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 Scientific Studies and Analyses 

E. Effect of Marketing on Consumer Understanding and Perceptions 

1. Qualitative Study to Develop PARE / VLN™ Claims within the United States 

Four qualitative studies (M/A/R/C Research 2018, "Qualitative..." [pg 53]) were performed 

on products branded as PARE® or VLN™. Initially the product was conceptualized under the brand 

name PARE®. The intent of the name was to imply to reduce or “pare” back. The Spanish 

translation of PARE® meaning “stop” was discovered in the second focus group. Since quitting or 
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stopping smoking is not a claim for the product, an alternative name was tested. The descriptive 

name VLN™ was tested in subsequent studies along with PARE®. The goals of the qualitative 

studies were to: 

• Evaluate consumer perception of and understanding surrounding proposed pack 

messaging for VLN™ cigarettes.   

• Understand perceptions of risk and communication of that risk through the 

statements on the pack. 

The pack messaging was modified after each phase of the qualitative studies taking into 

account learnings from the previous phase. Based on the results of the qualitative studies, final 

pack messaging was developed and tested in a quantitative study. The overall intent of the 

messaging was to develop claims that smokers could understand, while not attracting non-

smokers and former smokers. Also, it was important to develop statements to help the smoker 

understand that less nicotine does not mean a safer cigarette. Subjects were shown sample packs 

or pack wording and asked questions probing their understanding of the message, their 

impression of the relative health risks associated with the product and their intent to purchase. 

Reduced exposure and reduced risk claims were tested in Phases 1, 2, and 3. The decision was 

made to pursue only reduced exposure claims. Therefore, no discussion of reduced risk claims is 

included here. Only reduced exposure claims were tested in Phase IV. 

The first two studies were focus groups (FG) and the last two were in depth interviews 

(IDI). The studies were conducted across the geographic regions of the United States. Research 

participants were categorized based on their smoking status according to self-report.  The 

categories were defined as follows: 

• “Adult smokers with no intention to quit” 
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Visual aids were used as the basis for the discussion of the “risk” and “intention to use.”  

Respondents were asked to rate the relative risk (exposure to harmful compounds and risk of 

developing disease) associated with using the products listed above, plus their intent to 

personally use the products.   

Table VIII.E-3 shows the consumer preferences for the various pack messages. A clear 

message from the participants was that simple wording was better. Based on the messaging, the 

subjects placed the VLNTM product about equal to e-cigarettes when asked about exposure to 

HPHCs (Figure VIII.E-1). The participants placed the product about equal to snus when considering 

the risks of developing tobacco related diseases (Figure VIII.E-2). The product as labeled had a low 

intent to use (Figure VIII.E-3). 
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Table VIII.E-3. Phase I - Consumer preference results. 
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Figure VIII.E-1. Phase I - Likelihood of exposure to harmful and potentially harmful compounds. 

 
 

 
 

Figure VIII.E-2. Phase I - Risk of developing smoking/tobacco-related diseases. 
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Table VIII.E-5. Phase II - Consumer Preference Results 
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Figure VIII.E-5. Phase II - Likelihood of Exposure to Harmful and Potentially Harmful Compounds 

 
 
 

Figure VIII.E-6. Phase II - Risk of developing smoking/tobacco-related diseases. 
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Participants were shown PARE® packs with revised labeling. Figure VIII.E-8 shows the 

consumer preference for the various label statements.  In these in-depth interviews there 

appeared to be a preference of “Very Low Nicotine” over “95% Less Nicotine.” Based on the 

messaging, the subjects again placed the product about equal to e-cigarettes when asked about 

exposure to HPHCs (Figure VIII.E-9). The participants again placed the product about slightly less 

risky than traditional cigarettes when considering the risks of developing tobacco related 

diseases (Figure VIII.E-10). The product as labeled had a low intent to use (Figure VIII.E-11). 
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Figure VIII.E-8. Phase III - Consumer Preference Results 
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Figure VIII.E-9. Phase III - Likelihood of Exposure to Harmful and Potentially Harmful Compounds 

 
 

Figure VIII.E-10. Phase III - Risk of Developing Smoking/Tobacco-related Diseases 
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Figure VIII.E-11. Phase III - Intent to Use 

 
 

iv. Phase IV 

Phase IV participants were shown VLN™ packs with substantially simplified messaging 

(Figure VIII.E-12). Two different color schemes were shown. One was similar to the “PARE®” 

scheme shown in Figure VIII.E-4, the other was the traditional design shown in Figure VIII.E-12.  

Table VIII.E-7 shows the principal claim tested - “95% LESS NICOTINE” and supporting secondary 

claims. 
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Figure VIII.E-13. Phase IV - Likelihood of Exposure to Harmful Compounds 
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Figure VIII.E-14. Phase IV - Risk of Developing Smoking/Tobacco-Related Diseases 

 

 

Figure VIII.E-15. Phase IV - Intent to Use 

 

Conclusions of qualitative research studies 

Overall, the participants in the studies were aware of the health risks of smoking and were 

able to place the various product types on a consistent risk continuum. Depending on pack 

wording, VLN™ was always perceived to have a risk slightly less than conventional cigarette 

products. Participants understood that there are harmful substances found in smoke, but most 

could not identify them. There were misconceptions about nicotine with many people believing 
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that nicotine was the chemical in smoke that was responsible for the harmful effects. The 

participants did know that nicotine was the addictive chemical in smoke. Concerning the concept 

of a very low nicotine product, many consumers could not connect low nicotine with low 

addiction. Some were confused by the concept as they did not understand why a cigarette 

manufacturer would try to help them quit. Many were confused about the products intended 

category: is it a cigarette or NRT? 

Many different reduced exposure and reduced risk messages were evaluated. The 

decision was made to drop the reduced risk approach. At the time the studies were being 

conducted it was not clear what the specific supportable claims would be. As the studies 

progressed, clarity led to specific statements that corresponded with supportable claims. A clear 

message was that concise simple statements were preferred by consumers. Most consumers did 

not understand words like carcinogenic or even toxic1. They were aware that smoking caused 

diseases but did not understand terms like emphysema. It was clear from the studies that the 

messages needed to be simple and clear.  

There was generally low intent to purchase the product throughout all of the Phases. The 

consumers had a hard time understanding the positioning of the product. Most thought the 

product was intended for smokers who want to quit. There were key differences in the 

perceptions of the product by the different segments: 

• There were no detectable differences in the different regions of the United 

States in their perceptions of the product. 

• Female smokers expressed a higher likelihood of using VLN™ than males. 

                                                           
1 All participants were screened to determine their literacy level using the Rapid Estimate of Adult Literacy in 
Medicine (REALM) scanner. Efforts were made to include respondents scoring less than 60 on the assessment, a 
score indicating a reading level at or below 8th grade. 
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• Younger smokers quickly picked up on the attributes of the product and 

indicated a strong interest in product trial. 

• Older participants were more skeptical of the product and its ability to help 

them. 

• Current smokers with no intention to quit were skeptical of the product’s ability 

to help them. 

• Current smokers with an intent to quit expressed interest in the product. 

• Recent quitters generally liked the concept but believed abstinence was a key in 

quitting. Some could see themselves using the product if they “needed a 

smoke”. 

• Never smokers expressed no interest in using the product. 

 

2. Quantitative Study to Develop VLN™ Hypothetical Product Messages Among U.S. Adult 
Cigarette Smokers, Adult Former Cigarette Smokers and Adult Never Cigarette Users 

 

The purpose of this consumer perception study (M/A/R/C Research 2018, 

"Quantitative..." [pg 53]) was to measure responses to versions of VLN™ label and messaging 

within populations of (1) adult smokers with an intention to quit, (2) adult smokers without any 

intention to quit, (3) adult former smokers and (4) adult never smokers. Adult former smokers 

were subdivided into recent quitters (within the past year) and longer-term quitters (more than 

one year of cessation). There was an approximate equal number of males and females and the 

study covered all geographic areas of the U.S. as defined by the Census Bureau (Figure VIII.E-16). 

For each group there was an approximately equal number of subjects from each of the following 

age categories: 

• 25 to 44 years 

• 45 to 64 years 

• 64+ years 

 

A group of legal age to 25 years-old was over sampled in an attempt to understand the 
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impact the product may have on young never smokers who might consider initiating with the 

product.   Subjects for this study were recruited into the study from an online non-probability 

based opt-in panel.  Potential participants were contacted via e-mail and asked to participate in 

an online study, with one reminder notice sent. Participants clicked on a link in their email or in 

a panel-specific app to access the study’s online consent, which described the study and 

requested participation. Respondents provided informed consent when they agreed to 

participate in the survey. After screening for eligibility2, subjects were assigned to a product 

concept following a randomized least-fill method to ensure representative distribution within 

each concept across tobacco usage and demographic criteria. Table VIII.E-10 shows the estimated 

representation per concept across all relevant groups.  

 

                                                           
2 Exclusion criteria: Past 6-month participation in any tobacco-related research; Currently pregnant or 

breastfeeding or planning to become pregnant within the next 6 months; Employees of tobacco or vapor 

companies, news or media, advertising / marketing, marketing research, healthcare, or attorney or paralegal, 

or having a first degree relative that is employed by these types of companies. 

 

Section VIII.E Scientific Studies and Analyses - Consumer Perception 
22nd Century Group, Inc. 
MRTPA for VLN™ Cigarette Brand   



 

P a g e  28 | 53 

 

 

Figure VIII.E-16. Census Regions Used in the Quantitative Study 
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used to assess the subject’s perception of the risk of the product. The PRI was administered 

before and after exposure to the product concept. The Assessment of Intent to use tool was used 

to measure purchase and intent to use. 

This perception study was divided up into stages. The first stage involved asking subjects their 

perceptions about the perceived health and addiction risks of nicotine containing products using 

the Perceived Risk Instrument tool and also intent to use using the Assessment of Intent to Use 

tool. The subjects were presented with the following conventional nicotine product packages: 

• Conventional Cigarettes (CCs) 

• E-cigarettes (e-cigs) 

• Moist Snuff 

• Nicotine Replacement Therapies (NRT) 

In the second stage the subjects were shown one of the following product package concepts3: 

• Marlboro Gold 

• VLN™ with no claims on the packaging (VLN No Claims) 

• VLN™ with the principal claim of 95% less nicotine and the supporting statement – Helps 
reduce your nicotine consumption (VLN Consumption) 

• VLN™ with the principal claim of 95% less nicotine and the supporting statement –  
 (VLN Use) 

• VLN™ with the principal claim of 95% less nicotine and the supporting statement –  
 (VLN Urge) 

The subjects were then asked the same risk and health perception questions as well as 

intent to use using the perceived Risk Instrument and the Assessment of Intent to Use tool. These 

tools asked the subjects to rate their perception about health and addiction risks. The subject 

responses for each tool were averaged. The average provides an overall assessment of the 

                                                           
3 Initially, it was planned to propose to the FDA a series of secondary supporting statements that could be used along 
with the 95% Less Nicotine claim.  

. These results will not be 
discussed further in this application.  
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subject’s perception4. These averages are for discussion purposes only and are not intended to 

replace the individual data in the report. 

In the third stage the subjects were asked to look at all of the product packages including 

the range of conventional nicotine products and rate them again on their perceptions and intent 

to use.  

In the first stage subjects were shown traditional tobacco and NRT packaging and asked 

their familiarity (Figure VIII.E-18). Everyone was very familiar with conventional cigarettes. There 

was low awareness of moist snuff among all groups except that current smokers were slightly 

familiar with the product. Current smokers (CS) were more familiar with e-cigarettes than former 

smokers (FS). Current smokers and former smokers were equally familiar with NRT. Never 

smokers (NS) were generally less familiar with all of the products except moist snuff where 

former smokers were less familiar than never smokers. As would be expected, never smokers 

were even less familiar with NRT than current or former smokers. The subjects were then asked 

to rate the products on their health risks (Figure VIII.E-19) and addiction risks (Figure VIII.E-20). All 

of the tobacco products were rated moderate to high risk. Current smokers consistently rated all 

of the products lower for health risks and risk of addiction. Non-smoking legal age to 25 (LA-25) 

years old consistently under estimated the health risks (Figure VIII.E-21) and risk of addiction of 

tobacco products (Figure VIII.E-22). Subjects with an intent to quit consistently rated the health 

risks (Figure VIII.E-23) and the risk of addiction (Figure VIII.E-24) higher than smokers with no intent 

                                                           
4 While the average provides an overall assessment, individual responses provide insight into the different 
perceptions of the sub-groups. As an example, in the health questions risk of oral cancer was rated high for moist 
snuff and lung cancer was rated high for conventional cigarettes. The averages were calculated as averages of the 
reported average response of the subjects.  
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Figure VIII.E-28. Perceived Heath Risks of Product Concepts and Comparators 

 

Figure VIII.E-29. Perceived Addiction Risks of Product Concepts and Comparators 

 

The subjects consistently rated VLN™ No Claim pack slightly less risky than Marlboro Gold 

even though there were no claims on either pack (Figure VIII.E-30 and Figure VIII.E-31). VLN™ 

was perceived as slightly less risky than VLN™ No Claims pack. The differences between the 

responses for all products was small.  
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Figure VIII.E-36. Intent to Use Products Before Viewing New Product Concepts 

 

Figure VIII.E-37. Intent to Use Products After Viewing New Product Concepts 
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knows about nicotine (Johnson 2016 [pg 53]). The FDA has also published (O’Brien et al. 2017 [pg 

53]) a quantitative study investigating beliefs about nicotine and low nicotine cigarettes.  This 

study used the 2015 nationally-representative Health Information National Trends Survey of 

3738 subjects. About three quarters of people either were unsure of the relationship between 

nicotine and cancer or incorrectly believed that nicotine causes cancer. People who were non-

White, less educated, age 65 +, and never established smokers were most likely to be unaware 

that nicotine is not a cause of cancer. More than a quarter of people held the potentially 

inaccurate beliefs that low nicotine cigarettes would be less harmful and addictive than typical 

cigarettes. Whites were more likely than Blacks to believe low nicotine cigarettes were less 

harmful than typical cigarettes, and never smokers were more likely to believe this than 

established quitters. Whites and people with at least a college degree were more likely to believe 

that low nicotine cigarettes would be less addictive than typical cigarettes. Overall, the authors 

found that many people, particularly the demographic subgroups identified here, held incorrect 

beliefs about nicotine and potentially inaccurate beliefs about low nicotine cigarettes. This work 

was done in the context of the proposed product standard to reduce nicotine. The study findings 

suggest that it would be important to educate consumers on the role of nicotine in tobacco 

related disease to prevent them from assuming that lower nicotine products are less harmful. 

From the results of the qualitative and quantitative studies it is clear that the participants were 

confused about nicotine, the role of nicotine in disease, and the overall implications of lowering 

nicotine in the product. In this quantitative study, over 30% of the subjects rated NRT as having 

a high or very high risk of lung cancer, mouth and throat cancer, other cancers, emphysema, and 

early death (Figure VIII.E-40). 
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i. Risk of Addiction 

Nicotine is the chemical in tobacco products that is responsible for addiction. Consumers 

are constantly being told that nicotine is addictive. The FDA recently required all “covered 

tobacco products” to bear the following: 

"WARNING: This product contains nicotine. Nicotine is an addictive chemical." 

The VLN™ pack has the following statement on the front: 

“Nicotine is addictive. Less nicotine does not mean a safer cigarette. All cigarettes can cause 

disease and death.” 

In this perception study, subjects were able to place nicotine containing products on 

continuum of addiction risks with conventional cigarettes at the high end and NRT at the low end. 

The subjects perceived the addiction risk of Marlboro Gold to be like conventional cigarettes. The 

subjects rightly perceived the addiction risk of VLN™ to be less than conventional cigarettes and 

Marlboro Gold and to be in between the perceived addiction risks of e-cigarettes and NRT.   

ii. The Effect of Marketing VLN™ with Modified Exposure Message on Consumer Perception of 
the Product  

The results of the study suggest that participants understood the modified risk message 

and perceived that VLN™ poses some health and addiction risks. Furthermore, the results 

demonstrate that the VLN™ modified risk message did not mislead participants into believing 

that VLN™ is less harmful or that VLN™ poses less health risk as compared to other tobacco 

products. Study Subjects placed VLN™ on the continuum of risk in the same area as conventional 

cigarettes. Compared to Former Smokers and Never Smokers, Current Smokers tended to 

underestimate the risk of addiction and health effects of all tobacco products including VLN™. 
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Young Never Smokers (legal smoking age to 25-years old) also underestimated the health risks 

and risks of addiction of all tobacco products including VLN™.    

iii. The Effect of Marketing VLN™ with Modified Exposure Message on Initiation among Never 
Smokers  

There was very little purchase or use intent by Never Smokers. Compared to Current 

Smokers, Never Smokers had a higher perception of the health risks and risk of addiction of 

tobacco products including VLN™. Never Smokers adequately understood the health risks and 

risk of addiction of VLN™ and demonstrated no interest in the VLN™. 

iv. The Effect of Marketing VLN™ with a Modified Exposure Message on Youth 

There was very little purchase or use intent by subjects legal age to smoke to the age of 

25 years old (LA-25).  Compared to general population of Never Smokers, LA-25 had a lower 

perception of the health risks and risk of addiction of tobacco products including VLN™. Youth 

(LA-25) adequately understood the health risks and risk of addiction of VLN™ and demonstrated 

no interest in the VLN™. 

v.  The Effect of Marketing VLN™ with Modified Exposure Message on Initiation among Former 
Smokers  

There was very little purchase or use intent by Former Smokers. Compared to Current 

smokers, Former Smokers had a higher perception of the health risks and risk of addiction of 

tobacco products and VLN™. Former Smokers who were long term quitters (> 1 year) tended to 

rate the tobacco products health and addiction risks slightly higher than recent quitters. Former 

Smokers adequately understood the health risks and risk of addiction of VLN™ and demonstrated 

no interest in the VLN™. 
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vi. The Effect of Marketing VLN™ with Modified Exposure Message among Current Smokers 

Current Smokers expressed an intent to purchase and could see themselves using VLN™ 

cigarettes. The interest and intent were higher than Marlboro Gold, the Number 1 selling 

cigarette in the United States. Current smokers demonstrated that they understood the health 

risk of VLN™ by placing VLN™ on the continuum of risk next to conventional cigarettes. Current 

smokers perceived the risk of addiction of VLN to be between e-cigarettes and NRT, that is, they 

understood that VLN™ had less nicotine and could be potentially less addicting. Smokers with an 

intent to quit had a higher perception of the health risks and risk of addiction of tobacco products 

and VLN™ than Smokers with no intent to quit. Intent to use all nicotine products was asked 

before and after presentation of the VLN™ product concept. After presenting the VLN™ product 

concept, the intent to use conventional cigarettes, e-cigarettes and NRT decreased. This suggests 

that participants of this study showed an interest in shifting away from nicotine products to 

products having lower levels of nicotine.  

vii. Conclusion 

The overall results of the study suggest that participants understood the modified 

exposure message and perceived that VLN™ poses some health and addiction risks. Furthermore, 

the results demonstrate that the VLN™ modified exposure message did not mislead participants 

into believing that VLN™ is less harmful or that VLN™ poses less health risk as compared to other 

tobacco products.       
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