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Investment Highlights 

We expect the FDA to revisit a low-nicotine mandate this year, and believe this could 

be a significant catalyst for 22nd Century. A low-nicotine mandate was initially 

explored in 2017 by the FDA and resulted in significant declines in the shares of 

publicly-traded tobacco stocks and a significant increase in the shares of 22nd 

Century. We believe if the FDA issues a notice of proposed rulemaking (NPRM), to 

require non-addictive levels of nicotine in combustible cigarettes, shares of 22nd 

Century could perform better than they did five years ago when the FDA issued an 
advanced notice of proposed rulemaking (ANPRM).  

 

In late July 2017 the FDA released a “comprehensive regulatory plan to shift 

trajectory of tobacco-related disease, death,” and announced it would issue an 

Advanced Notice of Proposed Rulemaking to seek input on lowering nicotine levels 

in cigarettes. Over the next month, the market value of the largest domestic cigarette 

producers, Altira, British American Tobacco, Imperial Brands and Vector Group fell 

10%, or $30 billion, while 22nd Century’s market cap increased 58% or $80 million. 

Over this same time period the S&P 500 fell 1.4%. By the time the FDA published 

its ANPRM in March of 2018, 22nd Century had increased 124%, or $170 million in 

market cap versus a 7.4% decline, or $23 billion, for the big tobacco stocks. Over that 
same time period the S&P 500 increased 11%. 

 

In our view, a low-nicotine mandate would be more valuable today to 22nd Century 

than it was five years ago. First, the approval of the company’s MTRP for a very-low 

nicotine cigarette and its pending introduction demonstrates there is a viable way to 

comply with the rule, which is critical to the rule’s success. Second, we think the 

FDA will draw on the ANPRM and comments received in the draft of a proposed 

rule, shortening the time to a final rule. Also, 22nd Century’s balance sheet is much 

larger, putting it in a strong position to negotiate license deals and/or build out the 

VLN product 

 
Valuation: Our $8.50 price target is the sum of: An estimated $4.58/share for the VLN asset, $3.18/share for the low-nicotine mandate 

and $0.74 for the hemp/cannabis franchise. 

 

Risks to Target include, among others: Our price target assumes the company launches VLN pilots in test markets this year and this 

could take longer than estimated and/or its partner could demand different terms than assumed. Our price target also assumes a nicotine 

mandate. The nicotine mandate may take longer to decide, and the transition period could be longer than estimated. See the Risks 

Analysis section for additional risks.

22nd Century Group, Inc. (NASDAQ: XXII) 

 
Buy: VLN Launch in Q1. Low-Nic Mandate Expected this Year. 

   
22nd Century is preparing the imminent launch of the company’s VLN product, post 
the FDA’s approval of the company’s Modified Risk Tobacco Product (MRTP) 

application. We expect a pilot in the U. S. this quarter and international launches 

this year, with significant revenue contribution beginning in 2023. We expect the 

FDA to revisit a low-nicotine mandate this year which we believe will be a major 

catalyst for the shares. 

 

James McIlree, CFA 
561-237-2709 

jmcilree@dawsonjames.com 

https://www.fda.gov/news-events/press-announcements/fda-announces-comprehensive-regulatory-plan-shift-trajectory-tobacco-related-disease-death
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In comments to the ANPRM, tobacco companies acknowledged the existence of 22nd Century’s technology but were reluctant to 

admit it could be used to comply with a mandate. Now with 22nd Century’s pending introduction of a very low nicotine cigarette, 

with non-addictive levels of nicotine, this objection is ungrounded. In our view, this is one of the factors that makes the mandate 

more likely (the FDA can’t mandate a product that the market cannot produce) and it may spur companies to license 22nd Century’s 

technology or face market share loss as the mandate is implemented. We believe 22nd Century is the only company with cost-
effective technology to grow tobacco with very-low, non-addictive levels of nicotine.  

 

We expect regulating nicotine levels to be a global trend. Recently, the New Zealand Ministry of Health announced aggressive 

measures to reduce smoking. These measures include a proposed amendment to implement a very-low nicotine mandate. We think 

other governments will follow the lead set by New Zealand and the United States. 

 

On December 23, 2021, the FDA approved 22nd Century’s MRTP application allowing the company to claim on its packaging for 

VLN King and VLN Menthol King cigarettes that the product 1) contains “95% less nicotine,” 2) “Helps reduce your nicotine 

consumption,” and 3) the product “...Greatly reduces your nicotine consumption.” The agency is also requiring the additional claim, 

“Helps you smoke less.” These claims will make 22nd Century’s product unique in the market. We expect the company to announce 

distribution agreements in the near-term with national and/or regional retail outlets.  
 

We believe the claim, “Helps you smoke less,” will better position the company to partner with smoking cessation products, and 

possibly accelerate revenue growth. The claim makes explicit what the data demonstrate: the company’s VLN cigarettes can be an 

effective tool for the large population of smokers desiring to reduce or stop smoking. This claim is a built-in marketing advantage 

over all other combustible products on the market, and we think makes it more attractive to potential partners with existing smoking 

cessation products. Since the claims made by providers are regulated by the FDA, potential competitors looking to duplicate this 

claim face a long, arduous and expensive path. We believe this will provide a long-lived advantage for 22nd Century. The benefits 

this claim brings will play out over the coming years but it makes us more confident in our market share projections and ability of 

the company to negotiate attractive terms with distribution partners who we expect to help carry some of the costs of bringing the 

product to market. 

 

We expect 22nd Century’s long-standing promise of a VLN launch within 90 days of receiving MRTP approval to come to fruition 
this quarter. The company has indicated it will launch a test program in a couple hundred retail outlets in a major metro area of the 

U.S. in conjunction with a national retail partner this quarter. Results from this test will drive a broader rollout with its retail partner 

later in the year. We expect the company’s ongoing discussions with additional retail partners to result in additional retail outlets 

carrying VLN possibly as early as this year.  

 

The product launch of a very-low nicotine menthol cigarette could place 22nd Century in a unique position if the FDA follows 

through with its commitment to banning menthol in combustible cigarettes with addictive levels of nicotine. The Fall 2021 unified 

regulatory agenda suggests an NRPM (Notice of Proposed Rulemaking) will be released in April of this year. 22nd Century would 

be the only provider of combustible menthol cigarettes if the ban applies only to addictive combustible cigarettes, which we think 

is probable. In our view a menthol ban would be a key driver of adoption for 22nd Century. According to the FTC, menthol 

cigarettes comprise 37% of total consumption in the U.S. 
 

The “Helps you smoke less” claim also opens up opportunities for the company to partner with pharmaceutical partners to 

investigate opportunities of providing reduced nicotine cigarettes in tandem with other smoking cessation products. Research has 

shown greater efficacy in quit attempts when VLN is used in conjunction with some smoking cessation products. This could be a 

significant source of value over time, and drive sales higher than our expectations both domestically and internationally. 

 

FDA approval of the MRTP will enable the company to launch the product in international markets that typically follow the FDA’s 

lead. The company has not announced which markets it is targeting but New Zealand is likely given its recent decision to implement 

a low-nicotine mandate and we think Japan, Germany, Switzerland, Spain, the Netherlands and Australia are also strong 

possibilities. We have not included international launches in our estimates or price target. 

 

Valuation. Our price target of $8.50 comprises three components: We attribute about $4.58/share for the VLN asset. The non-
addictive nicotine mandate is valued at $3.18 per share. The remainder of the price target, or $0.74 per share, equals about $112 

million and encompasses the company’s investment in Exactus, the Anandia licenses and the potential from its relationship with 

KeyGene. We have assumed a long gestation period for the hemp/cannabis business because it is in the early stages. However, the 

Aurora announcement and the restructuring of the Panacea/Exactus investment could be catalysts to more rapid development of the 

market and 22nd Century’s monetization efforts. 

 

Risk Analysis  

Our price target assumes the company launches VLN pilots in test markets this year, and this could take longer than estimated 

and/or its launch partner could demand different terms than assumed. Our price target also assumes a nicotine mandate. The nicotine 

http://www.dawsonjames.com/
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mandate may take longer to decide, and the transition period could be longer than estimated. There will likely be other paths 

attempted by the industry to comply or the industry may opt to focus on other nicotine delivery systems as regulation of the 

combustible cigarette market increases. This could affect our assumptions on the royalty rate as well as market share. 

 

http://www.dawsonjames.com/
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Exhibit 1. Income Statement  

 

 
Source: 22nd Century Group, Inc. and Dawson James Securities estimates 
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Exhibit 2. Balance Sheet and Cash Flow Statement  

 

 

 
 

Source: 22nd Century Group, Inc. and Dawson James Securities estimates 
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Important Disclosures: 

 

Price Chart: 
 

 
 

 

Price target and ratings changes over the past three years: 

Initiated – Buy – April 13, 2021 – Price Target $7.00 

Update – Buy – April 15, 2021 – Price Target $7.00 

Update – Buy – April 19, 2021 – Price Target $7.00 
Update – Buy – May 7, 2021 – Price Target $7.00 

Update – Buy – June 1, 2021 – Price Target $7.00 

Update – Buy – June 11, 2021 – Price Target $7.00 

Update – Buy – July 2, 2021 – Price Target $7.00 

Update – Buy – July 23, 2021 – Price Target $7.00 

Update – Buy – August 6, 2021 – Price Target $7.00 

Update – Buy – August 31, 2021 – Price Target $7.00 

Update – Buy – October 18, 2021 – Price Target $7.00 

Update – Buy – November 5, 2021 – Price Target $7.00 

Update – Buy – November 22, 2021 – Price Target $7.00 

Update – Buy – December 9, 2021 – Price Target $7.00 
Update – Buy – December 23, 2021 – Price Target $7.00 

Price Target Change – Buy – January 6, 2022 – Price Target changed from $7.00 to $8.50 

Update – Buy – January 24, 2022 – Price Target $8.50 

 

 

Dawson James Securities, Inc. (the "Firm") is a member of the Financial Industry Regulatory Authority ("FINRA") and the Securities 

Investor Protection Corporation ("SIPC").  

 

The Firm does not make a market in the securities of the subject company(s). The Firm has not engaged in investment banking 

relationships with the subject company in the prior twelve months, as a manager or co-manager of a public offering and has not received 

compensation resulting from those relationships. The Firm may seek compensation for investment banking services in the future from 

the subject company(s). The Firm has received other compensation from the subject company(s) in the last 12 months for services 
unrelated to managing or co-managing of a public offering. 

 

Neither the research analyst(s) whose name appears on this report nor any member of his (their) household is an officer, director, or 

advisory board member of these companies. The Firm and/or its directors and employees may own securities of the company(s) in this 

report and may increase or decrease holdings in the future. As of December 31, 2021, the Firm as a whole did not beneficially own 1% 

or more of any class of common equity securities of the subject company(s) of this report. The Firm, its officers, directors, analysts, or 

employees may affect transactions in and have long or short positions in the securities (or options or warrants related to those securities) 

of the company(s) subject to this report. The Firm may affect transactions as principal or agent in those securities.  

 

http://www.dawsonjames.com/
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Analysts receive no direct compensation in connection with the Firm's investment banking business. All Firm employees, including the 

analyst(s) responsible for preparing this report, may be eligible to receive non-product or service-specific monetary bonus compensation 

that is based upon various factors, including total revenues of the Firm and its affiliates as well as a portion of the proceeds from a broad 

pool of investment vehicles consisting of components of the compensation generated by investment banking activities, including but 

not limited to shares of stock and/or warrants, which may or may not include the securities referenced in this report.  
 

Although the statements in this report have been obtained from and are based upon recognized statistical services, issuer reports or 

communications, or other sources that the Firm believes to be reliable, we cannot guarantee their accuracy. All opinions and estimates 

included in this report constitute the analyst's judgment as of the date of this report and are subject to change without notice. 

 

Information about valuation methods and risks can be found in the "Valuation" and "Risk Analysis" sections of this report. 

 

The securities of the company discussed in this report may be unsuitable for investors depending on their specific investment objectives 

and financial position. This report is offered for informational purposes only and does not constitute an offer or solicitation to buy or 

sell any securities discussed herein in any jurisdiction where such would be prohibited. Additional information is available upon request. 

 
 

Ratings Definitions: 

 

1)   Buy: The analyst believes the price of the stock will appreciate and produce a total return 

of at least 20% over the next 12-18 months. 

2)  Neutral: The analyst believes the price of the stock is fairly valued for the next 12-18 

months. 

3) Sell: The analyst believes the price of the stock will decline by at least 20% over the next 

12-18 months and should be sold. 

 

The following chart reflects the range of current research report ratings for all companies, followed by the analysts of the Firm. The 

chart also reflects the research report ratings relating to those companies for which the Firm has performed investment banking 
services. 

 

Current as of… 10-Jan-22       

  
Company 
Coverage   

Investment 
Banking   

Ratings Distribution # of Companies % of Total # of Companies 
% of 

Totals 

Market Outperform (Buy) 27 69% 6 22% 

Market Perform (Neutral) 12 31% 0 0% 

Market Underperform (Sell) 0 0% 0 0% 

  Total 39 100% 6 15% 
 

 

Analyst Certification: 
 
The analyst(s) whose name appears on this research report certifies that 1) all of the views expressed in this report accurately reflect his 

(their) personal views about any and all of the subject securities or issuers discussed; and 2) no part of the research analyst's compensation 

was, is, or will be directly or indirectly related to the specific recommendations or views expressed by the research analyst in this 

research report; and 3) all Dawson James employees, including the analyst(s) responsible for preparing this research report, may be 

eligible to receive non-product or service-specific monetary bonus compensation that is based upon various factors, including total 

revenues of Dawson James and its affiliates as well as a portion of the proceeds from a broad pool of investment vehicles consisting of 

components of the compensation generated by investment banking activities, including but not limited to shares of stock and/or warrants, 

which may or may not include the securities referenced in this report. 
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