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The Costs of Smoking Are Huge We are Driving Innovation to Eliminate
Combustible Cigareites

° A 2017 peer-reviewed journal suggest that R

as many as 6.6 M premature deaths could I |

be averted if all smokers switched to vapor ELIMINATION OF COMBUSTIBLE CIGARETTES IS CRUCIAL TO REDUCE RISK OF HARM

’EChnOlogy l 15% of US Adulis Wa spand 18% of our GOP £0d B7% of thot haolth ’
*  Every month without intervention, smoking causes ko Ogncanuy® QLI G m‘-:';::‘::m‘
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$11 billion in monthly lost productivity costs ? s el e g Smoking is the
#1 cause of preventable death !
IT'S TIME FOR AN ALTERNATIVE TO CIGARETTES

JUUL has a clear mission and the Public Sector - Health

CombUSﬂbIe TObaCCO, fhe World,s #1 Cause Of Markets Team will help Acceleraie that Mission
Preveniable Death
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Enterprise Markets — Public Sector '
Defense & Health Markets Mission '

Mission: Improve the lives of smolkers around the world, . .
who are partpof the 20(+) million veterans, 2(+) million JUUL Youth Prevention & Education
military service members, 2(+) million government .
civilians, 5(+) million Native American Indians and
Alaskan Natives (NAI/AN), and all those serving our
communities, government related industries, and various
government  regulated  entities, _ includin fore'lﬁn
government defense and health entities smokers, while
growing JUUL Labs in the government / public sector
space.

x

Youth Access Prevention and Education Regulaiors & Public Healih Officials on E-Cigarettes

Consistent with FDA regulations, JUUL Labs can not and does nol promote its products as lexs harmful or safer han cigareites.
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Here is a JUUL

Product Overview Consumer Value Proposition

@ satisying ,
2 Qotes * Nicotine levels comparable 1o fobacco cigareftes.
o rrivd i g *  Proprietary nicotine formula from tobacco leaf rather then free-base
nicoline.
* Smart lemperature regulation lechnology

o Simple
*  Human-cenric design that fits naturally and seamlessly into your life
*  Modern look thar's sleek and distinctly different from traditienal
cigarettes.
= Portable, light device that does not require butions, switches or set-up

0 Clean

High-quality materlals and flavors
State of the art cleon room technology

JUUL Technology & its e-Cigarette

vt e D *  Extensive festing and Inspection to comply with quality standards
.1. . * No ash, no odor, no mess

JUULpodm Ingredientis : Benefits of Closed-Pod Elecironic Nicotine Delivery
' Systems

JUUL focuses on qualiiy through closed sysiem approach, paienied iemperature
conirol and battery conirol ’ ’

Closed Security Safety
System

System redundancies ond
Relative to open systems, closed Best-In-class temparature control © minimized tampering In closed
system enables qualify control and designed fo reduce harmful system designed io prevent
consistent user experience . combustion byproducts olccirical spikes, overheating, and
overcharging






Nicoiine, Not Combusiion

Cigarettes deliver nicotine by burning tobacco, at temperatures that can exceed ~1000° C !
Combustion yields foxic byproducts linked to cancer, heart disease, COPD and respiratory diseases 2

Swiiching completely from cigarettes to non-combustible tobacco products reduces exposure to many of
these toxic byproducts, in some cases up 1o 99% or to levels that are not detectable 34

Individual and population-level public health benefits and risks of specific products will be characierized

over time through additional clinical i igati pidemiological and other with rigorous
FDA review
CIGARETTE TOXINS 4 )
. 69 known ; 400 other toxins:
Over 7,000 cuminogenic tar, carbon monoxide,
. formaldehyde, ammonia,
chemicals oo TR nydrogen cyanide, arsenic, lead
P and DOT 3
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JUUL Labs today

&

Available where smokers shop... primarily Tribal and non-Tribal
convenience stores, specialiy fobacco and vaping shops...

n Mo onn < H

JUUL in the Market Place

'Pu’b!iCSecTor:-

Pilof Switching Program .
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JUUL hos enabled
millions of adult smokers to
replace cigorefies.

OUR WAY TO HELPING
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WARNING: This product

contains nicotine. Nicotine
IS an addictive chemical.

Smoking.

Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Quit. Start smoking again.
Switch.

The average smoker tries to quit over 30 times.*
Make the switch.

*Based on data from 1277 participants in the Ontario Tobacco Survey

JUUL.com ©2018 JUUL Labs, Inc. All rights reserved.

INTENDED FOR ADULT SMOKERS — NOT FOR SALE TO MINORS
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WARNING: This product
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34 million Americans still smoke cigarettes.

Make the switch.

JUUL
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WARNING: This product
contains nicotine. Nicotine
IS an addictive chemical.

Eéﬁlilr“ﬁ
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More than one million smokers have joined the community.
Make the switch.

INTENDED FOR ADULT SMOKERS — NOT FOR SALE TO MINORS

JUUL.com ©2019 JUUL Labs, Inc. ALL RIGHTS RESERVED.










Exhibit
E





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

“It’s a smart,
really well
thought-out
alternative (1

; _to smokin@”>

¢ Carolyn, 54. Smoker for 30 yeors
Switched to JUUL October 2016.

Make the switch,
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WARNING: This product
contains nicotine. Nicotine
is an addictive chemical.
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WARNING: This product
contains nicotine. Nicotine
is an addictive chemical.
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WARNING: This product
contains nicotine. Nicotine
is an addictive chemical.

Reuben and Malissa
smoked for 30 years,
and switched

to JUUL in 2018.

| ﬂu‘ke the Switch

JUUL
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This advertisement paid for by JUUL Labs

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

contains nicotine. Nicotine
is an addictive chemical.

WHAT PARENTS NEED
TO KNOW ABOUT JUUL

JUUL Labs is on a mission to improve
the lives of the world’s one billion

adult smokers by eliminating cigarettes

Learn more at juulfacts.com
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TOBACCO-FREE
LIVES

American Academy (g’
of Pediatrics sl

DEDICATED TO THE HEALTH OF ALL CHILDREN"

May 9, 2019

A:;g:iation. ASSOCIATION.

; AMERICAN
ﬁmerlcun * LUNG

Dr. Norman E. Sharpless

Acting Commissioner

U.S. Food and Drug Administration
10903 New Hampshire Ave.

Silver Spring, MD 20993

RE: JUUL Marketing Claims of Smoking Cessation

Dear Dr. Sharpless:

We write to urge the Food and Drug Administration (FDA) to conduct a thorough investigation
of, and take appropriate enforcement action against, the marketing of JUUL e-cigarettes with
express or implied claims that the products help users stop smoking. These claims indicate that
the JUUL products are intended for use in the prevention of disease (namely addiction to
cigarettes, a deadly product) and therefore should be considered drugs, devices, or combination
drug/device products within the jurisdiction of the FDA. As JUUL is being sold without the
requisite approval, it is an unapproved drug or device and is therefore being marketed illegally
under the Federal Food, Drug and Cosmetic Act (FD&C Act).

FDA should immediately initiate an investigation of JUUL’s marketing and take enforcement
action against these unapproved products.! Unless it acts, FDA will create an avenue for JUUL
and other e-cigarette companies to flout the statutory requirements designed to protect the public
against products being marketed for therapeutic purposes, but that lack the requisite showing of
safety and efficacy.

l. LEGAL BACKGROUND

FDA set out the legal framework for assessing the JUUL advertising claims in its final rule on
Clarification of When Products Made or Derived From Tobacco Are Regulated as Drugs,
Devices or Combination Products; Amendments to Regulations Regarding “Intended Uses” (the

! Any FDA investigation of JUUL’s marketing also should consider whether JUUL’s advertisements and other
promotional efforts involve the marketing of modified risk tobacco products without a marketing order, in violation
of Section 911 of the F,D&C Act, as amended by the Family Smoking Prevention and Tobacco Control Act.





Tobacco Intended Use Rule”).? That rule addresses the circumstances under which a tobacco
product may be regulated as a drug, device or combination product.?

The FD&C Act defines “drug” (in relevant part) as an article intended either: (1) for use in the
diagnosis, cure, mitigation, treatment, or prevention of disease (the “disease prong”) or (2) to
affect the structure or any function of the body (the “structure/function prong”). 21 U.S.C.

8 321(g). In 1996, FDA issued a regulation asserting jurisdiction over cigarettes and smokeless
tobacco under the FD&C Act on the ground that those products were intended to affect the
structure and function of the body due to nicotine’s pharmacological effects. This rule was
invalidated by the U.S. Supreme Court in FDA v. Brown & Williamson Tobacco Corp, 529 U.S.
120 (2000), in which the Court held that FDA lacked jurisdiction over tobacco products “as
customarily marketed.”

Brown & Williamson did not question prior case law upholding FDA jurisdiction over tobacco
products under the first prong of the definition of drug, which covers products intended to treat
diseases. This jurisdiction was recognized by the D.C. Circuit in Action on Smoking and Health
v. Harris, 655 F.2d 236, 238 (1980), which was cited with approval by the Supreme Court in
Brown & Williamson, 529 U.S. at 152. See also, United States v. 46 Cartons, More or Less,
Containing Fairfax Cigarettes, 113 F. Supp. 336 (D.N.J.1953) (tobacco products sold with
leaflets claiming effectiveness in treating respiratory and other diseases are drugs). It also did not
question FDA’s jurisdiction over tobacco products under the second prong, which covers
products intended to affect the structure or function of the body; United States v. 354 Bulk
Cartons * * * Trim Reducing-Aid Cigarettes,178 F.Supp. 847 (D.N.J.1959)( tobacco products
sold for treating weight loss are drugs).

Consistent with the case law and FDA’s longtime treatment of tobacco cessation products as
drugs, the Tobacco Intended Use Rule is unambiguous that smoking cessation claims fall under
the treatment prong of the statute and require prior approval by FDA. The Rule treats all such
products as subject to FDA’s drug jurisdiction. A product will be regulated as a drug, device or
combination product if:

(a) The product is intended for use in the diagnosis of disease or other conditions,
or in the cure, mitigation, treatment or prevention of disease, including use in
the cure or treatment of nicotine addiction (e.g. smoking cessation), relapse
prevention, or relief of nicotine withdrawal symptoms.*

As FDA explained in the preamble to the Tobacco Intended Use Rule:

282 Fed. Reg. 2193 (Jan. 9, 2017). The effective date of the portion of the rule describing the circumstances in
which a product made or derived from tobacco that is intended for human consumption will be subject to regulation
as a drug was March 19, 2018. See 83 Fed. Reg. 11639 (March 16, 2018).

3 Because, for present purposes, the relevant legal standards are sufficiently similar whether e-cigarettes are
considered drugs, devices, or combination products, this discussion will address only the legal standards governing
e-cigarettes as drugs.

482 Fed. Reg. at 2217 (emphasis added).





FDA considers claims about smoking cessation to be more than simply
“consumer-oriented marketing statements.” As noted in the preamble to the
proposed rule, claims related to smoking cessation have long been recognized
as evidence of intended use, conferring drug or device jurisdiction, and
smoking cessation claims also have long been associated with the intended
uses of curing or treating nicotine addiction and its symptoms.®

Thus, FDA emphasized that “smoking cessation claims generally create a strong suggestion of
intended therapeutic benefit to the user that generally will be difficult to overcome absent clear
context indicating that the product is not intended for use to cure or treat nicotine addiction or its
symptoms, or for another therapeutic purpose.”® Indeed, FDA stated that the suggestion of
therapeutic benefit in smoking cessation claims to be so strong that disclaimers of intended
therapeutic use are ineffectual and simply create consumer confusion. Thus, the Tobacco
Intended Use Rule preamble stated that “[i]n most cases, FDA does not believe that disclaimers
will sufficiently mitigate consumer confusion related to the intended therapeutic use of the
product.”’ 8

I[l.  THE POTENTIAL FOR CONSUMER CONFUSION ABOUT THE THERAPEUTIC
USE OF E-CIGARETTES

The preamble to the Tobacco Intended Use Rule makes clear that one of the purposes of the Rule
is to alleviate consumer confusion about the intended use of e-cigarettes. FDA comments that
“studies have shown that many consumers are using e-cigarettes to attempt to quit smoking . . .
despite the fact that no e-cigarette has been approved for use as a smoking cessation aid. We
believe that the rule will help to mitigate this confusion and help ensure that consumers do not
mistakenly use tobacco products, which are inherently dangerous, for medical uses.”®

This potential for consumer confusion is especially acute in adolescents. As FDA recognized,
“unsubstantiated cessation claims that reach adolescents may confuse teens and lead teens to
believe that these products are FDA-approved smoking cessation products.”'® FDA cited an
example of such confusion as to e-cigarettes:

For example, a teenager in a recent qualitative study said, “I heard that the
only reason they were made is to help people get off from cigarettes for
people that want to quit. You would use an e-cigarette to help you quit
supposedly. It was on the news.!!

51d. at 2196.

61d. at 2198.

"1d. at 2212.

8 A claim that the product addresses addiction to cigarettes would also qualify as a structure-function claim.
%1d. at 2203.

10]d. at 2212.

1.





The current epidemic of e-cigarette usage by teens should heighten FDA’s commitment to
identify and take enforcement action against unsubstantiated claims that e-cigarettes will “help
people get off from cigarettes”—particularly where such claims are likely to reach adolescents.
If teens are led to believe that such claims imply that e-cigarettes are FDA-approved as “safe,”
teens who do not smoke could be more likely to initiate use of e-cigarettes and teen e-cigarette
users may be more likely to continue their use.

As the following discussion shows, JUUL Labs has been engaged in a sustained marketing
campaign that causes precisely the consumer confusion that the Tobacco Intended Use Rule was
issued to prevent. JUUL’s marketing blitz, which includes full-page print ads in major national
newspapers, promotion through its website, and radio and television ads, communicates the
message that an intended use of JUUL e-cigarette products is for therapeutic purposes. This
marketing is directed at the general public and thus will reach millions of young people and
millions of non-smokers of every age group. Particularly given JUUL’s remarkable appeal to
adolescents, and the epidemic of youth nicotine addiction that the product has caused, this
massive marketing of the product for unapproved therapeutic uses should be of urgent concern to
FDA.

. JUUL’S ADVERTISING ESTABLISHES THAT THE INTENDED USE OF ITS
PRODUCTS IS FOR THERAPEUTIC PURPOSES.

When JUUL was introduced to the market in 2015, and for some years thereafter, it was
promoted with social media and other advertising using images that overtly targeted young
people and, indeed, mimicked the imagery long used by cigarette companies to appeal to youth.*?
Its marketing during that period also focused on the social media platforms most used by teens,
including Instagram, YouTube, and Twitter.®* After JUUL came under intense public scrutiny
and criticism for this youth-directed social media marketing, the company changed its marketing
strategy to make it appear to be targeted only at adult smokers. A central theme of its recent and
current message is that smokers should “Make the switch” from cigarettes to JUUL. As the
following examples of JUUL advertising indicate, “Make the switch” is a message establishing
that the intended use of JUUL now is for smoking cessation, a clear therapeutic purpose, making
the advertised products drugs, devices, or combination products that must be approved prior to
sale.

Print Advertisements. Exhibit 1 to this letter is a print ad from JUUL that communicates the
message that the average cigarette smoker goes through a pattern of quitting and then relapsing
to smoking. This idea is conveyed by the repetition of the phrase “Quit. Start smoking again.”
The repetition of this phrase is followed by the word “Switch” and then the statement: “The
average smoker tries to quit 30 times. Make the switch.”

12 Jackler, Robert K. et al., “JUUL Advertising Over its First Three Years on the Market” (Jan. 24, 2019).

13 See J. Huang, et al., “Vaping versus JUULing: how the extraordinary growth and marketing of JUUL
transformed the US retail e-cigarette market,” Tobacco Control 2018: 1-6; Chu, D-H, et al., “JUUL: Spreading
Online and Offline,” Journal of Adolescent Health, 2018, 63(5), 582-586.
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The ad clearly communicates the message that by switching to JUUL, the smoker can achieve
what he/she had previously been unable to achieve: quitting smoking. It is, unmistakably, a
smoking cessation claim for JUUL. As FDA noted in the Tobacco Intended Use Rule, because
“smoking has been causally linked to diseases of nearly all organs of the body, diminished health
status, and fetal harm” and because “[m]ost current adult smokers want to quit smoking
completely for health reasons,” “we believe that statements related to quitting smoking generally
create a strong suggestion that a product is intended for a therapeutic purpose.”** Exhibit 1
suggests that JUUL is intended to give smokers the health benefits of quitting cigarette smoking.

This is equally the case with Exhibit 2, an ad stating that “34 million Americans still smoke
cigarettes” followed by “Make the switch.” This ad clearly equates switching to JUUL with
cigarette smoking cessation. Again, given the undeniable fact that, as noted by FDA, most
smokers want to quit “completely for health reasons,” the ad should be presumed to indicate an
intended use to enable smokers to stop smoking for therapeutic reasons.  Similarly, Exhibit 3
features a JUUL user who is identified as a “smoker for 30 years” and who “switched to JUUL in
October, 2016.” She says JUUL is “a smart, really well thought-out alternative to smoking.”
Once again, the tag line is: “Make the switch.” Exhibit 4 features a “make the switch”
testimonial from a smoker who “was looking to find something to replace cigarettes,” saying the
switch to JUUL “was easy.” The testimonial in Exhibit 5 is from a 23-year smoker who started
switching after a week of trying JUUL, again with the tagline “Make the switch.” In each of
these ads, switching to JUUL is presented as equivalent to smoking cessation. Presumably, the
JUUL user has switched in order to realize the health benefits of smoking cessation.® 16

Television Advertisements. This same “switching” theme appears in JUUL’s TV ads, featuring
testimonials by JUUL users. For example, in one Mimi says, “I decided I needed to find an
alternative, so | started looking and then JUUL came up. | did both for a while and eventually |
just switched over. It’s very quick.”
https://www.youtube.com/watch?v=105ZXhT8blA&list=PLABBGXxY gbJvoajgqkg72nxGm5Tpi
KkNvg&index=2&frags=wn Patrick says: | gave the JUUL a real chance and found out I liked
it. Found out it really works. The switch was easy. It was a no-brainer really. But now that |
look at people who smoke, I’m like, ‘Dude really? You’re still doing that? You know there’s an
alternative to that right? You don’t have to do that.”
https://www.youtube.com/watch?v=pg4ojRg4rNw&list=PLABBGxYgbJvoajggkg72n Like the

14 82 Fed. Reg. at 2214.

15 Even if a JUUL ad mentioned some non-health related reason for “switching,” this would not overcome the
presumption that the claim relating to smoking cessation is a therapeutic claim, i.e. that the intended use of JUUL is
to treat the disease of addiction to cigarettes.

16 In the Tobacco Intended Use Rule preamble, FDA states that “evidence may be developed showing that, in some
situations, ‘smoking cessation’ is understood in context as referring to ending the use of traditional cigarettes and
switching to a non-combustible product made or derived from tobacco.” 82 Fed. Reg. at 2214. As FDA recognizes,
any express or implied reference to smoking cessation, whether put in terms of “switching” from cigarettes to
another product or not, is presumptively a claim indicating a health-related intended use. Thus, the preamble makes
clear that “FDA intends to closely scrutinize ‘smoking cessation’ claims to ensure that consumers are not misled
about the intended use of a product made or derived from tobacco.” Id. at 2214.



https://www.youtube.com/watch?v=pg4ojRg4rNw&list=PLABBGxYqbJvoajgqkg72n
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print ads, the TV testimonials’ statements about “need[ing] to find an alternative,” and “You
don’t have to do that” indicate the intended use of JUUL is to enable smokers to switch to JUUL
and no longer smoke cigarettes for health reasons.

Other JUUL ads suggest an intended use to derive the health benefits of quitting smoking, even
though they do not use the phrase “Make the switch” or otherwise refer to “switching.” Exhibit
6 includes the phrase “The alternative for adult smokers” and quotes a JUUL user as saying: “I
think it’s an amazing invention...I don’t know how we lived without that.” The double-entendre
conveys a therapeutic message: using JUUL as a smoking alternative will save your life.

Exhibit 7 is entitled “What parents need to know about JUUL” and states that “JUUL Labs is on
a mission to improve the lives of the world’s one billion adult smokers by eliminating
cigarettes.” The message conveyed is that JUUL is a means by which smokers can improve their
lives through stopping smoking (“eliminating cigarettes’). That this is a message about quitting
cigarettes is reinforced by the ad’s description of JUUL devices as using “JUULPad cartridges
that contain a salt-based nicotine e-liquid “to satisfy smokers when transitioning away from
cigarettes.” Again, given that most smokers want to quit smoking entirely for health reasons, the
ad at least implicitly conveys an intended use for smokers to eliminate cigarettes and thus to
derive the health benefits of stopping smoking.

Website Statements. JUUL’s website also features testimonials from JUUL users recommending
the product as a means to stop smoking by replacing cigarettes with JUUL
https://www.juul.com/community:

e Sabrina: “Stick with it. At first it was hard to find my happy spot but now that I have my
puff down I will never smoke again.”

e Laura: “Just replace the cigarette with the JUUL! It really helps to keep some physical
habits the first week or two. Just focus on using the JUUL instead of a cigarette.”

e Rob: “I appreciate the draw and how it replaces a cigarette.”

Even apart from whether JUUL’s ads and testimonials convey a message about quitting smoking,
FDA should examine whether some of them signal that JUUL is less hazardous than cigarettes.
Thus, even if an ad does not speak in terms of “switching,” or equate “switching” with smoking
cessation, the reference to JUUL as an “alternative” to smoking (in Exhibit 4) with the
testimonial “I don’t know how we lived without that” implies that JUUL is less hazardous to
health than cigarettes. Such an implied reduced risk claim would at least require a premarket
order from FDA permitting the sale of the products as a modified risk product under Section 911
of the F,D&C Act, as amended by the Tobacco Control Act. FDA has not issued any such order
for any JUUL product.

Moreover, FDA should consider not just the health-related message conveyed by each example
of JUUL advertising and marketing, but also the cumulative impact of the entire JUUL campaign

6
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focused on the use of JUUL to switch from smoking cigarettes. It is incumbent on FDA to
investigate all of JUUL’s recent marketing and to determine whether the entire JUUL campaign,
viewed cumulatively, is evidence that the intended use of this product is therapeutic.

Although JUUL features multiple disclaimers on its website, none can be regarded as sufficient
to overcome the therapeutic messages of JUUL’s ads, taken individually or cumulatively. The
most relevant disclaimer attempts to distinguish between “switching products” and “cessation
products”: “JUUL is a switching product. JUUL products are not intended to be used as
cessation products, including for the cure or treatment of nicotine addiction (e.g. smoking
cessation), relapse prevention, or relief of nicotine withdrawal symptoms.” Yet, as shown above,
the JUUL ads typically equate switching with quitting smoking and say nothing to overcome the
presumption that the intended use of the product is to derive the health benefits of no longer
smoking cigarettes. Indeed, Exhibit 1 straightforwardly conveys the message that JUUL’s
intended use is to “switch” as a means of relapse prevention (“Quit. Start smoking again.
Switch.”). Calling JUUL a “switching product” in a website disclaimer (a disclaimer that does
not appear in JUUL ads) does nothing to dispel the health-related message inherent in JUUL’s
repeated equation of “switching” with quitting smoking. As noted above, FDA generally regards
the suggestion of therapeutic benefit in smoking cessation claims to be so strong that disclaimers
of therapeutic use are ineffectual. That is certainly the case here.

1. JUUL’S EFFORTS TO MARKET ITS PRODUCTS TO EMPLOYERS AND
INSURERS FURTHER ESTABLISHES THAT ITS INTENDED USE IS
THERAPEUTIC

That JUUL intends its product to be used therapeutically (i.e., to aid in the treatment of addiction
to cigarettes) is further established by the company’s new program to market its e-cigarettes to
insurers and to companies that want to help their employees stop smoking. According to CNBC,
JUUL has established a new “enterprise markets team,” with 17 employees, “focused on striking
deals with health plans, insurers, providers, self-insured employers and the public sector.”!’” The
recently-hired leader of this team told CNBC that “Juul is planning to design a program to help
smokers switch from combustible cigarettes to e-cigarettes.”*® JUUL said its program “will
involve sending a survey to identify eligible participants, creating a unique website where
participants can sign up and buy discounted devices and nicotine pods and offering coaching and
other support like educational articles and instructional videos.”*®

Thus, JUUL is not hiding the fact that its program is designed to use JUUL as part of a smoking
cessation initiative. Its target market for its “enterprise markets team”—nhealth plans, insurers,
providers, self-insured employers, etc.—would be interested in the JUUL program only if they
thought it yielded health-related benefits for employees or customers that reduced health care
costs. The efforts of JUUL’s “enterprise markets team” are themselves strong evidence of a

17 “Juul is pitching its e-cigarette as an anti-smoking tool to employers and insurers,” CNBC.com., March 7, 2019.
18 1.
9.
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therapeutic intended use of these products. Moreover, JUUL’s health-related marketing of the
product in this way reinforces the therapeutic messages of its advertising and other promotional
material.

IV.  CONCLUSION

JUUL, a product that FDA has found to be largely responsible for the current epidemic of youth
usage of highly-addictive e-cigarettes, is being advertised and marketed on a massive scale as a
smoking cessation product, without the required review and approval by FDA. JUUL’s
campaign not only creates consumer confusion among smokers, but it also may cause non-
smokers, particularly youth who already regard JUUL as highly appealing, to mistakenly believe
the product is FDA-approved as “safe,” thus leading to greater initiation and continuation of its
use. We urge FDA to launch a full-scale investigation of all aspects of JUUL’s advertising and
marketing to determine the scope of its statutory violations and to take strong enforcement action
to sanction the company and bring these violations to an end.

Thank you for your consideration.
Respectfully submitted,

American Academy of Pediatrics

American Cancer Society Cancer Action Network
American Heart Association

American Lung Association

Campaign for Tobacco-Free Kids

Truth Initiative

Cc: Dr. Janet Woodcock
Director, FDA Center for Drug Evaluation and Research

Mr. Mitch Zeller, J.D.
Director, FDA Center for Tobacco Products
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34 million Americans still smoke cigarettes.

Make the switch.
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WARNING: This product
contains nicotine. Nicotine
is an addictive chemical.

“It’s a smart,
really well
thought-out
alternative
to smoking.””"

£y Carolyn, 54. Smoker for 30

Switched to JUUL October 2016.
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WHAT PARENTS NEED
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JUUL Labs is on a mission to improve
the lives of the world’s one billion
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U.S. Food & Drug Administration

DY U.S. FOOD & DRUG 10903 New Hampshire Avenue
Silver Spring, MD 20993
ADMINISTRATION www.fda.gov

April 24,2018

Submission Tracking Number (STN): RD0000476

JUUL Labs, Inc.

660 Alabama Street

2" Floor

San Francisco, CA 94110

Dear Mr. Ziad Rouag:

Under Section 904(b) of the Federal Food, Drug, and Cosmetic Act (FD&C Act), FDA is requesting that
JUUL Labs, Inc. (JUUL) submit documents relating to marketing practices and research on marketing,
effects of product design, public health impact, and adverse experiences and complaints related to JUUL
products. This request applies to research relating to all such tobacco products and their components or
parts, including those products for research, investigational use, developmental studies, test marketing,
and/or commercial marketing.

FDA is requesting these documents based on growing concern about the popularity of JUUL products
among youth. JUUL product use appears to be common in middle and high schools based on
widespread media reporting describing a rapid growth of use among youth in general and on school
property, humerous complaints that have been received by CTP, small research studies that have

L ny Times, April, 2018: https://www.nytimes.com/2018/04/02/health/vaping-ecigarettes-addiction-teen.html;
Vogue, April 2, 2018: https://www.vogue.com/article/vaping-health-risks-e-cigarettes-teenagers-addiction-toxic-
metal-heat-lungs-heart-attack-juul; Chicago Tribune, February 2018: http://www.chicagotribune.com/news/ct-
met-juul-ecigarettes-at-schools-20180209-story.html; Buzzfeed, February 2018:
https://www.buzzfeed.com/carolinekee/juul-ecigarette-vape-health-

effects?utm term=.thPON67x7p#.pkN2Ee0q0l; Business Insider, March 2018:
http://www.businessinsider.com/juul-e-cig-vaping-health-effects-2018-3; Sioux Falls (SD) Argus Leader, April 2018:
https://www.argusleader.com/story/news/2018/04/17/concerns-grow-more-kids-caught-vaping-juuling-s-d-
schools/523447002/; North New Jersey, January 2018:
https://www.northjersey.com/story/news/passaic/wanaque/2018/01/16/students-vaping-epidemic-
schools/1006178001/; US News, March 2018: https://health.usnews.com/wellness/health-buzz/articles/2018-03-
15/kids-are-trying-juul-e-cigarettes-and-experts-are-concerned; Pittsburgh Post-Gazette, December 2017:
http://www.post-gazette.com/local/region/2017/12/12/JUUL-vaporizer-nicotine-flash-drive-small-concealable-e-
cigarette/stories/201712120151; MSN, April 2018: https://www.msn.com/en-
us/health/watch/%E2%80%98juuling%E2%80%99-is-%E2%80%98not-safe %E2%80%99-medical-expert-warns-on-
megyn-kelly-today/vp-AAvnncl; NPR, December 2017: https://www.npr.org/sections/health-
shots/2017/12/04/568273801/teenagers-embrace-juul-saying-its-discreet-enough-to-vape-in-class




https://www.npr.org/sections/health

https://www.msn.com/en

http://www.post-gazette.com/local/region/2017/12/12/JUUL-vaporizer-nicotine-flash-drive-small-concealable-e

https://health.usnews.com/wellness/health-buzz/articles/2018-03

https://www.northjersey.com/story/news/passaic/wanaque/2018/01/16/students-vaping-epidemic

https://www.argusleader.com/story/news/2018/04/17/concerns-grow-more-kids-caught-vaping-juuling-s-d

http://www.businessinsider.com/juul-e-cig-vaping-health-effects-2018-3

https://www.buzzfeed.com/carolinekee/juul-ecigarette-vape-health

http://www.chicagotribune.com/news/ct

https://www.vogue.com/article/vaping-health-risks-e-cigarettes-teenagers-addiction-toxic

https://www.nytimes.com/2018/04/02/health/vaping-ecigarettes-addiction-teen.html
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raised concerns,?® and social media evidence of youth use.*> Widespread reports of youth use of JUUL
products are of great public health concern and no child or teenager should ever use any tobacco
product. Nicotine affects the developing brain® and youth may not understand the nicotine or other
characteristics of JUUL.*7 JUUL products may have features that make them more appealing to kids and
easier to use, thus causing increased initiation and/or use among youth. Similar to other electronic
nicotine delivery system (ENDS) products, JUUL product use during adolescence may lead to cigarette
smoking or use of other tobacco products in the future.® Their appeal may be related to different
aspects of the product, including the product design, promotion, or distribution, and CTP seeks
information to further understand the appeal and use.

I. Submission Content
A. Submission of Documents Pursuant to a Section 904(b) Request

In accordance with section 904(b) of the FD&C Act, FDA requests that you submit all documents
(including underlying scientific and financial information, as specified below) relating to marketing
practices and research activities and research findings, conducted, supported, or possessed by you
or your agents relating to a specified set of topics, as set forth below. The request includes but is
not limited to documents relating to research findings and activities, if any, that you possess as the
result of acquiring or merging with, or obtaining the services or products of another company. For
purposes of this request, “research” may include, but is not limited to focus groups, surveys,
experimental clinical studies, toxicological and biochemical assays, in vivo and in vitro assays
including animal testing, laboratory formulation and processing testing, taste panels, and
assessments of the effectiveness of product marketing practices. The request applies to research
relating to any and all ENDS products including the components or parts of such products, including
but not limited to products for research, investigational use, developmental studies, test marketing,
and/or commercial marketing.

For products not manufactured in the United States, the request applies to the extent you have
imported such products into the United States. An importer of a tobacco product not manufactured
in the United States is required to supply the information required of the manufacturer of that
product.

2 Jackson A, Kong G, Camenga D et al. (March 2018). High School Adolescents Use Several Types of E-cigarette
Devices. Poster session presented at Society for Research on Nicotine and Tobacco, Baltimore, MD.

3 Willlet JG, Bennett M, Hair, EC, et al. Recognition, use and perceptions of JUUL among youth and young adults.
Tobacco Control. Epub ahead of print: April 17, 2018. doi: 10.1136/tobaccocontrol-2018-054273.

4 Kavuluru R, Han S, Hahn EJ. On the popularity of the USB flash drive-shaped electronic cigarette Juul. Tobacco
Control Epub ahead of print: April 17, 2018. doi:10.1136/tobaccocontrol-2018-054259.

5 Brett E, Hebert E, Stevens E, et al. (March 2018). An Analysis of JUUL discussions on social Media: Using Reddit to
understand patterns of use and perceptions of JUUL. Poster session presented at Society for Research on Nicotine
and Tobacco, Baltimore, MD.

6 U.S. Department of Health and Human Services. Preventing Tobacco Use Among Youth and Young Adults: A
Report of the Surgeon General. Atlanta, GA: U.S. Department of Health and Human. Services, Centers for Disease
Control and Prevention, National Center for Chronic Disease Prevention.

7 https://www.marketwatch.com/story/many-young-people-are-missing-something-important-about-popular-e-
cigarette-juul-2018-04-18

8 National Academies of Science, Engineering, and Medicine. 2018. Public Health Consequences of E-cigarettes.
Washington, DC: The National Academies Press. https://doi.org/10.17226/24952.
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1. Topics

Pursuant to section 904(b), FDA requests all documents (including underlying scientific and
financial information, as specified below) relating to research activities and findings (including
marketing research) and marketing practices, developed for JUUL subject to the limitations in
I.A.2 of this letter, on all of the following topics:

1. Product marketing— documents (including underlying scientific or financial information)
related to marketing research or marketing practices and the effectiveness of such
practices. Potential relevant areas of research or marketing practices include:

0 Target consumer groups, including direct (e.g., smokers, ENDS users) and indirect
(e.g., youth)
0 Consumer perception studies/market testing
0 Marketing themes and content, including depictions of young people and how
ENDS are characterized
0 Means of advertisement and promotion, such as:
= General marketing strategies (e.g., social media)
= Price promotions, promotional games and contests
= Retailer agreements/incentives or partnerships with media and publishing
organizations
= Any other consumer or business-to-business advertising or promotion
strategies not listed above
=  Educational materials or products for schools to limit youth use
0 Means of product distribution as it might relate to youth exposure to marketing or
youth access to JUUL products
0 Information about how youth are accessing JUUL and information about how the
company plans to prevent youth from gaining access to JUUL

2. Product design— documents (including underlying scientific information) related to
research on the health, toxicological, behavioral, and physiologic effects, including
appeal or addictive potential for youth, as it relates to product design, including the
following:

0 Product shape or form (e.g., similarity in appearance to USB stick)

0 Nicotine formulation, (e.g., nicotine salt formula) and nicotine
concentration/content

O Flavors

0 Product features such as: appearance, or lack thereof, of plume; safety
features/prevention of misuse; USB port rechargeability

3. Public health impacts involving youth—documents (including underlying scientific
information, such as survey information) related to research on the health, toxicological,
behavioral, or physiologic effects of JUUL products on youth, including, but not limited
to:

0 Awareness, susceptibility, intentions to use, and use patterns (e.g., frequency of
use, dual use with other tobacco products; pharmacokinetics and topography)

0 Perceptions of risk, harm, and addictiveness compared to other ENDS products,
other tobacco products, and in general

0 Appeal, liking, product satisfaction
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0 Health impacts of short-term and long-term use

4. Adverse experiences and complaints involving youth—documents (including underlying
scientific information) related to research on health, toxicological, behavioral, or
physiologic effects described in adverse experience reports or consumer complaints
related to youth use associated with JUUL products, including:

O Reports of youth use and uptake
O Reports of addiction or withdrawal
O Reports of acute hazards or risk of injury

2. Limitations — types of documents and information

With respect to the topics listed above, FDA requests all of the following documents and
information:

e Study proposals, original implemented protocols (including all amendments), analysis
plans, agreements, notebooks, data collection tools, including, but not limited to, forms
and assessment scales for planned, ongoing, or completed studies, surveys, and other
research, whether for external release or internal use

e Final data analyses and reports regarding studies, surveys, data compilations, or other
research, whether for external or internal use (if there were no final analyses, interim
data analyses should be submitted)

e Posters and/or presentations exhibited or to be exhibited at external meetings or
conferences if the underlying data has not been presented in other documents and
information within this request

e Manuscripts, articles, editorials, and letters that have been submitted for publication
but not yet published (e.g., in review, accepted, rejected)

e Underlying data (e.g., in the form of spreadsheets, datasets, charts, tables, and
diagrams) analyzed to produce any of the data analyses, reports, posters, manuscripts,
or articles requested above

With respect to documents, FDA requests only the final version, or in the absence of a final
version, the most recent draft of each document. Please do not submit (a) past iterations of a
completed or more recent document, (b) document duplicates, or (c) near duplicates that only
vary in minor ways (e.g., differences in addressee or changes in letterhead). FDA does not
request published (publicly available) press releases, abstracts, editorials, letters, manuscripts,
material safety data sheets (MSDS), and HHS correspondences; if you seek to voluntarily submit
such information, we request a list of such publications be provided as a separate appendix only,
in lieu of submitting such publications. Electronic mail should be in portable document format
(.pdf) and responsive to the above topic areas. Transmittal email should not be included.
Submitted documents should not be redacted.

Included within the request are supporting summary reports and the underlying data that
support those reports. FDA asks that spreadsheets or datasets be submitted both in pdf and in a
file type and structured format that allows for meaningful review and analysis of the data (e.g.,
Excel (.xls), comma separated values (.csv), or SAS transport (.xpt). Where relevant, data
submissions should be accompanied by the name and version of software used to create the
file, names and definitions of variables, and copies of programs and macros needed to generate
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your analyses. Your submission should include any data analyses that stratify scientific results
by one or more of the following: gender, race/ethnicity, age, health condition, or other similar
factors.

As an option, information responsive to this 904(b) request that has been previously provided to
FDA under section 904 the FD&C Act does not have to be re-submitted as long as the document
is fully referenced in the metadata load file.

3. Date for submission of documents

All information for this request is to be received by FDA no later than June 19, 2018. If you do
not have any documents responsive to this request, inform FDA of this in writing by June 19,
2018. If you anticipate difficulties with this document production, please contact FDA within 30
days of this letter so that we may assist you in resolving any technical difficulties you may have
and facilitate compliance with the above time line.

Failure to provide information requested by FDA in accordance with section 904(b) of the
FD&C Act is a violation of the FD&C Act and subject to regulatory and enforcement action by
FDA.

B. Submission of Additional Information

To provide context and background for the 904(b) requests in section |.A of this letter, FDA also asks

that you voluntarily submit a summary (one to five pages in length) for each of the topics in

section |.A that includes the number and type of documents included, and a high-level overview of
the content

Il. Submission Instructions

Consistent with applicable statutes and regulations, the confidentiality of trade secret and confidential
commercial information submitted to FDA pursuant to this request will be preserved.

Please see the enclosed document for guidance in preparing your submission to FDA.

Clearly identify the manufacturer’s or importer’s name and address, include the label “FDA 04-2018
JUUL Request for RD0000476”, and submitted electronically via the CTP Portal® using eSubmitter,

9

http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatorylnformation/Manufacturing/ucm515047.ht
m. FDA’s Electronic Submission Gateway (ESG) is still available as an alternative to the CTP Portal.
10 http://www.fda.gov/Forindustry/FDAeSubmitter




http://www.fda.gov/ForIndustry/FDAeSubmitter

http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatoryInformation/Manufacturing/ucm515047.ht
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Alternatively, CD-ROM, DVD, or hard drive submissions may be mailed to:

Food and Drug Administration
Center for Tobacco Products
Document Control Center (DCC)
Building 71, Room G335

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

The CTP Portal and FDA Electronic Submission Gateway (ESG) are both generally available 24 hours a
day, seven days a week. Submissions delivered to DCC by couriers or physical mail will be considered
timely if received during delivery hours on or before the due date'?; if the due date falls on a weekend
or holiday the delivery must be received on the prior business day. We are unable to accept regulatory

submissions by e-mail.

If you have questions regarding this document request, please contact Jaime Golwalla, Regulatory
Health Project Manager, at 301-796-2878.

Sincerely,

Digitally signed by Matthew R. Holman -S
Date: 2018.04.24 08:15:33 -04'00'

Matthew R. Holman, Ph.D.
Director

Office of Science

Center for Tobacco Products

Enclosure

1 http://www.fda.gov/TobaccoProducts/AboutCTP/ContactUs/default.htm




http://www.fda.gov/TobaccoProducts/AboutCTP/ContactUs/default.htm
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Enclosure: Submission Information
A. General Instructions

We request that you submit documents and related material on a CD-ROM, DVD, or hard drive.
Documents should be in text-searchable PDF file(s) per FDA guidance on electronic submissions, the
FDA eSubmitter User Manual, and the National Archives and Records Administration (NARA) Technical
Guidelines for Digitizing Archival Materials for Electronic Access, for document preservation of content
and format. The files should include a signed cover letter prominently identified as “FDA 04-2018 JUUL
Request for RD0000476,” and should also identify the software (name, version, and company) that you
used to confirm the submission is free of viruses or other malware. The cover letter should include the
number of documents you are submitting for each of the topics. The electronic media should be
labeled with your company name, a contact phone number, “FDA 04-2018 JUUL Request for
RD0000476,” submission date, and series number (e.g., “disc 1 of 2”).

In order for FDA to accept, access, review, and archive the documents, all documents are to be
submitted in their native color and files, including compressed files and archives, cannot be password
protected. File formats that should be avoided are proprietary, requiring specialized software to read,
and active content that can contain macros or change the content upon opening the file. Ensure all
documents are text-searchable and restriction settings under Document Properties are set to
“allowed”. If you submit PDF files, they should not contain any attached, embedded, or bundled files.
If any documents are scanned, you should verify the accuracy of optical character recognition and
legibility of the document. In addition, multi-page documents should be properly unitized, instead of
several single-page files.

B. Instructions for Information Submitted Under Section I.A

To ensure accessibility of your documents and facilitate more fluent and efficient communication
between you and FDA regarding your submissions, FDA recommends that you take the following steps:

e Uniquely number all pages of your submission, a process commonly referred to in the litigation
context as Bates numbering

e Translate all foreign language documents into English

e (Create and submit a glossary or explanation of any abbreviations, jargon, or internal names
(e.g., code names)

To provide context and background for each document, FDA recommends inclusion of a load file
containing the following metadata for each document:

e Manufacturer filing the document

e Filename

e Document date

e Document author(s)

Document recipient(s)

Document custodian

Document title or identification number

Beginning and ending Bates numbers

e Bates number ranges for other documents physically or digitally attached to the document
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OCR text (for scanned paper documents)
Identification of each document as one of the following document types: Email, Briefing Slides,
Publication, Memo, Report, Meeting minutes, Proposal, Study design, Other;
Topic(s) (i.e., the topic or topics listed in Section I.A.1 of the attached letter to which the
document relates)
Product name(s) (e.g., brand or sub-brand, or a unique, consistent identifying name for any
tobacco product in research or development)
Product identification number
Identify the presence of each document in the University of California San Francisco Truth
Tobacco Industry Documents Library*? (formerly Legacy Tobacco Documents Library) as one of
the following: present with the Bates number (begin Bates number to end Bates number), not
present, or unknown
For information previously provided to FDA:

0 Date of previous FDA submission
Regulatory section under which the document was submitted
File name
File extension
Bates number (begin Bates number to end Bates number)
Relevant page numbers

O 0 O0OO0Oo

FDA requests that load files containing metadata be submitted in a comma delimited ASCII text or
spreadsheet format and be organized so that data fields will appear in the same order as they appear here
(i.e., “Manufacturer filing the document” should be the first field, and “Relevant page numbers” should be
the last field). Metadata load file delimiters should be as follows:

Metadata Load File Delimiters

Field separator: Vertical Pipe (ASCII 124)
Field encapsulate: Carat (ASCII 094)

Return value in data: Tilde (ASCII 126)
Multi-value field: Semi Colon (ASCII 059)
Dates format: MM/DD/YYYY

Hard Returns should appear only at the end of each record.

If you scan paper documents for digital production, please use optical character recognition software (OCR)
technology to render the images as functional text against the resulting PDF. Any extracted searchable text
should be produced with the document as metadata.

The instructions in this enclosure are based on communications that FDA has received from industry and
our evaluation of submissions received under the FD&C Act to date. If you have questions about how to
prepare your submission, please contact us.

12 |f a responsive document is present in the University of California San Francisco Truth Tobacco Industry Documents
library, that does not preclude it from this request.
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ELIJAH E, CUMMINGS, MARYLAND ONE HUNDRED SIXTEENTH CONGRESS JIM JORDAN, OHIO

CHAIRMAN RANKING MINORITY MEMBER

Congress of the United States

PHouse of Repregentatibves
COMMITTEE ON OVERSIGHT AND REFORM

2157 RayBurN Houske OFFICE BUILDING

WasHIinGgTON, DC 20515-6143

Mascrrry  (202) 225-5051
MinoaiTy  (202) 225-5074

http://oversight.house.gov

June 7, 2019

Mr. Kevin Burns

Chief Executive Officer
JUUL Labs, Inc.

560 20th Street

San Francisco, CA 94107

Dear Mr. Burns:

The Subcommittee on Economic and Consumer Policy is investigating the youth e-
cigarette epidemic. JUUL accounts for 75% of the U.S. e-cigarette market.! The U.S. Surgeon
General, the former U.S. Food and Drug Administration Commissioner, the Director of the
Centers for Disease Control and Prevention, and the Secretary of the Department of Health and
Human Services have declared that e-cigarette use among teenagers is an epidemic.” All
squarely pointed to JUUL as a primary cause of that epidemic.’

The Centers for Disease Control and Prevention found that tobacco use among high
school students has increased nearly 40% in the past year—an increase fueled by e-cigarette
use.* In 2018, over 20% of teenagers reported e-cigarette use—a 78% increase from 2017
figures.® In addition, in 2018, nearly 5% of middle schoolers reported e-cigarette use—a 48%

V Juul Explores Opening lts Own E-Cigarette Store, Wall Street Journal (May 30, 2019) (online at
www.wsj.com/articles/juul-explores-opening-its-own-e-cigarette-stores-in-u-s-11559235262).

2 Food and Drug Administration, Statement from FDA Commissioner Scott Gottlieb, M.D., on New Steps to
Address Epidemic of Youth E-cigarette Use (Sept. 12, 2018) (online at www.fda.gov/news-events/press-
announcements/statement-fda-commissioner-scott-gottlieb-md-new-steps-address-epidemic-youth-e-cigarette-use);
Department of Health and Human Services, Surgeon General Releases Advisory on E-cigarette Epidemic Among
Youth (Dec. 18, 2018) (online at www.hhs.gov/about/news/2018/12/18/surgeon-general-releases-advisory-e-
cigarette-epidemic-among-youth.html); Centers for Disease Control and Prevention, Sales of JUUL E-cigareites
Skyrocket, Posing Danger to Youth (Oct. 2, 2018) (online at www.cdc.gov/media/releases/2018/p1002-e-Cigarettes-
sales-danger-youth.html); Centers for Disease Control and Prevention, Progress Erased: Youth Tobacco Use
Increased During 2017-2018 (Feb. 11, 2019) (online at www.cdc.gov/media/releases/2019/p0211-youth-tobacco-
use-increased.html); The Future of E-cigarettes Depends on the Industry's Willingness to Protect Teens,
Washington Post (Mar. 20, 2019) (online at www.washingtonpost.com/opinions/2019/03/19/future-e-cigarettes-
depends-industrys-willingness-protect-teens/?noredirect=on&utm_term=.907f5dc750cb).

3 1d.; Scott Gottlieb’s Last Word as FDA Chief: Juul Drove a Youth Addiction Crisis, Vox (Apr. 5, 2019)
(online at www.vox.com/science-and-health/2019/4/5/18287073/vaping-juul-fda-scott-gottlieb).

4 CDC Blames Spike in Teen Tobacco Use on Vaping, Popularity of Juul, CNBC (Feb. 11, 2019) (online at
www.cnbe.com/2019/02/11/e-cigarettes-single-handedly-drives-spike-in-teen-tobacco-use-cde.html).

5 Food and Drug Administration, 2018 NYTS Data: A Startling Rise in Youth E-cigarette Use (Feb 2,



www.vox.com/science-and-health/2019/4/5

www.washingtonpost.com/opinions/2019/03/19/future-e-cigarettes

www.cdc.gov/media/releases/20

www.cdc.gov/media/releases/2018/p

www.hhs.gov/about/news/2018/12/18/surgeon-general-releases-advisory-e

www.fda.gov/news-events/press

www.wsj.com/articles/j
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surge since 2017.%

The safety and well-being of America’s youth is not for sale. I am extremely concerned
about reports that JUUL’s high nicotine content is fueling addiction and that frequent JUUL use
is sending kids across the country into rehab, some as young as 15.7 At 5% nicotine weight
content, your products have nearly three times the nicotine by weight allowed in the European
Union.®

Stanford University researchers have concluded, in a report published earlier this year,
that JUUL’s marketing strategy from the company’s 2015 debut to 2018 was “patently youth
oriented.™ If the Stanford researchers are correct, then JUUL intentionally sought to profit at the
expense of the health of American children.

To assist the Subcommitiee, I request that you produce, by June 21, 2019, the following
documents and information for the period of January 1, 2013 to the present:

1. All documents, including memoranda and communications, referring or relating
to:

a. the impact of JUUL’s marketing strategy on individuals under the age of
18 (minors);

b. JUUL’s earliest indication that minors comprised a substantial share of its
social media followers;
c. JUUL’s research and/or reference to past tobacco advertising, including

but not limited to its use of the University of California, San Francisco’s
Truth Tobacco Industry Documents Library;

d. the involvement of behavioral science in your digital advertising,
including identifying all behavioral scientists involved,
e. JUUL’s actions and or strategy to publicly associate and/or equate and/or

compare nicotine and caffeine;
f. JUUL’s Vaporized campaign and the use of the hashtag #vaporized; and
g. deleted social media content and any audience analytics 1nformat10n
related to the social media content;

2019) (online at www.fda.gov/tobacco-products/youth-and-tobacco/2018-nyts-data-startling-rise-youth-e-cigarette-
use).

$1d

? Vaping Sent This Teenager Into Rehab. His Parents Blame Juul's Heavy Nicotine Dose, NBC News (Jan.
8, 2019) (online at www.nbcnews.com/health/health-news/vaping-sent-teenager-rehab-his-parents-blame-JUUL-s-
heavy-n956356).

8 Jwd: The Rise of a 338bn E-cigarette Phenomenon, BBC News (Jan. 6, 2019) (online at
www.bbe.com/news/business-46654063).

® Robert K Jackler, et al., JUUL Advertising Over its First Three Years on the Market (Jan, 31, 2019)
(onliine at http:/tobacco.stanford.edu/tobacco_main/publications/JUUL_Marketing_Stanford.pdf).




www.bbc.com/news/business-46654063

www.fda.gov/tobacco-products/youth-and-tobacco/2018-nyts-data-startling-rise-youth-e-cigarette



Mr, Kevin Burns

Page 3

A list identifying:

a. all of JUUL’s advertising buys, including the dates the advertisements
were active; _

b. every celebrity, influencer, and marketing agency that was engaged by
JUUL, as well as the dates of the engagement and the amounts spent by
JUUL; and '

C. every celebrity, influencer, and marketing agency JUUL solicited to

promote its products that did not engage;

All documents, including memoranda and communications, referring or relating
to the impact on minors and/or new nicotine users of your product’s physical
design, ease of use, and/or ease of concealment, including but not limited to all
focus groups (whether or not specific to minors or new nicotine users);

All documents, including memoranda and communications, referring or relating
to JUUL’s process for:

a. identifying and blocking Twitter folowers who are minors, including
identifying the individuals and/or third-party vendors responsible for
doing so, and the number of accounts blocked; and

b. identifying and removing minors from JUUL’s email lists;

State how many individuals on JUUL’s email lists do not currently have their
ages verified;

A list of all clinical trials in the United States relating to whether JUUL helps
smokers quit smoking combustible cigarettes, including all documents reflecting
the findings of those trials;

All documents, including memoranda and communications, referring or relating
to:

a. existing combustible cigarette smokers’ preference/desire for a “throat hit”
in a product; and
b. people who use JUUL in addition to smoking combustible cigarettes;

All documents, including memoranda and communications, referring or relating
to a link between JUUL and any negative health effects, including but not limited
to seizures, respiratory issues, impaired attention, impaired memory, depression,
anxiety, and effects on the brain development of minors;

All documents, including memoranda and communications, referring or relating
to:
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10.

1.

12.

a. JUUL’s decisions to label its product 5% strength and to use a
measurement by weight instead of by volume;

b. how and why JUUL decided to market products in the United States at the
5% nicotine level in the United States rather than other, lower nicotine

levels;

c. research and studies regarding the link between JUUL’s nicotine
formulation and Cmax and/or Tmax measurements; and

d. JUUL’s cigarette equivalency statements and disclosures, including

whether JUUL considered how much of the nicotine in a combustible
cigarette stays in a cigarette after smoking to make its equivalency
determination;

All documents, including memoranda and communications, referring or relating
to consumer complaints, anecdotal evidence, and/or stakeholder input regarding;

a. health issues alleged to have been caused by JUUL;
addiction in minors alleged to have been caused by JUUL; and

c. minor and/or new user confusion and/or misunderstanding about the
amount of nicotine contained in your product;

All documents, including memoranda and communications, referring or relating
to presentations and/or sales and marketing analysis JUUL presented to, or
prepared for, potential JUUL investors referring or relating to the product’s use in
smoking cessation, use in current smokers and non-smokers, and minor use,
including but not limited to presentations to Altria, Japan Tobacco International,
Tiger Capital, Fidelity Investments, British American Tobacco, Tao Capital,
Capital Group, Goldman Sachs, Perella Wemberg Partners, Sivia Capital, and
Sand Hill Angels, LLC;

A list, with a separate entry for each JUUL pod flavor, at each nicotine level,
indicating:

a. the date each JUUL pod flavor was placed on the market, in each nicotine
level;
b. how each JUUL pod flavor was placed on the market, including where it

was available online and the location of physical retail locations at which
it was available;

c. the yearly online sales revenue for each JUUL pod flavor, at each nicotine
level, for each year on the market; and
d. the yearly retail sales revenue for each JUUL pod flavor, at each nicotine

level, for each year on the market;
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13.  All documents, including memoranda and communications, that JUUL’s
Enterprise Markets Team provides and/or has provided to health insurers,
employers, and/or health care providers;

14, All documents, including memoranda and communications, reflecting:

a. JUUL’s initial research, conducted before the product went to market, on
smokers and on non-smokers; and

b. research and/or studies reflecting that JUUL is more addictive than
combustible cigarettes;

15.  All forms of agreements, including non-disclosure agreements, that employees
signed as a condition of receiving their bonuses from the $2 billion Altria special
dividend;

16.  All documents, including memoranda and communications, referring or relating
to proposals, plans, and/or intended partnerships or collaborations between JUUL
and any cannabis-related companies, including but not limited to Cronos Group;

17.  All documents and presentation materials used by JUUL’s Government Affairs
Office in correspondence with federal and state regulators including, but not
limited to, health claims, addictive properties, and effectiveness as a smoking
cessation device; and

18.  All documents that JUUL has produced to the Massachusetts Attorney General’s
Office, the North Carolina Attorney General’s Office, and the Food and Drug
Administration.

The Committee on Oversight and Reform is the principal oversight committee of the
House of Representatives and has broad authority to investigate “any matter” at “any time” under
House Rule X. An attachment to this letter provides additional instructions for responding to the
Committee’s request. If you have any questions regarding this request, please contact
Subcommittee staff at (202) 225-5051.

Sincerely,

Raja Krishnamoorthi

Chairman
Subcommittee on Economic and Consumer Policy
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Enclosure

cc:  The Honorable Michael Cloud, Ranking Member






Responding to Committee Document Requests

In complying with this request, produce all responsive documents that are in your
possession, custody, or control, whether held by you or your past or present agents,
employees, and representatives acting on your behalf. Produce all documents that you
have a legal right to obtain, that you have a right to copy, or to which you have access, as
well as documents that you have placed in the temporary possession, custody, or control
of any third party.

Requested documents, and all documents reasonably related to the requested documents,
should not be destroyed, altered, removed, transferred, or otherwise made inaccessible to
the Committees.

In the event that any entity, organization, or individual denoted in this request is or has
been known by any name other than that herein denoted, the request shall be read also to
include that alternative identification.

The Committees’ preference is to receive documents in electronic form (i.e., CD,
memory stick, thumb drive, or secure file transfer) in lieu of paper productions.

Documents produced in electronic format should be organized, identified, and indexed
electronically.

Electronic document productions should be prepared according to the following
standards:

a. The production should consist of single page Tagged Image File (“TIF”), files
accompanied by a Concordance-format load file, an Opticon reference file, and a
file defining the fields and character lengths of the load file.

b. Document numbers in the load file should match document Bates numbers and
TIF file names.

C. If the production is completed through a series of multiple partial productions,
field names and file order in all load files should match.

d. All electronic documents produced to the Committees should include the
following fields of metadata specific to each document, and no modifications
should be made to the original metadata:

BEGDOC, ENDDOC, TEXT, BEGATTACH, ENDATTACH, PAGECOUNT,
CUSTODIAN, RECORDTYPE, DATE, TIME, SENTDATE, SENTTIME,
BEGINDATE, BEGINTIME, ENDDATE, ENDTIME, AUTHOR, FROM, CC,
TO, BCC, SUBJECT, TITLE, FILENAME, FILEEXT, FILESIZE,
DATECREATED, TIMECREATED, DATELASTMOD, TIMELASTMOD,





10.

11.

12.

13.

14.

15.

16.

17.

INTMSGID, INTMSGHEADER, NATIVELINK, INTFILPATH, EXCEPTION,
BEGATTACH.

Documents produced to the Committees should include an index describing the contents
of the production. To the extent more than one CD, hard drive, memory stick, thumb
drive, zip file, box, or folder is produced, each should contain an index describing its
contents.

Documents produced in response to this request shall be produced together with copies of
file labels, dividers, or identifying markers with which they were associated when the
request was served.

When you produce documents, you should identify the paragraph(s) or request(s) in the
Committees’ letter to which the documents respond.

The fact that any other person or entity also possesses non-identical or identical copies of
the same documents shall not be a basis to withhold any information.

The pendency of or potential for litigation shall not be a basis to withhold any
information.

In accordance with 5 U.S.C.8 552(d), the Freedom of Information Act (FOIA) and any
statutory exemptions to FOIA shall not be a basis for withholding any information.

Pursuant to 5 U.S.C. § 552a(b)(9), the Privacy Act shall not be a basis for withholding
information.

If compliance with the request cannot be made in full by the specified return date,
compliance shall be made to the extent possible by that date. An explanation of why full
compliance is not possible shall be provided along with any partial production.

In the event that a document is withheld on the basis of privilege, provide a privilege log
containing the following information concerning any such document: (a) every privilege
asserted; (b) the type of document; (c) the general subject matter; (d) the date, author,
addressee, and any other recipient(s); (e) the relationship of the author and addressee to
each other; and (f) the basis for the privilege(s) asserted.

If any document responsive to this request was, but no longer is, in your possession,
custody, or control, identify the document (by date, author, subject, and recipients), and
explain the circumstances under which the document ceased to be in your possession,
custody, or control.

If a date or other descriptive detail set forth in this request referring to a document is
inaccurate, but the actual date or other descriptive detail is known to you or is otherwise
apparent from the context of the request, produce all documents that would be responsive
as if the date or other descriptive detail were correct.





18.

19.

20.

21.

This request is continuing in nature and applies to any newly-discovered information.
Any record, document, compilation of data, or information not produced because it has
not been located or discovered by the return date shall be produced immediately upon
subsequent location or discovery.

All documents shall be Bates-stamped sequentially and produced sequentially.

Two sets of each production shall be delivered, one set to the Majority Staff and one set
to the Minority Staff. When documents are produced to the Committee on Oversight and
Reform, production sets shall be delivered to the Majority Staff in Room 2157 of the
Rayburn House Office Building and the Minority Staff in Room 2105 of the Rayburn
House Office Building. When documents are produced to the Committee on Financial
Services, production sets shall be delivered to the Majority Staff in Room 2129 of the
Rayburn House Office Building and the Minority Staff in Room 4340 of the O’Neill
House Office Building. When documents are produced to the Permanent Select
Committee on Intelligence, production sets shall be delivered to Majority and Minority
Staff in Room HVC-304 of the Capital Visitor Center.

Upon completion of the production, submit a written certification, signed by you or your
counsel, stating that: (1) a diligent search has been completed of all documents in your
possession, custody, or control that reasonably could contain responsive documents; and
(2) all documents located during the search that are responsive have been produced to the
Committee.

Definitions

The term “document” means any written, recorded, or graphic matter of any nature
whatsoever, regardless of how recorded, and whether original or copy, including, but not
limited to, the following: memoranda, reports, expense reports, books, manuals,
instructions, financial reports, data, working papers, records, notes, letters, notices,
confirmations, telegrams, receipts, appraisals, pamphlets, magazines, newspapers,
prospectuses, communications, electronic mail (email), contracts, cables, notations of any
type of conversation, telephone call, meeting or other inter-office or intra-office
communication, bulletins, printed matter, computer printouts, teletypes, invoices,
transcripts, diaries, analyses, returns, summaries, minutes, bills, accounts, estimates,
projections, comparisons, messages, correspondence, press releases, circulars, financial
statements, reviews, opinions, offers, studies and investigations, questionnaires and
surveys, and work sheets (and all drafts, preliminary versions, alterations, modifications,
revisions, changes, and amendments of any of the foregoing, as well as any attachments
or appendices thereto), and graphic or oral records or representations of any kind
(including without limitation, photographs, charts, graphs, microfiche, microfilm,
videotape, recordings and motion pictures), and electronic, mechanical, and electric
records or representations of any kind (including, without limitation, tapes, cassettes,
disks, and recordings) and other written, printed, typed, or other graphic or recorded
matter of any kind or nature, however produced or reproduced, and whether preserved in
writing, film, tape, disk, videotape, or otherwise. A document bearing any notation not a





part of the original text is to be considered a separate document. A draft or non-identical
copy is a separate document within the meaning of this term.

The term “communication” means each manner or means of disclosure or exchange of
information, regardless of means utilized, whether oral, electronic, by document or
otherwise, and whether in a meeting, by telephone, facsimile, mail, releases, electronic
message including email (desktop or mobile device), text message, instant message,
MMS or SMS message, message application, or otherwise.

The terms “and” and *“or” shall be construed broadly and either conjunctively or
disjunctively to bring within the scope of this request any information that might
otherwise be construed to be outside its scope. The singular includes plural number, and
vice versa. The masculine includes the feminine and neutral genders.

The term “including” shall be construed broadly to mean “including, but not limited to.”

The term “Company” means the named legal entity as well as any units, firms,
partnerships, associations, corporations, limited liability companies, trusts, subsidiaries,
affiliates, divisions, departments, branches, joint ventures, proprietorships, syndicates, or
other legal, business or government entities over which the named legal entity exercises
control or in which the named entity has any ownership whatsoever.

The term “identify,” when used in a question about individuals, means to provide the
following information: (a) the individual’s complete name and title; (b) the
individual’s business or personal address and phone number; and (c) any and all
known aliases.

The term “related to” or “referring or relating to,” with respect to any given subject,
means anything that constitutes, contains, embodies, reflects, identifies, states, refers to,
deals with, or is pertinent to that subject in any manner whatsoever.

The term “employee” means any past or present agent, borrowed employee, casual
employee, consultant, contractor, de facto employee, detailee, fellow, independent
contractor, intern, joint adventurer, loaned employee, officer, part-time employee,
permanent employee, provisional employee, special government employee,
subcontractor, or any other type of service provider.

The term “individual” means all natural persons and all persons or entities acting on
their behalf.
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Mnited States Denate

WASHINGTON, DC 20510

April 8, 2019

Kevin Burns

Chief Executive Officer

JUUL Labs, Inc.

560 20" Street

San Francisco, California 94107

Dear Mr. Burns:

Nearly one year ago, many of us wrote to you urging that your company immediately
take action to reduce youth use of the dangerous and addictive JUUL vaping device. One year
later, JUUL is more popular than ever with children and your company has decided to team up
with Big Tobacco giant Altria—the maker of Marlboro cigarettes, the most popular cigarette
among children in the United States—in a partnership that the American Heart Association has
called *a match made in tobacco heaven.” The corporate marriage between two companies that
have been the most prolific at marketing highly addictive nicotine products to children is
alarming from a public health standpoint and demonstrates, yet again, that JUUL is more
interested in padding its profit margins than protecting our nation’s children. We write today
seeking more information regarding JUUL’s tactics to hook children on nicotine and to
understand what your merger with Altria means for the public health.

Over the past year, the U.S. Surgeon General and the Food and Drug Administration
(FDA) Commissioner have called youth use of e-cigarettes a “public health epidemic.”
According to the National Youth Tobacco Survey (NYTS), 20.8 percent of high-school students
and 4.9 percent of middle-school students—more than 3.6 million children—currently use e-
cigarettes. Over the past year alone, e-cigarette use among children increased by an alarming 78

percent in high-school students and 48 percent in middle-school students. And. according to the
Centers for Disease Control and Prevention (CDC), JUUL is driving this epidemic.

In fact, CDC Director Robert Redfield recently stated, “The popularity of JUUL among
kids threatens our progress in reducing youth e-cigarette use.” The ever-increasing popularity of
JUUL is clearly evident from your sales data—with JUUL sales increasing 641 percent between
2016 and 2017, from 2.2 million devices sold to 16.2 million devices sold. According to recent
data from Wells Fargo, JUUL owns three-quarters of the e-cigarette market. While this may be
good news for your investors, it is bad news for our children. It is no wonder that Altria
identified JUUL as a perfect business partner with which to establish a lifelong customer base.

JUUL’s decision to team up with Altria, the parent company of Philip Morris USA, is
also bad news for children considering that Altria has a long and sordid history of spending
billions to entice children to smoke through targeted campaigns that intentionally lied about the
science and health effects from cigarettes. And their efforts have clearly paid off. According to






the CDC, Altria’s Marlboro cigarette continues to be the most populat cigarette brand among
children in the United States, with 48.8 percent of high school smokers preferring Marlboro
cigarettes, Further, the proportion of high schoel smokers who smoked Marlboro cigarettes
increased dramaticall'} betWee'n 20 12 and' 201 6, by a whopping 27 percent. While JU UL has
bllllon from Altiia—a tobacco glant WLth Such a dlsturbmg record of deceptwe marketmg to
hook children onto cigarettes—JUUL has lost: what little remaining credibility the company. had
when it claimed to care about the public health.

Given the fact that our public health agencies have identitied JUTUL as being lar gely
responsible for fueling the e-cigarette epidemic among. youth—and given the immense secrecy
shrouding JUUL’s business practices—we request docutnents.and responses to the following
questions, in writing, by April 25, 2019. '

1. FDA Commissioner Gottlieb has said that approximately two-thirds of JUUL users are
“new users$ of nicotine™-—meaning, on an overwhelming basis, your products are not
being used by adult smokers as a smoking cessation device. Has JUUL ever conducted a
clinical trial in the United States proving that its products actually help smokers quit? If
0, please provide that study. 1f not, why not?

2. The 2016 NYTS found that 78.2 percenit of mi ddle- and high-scheol students—20.5
million youth——had been exposed to e-cigarette-advertisements from at least one source.

a. Please provide a complete list of all of JUUL’s advertising buys—..includi"ng radio;
TV, print, and social media.

b. What steps has JUUL taken to ensure that these advertisements. are not seen or,
heatd by people-under the age of 217

¢. Altria, and other Big Tobacco companies, are prohibited from airing TV and radio
advertisements tor cigarettes and—under the Master Settlement Agreement—
cannot run advertisements for cigarettes-in publications with a substantial youth
readership. Going forward, will JUUL commit to not airing any TV, radio, print,
or.social media e-cigarette advertisements that could be viewed by people under
the age 0f21?

3. According to the CDC, nearly. 7 in 10 youths—17.7 million children—were exposed to e-
cigarette advertising in retail stores in 2016, Will JUUL commit to not advertising in
convenience stores and other retail stores, where advertisements can be wideély viewed by
children?

4. Has JUUL paid any “social média influeticers™ to promote its products? If $0, please
provide a complete list.of influencers who have been paid by JUUL to promote its
products. Has JUUL identified its connection with these influencers, in accordance with
Federal Trade Commission (FTC) rules?






5. Please list all new contracting, purchasing order, and other financial arrangements with
retailers, wholesalers, and distributors for JUUL products since the December 19, 2018,
Alfria announcement.

6. Please provide:a copy of JUUL s response to the FDA"s:904(b) jetter on April 24, 2018,

In response to FDA”s September 12, 2018, letter requesting a plan to address.the

epidemic of youth é-cigarette use, JUUL announced on November 13, 2018, that 1t will,
among:otheér actions: shut down its Facebook and Instagram accounts; stop acceptmg
retail orders for Mango, Fruit, Creme, and Cucumber JUULpods in specialty vape shops
and convenience stores; and enhance its online sales age-verification process and
techiiology. In its own response, Altria-committed to, among other policies and actions,
discentinuing sales of its flavored e-cigarette products.

a.

Following the December 19, 2018, Altria merger announcement, please list-any
and all changes to JUUL’s November 13, 2018, commitments and action plai.

JUUL indicated that, in the future, it would “re-start accepting orders™ for
flavored JUULpods from stores that ‘comply with the criteria of our new 21+
Restricted Distribution Program.”

i. Which retail outlets would be eligible for participation in this new
program and when would they be able to sell flavored JUULpods?

il. ‘What criteria. will JUUL use to determine the adequacy of age-verification
technology implemented by retail outlets? Will JUUL use an independent
third party to verify the adequacy of retail store actions? Will JUUL notify
and/or work with the FDA to ensure the adequacy of this system?

iii. What is the expected timeline for retail outlets to become-compliant in
such system?

Ostensibly to prevent bulk Shlpmcms and youth access, JUUL announced it would
limit online customers to two devices and fifteen JUUL pod packages per month,
and no more than ten devices per year.

1. Wil JUUL nbti-fy and/or work with the FDA to ensure the adequacy of
this system?

ii. How-did JUUL determine it would limit online purchases to 15 JUUL
pods per month? Please provide pattern of use documentation to explain.

ili.. For products sold online, will JUUL require independent, third-party age
and identity verification that compares customer information against third-
party data sources, such as public records?





8.

10.

1.

Did JUUL, or any of its employees or contractors, discuss with Altria, or any of its
cmployucs or contractors, either company’s response to the FDA's September 12, 2018,
inquiry on plans to address youth e-cigareite use?

Please provide a breakdown of sales—broken down by retail and online—between all of”
JUUL’s flavored products—including year-over-year sales; aggregate sales, and

percentage sales between flavored JUULpods.

Has JUUL collected information on the appeal of its ﬂa\fo‘red_-pmdm:ts among youth?
Please provide information on youth use of'each:of JUUL’s tlavored products.

As you know, under the Tobacco Coentrol Act, no new tobacco product can be legally
marketed unless FDDA has granted an order permitting such marketing. The FDA’s 2016
deeimingrule extended this authority to e-cigarettes and set an effective date of August 8,
2016—meaning a product that was not on the market as of that date may not be. sold
without an FDA marketing order.

a, Has FDA issued a pre-market order to any JUUL product?

b, When the FDA’s Tobaceo Product Listing database was accessed on August 27,
2018, there were 278 total JUUL produets listed, ineluding 57 distinet flavors in
three distinct nicotine levels (0.5%, 3%, 5%) and-categorized as both e-liquids
and ENDS cartridges (5% 2.8mL/pk). These flavors included: Apple Cinnamon,
Apple Cran, Apple Tart, Arctic Lime, Banana Creme, Berry, Berry Tart, Black
Flag Risen Enriched, Bluebeiry Citrus, Bowden’s Mate, Chamomile Tea;
Chestnut Croissant, Chocolate: Mint, Cinnamon Beignet, Cinnamen Spice,
Cinnamon Tart, Citrus Medley, Coco Mint, Coconut.Beurben, Elderflower Fizz,
Ginget Peach, Grapevine, Guava Lychee, Kiwi, Leman Tart, Lemon Tea,
Mimosa, Old Fashioned, Pear Tart, Spicy Watermelon, Strawberry, Strawberry
Limoncello, Strawberry Rhubarb, Thai Tea, Tropical Melon; and Watermelon
Limon.

i, When did JUUL submit these 57 distinct flavors to FDA for registration
and listing?

ii. On what date did each of these 57 distinct flavors:and three nicotine levels
first appear on the market? Specifically, for each flavor and nicotine level
‘combination, when did the first retai] purchase order and online
transaction occur?

iii. Please provide the first date that free samples were disiributed, if
applicable, for edach of the 57 flavors and three nicoetine levels.

¢. When the FDA’s Tobacco Product List‘in_g database was accessed on January 16,
2019, there were only 52 total products listed.






i. When did JUUL de-register the previously listed products from the FDA
database?

ii. When and why were the previously listed products removed from the-
maiket?

d. Among the 52 products described in (10)((:) are five.e- I'iquid tlavors—~Classic’
Menthol, Cool Cucumber, Fruit Medley, Mango, and Mint, in 0.5 salt”
concentrations. Additionally, there are “JUUL Compatible Private Blend Refill
Kits™ in multiple nicotine concenttations atid sizes (0.0%, 1.7%. 3%, 5% and both
2.8mL/pk and 4mL/pk).

i. When did JUUL submit each of these distinct products.to FDA for
registration and listing?

ii. On what date did each of these products first appear on the market?
Specifically, when did the first retail purchase order and online transaction
occur for each of these distinet products?

iii. Please provide the first date that free samples were distributed, if
applicable, for each of these distinct products.

e. OnlJuly 12, 2018, JUUL Labs announced that it would offer:3% nicotine pods in
Mint and Vn‘gmla Tobacco-flavor, noting these 3%% nicotine pods would be
available in “limited quantity” in August 2018 and “widely available™ in October
2018. In March 2019, JUUL announced that it was making its Mango, Fruit,
Créme, and ‘Cucumber pods available in 3% stiength as well. The announcements
appear to-indicate new products entering the market without pre-market orders.
from the FDA. |

i, On what date did each ot these 3% nicotine pods first appear on the
market?

{i. Specifically, when did: the first retail purchase order and online transaction
occur tor each of these products?

12. According to a recent. repcnt JUUL has an “enterprise markets team™ that is working to
strike-deals w1th health insurers, employers, health care providers, and the public sector
to make JUUL available to employees and beneficiaries who want to stop smoking
eigareties.

a. What.data and other information does JUUL comimuhicate to health insurers.
employers, ‘health care providers, and the public sector about whether JUUL is
effective at helping adult smokers stop smoking cigareties?






b. Does JUUL clearly indicate that its products have not been found to be safe and
effective by the FDA for the purpose of smoking cessation?

c. Please provide copies of materials that JUUL provides to health insurers,
employers, health care providers, and the public sector.

d. Please provide all documents and other information reflecting communications
with the FDA about whether any JUUL advertisements or proposed
advertisements—or other actual or proposed promotional materials—make claims
that JUUL helps smokers quit smoking (smoking cessation claims) or claims that
JUUL is less hazardous than other tobacco products (modified risk claims).

13. On February 4, 2019, a coalition of 16 conservative-leaning and anti-regulation
organizations wrote to President Trump. urging the White House to intervene with the
FDA’s public health oversight and “pump the brakes on its new regulatory efforts™
regarding tobacco products, including e-cigarettes. It has been reported by The New York
Times that JUUL has made financial contributions to signatories of this letter—including
Americans for Tax Reform, the R Street Institute, and the American Legislative
Exchange Council Action. Please confirm the amounts and dates of JUUL’s contributions
to these organizations, as well as the amounts and dates of JUUL’s contributions to any
other organizations that signed the February 4, 2019, letter.

Thank you for your immediate attention to this matter. While you and your investors may be
perfectly content with hooking an entire new generation of children on your tobacco products in
order to increase your profit margins, we will not rest until your dangerous products are out of
the hands of our nation’s children.

prt® Sincerely,
b& : | g, M
Richard J. Durbin Patty Murray
United States Senator United States Senator

P ng&‘/ Mﬁd ﬂow’l

Ron Wyden Sherrod Brown
United States Senator United States Senator





Richard Blumenthal J Reed

United States Senator 1ted States Senator

Ellzabe Warren Tom Udall

Umtt,d ates Senator United States Senator

Pdward J. Mark Jeffrey A. Merkley

United States Senator United States Senator
—

o e,

Chris Van Hollen
United States Senator






