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Summary: On July 7, 2020, the U.S. Food and Drug Administration (FDA) 

published the outcome of Philip Morris International’s (PMI) application 

to market IQOS, its heated tobacco product, as a “modified risk tobacco 

product” in the U.S. The FDA has two standards for assessing modified 

risk. It agreed that the data submitted by PMI showed that IQOS may 
reduce exposure to harmful substances, but that IQOS does not 
reduce risk of disease and death when compared to cigarette smoking. 

Nevertheless, PMI immediately launched a global PR campaign, hailing 

the decision as a “milestone for public health” and encouraging other 

countries to follow the FDA’s lead. This misrepresents the FDA’s decision. 

Furthermore, the documents setting out the FDA’s decision reveal 

concerns about potential youth and non-smoker uptake of IQOS and 

request more research on the impacts of the product and its use. PMI 

knows that the FDA’s dense, technical language creates room for 

confusion, especially outside the U.S. The only way to prevent the 

company from capitalizing on this confusion is to clarify the FDA’s 

decision. This brief sets out the facts, which we believe are a matter of 

urgent public interest.

FDA does not rule  
that IQOS reduces  
tobacco-related  
harm, yet PMI still 
claims victory
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On July 7, 2020, the U.S. Food and Drug Administration 

(FDA) reached its judgement on whether Philip Morris 

International’s (PMI) flagship heated tobacco product 

(HTP)1, IQOS, should be considered a “modified risk tobacco 

product” (MRTP) [3].  

Even though IQOS failed to meet an important standard 

for assessing MRTP status, PMI lost no time in proclaiming 

victory. The company issued a video on Twitter in which 

Vice President of Scientific and Strategic Communications, 

Dr. Moira Gilchrist, stated: “This is a milestone for public 

health. This decision clearly demonstrates that IQOS is 

fundamentally different to cigarettes and is a much better 

choice for adults who’d otherwise continue to smoke.” [4]

PMI’s PR push misrepresents the outcome of the 
FDA’s judgement

The FDA has two standards for assessing MRTP status: the 

higher and far more important “risk modification” standard 

and the lower “exposure modification” standard. PMI met 

the lower standard, but it failed to meet the higher one, 

which is to “demonstrate that the product, as it is actually 

used by consumers, will:

1. Significantly reduce harm and the risk of tobacco-related 

disease to individual tobacco users; and

2. 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.” [5]

Since PMI was unable to demonstrate reduced harm, 

reduced risk of disease and benefit to the population [3], 

the FDA instructed PMI that it “may not market these 

products with reduced risk claims.” [3]

1  HTPs are products which heat tobacco leaf using an electronic heating device or lit carbon tip to produce a nicotine aerosol [1,2]
2  This contrasts with the evidence on e-cigarettes which suggests both they that they are substantially lower risk than cigarettes (although not risk free) [9-

11], but also that they can help smokers quit [12-14].

There is no evidence that IQOS is safer than 
cigarettes

Independent analyses of PMI’s own data submitted to the 

FDA suggest IQOS may be as harmful as smoking [6-8]. 

For example, an analysis of PMI’s clinical trials showed the 

risks of developing serious illness such as heart disease 

and chronic obstructive pulmonary disease (COPD), are 

not consistently reduced in IQOS users compared to those 

smoking cigarettes [6]. Analyses of PMI’s animal and human 

data found the lung and immunosuppressive effects of 

switching to IQOS were indistinguishable from continuing 

conventional cigarettes [7]. Similarly, another analysis of 

PMI’s animal and human data found hepatotoxic (harmful 

to the liver) effects of switching to IQOS, an effect which 

is not usually observed with conventional cigarettes [8]. In 
short, there is currently no evidence that IQOS is safer 
than cigarettes.2

Even PMI quietly acknowledged this: In its MRTP 

application to the FDA, PMI gave an “important warning” 

(Figure 1): “It has not been demonstrated that switching to 

the IQOS system reduces the risk of developing tobacco-

related diseases compared to smoking cigarettes” [15].

Figure 1

Extract from Philip Morris International’s Modified Risk Tobacco Product 
Application to the US Food and Drug Administration [15, p18].
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Less exposure to some toxic substances is not “a 
milestone for public health” 

Because PMI could not demonstrate risk modification, the 

FDA instead considered, and subsequently granted, an 

exposure modification order [3]. For this order, PMI had 

to demonstrate IQOS has the potential to benefit overall 

population health by proving it substantially reduced 

exposure of harmful substances to users and those around 

them [5].

This decision was made largely on the basis of research 

produced or funded by PMI, which the company supplied 

to the FDA. Independent researchers have raised concerns 

over the completeness of these data, noting that when 

assessing IQOS aerosol PMI typically only analyses 40 

[16] of the 93 harmful or potentially harmful substances 

recognised by the FDA [17]. More comprehensive data from 

PMI’s analyses show that up to 56 other substances are in 

fact higher in IQOS aerosol than cigarette smoke, some 

more than 1000% higher [16, 18]. It is not certain all these 

data have been seen by the FDA. The FDA has requested 

additional research on the potential impact of these higher 

exposures [19]. Moreover, independent aerosol analyses of 

IQOS found users’ daily intake of some harmful chemicals 

could be near or above maximum daily dose guidelines [20].

In addition, there is no evidence that IQOS helps smokers 

quit 2. There are no randomized controlled trials of 

smoking cessation using HTPs. This is perhaps unsurprising 

because, despite PMI’s widely promoted claims of a 

commitment to harm reduction [21], the company has 

made it clear that IQOS is not intended to be a quit product 

[22].

Other countries agree IQOS is not reduced risk

Because of the many concerns raised regarding IQOS, 

other jurisdictions have not approved PMI’s attempts to 

have IQOS officially recognised as a reduced risk tobacco 

product. For example, the Italian Ministry of Health denied 

PMI’s application to have IQOS recognized as a reduced 

exposure and reduced risk product on the grounds of 

insufficient substantiating evidence [23]. 

The Italian National Health Institute report, which was 

originally supressed and only obtained through work of 

investigative journalists, Report and OCCRP, as part of their 

investigations into IQOS, [24] and to which we have had 

exclusive access, concluded “that the available evidence 

is not sufficient to demonstrate” that use of IQOS “is 

associated with effective risk reduction” [25]. 

Some countries, such as Australia, Singapore, Finland 

and Thailand, have used existing nicotine product laws 

to outright ban HTPs [26]. Scientific and regulatory 

bodies in the U.K. [9], the Netherlands [27] and Germany 

[28] recognize that HTPs emit lower levels of harmful 

substances than cigarettes, but that the extent to which 

this can reduce disease and death remains unclear.

Warning: PMI will use the FDA decision to mis-
lead governments and consumers

Past behavior suggests that PMI will misrepresent the 

FDA’s decision to other governments and consumers. In 

April 2019, the FDA granted a premarket authorization 

for IQOS that allowed PMI to start selling IQOS in the U.S. 

[29]. This premarket authorization did not include any 

decisions on the harmfulness of IQOS, but did not stop PMI 

from using the authorization as an official endorsement 

of their “reduced-risk” product. PMI deliberately used the 

2019 authorization to lobby governments to open their 

markets for IQOS [30], to promote the product outside the 

U.S. [31], and, as a talking point, advancing the company’s 

disingenuous commitment to a smoke-free future [21, 32]. 

With the FDA’s recent ruling, it is not a matter of whether 

PMI will use the ruling to mislead governments and the 

public but, rather, how quickly. 

Don’t be misled by PMI’s spin

The FDA’s assessment [3] is largely in line with existing 

evidence that IQOS can reduce emissions of [33] and 

exposure to harmful substances, [34] but that there is 

currently no evidence that this translates to reduced 

harm [6-8, 33-34], which is key to reducing the health and 

economic costs of tobacco use. 

Buried deep in its judgement the FDA states that HEETS, 

the tobacco sticks inserted into an IQOS device, “are novel 

tobacco products for which long term health consequences 

have not been established” [19]. The FDA also expresses 

concern about any increase in the use of IQOS among 
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young people and non-smokers [19]. There is evidence of 

PMI targeting exactly these segments in other countries 

[21].

Governments in other countries should not take the FDA’s 

ruling as an endorsement that IQOS reduces harm. Even 

though the FDA has instructed PMI that it cannot tell or 

mislead consumers to believe that IQOS is FDA-approved 

[19], there is a risk that PMI’s spin of the FDA decision may 

have done exactly that.

Key Takeaways 

• The FDA has not ruled that IQOS is safer than cigarettes.

• In its own words, PMI acknowledges, “It has not been 

demonstrated that switching to the IQOS system 

reduces the risk of developing tobacco-related diseases 

compared to smoking cigarettes.”

• Analyses by independent researchers and by other 

governments have not found that IQOS reduces disease 

or death. 

• Based on available evidence, several countries have 

banned the product or restricted its sales.

• There is no level of tobacco exposure that has been 

found to be safe. 

• Governments should be alert to PMI’s spin on the FDA 

ruling—it is not an endorsement of IQOS. 

• Governments and civil society should monitor PMI’s PR 

and marketing to ensure that consumers are not being 

misled on the FDA decision or the safety of IQOS. 

• There is currently no evidence that IQOS helps smokers 

quit. Smokers wishing to quit should use products 

shown to be safe and effective in line with national and 

international guidance [35].

FDA does not rule that IQOS reduces tobacco-related 
harm, yet PMI still claims victory



FDA does not rule that IQOS reduces tobacco-related 
harm, yet PMI still claims victory

5expose
tobacco
 .org

References

1. World Health Organization. Heated Tobacco Products (HTPs) Information Sheet 2018 [Available from: https://www.who.int/tobacco/publications/prod_
regulation/heated-tobacco-products/en/#:~:text=Heated%20tobacco%20products%20are%20tobacco,)%2C%20which%20makes%20HTPs%20addictive ].

2. U.S. Food & Drug Administration. How are Non-Combusted Cigarettes, Sometimes Called Heat-Not-Burn Products, Different from E-Cigarettes and 
Cigarettes? 2020 [Available from: https://www.fda.gov/tobacco-products/products-ingredients-components/how-are-non-combusted-cigarettes-sometimes-
called-heat-not-burn-products-different-e-cigarettes-and].

3. U.S. Food & Drug Administration. IQOS System Holder and Charger Modified Risk Order Decision Summary 2020 [Available from: https://www.fda.gov/
media/139796/download].

4. InsidePMI Twitter account, “Our VP of Scientific & Strategic Communications, @DrGilchrist, reacts to today’s US FDA’s decision to authorize the marketing of 
our heated tobacco system as a modified risk product in the US,”, published on Twitter, July 8, 2020.

5. U.S. Food & Drug Administration. Section 911 of the Federal Food, Drug, and Cosmetic Act - Modified Risk Tobacco Products 2018 [Available from: https://
www.fda.gov/tobacco-products/rules-regulations-and-guidance/section-911-federal-food-drug-and-cosmetic-act-modified-risk-tobacco-products]. 

6. Glantz SA. PMI’s own in vivo clinical data on biomarkers of potential harm in Americans show that IQOS is not detectably different from conventional 
cigarettes. Tobacco Control. 2018;27(Suppl 1):s9-s12.

7. Moazed F, Chun L, Matthay MA, Calfee CS, Gotts J. Assessment of industry data on pulmonary and immunosuppressive effects of IQOS. Tob Control. 
2018;27(Suppl 1):s20-s5.

8. Chun L, Moazed F, Matthay M, Calfee C, Gotts J. Possible hepatotoxicity of IQOS. Tobacco Control. 2018;27(Suppl 1):s39.

9. McNeill A, Brose LS, Calder R, Bauld L, Robson D. Evidence review of e-cigarettes and heated tobacco products 2018: A report commissioned by Public 
Health England 2018 [Available from: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/684963/Evidence_
review_of_e-cigarettes_and_heated_tobacco_products_2018.pdf].

10. National Academies of Sciences E, Medicine, Health, Medicine D, Board on Population H, Public Health P, Committee on the Review of the Health Effects of 
Electronic Nicotine Delivery S. In: Eaton DL, Kwan LY, Stratton K, editors. Public Health Consequences of E-Cigarettes. Washington (DC): National Academies Press 
(US) Copyright 2018 by the National Academy of Sciences. All rights reserved.; 2018.

11. Glasser AM, Collins L, Pearson JL, Abudayyeh H, Niaura RS, Abrams DB, Villanti AC. Overview of Electronic Nicotine Delivery Systems: A Systematic Review. 
Am J Prev Med. 2017;52(2):e33-e66.

12. Hajek P, Phillips-Waller A, Przulj D, Pesola F, Myers Smith K, Bisal N, Li J, Parrott S, Sasieni P, Dawkins L, Ross L, Goniewicz M, Wu Q, McRobbie HJ. A 
Randomized Trial of E-Cigarettes versus Nicotine-Replacement Therapy. New England Journal of Medicine. 2019;380(7):629-37.

13. Hartmann‐Boyce J, McRobbie H, Bullen C, Begh R, Stead LF, Hajek P. Electronic cigarettes for smoking cessation. Cochrane Database of Systematic Reviews. 
2016(9).

14. Rahman MA, Hann N, Wilson A, Mnatzaganian G, Worrall-Carter L. E-Cigarettes and Smoking Cessation: Evidence from a Systematic Review and Meta-
Analysis. PLOS ONE. 2015;10(3):e0122544

15. Philip Morris International. MRTPA Section 2.7 Executive Summary: U.S. Food and Drug Administration; 2017 [Available from: https://www.fda.gov/
media/105437/download]. 

16. St Helen G, Jacob Iii P, Nardone N, Benowitz NL. IQOS: examination of Philip Morris International’s claim of reduced exposure. Tob Control. 2018;27(Suppl 
1):s30-s6.

17. U.S. Food & Drug Administration. Harmful and Potentially Harmful Constituents in Tobacco Products and Tobacco Smoke: Established List 2019 [Available 
from: https://www.fda.gov/tobacco-products/rules-regulations-and-guidance/harmful-and-potentially-harmful-constituents-tobacco-products-and-tobacco-
smoke-established-list]. 

18. Bentley MC, Almstetter M, Arndt D, Knorr A, Martin E, Pospisil P, Maeder S. Comprehensive chemical characterization of the aerosol generated by a heated 
tobacco product by untargeted screening. Analytical and Bioanalytical Chemistry. 2020;412(11):2675-85.

19. US FDA, Philip Morris Heatsticks, Modified Risk Granted Orders – Exposure Modification. 2020 [Available from: https://www.fda.gov/media/139797/
download]

20. Cancelada L, Sleiman M, Tang X, Russell ML, Montesinos VN, Litter MI, Gundel LA, Destaillats H. Heated Tobacco Products: Volatile Emissions and Their 
Predicted Impact on Indoor Air Quality. Environ Sci Technol. 2019;53(13):7866-76.

21. Evans-Reeves K. Addiction at Any Cost: Philip Morris International Uncovered. 2020 [Available from: https://exposetobacco.org/wp-content/uploads/STOP_
Report_Addiction-At-Any-Cost.pdf]. 

22. Philip Morris International. FAQ’s. 2020 [Available from: https://uk.iqos.com/faqs]. 

23. Organized Crime and Corruption Reporting Project (OCCRP). Unsmoking for Health. 2020 [Available from: https://www.occrp.org/en/loosetobacco/blowing-
unsmoke/unsmoking-for-health]

24. Moskowitz E. Italy Releases Confidential Study on Philip Morris’ IQOS. 2020 [Available from: https://www.occrp.org/en/daily/12452-italy-releases-secret-
study-on-philip-morris-iqos]

25. Istituto Superiore Di Sanita, Rapporto Di Valutazione, unpublished, obtained by Report and Organized Crime and Corruption Reporting Project. 

26. Tobacco-Free Kids. HEATED TOBACCO PRODUCTS: GLOBAL REGULATION. 2020 [Available from: https://www.tobaccofreekids.org/assets/global/pdfs/en/
HTP_regulation_en.pdf] .

27. National Institute for Public Health and the Environment. Ministry of Health, Welfare and Sport. Addictive nicotine and harmful substances also present in 
heated tobacco 2018 [Available from: https://www.rivm.nl/en/news/addictive-nicotine-and-harmful-substances-also-present-in-heated-tobacco].

28. Mallock N, Böss L, Burk R, Danziger M, Welsch T, Hahn H, Trieu H-L, Hahn J, Pieper E, Henkler-Stephani F, Hutzler C, Luch A. Levels of selected analytes in the 

FDA does not rule that IQOS reduces tobacco-related 
harm, yet PMI still claims victory



6expose
tobacco
 .org

Acknowledgements and Authorship

Statement drafted by Sophie Braznell, Anna B Gilmore and Andy Rowell of the University of 
Bath, in conjunction with STOP partners. Editorial review was conducted by Vital Strategies. 

Stopping Tobacco Organizations and Products (STOP) is a global tobacco industry watchdog 
whose mission is to expose the tobacco industry strategies and tactics that undermine 
public health. STOP is funded by Bloomberg Philanthropies (www.bloomberg.org) and is 
a partnership between The Global Center for Good Governance in Tobacco Control, The 
Tobacco Control Research Group at the University of Bath, International Union Against 
Tuberculosis and Lung Disease and Vital Strategies. This brief was prepared for STOP by The 
Tobacco Control Research Group at the University of Bath.

emissions of “heat not burn” tobacco products that are relevant to assess human health risks. Archives of Toxicology. 2018;92(6):2145-9.

29. U.S. Food & Drug Administration. FDA permits sale of IQOS Tobacco Heating System through premarket tobacco product application pathway. 2019 
[Available from: https://www.fda.gov/news-events/press-announcements/fda-permits-sale-iqos-tobacco-heating-system-through-premarket-tobacco-product-
application-pathway]

30. Business Standard: Philip Morris urges govt to create regulatory environment for smoke-free alternatives. 2019 [Available from: https://www.business-
standard.com/article/pti-stories/philip-morris-urges-govt-to-create-regulatory-environment-for-smoke-free-alternatives-119051501180_1.html]

31. Glantz, SA. PMI is using the FDA to sell IQOS outside the US. 2019 [Available from: https://tobacco.ucsf.edu/pmi-using-fda-sell-iqos-outside-us]

32. Vietnam Investment Review: How to realise a smoke-free environment. 2019 [Available from: https://www.vir.com.vn/how-to-realise-a-smoke-free-
environment-68235.html]

33. Jankowski M, Brożek GM, Lawson J, Skoczyński S, Majek P, Zejda JE. New ideas, old problems? Heated tobacco products – a systematic review. International 
Journal of Occupational Medicine and Environmental Health. 2019;32(5):595-634.

34. Simonavicius E, McNeill A, Shahab L, Brose LS. Heat-not-burn tobacco products: a systematic literature review. Tobacco Control. 2019;28(5):582.

35. World Health Organization. A guide for tobbacco users to quit. 2014 [Avaiable from: https://www.who.int/tobacco/publications/smoking_
cessation/9789241506939/en/]

FDA does not rule that IQOS reduces tobacco-related 
harm, yet PMI still claims victory


