May 20, 2013
Division of Dockets Management
HFA-305
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 20852
Re: Comment to FDA-2013-N-0227
Tobacco Product Manufacturing Practice; Establishment of a Public Docket
Dear Sir or Madam:
The Tobacco Control Legal Consortium is pleased to submit these comments to assist the U.S.
Food and Drug Administration (“FDA”) in analyzing the tobacco product good manufacturing
practices proposal submitted by the tobacco industry. Specifically, we will address the fact that
any such offering by the tobacco industry ought to be considered in light of the industry’s history
of avoiding meaningful regulation. We will discuss that this proposal in particular, is an attempt
to advance the industry’s agenda of subverting the public health purpose of the Family Smoking
Prevention and Tobacco Control Act (Tobacco Control Act). We will also outline the FDA’s
broad authority to promulgate meaningful regulation that can improve public health.
Founded in 2003, the Tobacco Control Legal Consortium (“the Consortium”) is the leading
source of legal technical assistance on tobacco control policy in the United States. The
Consortium promotes evidence-based and legally sound approaches to tobacco control policy,
and provides legal technical assistance to federal, state, and local public health advocates,
officials, and attorneys across the country. The Consortium’s team of attorneys, based at the
Public Health Law Center in St. Paul, Minnesota, provides legislative drafting and policy
assistance, prepares educational materials, and files legal briefs as amicus curiae in key cases
before the highest courts of the nation.
I. Untrustworthy Racketeers
The tobacco industry has a long history of deceitful behavior that is well-chronicled. The
industry’s behavior and tactics are documented by many sources, including a massive archive of
internal industry documents housed at the University of California San Francisco, which this
comment will frequently use as reference material. In addition, Judge Gladys Kessler’s landmark
2006 opinion in U.S. v. Philip Morris provides a comprehensive compilation of the tobacco
industry’s deception. 1 In this case, the government charged the tobacco industry defendants 2
with violating the Racketeer Influenced and Corrupt Organizations Act (RICO). 3 Many of Judge
Kessler’s findings are directly relevant to the issue of whether the tobacco industry can be trusted
to participate in good faith in the regulatory process, and therefore must inform the FDA’s
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consideration of this tobacco industry proposal. 4 That ruling should also serve as a guide, more
generally, for the FDA’s decision-making in its regulation of tobacco products. Any decisions
made or regulations promulgated by the FDA should be consistent with the findings and the
ruling in that case.
Among the deceitful acts recounted in Judge Kessler’s opinion are the tobacco industry’s long
history of secretly conducting and hiding scientific research on the health effects of tobacco use, 5
the addictiveness of and the ability to manipulate nicotine, 6 the lack of any health benefit from
light and low tar cigarettes, 7 and the hazard of secondhand smoke. 8 Judge Kessler also details the
industry’s efforts to ensure that none of its research would be seen by courts or the general
public. 9 The tobacco industry has also been found to deliberately market its products to youth for
decades, 10 and has been found to destroy and suppress damaging information. 11 Industry efforts
to suppress evidence of the catastrophic health effects of tobacco products has included publicly
disparaging any research finding a link between tobacco use and disease and death, as well as
attempting to discredit the researchers who publish such findings. 12
In the latter half of the twentieth century, when the mounting evidence of the health effects of
tobacco use became undeniable and the public finally began to question the motives of the
tobacco industry, the tobacco companies conspired to create front groups that appeared to be
legitimate, independent third-parties and used them to continue to disseminate false
information. 13 The tobacco industry has demonstrated a continued effort to avoid willfully
availing itself of meaningful regulation. The industry has expended tremendous efforts to ensure
that its public statements could not be used against it, 14 even when those statements were
patently untrue. This strategy was summed up by one executive who said, “[o]ur basic position
in the cigarette controversy is subject to the charge, and may be subject to a finding, that we are
making false or misleading statements to promote the sale of cigarettes.” 15
If there is a single, clear message that one can take away from Judge Kessler’s momentous
opinion, it is this: the tobacco industry racketeers simply cannot be trusted. They have
demonstrated that they cannot be relied upon to participate in the creation of meaningful
regulation or to comply in good faith with any regulations that do survive their attempts to block
them. When the tobacco industry puts forward a proposal such as the one at issue here, the FDA
should question the industry’s motivation. Its agenda is not to help the FDA create meaningful
regulation; it is to thwart strong regulations and preserve industry profits at the expense of public
health.
II. Attempts to Escape Regulation by Racketeers
If the tobacco industry has a single greatest skill (aside from manufacturing and marketing a
highly addictive and deadly product), it is understanding the regulatory environment, fighting
existing tobacco control regulations, and identifying every potential opportunity to prevent the
adoption of new tobacco control regulations.
It is no secret that the tobacco industry has spent hundreds of millions of dollars over decades
lobbying legislative branches at the state and federal levels. 16 The industry’s manipulation of
federal executive agencies is less visible, but just as critical to the industry’s agenda. The tobacco
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industry has spent tremendous resources to track the actions and potential actions of executive
agencies for the purpose of preventing and challenging unfavorable agency actions.
For example, beginning in 1986, the Department of Health and Human Services (HHS) required
cigarette manufacturers to submit lists of cigarette ingredients. In response, the tobacco
companies prepared elaborate defensive measures in the event this information was made public.
The six largest American tobacco companies collaborated on a strategy to respond to a potential
leak of the ingredient list or a prepared report that HHS could submit to Congress. The tobacco
industry was keenly aware that pooling its resources and presenting a unified front would
minimize any potential reputation damage created by its ingredient lists becoming public. The
tobacco industry lawyers knew that even though ingredient lists were confidential in the hands of
HHS, once a list became a part of a report to Congress, HHS could publish the list without
violating the law. 17 Anticipating the ingredient list becoming public, the industry and its lawyers
developed complex strategies for every potential “leak” scenario, including a small leak of
information, a formal report severely critical of industry practices, sustained critical media
coverage or even congressional hearings. 18 The industry continued to update its strategy
throughout the 1980s and into the early 1990s until its focus shifted to potential regulatory
actions by the FDA. 19
In 1994, Representative Henry Waxman chaired a congressional hearing at which the CEOs of
each of the seven largest tobacco companies infamously testified that they believed that nicotine
was not an addictive substance. 20 Internal documents indicate that the industry knew that
nicotine was addictive as early as the 1960s. 21 This hearing and the subsequent public scrutiny of
the industry mark the beginning of an even more concerted effort by the tobacco industry to
monitor federal action and attempt to prevent future regulation. In July of 1994, the Tobacco
Institute, a tobacco industry front group, prepared an extensive report assessing the potential of
fourteen federal agencies and forty-two sub-agencies of the Department of Health and Human
Services to regulate tobacco. 22 The report also identified 229 recipients of federal grants to study
tobacco, the funding each organization received, and the specifics of what was being studied.
Finally, the report identified thirty-one national, non-governmental tobacco control organizations
and described their activities. The industry was preparing for potential federal action by
researching any agency or group that might stand in the way of its goal of avoiding regulation.
On August 11, 1995, the FDA published a notice that it intended to assert jurisdiction over
cigarettes. 23 Internal documents show that the tobacco companies were already well prepared to
take action. In fact, Philip Morris (now a division of Altria) had an “FDA Media Plan” devoted
to thwarting any potential regulations initiated by the FDA. 24 This plan outlined strategies for
several potential regulatory scenarios, including a notice of proposed rulemaking by the FDA, a
leak of information from the FDA about a rule, or the issuance of a report that disparaged the
industry. For each scenario, Philip Morris was prepared with press conference statements, 25 press
releases, 26 radio and television advertising scripts, 27 newspaper op-ed pieces, 28 prepared
speeches for industry-friendly congressional representatives, 29 grassroots campaign
information, 30 and telephone contact lists for FDA employees. 31 This plan evolved into an “FDA
Crisis Communication Plan,” a minute-by-minute plan of the activities for a team of at least
thirty-seven people who prepared for FDA action by running a “crisis simulation” on June 7,
1995. 32 This group was prepared for every step that FDA Commissioner David Kessler made,
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even disseminating rebuttals to speeches on the very day that Commissioner Kessler made
them. 33
All of these efforts were in addition to the formal channels that the tobacco industry used to
challenge the FDA’s proposed rule. From August 11, 1995 until January 2, 1996 and for an
additional 30 days starting on March 18, 1996, the FDA’s rule was open for public comment. 34
During the public comment period, the industry mobilized tobacco retailers by providing them
with form letters to send to the FDA, 35 and by sending out an “Action Alert” describing the
FDA’s plan and outlining how retailers could get involved. 36 The tobacco industry also placed
petitions inside tobacco retail stores so that customers could respond to the proposed rule. 37
Philip Morris solicited comments from its own employees by placing letter-writing booths
outside employee cafeterias. 38 The tobacco industry also effectively motivated the advertising
industry to respond negatively to the proposed rule by focusing on the rule’s limitations on
tobacco advertising and how it might affect advertising agency revenues. 39 This particular effort
also included the provision of form letters. 40 In total, the massive mobilization campaign yielded
the largest response to a proposed rule in FDA history. 41 The agency “received more than
700,000 individual pieces of mail, representing the views of nearly 1 million individuals.” 42 This
tremendous plan to overwhelm the FDA with comments represents how much effort the industry
is willing to spend in order to utilize the formal legal processes to oppose regulation of its
products. The notice-and-comment rulemaking process necessitates comments from the public
but the tobacco industry’s domination of the process demonstrates its capability and
determination to avoid FDA regulation.
The industry mobilization did not block the FDA’s efforts and the final rule was published on
August 28, 1996. 43 While the tobacco industry identified possible tactics to thwart the FDA’s
efforts, such as lobbying Congress to limit FDA’s enforcement ability by freezing its funding
levels and/or forcing it to devote all of its employees to other tasks, 44 the industry ultimately
resorted to the last tool in its toolbox: litigation. This was another strategy that the tobacco
industry had been preparing for. Complaints had been drafted in advance and were prepared to
be filed with the courts. Five tobacco companies and one advertising agency filed suit against the
FDA and Commissioner Kessler on August 11, 1996, the same day the FDA published its final
rule. 45 After a protracted legal battle that was eventually decided by the U.S. Supreme Court, the
FDA’s rule was struck down on March 21, 2000. 46 With the FDA rendered powerless to regulate
tobacco, the industry returned its focus to Congress, monitoring and lobbying against any bill
that could empower the FDA to regulate tobacco in the future. 47
After numerous attempts, Congress passed the Family Smoking Prevention and Tobacco Control
Act and President Obama signed the bill into law on June 22, 2009. 48 This Act finally granted
the FDA the express authority to regulate tobacco products. However, this did not mark the end
of the tobacco companies’ attempts to evade regulation. Before the FDA had exercised any
meaningful authority and even before most of the statutory provisions of the act had gone into
effect, the tobacco industry challenged more than ten provisions within the Tobacco Control Act,
including prohibitions on certain types of marketing activities directed toward youth and the
Act’s provision mandating graphic warnings on cigarette packages. 49 The industry later filed
suit to challenge the FDA’s final rule implementing graphic warnings. 50 The industry was
unsuccessful in removing the FDA’s authority to create graphic warnings, but has thus far
blocked implementation of the graphic warning rule. 51 Additionally, the tobacco industry has
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tried, to forestall potential regulation of menthol cigarettes and dissolvable tobacco products by
way of a lawsuit challenging the composition of the Tobacco Products Scientific Advisory
Committee (TPSAC), 52 which was formed pursuant to the Act to advise the FDA on safety and
health issues, including those related to menthol cigarettes and dissolvable tobacco products. The
industry has also attempted to use the Act’s narrow preemption provision to stamp out novel
tobacco control policies at the local level, twice in New York City53 and once in Providence,
RI. 54 Finally, the tobacco industry has also attempted to argue that the passage of the Tobacco
Control Act extinguishes the court’s jurisdiction in U.S. v. Philip Morris because it will be forced
to comply with the Act’s comprehensive regulation, 55 at the very same time that it was
attempting to overturn the Act by arguing in another court that the Act was unconstitutional. All
of these actions demonstrate the industry’s dedication to avoiding regulation.
In short, the industry has the resources and motivation to block health-protective tobacco
regulations at every stage of the regulatory process: both pre-rule (through public comment,
mobilization, and Congressional influence) and post-rule (largely through litigation but also
Congressional influence). This is not just a matter of history; the industry’s recent responses to
FDA actions made pursuant to the Tobacco Control Act show that the tobacco companies have
not changed their ways. The proposal at issue in this comment is no exception. This history of
underhanded tactics to avoid regulation provides context for the tobacco industry’s current
proposal. This industry has not demonstrated a willingness to participate in the creation of
meaningful regulation and in examining the industry’s current proposal, the FDA must account
for the industry’s continued attempts to avoid regulation. This next section will provide an
overview of the industry’s proposal and attempt to shed some light on its true intentions.
III. The Racketeers’ Meaningless Proposal
The tobacco industry’s tobacco product good manufacturing practices proposal represents the
industry’s latest attempt to avoid meaningful regulation. Since the Tobacco Control Act was
passed, the tobacco industry has not waited for the FDA to exercise all of its authority and
instead has taken the initiative and petitioned the FDA, both formally and informally, to take
actions that would be favorable to the industry rather than protective of public health. This
industry proposal requests that the FDA codify a system of self-regulation. The FDA must be
aware that allowing for self-regulation, for this industry in particular, will lead to disastrous
consequences. It should be clear from the tobacco industry’s behavior that this is an industry that
cannot simply be left to regulate itself. When there is no oversight, there is no length that it will
not go to in order to sell a product that it knows to be addictive and deadly. The FDA should not
use its broad authority to simply mandate that the industry take actions that it ought to already be
taking such as ensuring basic safety and sanitation in tobacco manufacturing facilities. This
proposal is nothing more than a request for the least amount of FDA oversight that still gives the
appearance of regulation. Instead, the FDA should implement stringent regulations that can
reduce the harm of tobacco and improve public health.
This comment will attempt to identify some of the problems with the tobacco industry’s
proposal. Before detailing the specific failings with each subpart of the proposal, a few
overarching problems must be addressed.
A. Deliberate Inclusion of Meaningless Standards
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Predictably, the tobacco industry’s proposal would create no real binding requirements on the
industry. Many of the proposed provisions would not require any safeguards, protection or
testing procedures. Where requirements are established, no standards or criteria are set to
measure the success or failure of the procedures. Instead, the regulations often refer to “adequate
or appropriate standards” without making any attempt to define what is adequate or appropriate,
presumably to afford deference to the manufacturer and make enforcement of the regulations
very difficult.
These vague, undefined words appear so often in the proposal that even a quick glance can show
the reader that the industry has no intention of providing meaningful guidance to regulators.
Across the sixteen pages of proposed regulations the word “appropriate” appears eighteen times,
“adequate” appears sixteen times, “suitable” appears six times and “proper” appears four times.
In none of these cases are the words defined or provided in a context that makes it clear what
they mean. The proposal also refers to “education and training” or similar language ten times
without establishing what sort of education or training should be required for tobacco
manufacturer employees.
The effect of this use of undefined terms is that the proposed regulations would have no real
impact. For example, on page six of the regulations in Subpart B – Personnel, XXX.40(a), the
proposal states: “each person engaged in manufacturing, testing, packaging, labeling, or holding,
or in performing any quality control operations, shall have the education, background, training,
and/or experience to adequately perform the person’s assigned functions.”
If this language were adopted, the FDA would find enforcement impossible. How a manufacturer
complies with this requirement and how it can be enforced is unclear based on this language. It
leaves many questions and no answers:
•
•
•
•

What sort of education is required? Level of education is an easy standard to
measure. Must an employee be a high school or college graduate or earn a
particular degree?
What background is required? Is a certain amount of experience necessary for a
particular task?
What sort of training is required? How many hours of training are required?
Most importantly, how do we know whether an individual’s performance is
adequate? What is the measure of adequacy?

Without a precise measure of adequacy, there is no way to enforce the standard. If this proposal
became a regulation, how could the FDA seek enforcement against a manufacturer who
employed personnel without the necessary “education, background and training” to adequately
perform his or her assigned functions? The vagueness found throughout this proposal is just one
reason the FDA should reject this proposal entirely.
B. The Racketeers Attempt to Assert an Individual Risk Standard for Tobacco
Regulation
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The second large, overarching problem with the proposal is the standard that is applied to what
the industry calls “contamination.” This is the one and only defined standard found in this
proposal and almost the entire proposal centers around the concept of avoiding “contamination.”
The purpose of this proposal is to create a standard that is much more favorable to the tobacco
industry and one that is not what Congress intended when it empowered the FDA to regulate
tobacco.
The tobacco industry proposal’s definition of contaminate, found at Subpart A, XXX.3
Definitions, includes, “any added substance not ordinarily contained in tobacco products that
presents a risk of injury beyond the risks generally posed by the same category of tobacco
products.” This and other proposed provisions indicate that the tobacco industry is attempting to
insert an “individual risk” standard into tobacco regulation. To understand why this is
disingenuous, one must understand the standard, established by Congress, that the FDA is
mandated to use when it exercises its authority to regulate tobacco. That standard, found
throughout the Tobacco Control Act, including Section 906(e) – Good Manufacturing Practice
Requirements, is known as the “Public Health Standard.”
1. The Public Health Standard
The Food, Drug and Cosmetic Act (FDCA) provides established standards for the regulation of
food, drugs, devices and other products over which the FDA has regulatory authority. The
regulation of food and drugs focuses on ensuring that consumers receive the benefits of products
without being exposed to unnecessary and unregulated risks. For food, the FDA must ensure that
food is safe, wholesome, sanitary, and properly labeled. 56 For drugs, the FDA must ensure that
drugs are safe and effective. 57 Tobacco is different than these other products in that it is an
inherently dangerous and deadly product. It is only effective at killing more than half of its
users. 58 Cigarette smoking kills over 440,000 Americans each year, 59 and is the single largest
cause of preventable death and disease in the U.S. 60 Because tobacco is neither safe and effective
nor safe, wholesome and sanitary, and because it has no health benefits, only risks, the food and
drug standards are inappropriate for the regulation of tobacco products.
Thus, Congress had to develop a new standard for FDA regulation of tobacco products, the
public health standard. 61 Rather than using a standard that focuses on the safety of the individual,
Congress established a standard that focuses on tobacco’s effect on the entire population. Under
this standard, the FDA must consider three factors when regulating tobacco: 1) the risks and
benefits to the population as a whole, including users and nonusers of tobacco products; 2) the
increased or decreased likelihood that existing users of tobacco products will stop using such
products; and 3) the increased or decreased likelihood that those who do not use tobacco
products will start using such products. 62 This aggregate, public health standard can be a very
powerful tool for the FDA, permitting the FDA to not just mitigate the ongoing damage caused
by tobacco use, but also to prevent future harm by implementing stringent product and
manufacturing standards and ensuring that new products improve rather than harm public health.
The FDA is empowered to promulgate regulations that prevent youth from starting smoking, to
help tobacco users quit tobacco, and to protect non-users from health hazards like secondhand
smoke.
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Focusing on the health of the population as a whole rather than on an individual allows the FDA
to take an action such as prohibiting menthol flavoring in cigarettes. To an individual user,
smoking a menthol flavored cigarette may pose the same risks with respect to cancer, COPD and
coronary heart disease as smoking an unflavored cigarette. However at the population level, it is
clear that menthol is a starter cigarette that addicts more youth than unflavored cigarettes, 63 and
the unique properties of menthol make it more difficult for addicted smokers to quit. 64 Menthol
cigarettes have also had a disparate impact on the health of African-Americans and other
minority populations. 65 TPSAC published a report that found that a prohibition on menthol
flavored cigarettes would improve the public health. 66 Unsurprisingly, the tobacco industry’s
rebuttal report focused on an individual risk standard rather than the public health standard. 67
With this proposal, the industry attempts the same tactic: to create a regulatory scheme that is
weak and not what Congress intended.
2. The Racketeers’ Attempt to Assert an Individual Risk Standard
The public health standard is so ubiquitous in the Tobacco Control Act and Congress was so
deliberate as to how it ought to operate that it is glaringly obvious that the tobacco industry’s
omission of this standard is deliberate. In fact, the public health standard appears in the Tobacco
Control Act more than thirty-three times, 68 and is mentioned every time Congress vests
rulemaking authority with the FDA. There is only one place in the Tobacco Control Act that
mandates the use of an individual risk standard: Section 908(c)(1) which governs mandatory
tobacco product recalls.
The industry notes in its proposal that its concept of a contaminant is consistent with the
mandatory recall language of Section 908(c)(1). For purposes of comparison, what follows is
first, the tobacco industry proposal’s definition of contaminant and then the relevant language of
Section 908(c)(1). The overlapping language is italicized.
“Contaminant means any added substance not ordinarily contained in tobacco
products that presents a risk of injury beyond the risks generally posed by the
same category of tobacco products. . .”
“If the Secretary finds that there is a reasonable probability that a tobacco product
contains a manufacturing or other defect not ordinarily contained in tobacco
products on the market that would cause serious, adverse health consequences or
death, the Secretary shall issue an order requiring the appropriate person
(including the manufacturers, importers, distributors, or retailers of the tobacco
product) to immediately cease distribution of such tobacco product. . .”
Clearly, concept of contaminant is far from consistent with the mandatory recall language. The
only apparent overlap is that both concepts address a substance that is not ordinarily contained in
a tobacco product. Each provision creates a standard based on the risk of harm to the individual
but the tobacco industry’s proposal misapplies the individual risk standard established by
Congress.
The two most important distinctions between Section 908(c)(1) and the tobacco industry’s
proposal are that 1) the Act requires only a reasonable probability of a defect not ordinarily
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found in a tobacco product, not actual evidence of “contamination” and 2) the Act only applies
this individual risk standard when there is a chance of “serious, adverse health consequences or
death.”
The first distinction speaks to the procedural requirements of the standard or when that standard
is applied. The Tobacco Control Act is clear about when its standard applies: when there is a
reasonable probability of a defect. The FDA defines a reasonable probability as more likely than
not that an event will occur. 69 The industry’s proposal provides a standard for contamination:
when any added substance presents a risk of injury beyond the risk of similar products. However,
it does not provide a mechanism for testing for contamination and thus provides no way to apply
the standard. It makes several references related to preventing contamination and what should be
done once a product is contaminated, but without a mechanism for determining which products
are contaminated and which products are not contaminated, there is absolutely no way to
determine when a product presents a risk greater than a similar product. Without this mechanism,
the entire standard is rendered meaningless.
The second distinction is one of substance. The standard in Section 908(c)(1) only applies to a
chance of “serious, adverse health consequences or death.” While this language may seem
slightly ambiguous, there is additional guidance on exactly what this means. “Serious, adverse
health consequences means any significant adverse experience, including those that may be
either life-threatening or involve permanent or long-term injuries, but excluding injuries that are
nonlife-threatening and that are temporary and reasonably reversible.” 70 The tobacco industry’s
proposed standard applies to a substance that “presents a risk of injury beyond the risks generally
posed by the same category of tobacco products.” This standard is far too vague for the FDA to
apply and leaves too many unanswered questions:
•
•
•

What type of risk is anticipated? Death, disease or some other injury?
How far must a risk be beyond the ordinary risk in order to qualify as a
contaminant?
What are the categories of tobacco products that should be used for comparison?
Other products from the same manufacturer? Other products from all tobacco
manufacturers?

The tobacco industry has attempted to use Section 908(c)(1)’s product recall standard to lend
credibility to its own empty, meaningless standard. It is clear, however, that in doing so, it has
only borrowed a few words from the Act and that it hasn’t actually incorporated the standard.
Even if the tobacco industry had made a meaningful attempt to incorporate this individual risk
standard, it would still be violating the spirit of the Act. As was mentioned previously, the proper
standard to apply is the public health standard. The mere fact that the Tobacco Control Act
includes an individual risk standard does not mean that it should be used in this context.
In fact, when one puts the language of Section 908(c)(1) in context with the rest of the FDCA it
becomes perfectly clear why Congress inserted this individual risk standard for tobacco product
recalls. Substantially similar language is used in the FDCA to determine when food, drugs and
devices must also be recalled. For the purposes of so drastic a measure as a product recall, an
individual risk standard is appropriate. A product recall is costly and difficult and should only be
undertaken when absolutely necessary. For a recall, Congress intends the FDA to take drastic
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steps only when there is a serious threat of harm. Below are excerpts of the relevant language
relating to the recalls of tobacco products, drugs and devices, and food, with similar language
italicized.
Tobacco Products Recalls – 21 U.S.C. § 387h(c)(1)
“If the Secretary finds that there is a reasonable probability that a tobacco
product contains a manufacturing or other defect not ordinarily contained in
tobacco products on the market that would cause serious, adverse health
consequences or death, the Secretary shall issue an order requiring the
appropriate person (including the manufacturers, importers, distributors, or
retailers of the tobacco product) to immediately cease distribution of such
tobacco product. . .”
Drug and Device Recalls – 21 U.S.C. § 360h(e)(1)(A) – (B)
“If the Secretary finds that there is a reasonable probability that a device intended
for human use would cause serious, adverse health consequences or death, the
Secretary shall issue an order requiring the appropriate person (including the
manufacturers, importers, distributors, or retailers of the device)-(A) to immediately cease distribution of such device, and
(B) to immediately notify health professionals and device user facilities of the
order and to instruct such professionals and facilities to cease use of such device.”
Food Recalls – 21 U.S.C. § 350l(a)
“If the Secretary determines, based on information gathered through the
reportable food registry under section 350f of this title or through any other
means, that there is a reasonable probability that an article of food (other than
infant formula) is adulterated under section 342 of this title or misbranded
under section 343(w) of this title and the use of or exposure to such article will
cause serious adverse health consequences or death to humans or animals, the
Secretary shall provide the responsible party (as defined in section 350f of this
title) with an opportunity to cease distribution and recall such article.”
Congress’s intent is clear. In tobacco product regulation, the FDA must use this individual risk
standard when considering a recall and only when it is considering a recall. By including this
individual risk standard in the recall statute for tobacco products that is consistent with the recall
language for other products, Congress has ensured that any FDA-enforced recalls should be
based on the same sort of danger of harm to the public as for all the products it regulates.
However, all other decision making by the FDA with regard to tobacco products must be
evaluated under the public health standard.
Furthermore, this individual risk standard proffered by the tobacco industry and used only for
product recalls is not found in the section that establishes the FDA authority over manufacturing
regulations, Section 906(e). Instead, Section 906(e) instructs the FDA to use the public health
standard found throughout the act. Thus, Congress’s intent is clear: when establishing
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manufacturing practice regulations, the FDA must use the public health standard, not an
individual risk standard. With this proposal, the tobacco industry attempts to undermine the
Congressional intent of the Tobacco Control Act and the FDA’s authority to regulate its
products.
C. Additional Problems in the Racketeers’ Proposal
1. Background and Related Information
The tobacco industry provides a preamble to its proposal and it is in the first section of this
preamble that it lays the groundwork for its attempt to insert an individual risk standard into
tobacco product regulation. The industry argues here that many medical device recalls are the
result of manufacturers not conforming to good manufacturing practices. It states the problem in
this fashion because, as was noted above, it is under the FDA’s recall authority that the
individual risk standard is found.
In this section, the tobacco industry also establishes the three purposes of its proposal. The first
stated purpose is to protect public health but it alleges that the proposal accomplishes this goal by
preventing contamination, measured with an individual risk standard rather than the public health
standard established by the Tobacco Control Act. This issue has been thoroughly discussed
above and is the first of many examples throughout the proposal of a gross mischaracterization
of the public health standard.
The second stated purpose of the proposal is preventing misbranded tobacco products. This
inclusion is illogical when read in light of the rest of the document. Under the Tobacco Control
Act, a product is misbranded if it does not comply with the FDA’s established labeling
procedures. The industry’s proposed requirements governing labeling do not reference FDA
labeling procedures or misbranding. In fact, the term, “misbrand” appears only in the preamble
and not the text of the proposed regulations. It is included as an overarching goal in name only
and not in substance.
The third stated purpose is to give manufacturers flexibility. Given the discussion of the public
health standard above, clearly manufacturer flexibility should not be one of the FDA’s
considerations when regulating manufacturing practices. Furthermore, the tobacco industry
asserts that this regulatory flexibility is rooted in the fact that tobacco is an agricultural product
that has inherent variations across plants and seasons. Because of this inherent variability, the
tobacco industry asserts that it must be given flexibility to manufacture, label, pack and store
tobacco products. While agricultural variability may affect manufacturing and possibly storing, it
would not, in any way, affect labeling or packaging. This goal also mischaracterizes the issues at
hand.
In promulgating a manufacturing regulation or any regulation, the FDA must have only one goal:
protecting public health and this goal is inconsistent with the tobacco industry’s goal.
Following the tobacco industry’s establishment of the purpose of its proposal, it lays out its
argument for an individual risk standard. This specious argument is as follows:
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Underpinning the proposed cGMP regulation for tobacco products is an
acknowledgement that the U.S. Surgeon General and other public health
authorities have identified certain inherent risks associated with the use of
different categories of such products. When Congress enacted the Tobacco
Control Act, it acknowledged such inherent risks but did not ban such products,
clearly stating that the intent of the act was "to continue to permit the sale of
tobacco products to adults.” FDCA § 907(d)(3)(A) (FDA is expressly
"prohibited" from issuing a regulation "banning all cigarettes, all smokeless
tobacco products, all little cigars, all cigars other than little cigars, all pipe
tobacco, or all roll-your-own tobacco products.").
Thus the cGMP regulation for tobacco product manufacturers must take into
account that tobacco products have inherent risks and, given the purpose of the
cGMPs, not require manufacturers to address those risks in this context.
Essentially, the tobacco industry’s argument is that tobacco products are risky and thus
manufacturing standards cannot address that risk. The chain of reasoning of this argument is, at
best, deceptive. It is true that leading public health authorities have identified the inherent risks
of tobacco products and that Congress recognized those risks in developing the Tobacco Control
Act. Even the tobacco industry has begrudgingly admitted that smoking is harmful. It is true that
Congress did not prohibit any tobacco products and it is also true that Congress did not give the
FDA authority to prohibit any tobacco products. However, there is no connection between the
acknowledged risk of tobacco products and the lack of a tobacco product prohibition in the
Tobacco Control Act. At no point is there a suggestion that the inherent risks of tobacco use
cannot or should not be addressed by manufacturing standards or any other regulations. Were
this true, there would be no reason for Congress to give the FDA regulatory authority over
tobacco products.
This argument also fails because Congress specifically mandated that the FDA address the
inherent risk of using tobacco products in the context of manufacturing practices. We know this
because Congress mandates that the FDA use the public health standard when promulgating
regulations relating to manufacturing practices. To say that manufacturing practices should not
address the inherent risk of tobacco products is untrue; they can and they must.
2. Subpart A – General Provisions: Missing Provisions and Vague Definitions
This subpart discusses the applicability of the regulations and also includes the definitions for the
regulations. The first paragraph of this subpart once again attempts to assert that the individual
risk standard is the appropriate standard to consider in establishing good manufacturing
practices. However, there are additional problems with this subpart.
The first of several glaring omissions occurs in XXX.1 Applicability, subsection (d). This
subsection notes that a manufacturer may apply for a variance to any of the established good
manufacturing practices and that variance submissions should follow the procedures set forth in
21 C.F.R. § 10.30, which are the procedures for filing a citizen petition. At first glance, it is clear
that the industry has deliberately omitted any criteria that the FDA should rely on when deciding
whether to grant such a variance. However upon further inspection, the omission is much larger.
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What have been omitted are the extensive procedures for granting a variance established by the
Tobacco Control Act.
Within Section 906(e), subsection (1) outlines the FDA’s authority to establish good
manufacturing practices regulations and subsection (2) establishes the procedures for granting a
variance. This subsection, in part, states that a variance application must identify the basis upon
which the variance is based, the methods and controls to be used in place of the required practice
and any other information that the FDA requires. 71 The Act also states that the FDA may refer
the application to TPSAC, 72 that any variance granted requires a showing that the procedures
used will maintain compliance with the Act, 73 and that the FDA can place additional conditions
on any variance that it grants. 74
By leaving these procedures out of its proposal and replacing them with meaningless procedures,
the tobacco industry has attempted to create a much weaker variance process that will make it
difficult – if not impossible – for the FDA to enforce regulations to protect public health.
Subpart A also includes the definitions section of the tobacco industry’s proposal. It is in this
section that the industry includes the definition of contaminant, which is thoroughly discussed
above. Another important definition found in this section is “tobacco product.” Although the
proposal language mostly tracks the language in the Tobacco Control Act, the tobacco industry
added some language to the end of the definition that limits tobacco products to only those over
which the FDA has asserted jurisdiction under Section 901(b). Nowhere in the Tobacco Control
Act is the definition of tobacco product limited in this fashion. This limitation would prevent the
FDA from regulating the manufacturing facilities of new and novel tobacco products that might
fall outside the definition of tobacco product. Including this limitation is likely an attempt to
limit FDA authority to regulate some manufacturing facilities.
3. Subpart B – Personnel: Lack of Dedicated Quality Control
As was indicated above, this subpart dealing with personnel, is rife with vagueness. Where there
should be standards related to education and training, the tobacco industry’s proposal has
indicated at XXX.40(a) that an employee’s background must only be sufficient to “adequately
perform the person’s assigned functions.” This section would be difficult for the FDA to enforce
and invites pointless, costly litigation.
This section, which purports to create requirements for quality control staff, does not mandate
that the tobacco industry have staff dedicated to quality control. According to XXX.31, it is
merely sufficient to have staff members who are assigned quality control tasks but do not have to
dedicate their time to such tasks. Because of this lack of dedicated staff, it is very easy to foresee
a situation where a manufacturing facility employs personnel who are quality control personnel
in name only and do not actually perform quality control tasks or only perform them when there
is an FDA inspection. It is particularly easy for the industry to accomplish this given the lack of
education and training standards for such staff.
This subpart also contains the most instructive language on how a manufacturer should ensure
that its employees can prevent contamination. Because this proposal is centered on preventing
contamination which is measured by the individual risk standard proffered by the industry, one
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would expect this extremely important provision to be very extensive and detailed. XXX.35
reads as follows:
You shall establish and maintain requirements for the health, cleanliness, personal
practices, and clothing of personnel if contact between such personnel and
tobacco product, packaging, or materials could reasonably be expected to result in
contamination.
This provision contains no standards, no way to measure success or failure, and therefore is
utterly unenforceable. The absolute deference to the tobacco product manufacturer contemplated
by this proposal is unacceptable. The tobacco industry cannot and should not be allowed to
regulate itself. In establishing manufacturing regulations, the FDA cannot simply ask the tobacco
industry to do the bare minimum, as this proposal would have it do. The FDA must promulgate
meaningful regulations that save lives and protect public health.
4. Subpart C – Physical Plant and Grounds: Individual Risk Standard
Mischaracterization of Federal Law
A regulation governing the physical plant and grounds must be thorough and outline regulations
relating to the physical environment and the methods that should be used to prevent
contamination. The industry’s proposed language does neither of those things. This section,
much like the rest of the proposal, includes no real standards that can be applied to allow for
effective regulation. Rather than rigorous standards relating to cleanliness, the proposal states at
XXX.50(b) that the physical plant should be in a “clean and sanitary condition.” No definition
for clean or sanitary is provided in the proposed regulations. The tobacco industry’s preamble, at
Subpart C, suggests that clean and sanitary indicates that “a manufacturer’s physical plant shall
be kept clean to the extent necessary to protect against contamination, taking into account the
inherent risks of tobacco products and an analysis of the risks of contamination.” The preamble
at Subpart C also states that the term “sanitary” is “not intended to require sanitization,
sterilization, or any other specific form of cleaning beyond what the risk analysis determines is
necessary.”
Predictably, this section makes another big push toward an improper individual risk standard.
The tobacco industry applies this standard toward cleanliness. Because the standard is based on
the risk of harm to an individual rather than a population, a manufacturer could significantly
reduce the resources that it puts towards cleaning its facility as long as each individual cigarette
is not rendered more harmful. Using an individual risk standard for cleanliness creates an
impermissible amount of flexibility that ultimately imposes no standards at all.
This subpart also allows manufacturers complete freedom to use “insecticides, fumigants,
fungicides or rodenticides.” The only qualifier on the use is that it must be done, “when
monitoring indicates the need for the use.” Unsurprisingly, there are no monitoring requirements
established nor are there any established thresholds for when the products should be used and so
it seems that “when monitoring indicates the need,” means that the manufacturer can use its own
discretion.
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While this section indicates that these products should be used to protect against contamination,
the language in no way anticipates that the pesticide products themselves might be contaminants
even though these products could potentially be toxic and/or carcinogenic. The only attempt to
establish regulations on the use of pesticides is a passing reference to the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA). The purpose of FIFRA is to regulate pesticide
manufacturers by imposing regulations related to registration, labeling, recordkeeping and the
import and export of various pesticides. FIFRA makes almost no references to the use of
pesticides and none of the use regulations would apply in this context. 75
Finally, the FDA is given the specific authority, by the Tobacco Control Act, to create
regulations that, “provide for the testing of raw tobacco for pesticide chemical residues
regardless of whether a tolerance for such chemical residues has been established.” 76 Any
meaningful regulation of tobacco product manufacturing practices must use all of the FDA’s
authority including testing of pesticide chemical residues.
5. Subpart I – Evaluation and Acceptance Activities: No Testing Necessary
This section purports to impose regulations relating to the receipt of tobacco products by
manufacturers. Unfortunately, this section establishes no meaningful standards and does not
actually mandate any kind of regulation. In fact, the tobacco industry notes in its preamble that,
“[b]ecause of the unique nature of tobacco products,. . . in-process or finished tobacco product
testing is not required.” This section makes no attempt to impose any kind of regulation.
6. Subpart J – Nonconforming Tobacco Product: Contaminated Products
Can Be Reworked But Don’t Need To Be Tested
This section establishes the procedures relating to what a manufacturer may do with a
contaminated product. The industry’s proposed regulation would not require that a contaminated
product be discarded as harmful, but instead would allow a manufacturer to “rework” the
contaminated product.
Because of the potential risk of harm, the process of reworking a product should be thoroughly
and stringently regulated. This is not the case in the industry’s proposal. A manufacturer would
only need to establish a plan for ensuring that the reworked tobacco product meets specifications.
A manufacturer would not be obligated to test the product to ensure that the contaminant was
removed. As long as a plan is in place and followed, the manufacturer has fulfilled its
obligations. It need not actually determine whether or not the reworking process was successful,
which could result in contaminated products being introduced into the marketplace.
7. Subpart M – Complaints: Far From Enforcement
This section of the proposal provides language that is the closest that the tobacco industry’s
proposal comes to creating a compliance and enforcement mechanism. Unfortunately, the only
thing that this section actually does is suggest that the industry investigate complaints that it
receives. The complaints would presumably come from tobacco product consumers, although
there is no language that instructs the industry to make information on the process of submitting
a complaint available nor are there any procedures for receiving complaints. Most egregiously,
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the proposal does not actually mandate an investigation, it only suggests that complaints be
investigated, “[w]here appropriate.” Consistent with the rest of the proposal, there is no
indication as to what must be measured to determine the appropriateness of an investigation. The
proposal also includes specific language that allows the tobacco industry to only conduct a single
investigation for a group of similar complaints. One would expect that many similar complaints
would indicate that a full and thorough investigation is necessary due to the risk of some largescale, catastrophic contamination, but according to the tobacco industry’s proposal – no such
investigation would be required.
8. Effective Date: Large Manufacturers vs. Small Manufacturers
One final problem with the racketeers’ proposal is found in the very last sentence of the
industry’s proposal. While the tobacco industry suggests that the proposal cannot take effect for
two years after the final rule is published, no such delay is required by the Tobacco Control Act.
What the Act does mandate is that the FDA must give small tobacco product manufacturers four
years before they are required to follow any established manufacturing practices. The large
tobacco companies have used this last sentence of the proposal to weaken their smaller
competitors, showing not just their contempt for public health but also for healthy competition.
D. Strategic Missing Elements
In addition to the problems found in the text of the industry’s proposal, there is also a significant
problem with what has been left out of the proposal. Nowhere in this proposal is there any
indication as to what might happen to a tobacco manufacturer who violates these regulations. It
has been noted how weak and difficult to enforce these regulations are. However, assuming that
a manufacturer did violate some established principal, there is no suggestion as to what
procedures the FDA must follow in pursuing an enforcement action or what penalty might apply
to a violating manufacturer. This omission is likely a deliberate one.
Further clouding the issue of enforcement is a strange quirk that is found throughout the
proposal. Many but not all sections of the regulations refer to “you” and what “you” must do in
regard to manufacturing standards. The use of second person language is very uncommon in
statutes and regulations. Rather, precise regulations refer to the party that is being regulated – in
this case, tobacco product manufacturers. Complex corporate relationships could potentially
complicate enforcement of these regulations unless the regulations clearly indicate the party to
be held responsible. This proposal fails utterly in this respect.
IV. The Full Extent of FDA Authority
Any action taken to regulate manufacturing practices must maximize the authority granted to the
FDA by Congress. The Tobacco Control Act devotes all of Section 906(e) to discussion of the
FDA’s broad authority to regulate tobacco product manufacturing. Congress has allowed the
FDA to create different regulations for different types of products where such regulation is
appropriate. 77 The FDA can mandate the testing of pesticide chemical residue. 78 The FDA can
implement a stringent variance process that allows TPSAC to review all variance applications. 79
The FDA can also implement strong enforcement mechanisms including large civil monetary
penalties for violations. The FDA is also required to have an oral hearing before promulgating
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any manufacturing regulations, 80 and the FDA must allow TPSAC to review any proposed
regulation. 81

V. Conclusion
The tobacco industry’s history of avoiding and fighting meaningful regulation shows that it
cannot be trusted to be a good-faith participant in the regulatory process. When the FDA
exercises its authority to regulate tobacco product manufacturing, it cannot rely on this
meaningless and deceptive proposal proffered by the tobacco industry.
The Tobacco Control Legal Consortium urges the FDA to consider the past actions of the
tobacco industry when weighing the industry’s proposed tobacco product manufacturing
regulations.
Respectfully,

Maggie Mahoney, J.D.
Deputy Director
Tobacco Control Legal Consortium

Desmond Jenson, J.D.
Staff Attorney
Tobacco Control Legal Consortium
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