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Altria’s Tobacco Operating Companies
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~40.4 MM Adult 

Cigarette 

Smokers

~6.2 MM Adult Smokeless 

Consumers

Source:  18+ATCT 12MM ending March 2017
Numbers may not foot due to rounding

Estimated Adult Tobacco Consumers 18+ by Category

~40.4 MM Adult 

Cigarette 

Smokers

~3.6 MM Adult LM 

Cigar Consumers

~8.6 MM Adult E-Cigarette

Consumers
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FDA’s New Plan for Tobacco and Nicotine Regulation
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Areas of Difference Between E-Cigarette Enthusiasts & Skeptics
Issue Enthusiasts Skeptics

Degree of risk reduction >95% Unknown; likely much <95%

Primary articulated concern Maximizing adults quitting smoking Minimizing risks to kids

Nature/magnitude of risks to kids Minimal; e-cigarettes may substitute for smoking Feared substantial: gateway to smoking; 
renormalization; effects on developing brain

Impact on adult quitting Potential to help millions May reduce quitting

Precautionary principle Smoking toll requires support of novel products Need to first prove (relative) safety & 
effectiveness

Long-term nicotine addiction Acceptable if eliminates smoking Not acceptable

Cigarette and e-cig companies Open to working with them Not to be trusted

Free market Strongly support Worry about “Wild West”

Scientific studies Support/discredit Support/discredit

Product regulation Favor limited regulation that won’t disrupt 
innovation

Support strong regulation to ensure 
safety/effectiveness

Information dissemination Emphasize harm reduction potential for adult 
smokers

Emphasize risks for kids and risks of dual  use 
for adults

Policies, e.g., vaping where smoking 
prohibited; flavors; taxation

Oppose location restrictions; support flavors (to 
assist in adult quitting); no/low tax

Support location restrictions; oppose flavors 
(to reduce attractiveness to kids); tax

Warner, K. How to Think – Not Feel – About Tobacco Harm Reduction, Mar. 9, 2017, Public Health 
Theme Lecture presented at the annual meeting of SRNT (Direct pull from Slide 6 of Warner 
presentation.)
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Levy – Potential Deaths Averted in USA by Replacing Cigarettes With E-Cigarettes 

Findings:
Compared with the status quo, 
replacement of cigarette by e-cigarette 
use over a 10-year period yields 6.6 
million fewer premature deaths with 
86.7 million fewer life years lost in the 
optimistic scenario.  Under the 
pessimistic scenario, 1.6 million 
premature deaths are averted with 
20.8 million fewer life years lost.

Potential deaths averted in USA by replacing cigarettes with e-cigarettes.  Levy, D., et. al., Tobacco 
Control, Oct. 2, 2017, doi: 10.1136/tobaccocontrol-2017-053969
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Modernizing the Regulatory Framework

Regulation provides significant 
benefits to adult tobacco 

consumers:

• A common set of rules for all 
tobacco manufacturers

• Framework for evaluating 
potentially less harmful tobacco 
products

• Guidelines for accurate and 
scientifically grounded 
communications
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Modernizing the Regulatory Framework

Regulation should also:

• Encourage innovation

• Provide viable pathways to 
get reduced harm products 
to market



9Altria Client Services | Vice President, Regulatory Affairs │ FDLI Presentation | Oct. 27, 2017 | FINAL |

PMTA Pathway

The PMTA Process Should be 
Modified

• Draft guidance for ENDS PMTA 
applications is unduly burdensome

• Lacks an accelerated review 
process

• Does not include a change 
management process after 
issuance of a market order

Comments on behalf of Nu Mark to FDA’s draft guidance on PMTAs for 

ENDS and proposed deeming rule
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MRTP Pathway

Regulations for MRTP Applications

• Clear, reasonable and include provisions 
for abbreviated applications and 
accelerated authorizations

• Must be consistent with the First 
Amendment

• Facilitate truthful and accurate 
communications to consumers


