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Our Focus on Tobacco Harm Reduction

• Comprehensive approach

• Focus on products, science 
and pathways

• Building a portfolio of 
potentially reduced-harm 
products to appeal to adult 
tobacco consumers

• Supported by advocacy, 
communications and 
engagement
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Millions of U.S. Adult Smokers Currently Use or are 
Interested in E-Vapor & Smokeless Tobacco Products

Source: Based on ALCS analysis of 2015 NHIS
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E-Vapor Presents a Tobacco Harm 
Reduction Opportunity

Estimated U.S. Consumer Sales
$ in Billions

Source: ALCS estimates

Long Term Opportunity
in Millions

Source: ATCT 12MM ending Nov 2016, LA

Past 30-Day Users
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Over 90% of the population thinks smokeless tobacco is as harmful or more harmful than cigarettes

Over 59% of the population thinks e-vapor is as harmful or more harmful than cigarettes

People Don’t Understand that E-Vapor & 
Smokeless Tobacco Products are Substantially 

Lower Risk than Cigarettes

1 Data excerpted from Highlighted Findings From Wave 1 of the Population Assessment of Tobacco and Health 

(PATH) Study presented at the 2016 annual meeting of the Society for Research on Nicotine and Tobacco
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Premarket Tobacco Application Process 
Should Promote Public Health

• Pathways should facilitate 
tobacco product innovation 
that leads to reduced harm 
products 

• Implement an accelerated or 
modified premarket tobacco 
application pathway for 
electronic nicotine delivery 
systems

• Establish product and 
performance standards

Comments on behalf of Nu Mark to 

FDA’s proposed deeming rule

Comments on behalf of Nu Mark to FDA’s 

draft guidance on PMTAs for ENDS

6Altria Client Services | Panel Discussion at 2017 FDLI Conference May 5, 2017 | 



Principles for Newly Deemed Products

• Opportunity for tobacco harm reduction

• Adult tobacco consumers are entitled to accurate, non-misleading 
information

• FDA regulation should encourage innovation

• Regulation should be science- and evidence-based

• Regulation should preserve and respect the choices of adult tobacco 
consumers

• Regulation should apply equally to all manufacturers

• FDA must adhere to constitutional principles
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Recent Publications

Centers for Disease Control and 

Prevention Research Brief: Quit 

Methods Used by US Adult 

Cigarette Smokers, 2014-2016.
Caraballo, Shafer, Patel, Davis, McAfee. 

Preventing Chronic Disease. Volume 14, E32 

April 2017

College of Problems of Drug 

Dependence News and Views: 

Adolescents and e-cigarettes: 

Objects of concern may appear 

larger than they are. 

Kozlowski, Warner. Drug and Alcohol 

Dependence 174. Page  209–214

May 2017
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Jim Solyst

Vice President, Federal Regulatory Affairs

Swedish Match North America 
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• Establish PMTA and MRTPA pathways that are 
understood and provide needed evidence;

• Achieve an immediate public health benefit.
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• Company is proud to be the trailblazer.

• We understand that the Company has become Exhibit A in CTP’s 
description of the PMTA and MRTP pathways.

• The regulated community and other stakeholders have a much 
better understanding of the process largely because of the 
Swedish Match experience.
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• More attention is paid to the regulatory pathways and not 
enough attention is given to the fundamental public health goal 
and risk communication message.  
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• On November 10, 2015 we received a PMTA order for the 
eight General snus products sold in the US. 

• The decision document—the Technical Project Lead 
report, the TPL-- provides a very clear rationale for why 
the decision was made
– The TPL is an outstanding report; one of the most important 

and significant regulatory  documents in global tobacco 
control and harm reduction. 

– The TPL offers three “top-line reasons” why the PMTA order 
was issued: GOTHIATEK, low TSNAs, and low other HPHCs.
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• The brief and readable TPL Executive Summary includes a paragraph 
quantifying the risk reduction achieved by switching from another smokeless 
product to General snus, including the statement: “…an individual using these 
products with reduced NNN levels would reduce the excess cancer risk by 90% 
compared to use of moist snuff…”

• The TPL is a significant regulatory science document but does it impact adult 
tobacco consumers?

• The public health/risk communication message is there: switch from your 
current smokeless product (and certainly cigarettes) to General snus and will 
greatly reduce your risk.  But you have to find the document and then 
decipher the message. 

14



• CTP also issued a press release; 
– Page and a half long, nine paragraphs, and it is not until the second page, the 

6th paragraph, that the product and the company are named. 
– The first 3 paragraphs are all about the pathway and it is not until the 4th 

paragraph that the term public health is used, and that is in the context of 
standard that must be met: “appropriate for the protection of the public 
health.”

• The press release contains several statements indicating that just 
because a product is a PMTA does not make it a safe.  What the press 
release does not state is that if an adult tobacco consumer switches 
from cigarettes or other smokeless products to General snus they will 
greatly reduce their risk.
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• The MRTPA claim is to remove two current warning labels that is 
on all smokeless products: this product causes mouth cancer and 
tooth loss and gum disease; and;

• Add a statement that the product is substantially less risky than 
smoking.

• On December 14, 2016 CTP issued a partial decision, denying the 
request to remove the tooth loss and gum disease warning label; 
stating that we would need to prove that the product cannot
cause tooth loss and gum disease. 
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• My interpretation of CTP correspondence, and public statements, 
most recently at the April TPSAC meeting, is that CTP believes 
General snus is a Modified Risk product; but at this time CTP is 
not willing to remove the existing warning labels.

• What needs to be resolved is how to characterize the product 
(what should be the claim) to satisfy CTP.
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• We don’t agree with the CTP partial decision but we understand 
the rationale.

• But does the partial decision make sense from a public health 
and risk communication perspective?

• It is wise to determine a product is protective of the public health 
(PMTA decision) yet continue to have the mouth cancer, tooth 
loss/gum disease warning labels?
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