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Are there any smoking cessation pharmacotherapy guidelines or studies looking at chewing tobacco
or electronic cigarettes?
April 20, 2017

Multiple American and international governmental or professional organizations address the use of
chewing tobacco or electronic cigarettes (e-cigarettes).™ The United States (US) Department of Health
and Human Services and the Agency for Healthcare Research and Quality (AHRQ) issued a guideline in
2008 which addresses use of tobacco, including cigarettes and smokeless tobacco (e.g., chewing
tobacco).™ This guideline, however, does not address use of e-cigarettes. Similar to cigarette smoking,
the AHRQ asserts that smokeless tobacco has notable health concerns including the risk for cancer and
nicotine addiction. As such, smokeless tobacco is not considered to be a safer alternative to cigarettes,
nor is it an option for smoking cessation. The AHRQ recommends that all patients who use smokeless
tobacco be encouraged to quit and be offered the same types of smoking cessation interventions as
patients who smoke cigarettes, including pharmacologic and non-pharmacologic treatments. Patients
should also be referred to dental healthcare services given the effects of smokeless tobacco on the oral
mucosa and teeth.

More recently, the American Academy of Pediatrics (AAP) issued a policy statement regarding use of
tobacco products including smokeless tobacco.' The statement focuses on exposure of pediatric patients
to all types of tobacco products. Notably, the AAP states that use of alternative forms of tobacco such as
chewing tobacco, snuff, and flavored cigars has been increasing in adolescent patients.”*® The AAP
recommends that pediatric patients be assessed for tobacco use or smoke exposure and be offered
education to prevent initiation of tobacco products.’ Use of tobacco products by parents or caregivers
should also be addressed and tobacco cessation treatments should be offered, if needed.

As some of the newest available tobacco-related products, electronic nicotine delivery systems (ENDS)
such as e-cigarettes became available internationally in 2007." (See Table 1 for a summary of notable
events related to e-cigarettes). Multiple American and international governmental or professional
organizations have issued policy/position statements regarding use of ENDS/e-cigarettes.” (See Tables
2 and 3). Except for the AAP policy (Farber et al), these statements do not include recommendations
regarding smokeless tobacco.

Table 1: Timeline of e-cigarettes.”

Year Event

1965 | First electric cigarette patented

2003 | First aerosolized, high-frequency e-cigarette patented; entered marketplace in China

2007 | E-cigarettes first patented internationally

FDA issued warnings regarding health concerns associated with e-cigarettes, including risk

2009 of nicotine addiction

2016 | FDA given the authority to regulate all tobacco products including e-cigarettes

FDA will require all e-cigarette products containing nicotine to have the following warning

2018
statement, “WARNING: This product contains nicotine. Nicotine is an addictive chemical.”

FDA=Food and Drug Administration; e-cigarette=electronic cigarette
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Table 2: US governmental and professional organizations’ policy/position statements for ENDS/e-cigarettes.*

Organization Recommendations

-Supports: (1) regulation of all ENDS by FDA; (2) encourages FDA to require safety warnings on products and restrict youth-
oriented marketing; (3) federal regulations requiring internet and mail-order sellers to check age and identification of buyers;
(4) prohibition of ENDS in areas where tobacco use is prohibited by existing laws in order to prevent second- or third-hand
AACR/ASCO (2015)8 exposure and potential adverse events

-Recommends: (1) prohibition of candy or youth-friendly flavors to prevent use by younger patients; (2) taxes on ENDS at equal
or higher levels as combustible tobacco products; (3) use of FDA-approved smoking cessation products instead of ENDS
-Further research needed regarding ENDS use in smoking cessation

-Asserts that nicotine is highly addictive and neurotoxic to the developing brain; reports of nicotine toxicity have been
increasing

-ENDS not recommended for smoking cessation

-Avoid use of ENDs around children to avoid second- or third-hand exposure; prohibit use of ENDS in all public places
-Increase the minimum age to 21 y for all ENDS products; ban all flavors; ban sale of ENDS on the internet and advertising in
media/internet/point-of-sale settings; restrict depiction in movies, television, etc.; require adult-rating for media with use of
ENDS products

-Tax ENDS at same rate as conventional cigarettes

AAP (2015)"’

-Supports: (1) regulation of all ENDS by FDA; (2) taxes on all tobacco products; (3) legislation to restrict
promotion/marketing/advertising for ENDS products; (4) include ENDS in all youth tobacco prevention efforts, highlighting
ACP (2015)9 risks; (5) future research on ENDS to examine health effects, toxicity, dual use rates (cigarettes and ENDS)

-Ban: (1) flavors from all tobacco products and ENDS due to its appeal to youths; (2) use of ENDS in all public places

-Notes long-term effects of ENDS are unknown; further research needed to determine their role in smoking cessation

-Supports regulation of e-cigarettes
ACS (2014)2 -Not recommended for smoking cessation as safety and efficacy have not been determined; other FDA-approved methods are
recommended

-Supports inclusion of e-cigarettes in: (1) the definition of tobacco products and smoking; (2) smoke-free air laws; (3) state and
federal laws prohibiting sales to minors; (4) laws which restrict marketing/advertising to minors; (5) tobacco screening
guestionnaires and prescriber education

-Supports: (1) taxing e-cigarettes at a high rate to discourage use by minors and using revenue to fund tobacco
cessation/prevention programs; (2) FDA regulations for marketing, access by minors, labeling, and manufacture of quality-
controlled products

-No evidence for use of e-cigarettes for smoking cessation or as an alternative to combustible tobacco products
-Recommends intensive counseling for patients with CVD or stroke or at risk of a CVD event

AHA (2014)°

-Notes concern for: (1) potential health consequences due to nicotine and other harmful chemicals; (2) effects of second-hand
ALA (2014)3 exposure; (3) aggressive marketing toward youth such as candy-type flavors; (4) potential for e-cigarettes to act as “gateway” to
conventional cigarettes; (5) unproven claims that e-cigarettes will help smokers quit

2




New York State Medicaid

: Vew. | Department | Office of
Drug Information Response Center d LR | of ﬁealth Heathinswance e Sttty

Organization Recommendations

-Recommends stricter regulation of ENDS

AMA (2014)*
( ) -Notes public health concern for addiction to nicotine and the potential for increased use of conventional tobacco products

NIOSH (2016)10 -Notes potential health concerns due to ENDS and second-hand exposure

-Surgeon General report focuses on use of e-cigarettes by youth and young adults

-Notes public health concerns including addiction to nicotine, harmful effects on the developing brain, and the potential for
harmful additive ingredients

US DHHS (2016)13 -Reports an increase in use of e-cigarettes among youth, which has surpassed use of other tobacco products

-Notes that use of e-cigarettes is strongly associated with use of other tobacco products

-Recommends adding e-cigarettes to smoking cessation policies, restricting access to youth, implementation of tax/price
policies and retail licensure, regulation of marketing towards youth, and educational interventions

USPSTF (2015)12 -Due to a lack of evidence, use of ENDS for smoking cessation is not recommended

*Most statements/recommendations were published prior to FDA being given the authority to regulate e-cigarettes.

AACR=American Association for Cancer Research; AAP=American Academy of Pediatrics; ACP=American College of Physicians; ACS=American Cancer Society; AHA=American
Heart Association; ALA=American Lung Association; AMA=American Medical Association; ASCO=American Society of Clinical Oncology; CVD=cardiovascular disease; e-
cigarettes=electronic cigarettes; ENDS=electronic nicotine delivery systems; FDA=Food and Drug Administration; NIOSH=National Institute for Occupational Safety and Health;
US DHHS=United States Department of Health and Human Services; USPSTF=United States Preventative Services Task Force; y=years

Table 3: International governmental and professional organizations’ policy/position statements for ENDS/e-cigarettes.

Organization Recommendations

-Notes that the health risks of e-cigarettes have not been adequately studied; use of these products should be restricted until

5
FIRS (2014) safety is more fully determined

-Notes a lack of evidence regarding use of ENDS for smoking cessation

-Unknown whether use of ENDS may lead to use of conventional cigarettes

-States several regulatory options for consideration: (1) banning sale, distribution, possession to or by minors; (2)
banning/restricting advertising and promotion; (3) taxing at a level to which makes ENDS unaffordable to minors; (4)

WHO (2016)14 banning/restricting use of flavors; (5) regulation of sales; (6) implementation of measures to prevent illicit use; (7) prohibiting
use in indoor areas; (6) requiring use of child-resistant packaging

-Recommends requirements for potential health warnings and several measures to minimize potential health risks: (1) testing
products for safety; (2) use of ingredients that are not a health risk; (3) following fire safety standards; (4) regulation of product
content, devices, etc.

-Recommends: (1) regulation of the manufacture and sale of ENDS; (2) marketing for smoking cessation should be based on
WMA (2012)15 efficacy and safety data and be approved by regulatory agencies; (3) inclusion of ENDS in smoke-free laws; (4) patient education
by prescribers noting potential health risks

e-cigarettes=electronic cigarettes; ENDS=electronic nicotine delivery systems; FIRS=Forum of the International Respiratory Societies; WHO=World Health Organization;
WMA=World Medical Association
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In summary, 2 organizations make recommendations regarding smokeless tobacco.” " Due to safety

concerns, the AHRQ recommends that patients using smokeless tobacco be encouraged to quit and be
offered tobacco cessation treatments.™ (Of note, the AHRQ guideline was not included in Table 2 due to
absence of recommendations on e-cigarettes). The AAP guideline focuses on use of tobacco products in
pediatric patients and recommends patient assessment and subsequent treatment, if warranted.’

Regarding ENDS/e-cigarettes, multiple American or international governmental and professional
organizations have issued policy or position statements.’*%***>* These organizations recommend
regulation of e-cigarettes and/or note public health concerns including addiction and use by minors
(individuals less than 18 years of age). In the US, some of these concerns have been assuaged by federal
action enabling FDA regulation of ENDS as tobacco products.?> The FDA may prohibit sales of ENDS to
minors and requires the submission of documentation supporting any efficacy or safety claims by
manufacturers. Importantly, several organizations advise against the use of these products or assert that
further research is needed regarding the role of ENDS in smoking cessation.”*> %214
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