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   A typical day at work on tobacco control 

From: South Pomfret, VT  



Product Innovation 
Tobacco Industry Strategies 

• Initiation with Other Tobacco Products 
(flavored exempt from FDA) possibly leading 
to dual use? 

• Continued Innovation of Conventional 
Cigarettes with avoidance of FDA Regulation 

• Modified Risk Tobacco Products with industry 
driving approval based on political, public and 
litigation pressure. We have a “safer product” 
and government is not letting us protect. 

 



The 20th Century vs the 21st 
The Total Tobacco Century 

 



 



 



 



 



 



Camel Dissolvable Tobacco Products 

(.6 – 3.3 mg/unit) 



“The plurality of microcapsules…may 
include colorants, pH adjusters, fillers, 

disintegration aids, humectants, 
antioxidants and oral care 

ingredients…” 

R.J. Reynolds Tobacco Company  

Smokeless Tobacco Product U.S. Patent (Feb. 7, 2008)  

United States Patent Application Publication; Pub. No.: US 2008/0029110 A1 



 





Targeted marketing of menthol: 
Young ethnic minorities and women 

Salem, 
magazine ad  
(Latina, Jane, 
Cosmopolitan), 
2004 

Camel No. 9 
Menthol, 

introduced in 
February 2007 

and marketed to 
women 

“New” Salem Introduction Overview, 1998. Bates No. 81641353/1356 



Result: Market share of low-menthol 

brands steady and growing 
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Marlboro Menthol Newport Kool Salem
Sources: 

Maxwell Report; 

Company 

financial reports 
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Cigar Products that Could be Exempt  from FDA 

Regulation 

Under H.R. 1639 

www.tobaccofreekids.or

g 













Current Cigarette Smoking - 2010 
Maryland Public School Youth 
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Source: Maryland Department of Health and Mental Hygiene, Youth Tobacco Survey – Fall 2010. Current cigarette use is any cigarette smoking, 

even one or two puffs of a cigarette during the 30 days prior to the survey. 



Current Use of Selected Tobacco Products - 2010 

Maryland Public School Youth 
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Cigarette Smoking Cigar Smoking Smokeless Tobacco Use

Source: Maryland Department of Health and Mental Hygiene, Youth Tobacco Survey – Fall 2010. 



Current Use of Flavored Cigar Products by Cigar Smokers - 2010 

Maryland Public School Youth 
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Source: Maryland Department of Health and Mental Hygiene, Youth Tobacco Survey – Fall 2010. Current Flavored Cigars/Current Cigar Smokers 



Current Use of Flavored Smokeless by Users of Smokeless 

Tobacco Products - 2010 
Maryland Public High School Youth 
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Source: Maryland Department of Health and Mental Hygiene, Youth Tobacco Survey – Fall 2010. Current smokeless tobacco use is any use of 

any smokeless tobacco product during the 30 days prior to the survey. 







New Growth Products?  --  Use MRTP/NGP interchangeable 

 



“We (PMI) believe the elimination of 

combustion via tobacco heating and 

other innovative systems for aerosol 

generation is the most promising path to 

secure risk reduction.” 



“We expect taste (for NGP) to be 

essentially at parity with 

conventional products for menthol 

variants and close to regular super-

low tar cigarettes based on adult 

smoker panel evaluations.” 



“Our approach to individual risk assessment is to use 

cessation as the benchmark. 

 

The closer the clinical data derived from adult smokers 

who switched to an NGP resembles the data from those 

who quit, the m ore confident one can be that the 

product reduces the risk of disease.  Our objective is to 

fall somewhere between the conceptual yellow lines  … 

shown and ideally approach the green line.” 





“We were very encouraged by the 

meeting (with the Center for Tobacco 

Products with the Food and Drug 

Administration) and although several 

details still need to be discussed, we 

remain comfortable with our current 

risk assessment approach.” 





“We are opting for one or two greenfield 

facilities in Europe.”   

 

“…we envisage marketing our NGPs under 

our existing major trademarks such as 

Marlboro.” 

 

“…we expect the first factory to be ready in 

2015 or 2016 final data from clinical studies 

during the beginning of 2016 and a launch in 

the first markets between 2016 and 2017.” 



 



FDA Authority 

•Directive-Controls behavior of 

manufacturing, Menthol, Nicotine Levels 

 

•Gatekeeper-Defines debate, agenda 

while keeping the gate closed to new 

products 

 

•Conceptual-Ability to shape concepts 

and standards: MRTP Required Testing 





Philip Morris USA 
Flavor Ingredients  - As of 6 - 21 - 11 

Ingredient Quantities not to Exceed 
the % weight in tobacco 

Function 

Cocoa & Cocoa Products 0.5 Flavor 

Ethyl Vanillin 0.8 Flavor 

Licorice Extract 0.8 Flavor 

Orange Oil, Sweet 0.001 Flavor 

Tangerine 0.005 Flavor 

Vanilla Bean 0.001 Flavor 

Vanillin 0.005 Flavor 

Source: www.philipmorrisUSA.com 

http://www.philipmorrisusa.com/


FDA and Menthol 



                             Menthol 

 

The horse was out of the gate (not FDA Gate 

Keeping) 

•A Washington based process led to a 

Washington based result (gridlock) 

•The tobacco control community not central as a 

stakeholder as the AIDS community was in 

1980s. State and local tobacco control isolated 

from the process 

•Lack of support of the African American 

Community 

•Political amateurism to the politics of menthol by 

the administration 

 



Old  

 

Red 

Lights Ultra Lights 

New 

Tar: 5mg Tar: 12mg Tar: 16mg 

Tar levels from Trinkets & Trash – Pall Mall Advertisement 2004 

 

Recent Package Changes? 
PALL MALL – RJ Reynolds 

Full Flavor 

Blue Orange 



 



 

Percent Ventilation by Cigarette Package Color 
(ventilation is the principal predictor of ‘t/n’ machine yield) 
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MARLBORO 
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CAMEL 

` 

Source: 105 CMR 660.000. Cigarette and smokeless tobacco products: Reports of added constituents 

and nicotine ratings. Commonwealth of Massachusetts, Department of Public Health, Boston, MA. 

http://www.mass.gov/dph/mtcp/legal/ingreg.htm 

  

Kruskal Wallis Test of Equality 

(x2=10.505, p=0.015)   

Kruskal Wallis Test of Equality (x2=9.753, 

p=0.007)   

http://www.mass.gov/dph/mtcp/legal/ingreg.htm
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Brand Recognition by Banned Descriptors 

In the past six months, how easy has it been for you to identify your usual brand of 
cigarettes? 



Numbers of Cigarette Sub-brands on the 
Massachusetts Market, 2007 - 2010 
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Data source: Massachusetts Tobacco Disclosures Database 



U.S. Patent Applications by Cigarette Manufacturers 
Since February 15, 2007 
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Substantially Equivalent to What? 

-Section 905(j) 

                   Predicate Product                           or                                       Predicate Product 



    Tobacco Industry Applications    

for Products to FDA April 2012 
Product Applies Approval/Denial 

Existing/SE 3,622 0 

New Products 0 0 

MRTPs 8 0 





The Family Smoking Prevention and Tobacco 

Control Act 

•The states gave FDA authority and relinquished the 

states power under the Constitution 

 

•FDA is a highly centralized, non-transparent rule making 

body that must treat the tobacco control community not 

as a partner but as any interested party 

 

•FDA must maintain strict neutrality like a court but unlike 

a court is subject to undue political pressures 



U.S. Federal Court Decision on 

Violation of the Racketeer Influenced and Corrupt Organizations Act 

(RICO) 

“The tobacco manufacturers have conducted longstanding and 

continuing fraudulent efforts to deceive the American public.” Judge 

Kessler (2006) 



FDA TPSAC Statement in Menthol Report 

 

TPSAC received useful comments from the 

non-voting members, tobacco manufacturers; 

TPSAC acknowledged their collegial input  

 

NB: TPSAC was sued two months prior by 

one member non voting company member 



History of Tobacco Control in America 

A Community Based Social Movement based on science but driven by 

social democratic principles of human rights and social justice 

 

•Protection of children from addiction 

 

•Protection of Non Smokers from the harm of second hand smoke 

 

•Treatment of smokers dependence on tobacco and disease 

 

•Confronting the Injustices of the industry that knowingly lied and 

willing sold a harmful product to our citizens particularly those who are 

disadvantaged  



American Public Health 

Improvement Begins in our 

Communities 
 Local Research: Community based, salient, 

policy focused, strong health communications 

value 

 Local Policy Outcomes : New Local Laws that 

move FDA and Washington 

  State and local lawsuits that bring justice 

denied by political pressure 

 Local Shifts in Public Opinion, Changes in 

Social Norms and Individual Behavior 

  



    

 It is time to reverse to halt and reverse the 

growing accumulation of power and 

authority to the central government in 

Washington and to return the power of 

decision making to the people in their own 

local communities” 

               The Tea Party? Or? 



Creating Child Proof Tobacco 

Markets in Communities by 2020 

Goal 

 

No child is able to initiative use of a 

tobacco product through the adoption 

of science based and socially 

acceptable federal, state and local 

policies that: 





Comprehensive Child Proof 

Market Policies 

 
 Limit number of licenses. 2 expire, 1 issued 

 

 No outlets near schools or playgrounds 

 

 Ban on sale of flavored OTPs 

 

 Require Child Proof Packaging (2020) 

 

 Ban TPs that cause addiction among children 

(2030) 

 

 



Why are only Camel dissolvables 

not cigarettes sold in childproof 

packs? 
 





 “All of us wished we lived in a more 

tranquil time but we don’t. And if our 

times are difficult and perplexing , so 

they are filled with challenges 

 

 

 

Robert F. Kennedy 

  



 



    

•The problem is not the FDA’s or Washington’s                         

–                    It’s ours!!! 

 

•The solution is not found in the “Beltway” but  

in America’s communities 

 

•As Americans, we must set moral limits on the 

tobacco marketplace and require accountability 

from federal agencies to exercise the power the 

states gave them and we must act! 



April 15, 1994 

EX #??? 



"They can crush a few flowers, but they cannot hold back the 

springtime."  

 

 Sister Pat Farrell, Leadership Conference of Women Religious 8/12   
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  NRT defined as any reported use 

Odds Ratio (95% CI) 

Time since quit smoking: ≤ 2 Years ≤ 1 Year ≤  6 months 

Predictor variable: Referent       

Prior heavy dependent smokers 

Use of NRT only : No use of NRT or professional help 

Use of NRT and professional help : No NRT or professional 
help 

  

2.68 (1.40 – 5.11) 

  

0.94 (0.40 – 2.22) 

  

2.62  (1.22 – 5.62) 

  

0.98 (0.37 – 2.56) 

  

3.53 (1.50 – 8.32 ) 

  

2.03 (0.62 – 6.58) 

Prior light dependent smokers 

Use of NRT Only : No use of NRT or professional help 

Use of NRT and professional help : No use of NRT or 
professional help 

  

1.38 (0.34 – 5.67) 

  

2.08 (0.73 -  5.85) 

  

1.57 (0.29 – 8.53) 

  

1.87 (0.57 – 6.14) 

  

0.39 (0.06 - 2.43) 

  

3.95 (0.94 – 16.5) 

Prior smoking abstinence* 

Over 44 years of age : 18 to 44 years of age 

0.46 (0.29 - 0.73) 

0.68 (0.40 – 1.16) 

0.49 (0.28 – 0.86) 

0.57 (0.33 – 0.97) 

0.44 (0.21 – 0.90) 

0.41 (0.22 – 0.80) 

 
NRT and other Factors Associated with 

Likelihood of Smoking Relapse 
 



Secondhand Smoke (SHS) 

Massachusetts Pre/Post 
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Average indoor air pollution in RI, MA, NH 
Bars/Restaurants (2004-2005) 
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Massachusetts Monthly Meals Tax Collections  

Sales and Use Tax Meals Tax

Clean Indoor Air Law - July 

5, 2004 - 

Massachusetts Clean Indoor Air Law  

Pre / Post Taxation 



       Methods 

Equipment:  

 A camera with incorporated GPS (http://www.geospatialexperts.com/productadv.html)  

 

 

Study Design:  

 Cross-sectional assessment of clustering of Tobacco billboards (or large 

posters on buildings or other structures) and store-front posters and their 

relationship to schools using GPS to generate 

 spatial coordinates.  

 

 

 

 

http://www.geospatialexperts.com/productadv.html


Brand Identification by Package Color  
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What is the main color on the cigarette package of the brand that you 
smoked most often during the past 30 days? (Percent correct identification) 



GPS -Protocol 

Billboards: 

 Photos and GPS coordinates of billboards 1000 feet,(~300m) around 
schools 

 Photos and GPS coordinates of youth locations within the same 
buffer zone (e.g. parks, playgrounds, sport arenas) 

Point of Purchase: 

 Photos and GPS coordinates of the exterior 

 Questionnaire 

Equipment 

 Integrated Digital camera+GPS system 

 Google Earth  

 

 



1st Lyceum 
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18 POP 

2 Bus stops 

2 billboards 



Measuring Air Quality 

 Cigarettes, cigars and 

pipes are major emitters 

of respirable suspended 

particles less than 2.5 

microns (PM2.5) in 

diameter that are easily 

inhaled deep into the 

lungs 

 TSI SidePak AM510 

Personal Aerosol 

Monitor (weight: 1 lb) 
 

 This device is a real-time laser photometer with a built-in 

sampling pump that measures airborne particle mass-

concentration 









Apple, 1984              Apple, 2012 


