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1. EXECUTIVE SUMMARY

We request authorization to label and advertise our proposed modified risk tobacco products (MRTPs)1, 
the ZYN 3 mg and ZYN 6 mg products, with the same reduced risk claim as FDA authorized for use in 
marketing the eight General Snus products2 (hereafter referred to as the authorized MRTPs). We 
submitted PMTAs3 for the 20 proposed MRTPs on March 4, 2020, which remain under scientific review 
as of this submission. Data and information from the original PMTAs, as well as data from subsequent 
amendments to the PMTAs, were added to a tobacco product master file (TPMF) owned by Swedish 
Match USA Inc. ( 4), which is cross-referenced throughout these MRTPAs (see 
Attachment 1-3-1 in Module 1 for the list of cross-referenced documents).  

For all proposed MRTPs, we request authorization of the following reduced risk claim: 

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

This claim is identical to the claim FDA authorized for the authorized MRTPs, except in product name. 
The primary reasons FDA authorized this claim for the authorized MRTPs include: 

• Very low levels of harmful or potentially harmful constituents (HPHCs).
• GOTHIATEK® manufacturing and testing standard.
• Very low youth appeal.
• Three decades of Swedish epidemiological data demonstrating a decline in tobacco-related

disease (e.g., lung cancer, cardiovascular disease [CVD]) with increased uptake of snus over time 
(‘the Swedish experience’).5 

We believe the proposed MRTPs meet the same requirements and health standard for authorization of 
the reduced risk claim as the authorized MRTPs. Due to the similarities between the proposed MRTPs 
and authorized MRTPs, the scientific findings from the FDA authorization to market the 
authorized MRTPs with the reduced risk claim can be extrapolated to the proposed MRTPs. More 
specifically, the proposed MRTPs also contain and deliver low HPHC quantities, meet the applicable 
product testing thresholds of the GOTHIATEK® standard, and demonstrate low youth use. Therefore, we 
expect to observe a similar reduction in tobacco-related disease for smokers who switch from cigarettes 
to the proposed MRTPs, as seen for smokers who switched to the authorized MRTPs in Sweden.    

The authorized MRTPs and proposed MRTPs are oral tobacco products intended for use in the same 
manner (i.e., held between the lip and gum for a period of use and then discarded) by the same 
population (i.e., current 21+ adult tobacco product consumers). We provide extensive behavioral and 
consumer research showing the proposed MRTPs are predominantly used by the intended population, 
similar to the authorized MRTPs. Data from post-market surveillance and studies (PMSS) for the 

1 Twenty proposed MRTPs are subject of these applications. See Module 1-1-cover-ltr in these MRTPAs for further details. 
2 FDA sent Swedish Match Modified Risk Granted Orders (MRGOs) on October 22, 2019, to authorize use of the reduced risk 
claim with the eight General Snus products (MR0000020–MR0000022, MR0000024–MR0000025, and MR0000027–
MR0000029). 
3 PM0000593–PM0000612 
4 The Letter of Authorization (LoA) for the Swedish Match TPMF  is in Module 1 of these MRTPAs. 
5 Scientific Review of MRTPA under Section 911(d) of the FD&C Act – Technical Project Lead, available at: 
https://www.fda.gov/media/131923/download. 
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9. CONCLUSIONS

Available data and analyses demonstrate the proposed MRTPs meet the standard under section 
911(g)(1) of the FD&C Act, and therefore, can be sold or distributed with the same reduced risk claim as 
the authorized MRTPs. The proposed MRTPs, as actually used by consumers, will 

• Significantly reduce harm and the risk of tobacco-related disease to individual tobacco users and
• 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. 

The product characteristics, manner of use, and intended populations are similar between the 
proposed MRTPs and the authorized MRTPs. There is no reason to believe the impact on population 
health will be different between the proposed MRTPs and the authorized MRTPs, due to the 
substantial reduction in HPHCs from both when compared to cigarettes. In most cases, the reduction in 
HPHCs compared to cigarettes from the proposed MRTPs is even greater than for the authorized MRTPs. 
These HPHC reductions are further supported by the substantial reductions in BoEs and BoPHs from 
users of nicotine pouches and tobacco-based snus, compared to cigarette users. BoEs for potentially 
carcinogenic HPHCs (e.g., NNN, NNK, B[a]P) were even below detectable levels in nicotine pouch users, 
and levels of BoPHs for CVD are comparable between non-users, snus users, and nicotine pouch users, 
which are significantly lower than for cigarette users. Consumer use behavior data support the 
conclusion current adult smokers who use the proposed MRTPs instead of cigarettes should achieve 
reduced exposure to HPHCs similar to or even better than when switching completely from cigarettes to 
the authorized MRTPs. Thus, consumers of the proposed MRTPs are at lower risk of developing smoking-
related diseases (e.g., mouth cancer, heart disease, lung cancer, stroke, emphysema, chronic bronchitis), 
as observed for consumers of the authorized MRTPs.  

The products are intended and marketed for use by current adult (21 years and older) tobacco 
consumers. Data from several national cross-sectional surveys demonstrate youth use of nicotine 
pouches is low and comparable to or lower than levels observed for smokeless tobacco products 
including snus, and cigarettes, depending on the survey and year. Given the similarities between the 
proposed MRTPs and the authorized MRTPs, and their respective product categories, there is no 
evidence of increased risk for youth initiation and use for the proposed MRTPs as compared to the 
authorized MRTPs. Additionally, consumer research studies show minimal risk of current adult non-users 
of TNPs (never TNP users, former TNP users) initiating or re-initiating TNP use after exposure to the 
proposed MRTPs with the reduced risk claim, similar to the authorized MRTPs. Therefore, an increased 
risk of unintended consequences (i.e., high tobacco use initiation and re-initiation with the proposed 
MRTPs) compared to the authorized MRTPs is not expected in the U.S. if the proposed MRTPs are 
authorized with the same reduced risk claim.  

Overall, the proposed MRTPs are successfully switching adult smokers away from cigarettes, which is 
combined with evidence demonstrating minimal use or risk of use among non-users of tobacco products 
(including youth). Based on the similarities between the proposed MRTPs and authorized MRTPs in 
product characteristics, manner of use, user behavior, and user populations, issuing a reduced risk 
modification order for the proposed MRTPs is equally appropriate to promote the public health and is 
expected to benefit the health of the population as a whole. Therefore, an order under 911(g)(1) of the 
FD&C Act for the proposed MRTPs is warranted. 




