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Introduction 
The following comments are submitted on behalf of The Consumer Advocates for Smoke-free 
Alternatives Association (“CASAA”) in support of the modified risk tobacco product applications 
(“MRTP applications”) submitted by Philip Morris Products S.A. (“PMI”) for the IQOS system 
with Marlboro Heatsticks, Marlboro Smooth Menthol Heatsticks, and Marlboro Fresh Menthol 
Heatsticks (collectively referred to as “IQOS”). CASAA is a 501(c)(4) nonprofit public health and 
education NGO and is the leading representative of consumers who use or might in the future 
use smoke-free tobacco and nicotine products. It is a U.S. membership organization with over 
200,000 members. CASAA advocates on behalf of consumers, and does not represent the 
interests of industry.  
 
At the onset, we note the obvious, namely, that not all tobacco products carry the same risks, 
that noncombusted tobacco products carry a much lower health risk than combusted tobacco 
products, and that consumers have a right to accurate and truthful information so that they can 
make informed decisions about their health and lifestyle choices. FDA’s actions under the 
previous administration largely ignored, or actively worked against, these self-evident 
propositions. 
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In fact, CASAA has long been critical of FDA’s actions and proposals in connection with low-risk 
products such as vapor products and smokeless tobacco. As expressed in several comments 
on government dockets , we believe that FDA’s approach under the previous administration has 1

worked against the interests of genuine public health by threatening consumer access to 
low-risk products and by misleading consumers about the relative risks of various tobacco 
products. While we have grave concerns about FDA’s stated intention to explore reducing 
nicotine content in combusted cigarettes as part of a strategy to coerce smokers to choose safer 
nicotine and tobacco products, we are cautiously optimistic about FDA’s statement that it is 
“committed to encouraging innovations that have the potential to make a notable public health 
difference and inform policies and efforts that will best protect kids and help smokers quit 
cigarettes.”  We believe that granting the MRTP applications for IQOS would be a step in the 2

right direction by the FDA.  

IQOS meets the standards for a modified risk order 
The Family Smoking Prevention and Tobacco Control Act (“TCA”) requires the MRTP 
application demonstrate that “such product, as it is actually used by consumers, will (A) 
significantly reduce harm and the risk of tobacco-related disease to individual tobacco users; 
and (B) benefit the health of the population as a whole taking into account both users of tobacco 
products and persons who do not currently use tobacco products.”  3

 
In its MRTP applications, PMI convincingly demonstrates that IQOS significantly reduces harm 
and risk of tobacco-related disease  to individuals. Simply stated, because IQOS heats, not 4

burns, tobacco, and because exposure to harmful chemicals across the board is significantly 
reduced, there is no doubt that the health risks of using this technology are dramatically lower 
than smoking. We find the scientific data included by PMI in its MRTP applications, generally 
corroborated by independent research conducted by Dr. Konstantinos Farsalinos , compelling. 5

 

1  See, for example, the following comments filed by CASAA: 
https://www.regulations.gov/document?D=FDA-2016-N-2527-7340; 
https://www.regulations.gov/document?D=FDA-2014-N-1051-0828; 
https://www.regulations.gov/document?D=FDA-2014-N-0189-78335; 
https://www.regulations.gov/document?D=FDA-2015-N-2002-1904; and 
https://www.regulations.gov/document?D=FDA-2014-N-0189-42893. 
2  FDA News Release, “FDA announces comprehensive regulatory plan to shift trajectory of 
tobacco-related disease, death,” at 
https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm568923.htm 
3  Section 911(g)(1) of the TCA. 
4  We use the term “tobacco-related disease” reluctantly because that is the wording used in the TCA, but 
we feel it important to note our firm belief that the phrase is misleading given that virtually all of the 
significant harms associated with tobacco use come from smoking, not tobacco use generally. 
5  Konstantinos Farsalinos, “Toxicant exposure Heated tobacco products vs. e-cigarettes,” presentation at 
Global Forum on Nicotine in Warsaw, Poland, June 16, 2017, at 
https://gfn.net.co/downloads/Presentations_2017_/Dr%20Konstantinos%20Farsalinos.pdf 
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Moreover, there is no doubt that this technology will benefit the health of the population as a 
whole. IQOS clearly appeals to a significant segment of the smoking population, as illustrated 
by the fact that more than 3 million smokers worldwide thus far have switched to IQOS.  6

 
While there are some low-risk alternatives to smoking currently available (vapor products and 
smokeless tobacco), not all smokers find them satisfying alternatives. Of course, many smokers 
have not made a serious attempt to make the switch to existing low-risk alternatives because 
they have been misinformed and wrongfully believe that such products are as dangerous as 
smoking. (This problem is compounded by manufacturers being prohibited from truthfully 
informing the public that vapor products and smokeless tobacco are low-risk.) But even among 
those who have tried existing low-risk products, there are some who find the current offering not 
acceptable for one reason or another. Smokers need more low-risk choices, and IQOS will 
appeal to many who do not find vapor products and smokeless tobacco effective alternatives.  
 
We note that many of the factors that have made vapor products such an effective alternative to 
smoking also apply to IQOS. Like vapor products, IQOS mimics smoking in terms of nicotine 
delivery, visible vapor, and hand-to-mouth behavior.  
 
While the evidence supports the proposition that a significant number of smokers in the United 
States will find IQOS an acceptable alternative to smoking, there is no evidence to suggest that 
IQOS will be particularly attractive to never smokers or nonsmokers.   7

The modified risk claims for which approval is sought are appropriate 
PMI seeks to make the following truthful claims: 
 

● IQOS system heats tobacco but does not burn it. 
● This significantly reduces the production of harmful and potentially harmful chemicals. 
● Scientific studies have shown that switching completely from cigarettes to the IQOS 

system can reduce the risks of tobacco-related diseases . 8

● Switching completely to IQOS presents less risk of harm than continuing to smoke 
cigarettes. 

● Switching completely from cigarettes to the IQOS system significantly reduces your 
body’s exposure to harmful and potentially harmful chemicals. 

 

6  https://www.pmi.com/smoke-free-products/iqos-our-tobacco-heating-system 
7  “Overall, these studies [premarket Perception and Behavior Assessment studies] demonstrated that 
THS [IQOS] is not attractive to adult never smokers and it is minimally attractive to adult former smokers. 
Approximately 6% of adult former smokers and less than 1.2% never smokers expressed an intention to 
use THS.” PMI THS 2.7 Executive Summary, p. 14 at 
https://www.fda.gov/downloads/TobaccoProducts/Labeling/MarketingandAdvertising/UCM560044.pdf 
8But see Footnote 4 of this comment regarding our general objection to the phrase “tobacco-related 
diseases.” 
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All of these claims are accurate. In fact, if anything, we do not believe they go as far as they 
should in terms of communicating to consumers the low-risk nature of these products. However, 
we recognize that the TCA limits the types of claims that can be made, which, ironically, works 
against genuine public health and the rights of consumers to receive accurate and truthful 
information so that they can make informed choices. 

Conclusion 
While we appreciate the government’s desire to protect consumers against false and misleading 
advertising and marketing claims, we firmly reject the status quo whereby companies are 
prohibited from truthfully informing smokers that their smoke-free products pose a much lower 
risk of disease and premature death than smoking. At present, the only way for a company to 
communicate the lower risk of its product is to obtain a modified risk order, and even then, the 
claims being made are artificially limited in a manner that we feel does a disservice to 
consumers. 
 
Despite the fact that the TCA has been in existence since 2009, the FDA has not granted a 
single MRTP application. We believe this is a triumph of bureaucracy over genuine public health 
interests given that there are tobacco and nicotine-containing products currently on the market 
that are dramatically less dangerous than smoking, but that information is not being 
communicated to consumers. 
 
If FDA is truly committed to reducing the health burden associated with tobacco use (virtually all 
of which comes from combustible tobacco products), the single-best thing it could do would be 
to accurately inform consumers that use of noncombusted tobacco products poses much lower 
health risks as compared to smoking. When consumers are misled into believing that all 
tobacco products carry similar and significant health risks, the result is that many people will 
continue to smoke rather than switch to a lower-risk product. Accurately communicating the 
much lower-risk nature of noncombusted tobacco products such as IQOS would have a 
tremendously positive impact on the public’s health and well-being by encouraging smokers to 
make the switch to lower risk products. 
 
For the foregoing reasons, we respectfully submit that FDA must approve PMI’s MRTP 
applications for IQOS as an important step in truthfully communicating risks to consumers.  


