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Tobacco is Deadly 
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Tobacco Use Begins In Youth  
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(From Highlights from the 2012  
Surgeon General's Report14) 
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Tobacco Use in Past 30 Days 
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Factors in Youth Tobacco Use 
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(Youth Risk Behavior Surveillance-United States, 20117) 
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Tobacco Marketing 

http://legacy.library.ucsf.edu/tid/fts84a0020 

Philip Morris (1981) 
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Influences on Tobacco Use 
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What Can Pediatricians Do? 
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Don’t Just Ask About Cigarettes… 
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Ask About ALL Forms of 
Tobacco Use 
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Non Traditional and  
Newly Emerging Products 

• Cigars/Little Cigars  
• Hookah 
• Smokeless Tobacco Products 

– Dissolvable Tobacco Products 
• Electronic Cigarettes 
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Cigars 
  

• Cured tobacco 
wrapped in substance 
with tobacco 

• Variety of sizes  
• Taxed differently than 

cigarettes 
• Not currently FDA 

regulated   
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“Not Your Grandfather’s Cigar” 
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Cigar Use and Effects 
• Cigar sales more than doubled in 10 years 
• Use 
 
       

 
 
 
• Health effects  
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Hookah 
• Flavored Tobacco 
• Social Context 
• Greater Exposures  

– 40-45 X tar 
– 6.5-10 X CO 
– 30 X PAHs* 
– 1.7-2 X nicotine   

 
*polycyclic aromatic hydrocarbons 
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Hookah in College Students 
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(From Primack et al, 201229) 
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Smokeless Tobacco Products 
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Snus Snuff Chewing tobacco 
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Smokeless Tobacco Use Trends 
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Dissolvable Tobacco Products 
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Electronic Nicotine Delivery 

21 
(From Blu Web site3) 

(From The Electronic 
Cigarette Shop Web 

site31) 

(From  Androgeek  
Web site2) 

(From  EPUFFER 
Web site12) 

(From Johnson Creek  
Web site17) 
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E-Cigarettes 
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Who is “vaping”?  
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(From The Huffington Post 5/8/1215) 
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What do we know about e-cigs? 
 
 

24 (From Volcano Web site34) 



Tobacco Control Act (2009) 
• Authorizes FDA to regulate “tobacco products” 
• Defines Tobacco Product  

– any product made or derived from tobacco  
 (not “drug”, “device” or combination) 

• CTP currently has jurisdiction over all cigarettes, 
cigarette tobacco, roll-your-own tobacco, and 
smokeless tobacco   
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FDA Center for Tobacco Products 
• Vision: 

– To make tobacco-related death and disease part 
of America’s past, not America’s future and, by 
doing so, ensure a healthier life for every family 

• Mission: 
– To protect Americans from tobacco-related death 

and disease by regulating the manufacture, 
distribution, and marketing of tobacco products 
and by educating the public, especially young 
people, about tobacco products and the dangers 
their use poses to themselves and others 



Tobacco Control Act - Limitations 
In general, CTP’s regulatory authorities do not extend to: 
 
• Ban certain specified classes of tobacco products 
• Require the reduction of nicotine levels to zero 
 
FDA is generally not involved with: 
 
• Setting tax rates for tobacco products 
• Regulating the farming of tobacco leaf 
• Setting smoke free policies 
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Public / Population Health  
Regulatory Standard in CTP 

  Tobacco products cannot be regulated using 
FDA’s traditional “safe and effective” standard 
 
The Tobacco Control Act mandates the use of a 
population health standard taking into account 
both users and non-users of tobacco products 



FDA and Youth 

29 
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Restrict Marketing and Distribution 
• To reduce youth initiation FDA restricts access 

and marketing of regulated products. Since June 
2010, FDA prohibits: 
 Sales to people younger than 18  
 Sales of cigarette packs with fewer than 20 cigarettes 
 Distribution of free samples of cigarettes and restricts     

distribution of free samples of smokeless tobacco 
products 

 Tobacco brand name sponsorship of athletic, musical, 
or other social events and of teams 

 Hats and tee shirts, etc., with brand names or logos 
 Sales in vending machines or self-service displays 

except in adult-only facilities 
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Prevent False & Misleading Claims 
that State or Imply Reduced Risk 
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What is FDA Doing Now 
Specific to Youth? 

• Education 
– for youth and young adults to prevent initiation 

and encourage cessation 
• Research 

– to inform regulation 
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Education Campaigns 
At-risk youth ages 12-15 in the following 
audience segments: 
 African American  
 Hispanic 
 Asian/Pacific Islander  
 American Indian/Alaskan Native  
 Youth who identify as LGBT 
 Youth who reside in rural communities 

Youth ages 12-17 who: 
 Have not tried FDA-regulated tobacco products 
 Are intermittent users of FDA-regulated tobacco products 
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The Population Assessment of 
Tobacco and Health Study  

• The PATH Study is a large, national, representative 
longitudinal cohort study of tobacco use and health in 
the United States which will measure tobacco use 
behaviors and related health effects 

• Baseline data collection, N ~ 60,000, is scheduled for the 
Fall of 2013 with a cohort of never, current, and former 
users of tobacco products in the U.S. ages 12 and over 

- The cohort will then be followed annually for at least two additional data 
collection waves.  
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Ensure Industry Compliance – 
Retailers 

• Undercover Buy Inspections 
 Minor attempts to purchase regulated tobacco product (cigarettes, 

smokeless tobacco, or cigarette tobacco) 

• Inspectors also check that retailers: 
 Sell regulated tobacco products in a direct, face-to-face exchange 

(i.e., no more vending machine sales) unless in a qualified adult-
only facility 

 Do not sell cigarette packages containing fewer than 20 cigarettes 
 Do not sell single cigarettes - “loosies” 
 Do not sell cigarettes or cigarette tobacco with characterizing flavors 

(other than menthol). 
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Tobacco Product Adverse Event 
& Product Problem Reporting 

36 
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Why Track & Evaluate Adverse 
Events & Product Problems? 

• To assess trends and signals indicating 
the need for regulatory action to protect 
public health 

37 
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Adverse Event (AE) Definitions 
FD&C Act   

• AE = any adverse health-related event 
associated with the use of a product 

• SAE = Serious AE is an AE that results in death, 
a life-threatening experience, inpatient 
hospitalization, persistent or significant disability 
or incapacity, congenital anomaly / birth defect 
or requires a medical or surgical intervention  

• Expected vs. Unexpected; Frequency; 
Attribution 38 
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Product Problems also of Interest 
 • Contamination 

• Malfunction or defective component  
• User errors 
• Package breaches 
• Labeling concerns 
• Product mix-ups 
• Poor quality  
• Suspected counterfeit product 39 
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Current Voluntary Reporting 
Mechanisms 

• MedWatch (Clinicians & Consumers) 
– Voluntary reporting of AEs, Product problems  & 

product use errors 
– Form 3500 paper or online via 

https://www.accessdata.fda.gov/scripts/medwatch/me
dwatch-online.htm 

• CTP 
– AskCTP@fda.hhs.gov or 1-877-CTP-1373 

40 

Presenter
Presentation Notes
 

https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
mailto:AskCTP@fda.hhs.gov


CTPs Tobacco Adverse Event 
Reporting System (TAERS) 

• Report unexpected adverse health effects 
associated with the use of tobacco 
products 

• Report tobacco product, packaging and 
labeling problems 

41 
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How can you help CTP?  

43 

• Submit comments on draft guidances or special 
topics to the FDA docket: 

• Find guidance documents at 
http://www.fda.gov/TobaccoProducts/GuidanceComplianceR
egulatoryInformation/ucm281147.htm 

• Provide comments via 
– www.regulations.gov 
– http://www.fda.gov/RegulatoryInformation/Dockets/FR/ucm290

145.htm 

• Submit tobacco product adverse event reports 
• Educate patients to submit tobacco product 

adverse events 
• Report potential tobacco product violations 
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What have we learned?  

44 

• Tobacco use starts in youth and young 
adults 

• Healthcare providers  
– should inquire about all forms of tobacco use 
– are a critical resource to patients and to 

CTP/FDA in decreasing the morbidity and 
mortality due to tobacco use 

 



45 (From CDC Office on Smoking and Health) 



FDA Resources 
• Potential Tobacco Product Violations Form: 

http://www.fda.gov/TobaccoProducts/Protecting
KidsfromTobacco/ucm330160.htm 

• Web Site: www.fda.gov/tobacco   
– Find more information 
– Order materials 
– Sign up for email subscriptions, like “This Week in 

CTP”  
– Join us on Twitter 
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Other Resources 
 

• 1-800-QUIT NOW (784-8669) 
• Be Tobacco Free Web Site: 

http://betobaccofree.hhs.gov/index.html 
• CDC Web Site: http://www.cdc.gov/tobacco/index.htm 
• NIH Web Site: http://teen.smokefree.gov/Default.aspx 
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