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Factors Affecting Risk Assessment

Exposure – Harmful and Potentially Harmful 

Constituents (HPHCs)

Patterns of Use - A 50% reduction in exposure could be 

offset by 50% greater use

Vulnerable populations – Some individuals may be more 

susceptible than others

Addiction potential
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Factors Affecting Risk Assessment

Individual versus population risk

Use liability or “off label” use

Number needed to treat

Unintended consequences
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Reduction in exposure is not proportional to reduction 
in harm

Most of the risk of smoking is at low doses: 80 % of the harm at <3 cigarettes/day

Pope et al., Circulation (2009) 120:941
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“As a parent, I understand the anxiety caused by the deceptive marketing tactics and flavored 
options designed to target our kids. With mysterious lung illnesses and deaths on the rise, we 
have to educate our kids and do everything we can to tackle this crisis. https://tobaccofreeca.com/e-

cigarettes/governor-gavin-newsom-signs-executive-order-to-confront-youth-vaping-epidemic/

The executive order directs the Department of Public Health (CDPH) to launch a $20 million 
statewide digital and social media public awareness campaign to educate youth, young adults and 
parents about the health risks of vaping nicotine and cannabis products.

OUT OF FIVE ”INFORMATIONAL” VIDEOS 

NONE
MENTIONS THE LINK BETWEEN VAPING ILLNESS AND ILLICIT THC



If you are an adult using e-cigarettes, or vaping, products, to quit smoking, do not return 
to smoking cigarettes. Adults addicted to nicotine using e-cigarettes should weigh all 
risks and benefits, and consider utilizing FDA-approved nicotine replacement therapies.

https://www.cdc.gov/tobacco/basic_information/e-cigarettes/severe-lung-disease.html

No youth or pregnant women should be using any vaping product, regardless of the 
substance. Adults who do not currently use tobacco products should not start using these 
products. If you are an adult who uses e-cigarettes instead of cigarette smoking, do not 
return to smoking cigarettes.

https://www.fda.gov/consumers/consumer-updates/vaping-illness-update-fda-warns-
public-stop-using-tetrahydrocannabinol-thc-containing-vaping



The Results of the National Youth 
Tobacco Survey are in and more teens 
are vaping. Many are claiming that 
vaping is attracting youth due to 
flavor options. However, the details in 
the 2018 survey show that the 
chances are much higher for those 
who had already smoked cigarettes 
or used nicotine in some form to have 
used an e-cigarette in the past-
month. The odds are 26.8 times 
higher for a teenager who has 
smoked 100 or more cigarettes in 
their lifetime to be a past-month 
vaper than they are for a never-
smoker.
https://medium.com/@rssvc/the-real-reason-why-some-
teens-are-choosing-vapes-fc2d80188a77

https://www.qeios.com/read/article/384








Citi upgrades Altria to Neutral on 'less bad' cigarette volume outlook Citi analyst 
Adam Spielman upgraded Altria Group to Neutral from Sell with a price target of $46, 
up from $45. The stock closed Thursday up 77c to $44.28. The analyst now expects 
"less bad" cigarette volumes next year. Electronic vapor usage will fall due to the 
negative publicity around vaping and the imminent flavor ban, which will help 
cigarettes… https://thefly.com/landingPageNews.php?id=2977295

Wells Fargo analyst Bonnie 
Herzog also saw a trend toward 
more traditional cigarette usage, 
seeing volumes fall 6.2% in the 
four-week period ending Oct. 5, 
better than the 6.9% decline the 
industry experienced over the 
previous 12 weeks.
As more investigations are 
conducted into the vaping crisis to 
determine its origins, health 
agencies may eventually clear the 
broader e-cig industry of complicity 
in the illness and deaths that 
occurred, but by then the damage 
may be done, as users may have 
already decided to revert to 
smoking cigarettes again.
https://www.fool.com/pwa/investing/201
9/10/19/is-e-cig-health-crisis-causing-
users-to-start-
smok.aspx?__twitter_impression=true

Cowen & Co.'s latest consumer survey for September showed the incidence of cigarette 
usage jumped 1 percentage point after several consecutive months of declines. While at 
14.7% it is still near the all-time low it hit in August of 13.7%, and it remains 100 basis 
points below where it was a year ago, that the increase comes as the vaping crisis grabs 
headlines is significant.
https://www.fool.com/pwa/investing/2019/10/19/is-e-cig-health-crisis-causing-users-to-start-
smok.aspx?__twitter_impression=true



Thank you for listening!
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F O O D  A N D  D R U G  L A W  I N S T I T U T E

“Using General Snus instead of cigarettes puts you at a lower risk 
of mouth cancer, heart disease, lung cancer, stroke, emphysema, 
and chronic bronchitis.”



MRTP Order
• Requires continued use of Smokeless Tobacco Warning 

Statements

WARNING: This product can cause mouth cancer.
WARNING: This product can cause gum disease and tooth 
loss.
WARNING: This product is not a safe alternative to 
cigarettes.
WARNING: Smokeless tobacco is addictive.



Using General Snus 
instead of cigarettes puts 
you at a lower risk of 
mouth cancer, heart 
disease, lung cancer, 
stroke, emphysema, and 
chronic bronchitis.

WARNING: This product can cause mouth 
cancer.
WARNING: This product can cause gum 
disease and tooth loss.
WARNING: This product is not a safe 
alternative to cigarettes.
WARNING: Smokeless tobacco is addictive.



A Path Forward?
• “Today’s action demonstrates the viability of the pathway for companies to 

market specific tobacco products as less harmful to consumers …”

• “In addition to stringent restrictions to limit youth access and exposure to 
advertising, this time-limited authorization comes with a number of postmarket
requirements that will allow us to keep a close watch on the marketplace.”

• “Should any information lead us to determine that the marketing of these 
products as posing less risk no longer benefits the health of the 
population as a whole, the agency would consider withdrawing this 
authorization.”



The Process
• First submitted – June 2014
• TPSAC – April 2015
• Partial Decision – December 2016
• Amendment Submitted – September 2018
• TPSAC – February 2019
• Docket Closed – May 2019
• Decision – October 2019



What’s the point?

• Marketing?

• Tax Advantage?

• Flavor Bans?

• Public Health Campaign in reaction?



Most public health groups 
criticized the F.D.A.’s 
decision. Erika Sward, an 
assistant vice president of 
the American Lung 
Association, said: 
“Inhaling chemicals and 
toxins into one’s lungs 
always poses risks.”

FDA Permits the Sale of IQOS, a New Tobacco 
Device, New York Times (April 30, 2019)



Thank you

Brittani Cushman
SVP, External Affairs
Turning Point Brands, Inc.
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