.ws]j.com/articles/a-tobacco-ceo-who-vapes-could-alter-the-industry
-1405297837.

133. Richard Craver, Reynolds American Wants FDA to Ban Vapor e-Cigarettes,
WINSTON-SALEM L. (Sept. 7, 2014),
http://www_journalnow.com/business/business news/local/reynolds-american-wants-fda-to-ban-vapor
-e-cigarettes/article 77b131£5-540d-5f02-927¢-733bac751529.html. For a copy of Reynolds’s official
comments on the proposed rule, see RAI Services Co., Comment Letter on Proposed Rule to Deem
Tobacco Products Subject to Federal Food, Drug, and Cosmetic Act (Aug. 8, 2014),
http://www.regulations.gov/#!documentDetail; D=FDA-2014-N-0189-76048. Reynolds is also launching
a cigarette that heats, not burns tobacco, in an effort to keep cigarette smokers who are not keen on e-
cigarettes but would like a safer product. See Mickle, supra note 128.

134. Ted Cooper, Why a Major e-Cigarette Company Is Lobbying for More
Regulation, MOTLEY FOOL (Sept. 17, 2014), http://www .fool.com/investing/general/2014/09/17/why-a
-major-e-cigarette-company-is-lobbying-for-mo.aspx.
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As often occurs in an emerging industry, particularly one based on a
disruptive technology, there is rapid change in the position of firms. As of
2013, there were as many as three hundred companies in the United States
selling mostly Chinese-made e-cigarettes, many over the Internet."”” In 2012,
Ballantyne Brands’ Mistic e-cigarette was the leader in domestic unit sales and
second in revenue."® By early 2013, NJOY had become the leader in both
categories, but by May of that year it was overtaken by Lorillard’s blu brand.
By the summer of 2014, Logic (Logic Technologies) was number one in
convenience store sales (24.3 percent).137 At that time, the top four firms
accounted for approximately ninety percent of sales and revenue. In this sense,
the market is like the domestic cigarette market, which is dominated by what
was the Big 3 — Reynolds, Lorillard, and Altria 