
         

      
 
September 2, 2021 
 
Dr. Janet Woodcock, M.D. 
Acting Commissioner 
U.S. Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD. 20993 
 
Re:  Urgent public health imperative to regulate synthetic nicotine e-cigarette products as drugs 
 
Submitted by e-mail. 
 
Dear Dr. Woodcock: 
 
 We write to express our deep concern over the failure of the Food and Drug 
Administration, and the Center for Drug Evaluation and Research (CDER) in particular, to assert 
its drug jurisdiction over marketers of synthetic nicotine products, and to commence enforcement 
actions against marketers of such products as illegal, adulterated drugs. CDER’s inaction is 
undermining FDA regulation of nicotine products under the Federal Food, Drug and Cosmetic 
Act (FDCA), including the agency’s regulation of tobacco products pursuant to the Family 
Smoking Prevention and Tobacco Control Act (TCA). As we explain below, as FDA denies 
marketing applications for e-cigarettes, manufacturers are exploring using synthetic nicotine in 
order to continue marketing their products while avoiding FDA regulation. This development 
makes it even more imperative that FDA take immediate action against illegal, synthetic nicotine 
products,   
 

Public health groups have written to FDA twice about the synthetic nicotine issue (in 
November 2018 and again in March 2021).1  These letters were prompted by statements by 
manufacturers of synthetic nicotine, and manufacturers of e-cigarette products using synthetic 
nicotine, suggesting that these products are not subject to FDA regulation of any kind because 
synthetic nicotine is not “derived from tobacco,” and thus does not fall within the definition of 
“tobacco product” under the TCA.  Those letters demonstrated that synthetic nicotine products, if 
they are not “tobacco products,” clearly fall within the FDCA’s definition of “drug,” and 
therefore within FDA’s jurisdiction to regulate drugs. Thus, synthetic nicotine products currently 

 
1 Those letters to Commissioner Gottlieb and to Acting Commissioner Woodcock are attached as exhibits to this 
letter. 
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on the market without drug authorization are illegal, adulterated products.  Yet CDER continues 
to do nothing to assert its regulatory authority over these products and to pursue appropriate 
enforcement actions against them.  This inaction harms the public health and must be remedied 
without further delay. 

 
As a threshold matter, and as explained in detail in our prior letters, synthetic nicotine 

products easily meet the “structure/function” prong of the definition of “drug” because they are 
intended to affect the structure or function of the human body.  21 U.S.C. §321(g)(1).  FDA has 
recognized the effects of nicotine on the human body, including satisfaction of addiction, 
stimulation, sedation, and appetite suppression.2  In addition, the statements and actions of 
manufacturers of synthetic nicotine products show that the manufacturers intend these 
physiological effects.  For example, manufacturers of e-liquids containing synthetic nicotine 
know of nicotine’s extensively-documented pharmacological effects; know that consumers use 
nicotine-containing e-liquids to get those effects; add synthetic nicotine to their e-liquids to 
produce those effects; and make statements to consumers promoting the biological impact of 
nicotine.  Under the FDA’s longstanding and current view, FDA determines “intended use” 
based not just on the manufacturer’s claims about the product; rather, FDA can discern intended 
use from the “design or composition of the article, or by the circumstances surrounding the 
distribution of the article.”  See FDA, Final Rule, “Regulations Regarding ‘Intended Use,’” 86 
Fed. Reg. 41383 (Aug. 2, 2021).  FDA has previously stated that “the mere presence of a 
pharmacologically active ingredient could make a product a drug even in the absence of explicit 
drug claims.  In these cases, the intended use would be implied because of the known or 
recognized drug effects of the ingredient.”  59 Fed. Reg. 5226, 5227 (Feb. 3, 1994).  That is 
plainly the case here, and FDA must not allow makers of e-cigarette and e-liquid products to 
evade agency oversight required by the FDCA and FDA regulations, simply by using synthetic 
nicotine instead of tobacco-derived nicotine. 

 
It is now apparent that FDA’s failure to assert drug jurisdiction over these products 

threatens to undermine the agency’s regulation of nicotine products.  Three years ago, the 
Campaign for Tobacco-Free Kids wrote FDA about a synthetic nicotine manufacturer 
aggressively promoting its product as “not subject to regulation.”  In March of this year, our 
organizations wrote FDA about the reemergence of the synthetic nicotine version of PuffBar, a 
disposable e-cigarette product marketed with kid-appealing flavors. PuffBar had previously been 
the subject of an FDA warning letter for its sale as a tobacco product without the required 
marketing order.  It is a product that could not possibly meet the public health standard to stay on 
the market as a tobacco product with tobacco-derived nicotine.  Consequently, it was 
reintroduced with synthetic nicotine in a blatant attempt to avoid any FDA regulation at all, with 
its website stating that “All PuffBar products listed on this website contain nicotine but do not 
contain tobacco or anything derived from tobacco.” We are not aware of any response by FDA to 
PuffBar’s transparent tactic to market an illegal drug product. 

 
In recent days, there have been indications that a broad range of e-cigarettes, unable to 

meet the public health standard under the TCA, will begin to use synthetic nicotine to evade 
FDA regulation.  On August 26, FDA’s Center for Tobacco Products announced that it had 

 
2 FDA, “Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco to Protect Children 
and Adolescents,” 61 Fed. Reg. 44418, 44631-44632 (Aug. 28, 1996). 
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denied marketing orders for about 55,000 flavored e-cigarette products for failure to meet the 
public health standard.3 In issuing these marketing denial orders, the agency emphasized “the 
public health threat posed by the well-documented, alarming levels of youth use” of flavored e-
cigarettes.  Immediately, there were reports that “[m]any companies have already spoken 
privately about reformulating their e-liquid with synthetic nicotine . . . .”4  The day after FDA’s 
announcement, one company that was denied a tobacco marketing order, Vapor Salon, stated that 
it was immediately “switching to TOBACCO FREE NICOTINE . . . to be outside of the FDA’s 
regulations . . . .”5  Now that FDA has begun to deny marketing orders for e-cigarette products, 
there is every reason to expect thousands of those products to reemerge as synthetic nicotine 
products for the express purpose of evading FDA regulation.  To allow this to occur without 
challenge from FDA would nullify the premarket review of e-cigarettes and its benefits to public 
health, in utter defiance of the FDCA and the TCA.  

 
FDA must not allow this to happen.  It must make clear that synthetic nicotine products 

are drugs under the FDCA and it must vigorously enforce the law against any such product being 
marketed without having met the requirements for FDA approval of new drugs.  Continued 
agency inaction on synthetic nicotine e-cigarette products will undermine the regulatory system 
established by Congress, both for drugs and for tobacco products. And continued inaction will 
allow the manufacture, sale, and widespread availability of flavored products—exactly the 
products that caused the current epidemic of youth e-cigarette usage and nicotine addiction—to 
flourish.   

 
We urge your immediate attention to this urgent matter. 
 

Respectfully submitted, 
 
American Academy of Pediatrics 
American Cancer Society Cancer Action Network 
American Heart Association 
American Lung Association 
Campaign for Tobacco-Free Kids 
Parents Against Vaping e-cigarettes (PAVe) 
Truth Initiative 
 
CC:   The Honorable Xavier Becerra, Secretary, Department of Health and Human Services 

Dr. Patrizia Cavazzoni, Director, FDA Center for Drug Evaluation and Research 
 Mitch Zeller, Director, FDA Center for Tobacco Products 
  

 
3 FDA News Release, “FDA Denies Marketing Applications for About 55,000 Flavored E-cigarette Products for 
Failing to Provide Evidence They Appropriately Protect Public Health,” August 26, 2021.  
https://www.fda.gov/news-events/press-announcements/fda-denies-marketing-applications-about-55000-flavored-e-
cigarette-products-failing-provide-evidence 
4 See J. McDonald, “FDA Signals It Won’t Authorize Flavored E-Liquid PMTAs, https://vaping360.com/vape-
news/110937/fda-signals-it-wont-authorize-flavored-e-liquid-pmtas/ 
5 https://filtermag.org/fda-vaping-marketing-synthetic-nicotine/ 
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March 18, 2021 

Dr. Janet Woodcock 
Acting Commissioner 
US Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

RE: Synthetic nicotine and Puff Bar 

Submitted via e-mail 

Dear Dr. Woodcock: 

We write today about a matter of great urgency and time sensitivity. In a clear effort to 
circumvent any regulation by FDA, a very popular product among youth, Puff Bar, has just 
announced that it has reintroduced its “disposable” nicotine-based e-cigarette. Puff Bar claims 
it is now made with “a patented manufacturing process, not from tobacco.”1 FDA previously 
asserted jurisdiction over, and took enforcement action against, Puff Bar as a tobacco product 
because the nicotine it contained was derived from tobacco, forcing the manufacturer to 
remove Puff Bar from the market.2  

Whether Puff Bar is under the jurisdiction of the Center for Drug Evaluation and Research 
(CDER) as a drug or the Center for Tobacco Products (CTP) as a tobacco product, it is critical that 
FDA take action and not permit this company and this product to escape regulatory oversight. 
Puff Bar has neither been approved as a drug nor received a premarket tobacco product order. 
The agency should not allow any perceived regulatory “gap” to enable this company or any 
other company to market new addictive nicotine products without going through the legally 
required FDA review by either CDER or CTP. 
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The undersigned organizations believe that these synthetic nicotine products clearly fit within 
the definition of a drug and must be regulated as such. However, whether regulated as drugs or 
as tobacco products, these products are on the market illegally and must be removed 
immediately through enforcement action.  

In a letter to FDA dated November 6, 2018, the Campaign for Tobacco-Free Kids demonstrated 
that synthetic nicotine products are drugs. We incorporate that letter by reference here and 
include it as an appendix to this letter. Under the Federal Food, Drug and Cosmetic Act (FDCA), 
a product delivering nicotine that is not derived from tobacco (and therefore is not a tobacco 
product under the definition of tobacco product in the FDCA) is a drug because it is intended to 
affect the structure and function of the body.  

FDA must not lose sight of the real-world public health consequences of regulatory inaction 
over these synthetic nicotine products. As FDA is well aware, the most recent NYTS data show 
that in 2020 youth use of disposable e-cigarettes increased 1000% over the previous year. 
According to market data, Puff Bar was the most popular disposable e-cigarette brand among 
young people during that time.3 Additionally, the Centers for Disease Control and Prevention 
(CDC) and FDA just released data indicating that among middle school and high school current
e-cigarette users, disposable e-cigarettes were the only device type that saw an increase in
usage in 2020.4 ITC Youth Tobacco & Vaping Survey data from August 2020 show that Puff Bar
has replaced JUUL as the most popular e-cigarette brand among youth and young adult past 30-
day e-cigarette users. Puff Bar was preferred by 24% of users ages 16-19 vs 21% for JUUL.5
Further, 72.6% of disposable e-cigarette sales during that time period were for flavors that
were otherwise banned in pod-based e-cigarettes.3

FDA sent a warning letter to Puff Bar in July 2020, after which the company claims to have 
stopped online U.S. sales. Nonetheless, Nielsen data still show Puff Bar products have 
continued to capture a significant portion of the disposable market. There is some dispute 
whether some of those were counterfeit products,6 but the fact remains that flavored, 
disposable e-cigarettes continue to gain and/or maintain market share.7,8 Now Puff Bar claims 
to be “back” with 5% nicotine products in kid-friendly flavors not permitted in cartridge-based 
products. It is FDA’s responsibility to take action to prohibit the sale of these illegal products 
which are harmful to children. 

Rarely is an effort to escape FDA jurisdiction so blatant. Puff Bar previously sought to evade 
regulation as a tobacco product by withdrawing from the market because it could not meet 
FDA’s public health standard for tobacco products. Now the manufacturer claims to have 
reformulated the product so that it contains synthetic nicotine. Thus, by marketing its product 
without authorization of any type, it is acting in a manner that is inconsistent with the rules 
governing drugs and tobacco products. In addition, the company’s promotional e-mail to 
consumers announcing its new product leaves no doubt that Puff Bar seeks to avoid CTP 
jurisdiction: “THIS PRODUCT IS NOT DERIVED FROM TOBACCO OR INTENDED TO BE USED WITH 
ANY TOBACCO PRODUCTS”.9 It repeats this theme on its website: “All PuffBar products listed on 
this website contain nicotine but do not contain tobacco or anything derived from tobacco. 

2



PuffBar products are not intended for use with any tobacco product or any component or part 
of a tobacco product.”10 

At the same time, the company seeks to avoid FDA’s regulatory oversight as a drug, stating on 
its website: 

WARNING: PuffBar products are not intended to diagnose, treat, cure or prevent 
any disease, condition, or disorder and are not smoking cessation or nicotine 
replacement therapy products. The FDA has not reviewed these products, nor has 
it evaluated their safety or any of the statements made regarding these products. 
PuffBar products contain nicotine, which is a highly addictive substance, and are 
intended to be used only by adults at least 21 years of age who use combustible 
cigarettes or other tobacco or nicotine vaping products. Do not use PuffBar 
products if you are pregnant or nursing, if you have heart disease, high blood 
pressure, diabetes, ulcers, liver or kidney disease, throat disease, asthma, or 
difficulty breathing. Do not use PuffBar products if you are taking theophylline, 
ropinirole, or clozapine. As with other nicotine products, use of PuffBar products 
can increase your heart rate and blood pressure and may cause nausea or 
dizziness or aggravate existing respiratory conditions. Use of PuffBar products may 
expose you to certain chemicals identified as harmful and/or carcinogenic, 
including aldehydes, volatile organic compounds, and metals.10 

The definition of a drug under 21 U.S.C. § 321(g) includes, inter alia, “articles (other than food) 
intended to affect the structure or any function of the body of man or other animals.” Here, 
there is no doubt that Puff Bar’s manufacturer is aware of nicotine’s pharmacological effects. 
The warning quoted above states this, and indeed, producing those effects is the entire 
purpose of Puff Bar. And while the presence of nicotine alone is sufficient evidence of the 
manufacturer’s intent, the company’s website states plainly that Puff Bar delivers “the same 
satisfaction smokers are seeking from their nicotine.”1 As explained in the attached letter from 
2018, this is sufficient to qualify Puff Bar as a drug under the FDCA. 

We are concerned that FDA’s failure to respond to questions about the regulatory status of Puff 
Bar could delay regulatory enforcement action and invite copycat products. Both in response to 
questions at the recent SRNT annual conference, and from the press, FDA spokespeople have 
indicated that FDA is aware of the issue of synthetic nicotine, and Puff Bar products specifically, 
but must conduct a case-by-case review to determine whether they are a tobacco product.6,11  

The lack of a clear position on the regulatory status of synthetic nicotine creates a dangerous 
loophole that will enable this manufacturer to market these addictive products to youth and 
young people. Under the current statutory regime, FDA should conclude that these synthetic 
nicotine products are drugs. Therefore, CDER should regulate them under the rules governing 
drug products, including the requirement that FDA approve a new drug application (NDA) 
before the product may be marketed. Under the regulatory structure for drugs, these products 
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must necessarily and immediately be removed from the market as adulterated products, as 
they do not have an approved NDA. 

Even if FDA determines that Puff Bar is a tobacco product, it should still be subject to 
immediate removal from the market. As the manufacturer has indicated, the product has not 
been reviewed by FDA, nor have any of its marketing statements. Also, by the manufacturer’s 
own admission, it is a “new” product, and was introduced to the market after February 15, 
2007. Therefore, it cannot be sold without a market authorization from FDA and must be 
removed immediately from the market. 

In conclusion, we urge FDA to take two actions. First, the agency should immediately demand 
that Puff Bar products be removed from the market or face enforcement action because, 
regardless of whether the product is a drug or a tobacco product, it is on the market illegally. 
Second, FDA should clarify the regulatory status of synthetic nicotine products and make that 
decision clear to the public, consumers, manufacturers, and retailers. FDA must not allow 
perceived uncertainty about FDA’s position to lead to unfettered access to the market of illegal 
products, with demonstrably adverse public health consequences to children. Any failure of 
FDA to act promptly puts our nation’s children at risk. 

Sincerely,  
American Academy of Pediatrics 
American Cancer Society Cancer Action Network 
American Heart Association 
American Lung Association 
Campaign for Tobacco Free Kids 
Parents Against Vaping E-cigarettes 
Truth Initiative   

CC:  Mitch Zeller, Director, Center for Tobacco Products, Food and Drug Administration 

Appendices  
A: November 6, 2018 Letter to FDA Regarding Regulation of Synthetic Nicotine  
B: February 19, 2021 E-mail from Puff Bar to consumers announcing synthetic nicotine products 
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Wednesday, March 17, 2021 at 17:51:33 Eastern Daylight Time

Page 1 of 6

Subject: FW: **We're back** fresh launch alert 

🚨

 just for you...
Date: Wednesday, March 17, 2021 at 5:48:13 PM Eastern Daylight Time
From: Stacey Gagosian
AGachments: image001.png

V I E W  I N  B R O W S E R

S H O P    A B O U T     L E A R N

From: Puff Bar <info@puQar.com>
Date: February 19, 2021 at 5:04:11 PM EST
To: 
Subject: **We're back** fresh launch alert 

🚨🚨

 just for you...
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Bigger, and better, than ever.
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For those smaller, but mighty,
moments.
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Puff Bar plus

MIXED BERRIES
BY PUFF PLUS

$16.95
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BANANA ICE
BY PUFF PLUS

$16.95
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BLUEBERRY ICE
BY PUFF PLUS

$16.95
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Puff Bar

STRAWBERRY
BY PUFF BAR

$11.95
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MELON ICE
BY PUFF BAR

$11.95
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PEACH ICE
BY PUFF BAR

$11.95
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Puff Bar Nano

STRAWBERRY
BY PUFF NANO

$8.95

S h o p  n o w

WATERMELON
BY PUFF NANO

$8.95

S h o p  n o w

COOL MINT
BY PUFF NANO

$8.95

S h o p  n o w

Fast Shipping
over $50

Guaranteed
Taste

Designed in
the US

Tobacco-Free
Nicotine

WARNING: This product contains tobacco-
free nicotine. Tobacco-free nicotine is an

addictive chemical.
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WARNING: Contains tobacco-free nicotine,
which can be poisonous. Avoid contact with

skin and eyes. Do not drink. Keep out of
reach of children and pets. In case of
accidental contact, seek medical help.

CALIFORNIA PROPOSITION 65 WARNING:
This product contains chemicals known to
the State of California to cause cancer and

birth defects or other reproductive harm. Puff
Bar is committed to ensuring tobacco-free
nicotine products stay out of the hands of

minors. In addition to verifying the age of our
shoppers, we comply with various state and

local laws, require additional shipping
obligations, or impose various taxes. The list
of laws and regulations that we comply with
may change without notice as any additional

laws are enacted.

Again, if you are receiving this email, you
confirmed that you are 21 years of age or
older via our website. If you are not 21+,

please unsubscribe.

THIS PRODUCT IS NOT DERIVED FROM
TOBACCO OR INTENDED TO BE USED WITH

ANY TOBACCO PRODUCTS.
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