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FED. R. ApPP. P. 26.1 DISCLOSURE STATEMENT
No. 22-1123

JUUL LABS, INC. v. FDA

The undersigned counsel of record certifies that the following Amici
Curiae are either non-profit, non-stock corporations or unincorporated
associations which do not have a parent corporation and that thus no
publicly held corporation owns 10 percent or more of their stock:

American Vaping Association, Inc.

American Vapor Manufacturers Association, Inc.
Arizona Smoke Free Business Alliance, Inc.
Breathe Easy Alliance of Alabama, Inc.

Connecticut Chapter of the Smoke Free Alternatives Trade
Association

Consumer Advocates for Smoke-Free Alternatives
Association, Inc.

Florida Smoke Free Association, Inc.

Georgia Smoke Free Association, Inc.

Hawaii Chapter of Smoke Free Alternatives Trade Association

Kansas Smoke Free Association

Kentucky Vaping Retailers Association, Inc.
d/b/a Kentucky Smoke Free Association

Indiana Smoke Free Alliance, Inc.

Iowans for Alternatives to Smoke and Tobacco, Inc.

Iowa Vape Association, Inc.

Louisiana Vaping Association, Inc.

Maryland Vapor Alliance

Michigan Vape Shop Owners, Inc.

Midwest Vape Coalition, Inc.

Minnesota Smoke Free Alliance

Missouri Smoke Free, Inc.

Montana Smoke Free Association, Inc.

-
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Nebraska Vape Vendors Association, Inc.
Nevada Vaping Association, Inc.

New Mexico Some Free Alliance, Inc.

New York State Vapor Association, Inc.
North Carolina Vaping Council, Inc.

Ohio Vapor Trade Association, Inc.

Rocky Mountain Smoke Free Association, Inc.

Rhode Island Chapter of Smoke Free Alternatives Trade
Association

Smoke Free Alternatives Coalition of Illinois, Inc.
Smoke-Free Alternatives Trade Association, Inc.

South Carolina Vapor Association, Inc.

Texas Chapter of Smoke Free Alternatives Trade Association
Tennessee Smoke Free Association, Inc.

Virginia Smoke Free Association, Inc.

Washington Smoke Free Association, Inc.

West Virginia Smoke Free Association, Inc.

United Vapers Alliance, Inc.

Dated: June 30, 2022

/s/ J. Gregory Troutman
J. GREGORY TROUTMAN
Attorney for Amici Curiae
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INTEREST OF THE AMICI CURIAE

The Amici Curiael are 38 non-profit federal and state Electronic
Nicotine Delivery System (vaping) product advocacy associations.? Their
common mission is to: advocate for a reasonably regulated marketplace;
promote a positive industry image; and educate policymakers and the
public. The regulatory tact which the United States Food and Drug
Administration (FDA) takes in regulating vaping products is of critical
importance to the Amici associations and their members’ business
interests. Amici seek to educate the Court about the vaping industry and

share their observations about FDA’s regulatory process.

INTRODUCTION

Smoking is one thing common among all population demographics. So
too are the many negative related health consequences of smoking.

Tobacco-related illnesses are expected to kill a billion people worldwide

1 Pursuant to FED. R. App. P. 29(a)(2), counsel for Amici states that
Petitioner and Respondent have articulated their consent to the filing of this
brief. Pursuant to FED. R. App. P. 29(a)(4)(E), no party nor their counsel
authored this brief in whole or part and neither made a monetary
contribution toward its preparation.

2 The names of Amici Curiae are listed as Appendix A. See A-1.
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this century;3 approximately 480,000 Americans annually.4 A 2021 study
concluded, however, the daily use of vaping products by smokers with no
plans to quit correlated with subsequent plans to do so.5 A recent study
crystalized this correlation [substituting vaping will avoid 1.8 million
American deaths, saving 38.9 million life-years by 2060].6

The fact that millions of smokers are now former smokers due to
vaping products illustrates the ultimate irony of Petitioner having to seek
relief. To such point, FDA’s former Commissioner Scott Gottlieb publicly
admitted that:

“[1]f you could take every adult smoker and fully

switch them to [vaping products], that would have a
substantial public health impact.””

3 Cropley, E., Smoking could kill 1 billion this century: WHO, Reuters,
Jul. 2, 2007.

4 Centers for Disease Control and Prevention, Tobacco-Related Mortality.

5 Kasza K.A., et. al., E-cigarette use and change in plans to quit cigarette
smoking among adult smokers in the United States: Longitudinal findings
from the PATH Study 2014-2019. ADDICT. BEHAV., Sept. 22, 2021.

6 Levy, et al., Public Health Implications of Vaping in the USA: the
Smoking and Vaping Simulation Model, POPUL. HEALTH METRICS, Apr. 17,
2021.

7 C-SpPAN, FDA Commissioner on E-Cigarettes and Public Health
Concerns, at 10:25, Sept. 25, 2018.

https://www.c-span.org/video/?452001-1/fda-commissioner-scott-gottlieb-
discusses-cigarettes-public-health-concerns



https://www.c-span.org/video/?452001-1/fda-commissioner-scott-gottlieb-discusses-cigarettes-public-health-concerns
https://www.c-span.org/video/?452001-1/fda-commissioner-scott-gottlieb-discusses-cigarettes-public-health-concerns
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Mitch Zeller, the recently-departed Director of the agency’s Center for
Tobacco Products, agreed in Congressional testimony that it:
“would be good for public health” if adult smokers
“completely switch all of their cigarettes for one of
those non-combustible products.”s
FDA regrettably threw these admissions out the window when
adjudicating Petitioner’s marketing application. Amici believe the Court
should stay FDA’s efforts to impair the market for Petitioners’ products

pending the adjudication of its stay motion.

ARGUMENT
I. Background History of Regulating Vaping Products.

Understanding the history of the federal regulation of vaping
products contextualizes the issues herein.
A. Initial Regulation of Vaping Products.
Vaping products found their way to the United States from Asia in

2007. FDA responded by adding several foreign vaping products® to

8 FDA, Statement of Mitchell Zeller, “Progress and Challenges: The State
of Tobacco Use and Regulation in the U.S.” at 1:59:00, May 14, 2014.
https://www.help.senate.gov/hearings/progress-and-challenges-the-state-
of-tobacco-use-and-regulation-in-the-us

9 Import Alert 66-41, Detention Without Physical Examination of
Unapproved New Drugs Promoted in the U.S., Mar. 30, 2009 and Apr. 6,
2009.


https://www.help.senate.gov/hearings/progress-and-challenges-the-state-of-tobacco-use-and-regulation-in-the-us
https://www.help.senate.gov/hearings/progress-and-challenges-the-state-of-tobacco-use-and-regulation-in-the-us
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Import Alert 66-41 in early 2009. This directed U.S. Customs and Border
Protection to reject the listed products from entering the United States
as unapproved drug delivery devices.

In April 2009, an aggrieved distributor sued to enjoin such embargo;
arguing that vaping products were “tobacco products” over which FDA
then lacked regulatory authority. The district court held that FDA lacked
authority to independently classify vaping products as a drug or
drug/device combination. See Smoking Everywhere, Inc. v. FDA, 680 F.
Supp.2d 62 (D.D.C. 2010). This Court affirmed the such determination in
December 2010. See Sottera, Inc. v. FDA, 627 F.3d 891 (D.C. Cir. 2010).

B. The Tobacco Control Act.

In June 2009, during the pendency of Sottera, Congress enacted the
Family Smoking Prevention and Tobacco Control Act of 2009 (TCA), 21
U.S.C. § 387 et seq. Therein, Congress predicated the TCA’s operative
provisions upon the definition of “tobacco products” which it termed as

being:

“any product made or derived from tobacco that is
intended for human consumption, including any
component, part, or accessory....”

21 U.S.C. 321(rr)(1). The TCA’s various provisions set forth a framework
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by which FDA was to regulate existing tobacco products and those “new”
tobacco products!® introduced after February 2007. 21 U.S.C. § 387j(a)-
(b).

The TCA requires that manufacturers of new tobacco products must
file a Premarket Tobacco Product Application (Application) to determine
if a product is “appropriate for the protection of the public health.” 21
U.S.C. § 387j(c)(2)(A). Such determination “requires a balancing” of risks
and benefits “made with respect to...the population as a whole, rather
than whether a product meets each item in a series of specific criteria.”
86 FED. REG. at 55,384, 55,386 (Oct. 5, 2021). The Fifth Circuit
charactered this time-consuming and costly process as “onerous.” Wages
& White Lion Invs., L.L.C. v. United States FDA, 16 F.4th 1130, 1134 (5
Cir. 2021).

Congress only subjected cigarettes, cigarette tobacco, roll-your-own
tobacco, and smokeless tobacco to FDA’s immediate regulation under the

TCA. See 21 U.S.C. § 387a(b). Congress granted FDA plenary authority

10 Congress chose February 2007 to coincide with the TCA’s introduction,
irrespective of the date of either its final passage or when FDA deemed
products as subject to it. The TCA considers a tobacco product to be “new”
even if on market when FDA invoked its deeming authority in 2016.
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to deem all other tobacco products as subject to the TCA. Id. The vaping
industry grew exponentially after the TCA’s passage, in part because
FDA signaled its acknowledgment that such products could help adult
smokers transition from cigarettes.!!
C. The Deeming Rule and FDA’s Implementation.

On May 10, 2016, FDA published what is colloquially known as the
“Deeming Rule.” 81 FED. REG. 28,974 (May 10, 2016). This Rule brought
vaping products under FDA’s control and subjected them to the TCA’s
requirements. Id. The Deeming Rule took effect on August 8, 2016. Id.

The Deeming Rule required that vaping product manufacturers
satisfy a series of compliance and disclosure requirements, including its
capstone marketing application requirement. The TCA established a
series of benchmark compliance deadlines which required vaping product
manufacturers to file their marketing applications by August 8, 2022.
FDA later i1ssued a series of extensions of the Deeming Rule’s compliance
deadlines. The most significant extension was FDA’s August 2017

extension of the Application deadline by 4 years to August 8, 2022. See

11 See e.g. FDA, Protecting American Families: Comprehensive Plan for
Nicotine and Tobacco (Jun. 28, 2017), https://tinyurl.com/3k42ye82.



https://tinyurl.com/3k42ye82
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82 FED. REG. 37,459 (Aug. 10, 2017). FDA took this critical regulatory
step through informal written guidance instead of notice-and-comment
rulemaking under the Administrative Procedure Act (APA), 5 U.S.C. §
500, et. seq.

Several anti-vaping organizations challenged FDA’s deadline
extensions. A district court held in Amer. Acad. of Pediatrics v. FDA, 379
F. Supp.3d 461, 494 (D. Md. 2019) that FDA’s deadline extension was
substantive and thus required adherence to the APA’s notice-and-
comment rulemaking process. The court imposed a new 10-month
Application deadline. See Amer. Acad. of Pediatrics v. FDA, 399 F.
Supp.3d 479, 487 (D. Md. 2019). The court subsequently extended such
deadline to September 8, 2020 due to the many Covid workplace
restrictions.

D. FDA’s Marketing Denials and Subsequent
Litigation.

Vaping product manufacturers, including Petitioner, submitted more
than 6,500,000 product Applications before the September 2020 deadline.

Beginning in August 2021, FDA commenced issuing a series of marketing



USCA Case #22-1123  Document #1953036 Filed: 06/30/2022  Page 16 of 42

denial orders!? to open-system product manufacturers with respect to
several million vaping products.13

More than 40 of these manufacturers filed petitions for review in
numerous federal circuits, including this circuit. Courts have issued
stays pending review in a number of cases.!* To date, oral arguments
have occurred in 4 circuits (Fifth, Seventh, Eleventh and this Circuit).
Briefing is complete and arguments are anticipated to occur before the
end of 2021 in the Second, Third, Fourth and Ninth circuits. FDA has
also rescinded its marketing denial orders with respect to several product
manufacturers in order to conduct further review of their Applications

and issued an administrative stay with respect to another.

12 FDA’s website links to a marketing denial orders listing.
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/tobacco-products-marketing-orders#Marketing%20Denial

13 Open-system vaping devices rely on: (1) high powered and
rechargeable lithium batteries (replaceable or self-contained in the device);
(2) computer circuitry which allows the regulation of the device’s thermal
and wattage parameters; and (3) interchangeable and refillable E-Liquid
tanks. Closed-system vaping devices, like Petitioner’s, are smaller self-
contained units which utilize a disposable pre-filled cartridge.

14 See White Lion, supra.; Gripum, LLC. vs. FDA, No. 21-2840 (7th Cir.
11/4/21); and Bidi Vapor, et. al. vs. FDA, No. 21-13340 (11th Cir. 2/1/22).


https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-product/tobacco-products-marketing-orders#Marketing%20Denial
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-product/tobacco-products-marketing-orders#Marketing%20Denial
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II. A Stay Pending Review is Warranted Given the Undue
Political Pressure Employved Upon FDA Which Must
Ultimately Nullify its Action.

The Court likely wonders why advocates for open-system vaping
products would step up to support the industry’s most widely-maligned
manufacturer—one which operates in a larger market segment. The
answer 1s simple. Amici realize there is little hope for any open-system
manufacturer to obtain market approval from FDA if Petitioner, with all
1ts vast resources, cannot obtain approval. Amici and Petitioner find
themselves in the same boat as they have faced a flawed FDA review
process.

Congress set a bar which requires vape product manufacturers to
show their products are “appropriate for the protection of public health.”
Such requirement looks to a product’s risks and benefits of a product as
to the population as a whole. Ultimately, Petitioner must prove that its
vaping product poses “less risk than other tobacco products.” 21 U.S.C. §
387j(b)(1). Presumably, this reference to “other tobacco products” means
cigarettes. It 1s inconceivable that Petitioner’s products could not

demonstrate less risk given the known health risks of cigarettes.
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TCA’s plain language requires that FDA evaluate the market
propriety of vaping products solely upon the contents of their respective
Applications. 21 U.S.C. §§ 387j(b), (c). This stands in stark contrast to
FDA’s prediction in its 2016 Deeming Rule fiscal analysis that the
application review process would clear the market of a significant
number of vaping products.!5 It begs the question how FDA knew this
would occur several years before receiving any Applications, let alone
reviewing them. Reality more closely reflects FDA’s 2016 prediction than
the TCA’s promises.

The Fifth Circuit’s stay opinion in White Lion, supra., highlights the
“surprise switcheroo” which FDA perpetuated in its market review of
open-system vaping products. Such process employed a simple box-
checking exercise to disqualify products based solely upon the absence
certain long-term studies. The Fifth Circuit’s characterization stemmed
from FDA’s prior representations which disclaimed the necessity of
manufacturers supporting their marketing applications with long-term

studies. It now appears that FDA has switched gears and found an

15 FDA, Final Regulatory Impact Analysis Final Regulatory Flexibility
Analysis Unfunded Mandates Reform Act Analysis, at p. 20. (May 2016).

-10-
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equally specious technical reason to disqualify the Petitioner’s vaping
products.

The existence of undue political pressure is a commonality shared
between the review process which FDA initially utilized against open-
system vaping products and the process it used against Petitioner.
Political pressure invalidates agency action “when it shapes, in whole or
in part, the judgment of the ultimate agency decisionmaker.” Aera
Energy LLC v. Salazar, 642 F.3d 212, 220 (D.C. Cir. 2011). This Court’s
test looks to whether “extraneous pressure intruded into the [agency
decisionmaker’s] calculus of consideration.” D.C. Federation of Civic
Ass’ns v. Volpe, 459 F.2d 1231, 1246 (D.C. Cir. 1971) [subcommittee chair
threatened to withholding funding for one project unless the agency
agreed to proceed with another project.].

The intrusion of political pressure here goes beyond a mere
coincidence as the timing of such pressure aligns precisely with the
timing of key FDA policy decisions vis-a-vis the review of vaping
products. FDA had yet to adjudicate any product applications by the end
of June 2021. On June 23, 2021, a House oversight subcommittee grilled

FDA’s then-acting director about why the agency had yet to adjudicate

-11-
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the then-pending vaping product applications.'® More than 6.5 million of
them were then pending.

FDA quickly responded to such political pressure by creating a simple
check-the-box scientific review process which allowed it to immediately
disqualify several million product applications simply because they
lacked the previously-disclaimed long-term studies.'” FDA took this step
although 1t had repeatedly made contrary representations to
manufacturers about the need for such studies. FDA soon issued serial
marketing denials to the manufacturers of several million open-system
vaping products. FDA ultimately used this review process to reject the
marketing applications for all open-system products adjudicated to date.

Moving forward 9 months, FDA had yet to adjudicate the marketing
applications submitted by several large market share manufacturers,
including Petitioner. On June 22, 2022, the Senate Judiciary Committee

Chairman issued a public statement which demanded either that FDA’s

16 An Epidemic Continues: Youth Vaping in America: Hearing before
Subcomm. of H. Comm. on Oversight and Reform, 117th Cong., Jun. 23,
2021.

17 FDA’s check-the-box review is discussed more thoroughly in the final
corrected merits brief filed with this Court in Prohibition Juice Co. vs. FDA,
No. 21-1201.

-12-
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commissioner resign or the agency deny market approval to all remaining
vaping products.'® The aforementioned House subcommittee Chairman
also had contemporaneous back-channel discussions with FDA’s
Commissioner regarding the unadjudicated product applications:

“So I am so heartened that the FDA, after I and

my office, actually had a long conversation with

the FDA commissioner about this, finally decided

to stop Juul from issuing these.”19
See also Appendix B; Transcript at A-5. FDA issued Petitioner a
marketing denial order almost immediately after this discussion.

Any doubt about the existence of a coincidence between the injection

of political pressure and FDA action is answered by what happened on
June 24, 2022. On such day, the aforementioned House subcommittee

chairman and a senior aide to the Senate committee chairman

participated in a virtual victory lap with members of the anti-vaping

18 U.S. Senate, Statement of Sen. Dick Durbin, Durbin Investigation
Finds More Than 750,000 Kids Have Picked Up Vaping Since FDA's Missed
Deadline To Regulate E-Cigarettes, Jun. 22, 2022.
https://www.durbin.senate.gov/newsroom/press-releases/durbin-
investigation-finds-more-than-750000-kids-have-picked-up-vaping-since-
fdas-missed-deadline-to-regulate-e-cigarettes

19 Parents Against Vaping E-Cigarettes, An Update from Congressional
Champions on FDA'’s Decision to Order JUUL Off the Market, June 24, 2022,
at 7:10.
https://www.dropbox.com/s/k2j1x97ha3ydlao/pavemp4.mp4?dIi=0

-13-
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group Parents Against Vaping E-Cigarettes.?’ The House subcommittee
chairman even boasted about his close alliance with FDA.2! These facts
put this case a step beyond Volpe, as it does not appear the subject
congressmen so blatantly and publicly celebrated his victory with the
beneficiaries of such action. The political pressure here was
metaphorically a bridge too far.

The subcommittee chairman’s declaration that FDA’s Commaissioner
1s an ally to the anti-vaping cause calls into serious question the agency’s
independence as a detached and neutral regulator. Such lack of
detachment and neutrality must ultimately impact the extent of
discretion which this Court affords FDA. It seems evident that certain
legislators believe it appropriate to manipulate FDA’s regulatory
function to advance specific policy initiatives which will be difficult to
pass through the normal legislative process. FDA is not a congressional
tinker toy. The agency did, however, appear to allow undue manipulation
and pressure from certain representatives and senators to improperly

drive its marketing decision as to the Petitioner.

20 Id.
21 Id., at 7:46; See also Appendix B at A-5.
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CONCLUSION

For the reasons set forth above, the Court should grant a stay pending

the adjudication of Petitioner’s stay motion.

Dated: June 30, 2022
Respectfully submitted,

By: _/s/ J. Gregory Troutman
J. GREGORY TROUTMAN
TROUTMAN LAW OFFICE, PLLC.
4205 Springhurst Boulevard, Suite 201
Louisville, Kentucky 40241
(502) 412-9179

jgtatty@yahoo.com
Attorney for Amici Curiae

15-



USCA Case #22-1123  Document #1953036 Filed: 06/30/2022  Page 24 of 42

CERTIFICATE OF COMPLIANCE WITH TYPE-VOLUME LIMIT,
TYPEFACE REQUIREMENTS, AND TYPE-STYLE
REQUIREMENTS

1. This document complies with the word limit of FED. R. APP. P.
27(d)(2)(A) because, excluding the parts of the document exempted by

FED. R. APP. P. 32(f) and FED. R. APP. P. 27(d)(2), this document contains
2,600 words.

2. This document complies with the typeface requirements of FED.
R. APP. P. 32(a)(5) and the type-style requirements of FED. R. APP. P.
32(a)(6) because this document has been prepared in a proportionally
spaced typeface using Microsoft Word in Century Schoolbook, size 14.

/sl J. Gregory Troutman
J. GREGORY TROUTMAN
Attorney for Amici Curiae

CERTIFICATE OF CONFERENCE

I hereby certify under FED. R. APP. P. 29(a)(2) that I contacted
counsel for the Petitioner (June 24, 2022) and the Respondent (June 27,
2022) by electronic mail seeking consent to file the subject Brief of Amici
Curiae and that counsel for Petitioner (June 24, 2022) articulated their
consent and counsel for Respondent did not respond to such request.

/s/ J. Gregory Troutman
J. GREGORY TROUTMAN

Attorney for Amici Curiae

-16-



USCA Case #22-1123  Document #1953036 Filed: 06/30/2022  Page 25 of 42

CERTIFICATE OF SERVICE

Pursuant to FED. R. APP. P. 15(c), I hereby certify that on June 30,
2022, true and correct copies of the foregoing OPPOSED CORRECTED
BRIEF OF 38 NATIONAL AND STATE ELECTRONIC NICOTINE
DELIVERY SYSTEM PRODUCT ADVOCACY ASSOCIATIONS AS
AMICI CURIAE IN SUPPORT OF PETITIONER’S MOTION FOR
STAY PENDING REVIEW was filed with the Clerk’s Office for the
United States Court of Appeals for the District of Columbia Circuit using
the CM/ECF system and was served by electronic mail upon the following
persons:

John C. O’Quinn, P.C.

Jason M. Wilcox, P.C.

Devin S. Anderson

Kirkland & Ellis, LLLP

1301 Pennsylvania Avenue, NW
Washington, DC 20004

Lindsey Powell

Alisa Beth Klein

U. S. Dept. of Justice

Civil Appellate Branch

950 Pennsylvania Avenue, NW
Washington, DC 20530

/sl J. Gregory Troutman
J. GREGORY TROUTMAN
Attorney for Amici Curiae

-17-



USCA Case #22-1123  Document #1953036 Filed: 06/30/2022  Page 26 of 42

APPENDIX A
LIST OF AMICI CURIAE

NATIONAL ENDS ADVOCACY ORGANIZATIONS

AMERICAN VAPING ASSOCIATION, INC.

AMERICAN VAPOR MANUFACTURERS ASSOCIATION, INC.

CONSUMER ADVOCATES FOR SMOKE-FREE
ALTERNATIVES ASSOCIATION, INC.

SMOKE-FREE ALTERNATIVES TRADE ASSOCIATION, INC.

UNITED VAPERS ALLIANCE, INC.

STATE ENDS ADVOCACY ORGANIZATIONS

ARIZONA SMOKE FREE BUSINESS ALLIANCE, INC.

BREATHE EASY ALLIANCE OF ALABAMA

CONNECTICUT CHAPTER OF SMOKE FREE ALTERNATIVES
TRADE ASSOCIATION

FLORIDA SMOKE FREE ASSOCIATION, INC.

GEORGIA SMOKE FREE ASSOCIATION, INC.

HAWAIT CHAPTER OF SMOKE FREE ALTERNATIVES
TRADE ASSOCIATION

KANSAS SMOKE FREE ASSOCIATION

KENTUCKY VAPING RETAILERS ASSOCIATION, INC.,
d/b/a KENTUCKY SMOKE FREE ASSOCIATION

INDIANA SMOKE FREE ALLIANCE, INC.

TOWANS FOR ALTERNATIVES TO SMOKE AND
TOBACCO, INC.

TIOWA VAPE ASSOCIATION, INC.

LOUISIANA VAPING ASSOCIATION, INC.

MARYLAND VAPOR ALLIANCE

MICHIGAN VAPE SHOP OWNERS, INC.

MIDWEST VAPE COALITION, INC.

MINNESOTA SMOKE FREE ALLIANCE
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MISSOURI SMOKE FREE, INC.

MONTANA SMOKE FREE ASSOCIATION, INC.
NEBRASKA VAPE VENDORS ASSOCIATION, INC.
NEVADA VAPING ASSOCIATION, INC.

NEW MEXICO SMOKE FREE ALLIANCE, INC.

NEW YORK STATE VAPOR ASSOCIATION, INC.
NORTH CAROLINA VAPING COUNCIL, INC.

OHIO VAPOR TRADE ASSOCIATION, INC.

ROCKY MOUNTAIN SMOKE FREE ASSOCIATION, INC.

RHODE ISLAND CHAPTER OF SMOKE FREE ALTERNATIVES
TRADE ASSOCIATION

SMOKE FREE ALTERNATIVES COALITION OF ILLINOIS, INC.
SOUTH CAROLINA VAPOR ASSOCIATION, INC.
TEXAS CHAPTER OF SMOKE FREE ALTERNATIVES
TRADE ASSOCIATION
TENNESSEE SMOKE FREE ASSOCIATION, INC.
VIRGINIA SMOKE FREE ASSOCIATION, INC.
WASHINGTON SMOKE FREE ASSOCIATION, INC.
WEST VIRGINIA SMOKE FREE ASSOCIATION, INC.
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APPENDIX B

Parents Against Vaping E-Cigarettes, An Update from Congressional
Champions on FDA’s Decision to Order JUUL Off the Market, June 24,
2022

Meredith Birkman (PAVE): [00:00:03:18] Welcome, everyone. Thank you so much
for joining us this morning on really short notice to an update from congressional
champions on FDA's decision yesterday to order JUUL off the market. Just one quick
procedural note. Unfortunately, the majority whip, Senator Dick Durbin, as we had
said, schedule permitting, he cannot join us this morning. However, he's got a very
good excuse and we will hear later on from one of his senior staffers who will explain
and will give some remarks. I'm going to toss it over to Dorian, but I just want to say
we are incredibly grateful to have with us a real champion on this topic. Dorian, would

you like to introduce and please.

Dorian Fuhrman (PAVE): [00:00:50:11] Yeah, absolutely. Well, first of all, I just
want to say, you know, it's a very heavy news day. And I know we're all thrilled about
the news yesterday that FDA denied Juul their marketing orders for all of their
products. And it was a big victory for public health organizations around the country,
and especially for our esteemed guest, the Honorable Raja Krishnamoorthi, who has
been fighting this from the beginning. He was one of the first to call Juul to task for
addicting kids at record numbers. And we testified in his hearing in the House
Oversight Subcommittee on Economic and Consumer Policy. So Congressman Raja
Krishnamoorthi represents the eighth District of Chicago, and he serves as I'm going
to read this because it's quite long, but I just want to make sure that we all know how
amazing and wonderful he is. He serves on the House Permanent Select Committee
on Intelligence, the Select Subcommittee on the Coronavirus Crisis and Committee
on Oversight and Reform, and as Chair of the Subcommittee on Economic and
Consumer Policy. As I just said, he i1s the dad of teens, which we think is very
relevant. We did meet his son when we came into Congress to testify. And, you know,
this is personal for him and he is a huge champion. So I'm going to toss it over to
Congressman Krishnamoorthi, to Chairman Krishnamoorthi, and let him introduce

all the wonderful things he's done. And we are going to be taking questions from the
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audience. So if you have any questions, please put them in the chat. We also have an
Illinois constituent on the line who definitely want to ask a personal question. And
then we're going to hear from Senator Durbin’s senior staffer. Senator Durbin was
called away on very important business, but we're going to hear all about that. So

thank you.

Meredith Birkman (PAVE): [00:02:43:07] Thank you.

Rep. Krishnamoorthi: [00:02:44:06] Hey, thank you so much. Dorian and Meredith,

can you hear me?

Dorian Fuhrman (PAVE): [00:02:49:00] Yeah.

Rep. Krishnamoorthi: [00:02:49:20] Okay, great. Great. Well, thank you so much
to both of you. And to PAVE for all the work that you've done at the grassroots and
coming to Congress and advocating for the cause of ending the scourge of youth
vaping. You know, this is something that a lot of, you know, having children and my
wife and I have three beautiful children and they're being targeted and they have
been targeted by the e-cigarette companies. And they followed those e-cigarette
companies, followed the exact same playbook that previous members of big tobacco,
such as Marlboro and others, followed, and basically hooking children to tobacco and
then basically having them addicted to nicotine for a life lifetime. And that's exactly
what's happened in the e-cigarette industry. And what we did back in 2019 is we
basically had a hearing at which both Dorian and Meredith and their children
participated and made a huge difference. People really woke up to the really insidious
marketing tactics that JUUL and other e-cigarette makers have used to basically go
into schools to try to market directly to children, market their e-cigarettes to tribes,
pay off other entities for allowing them to basically have access to young people and
also use social media very effectively. And in my in my opinion, in a very evil fashion
to basically get children to hook each other onto e-cigarettes and nicotine. And
fortunately, on a bipartisan basis, a lot of people responded to our hearings and our

investigation. And actually, the Trump administration was the first to issue what's
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called a partial flavor ban, knowing that those flavored e-cigarettes are what get

people, young people, especially hooked.

Rep. Krishnamoorthi: [00:05:03:17] And then, of course, the nicotine keeps them
coming. And we have problems. We had problems with the Trump administration's
partial flavor ban. We feel that all flavored e-cigarettes should be banned, but
nonetheless, it was a start. And then Puff Bar and others decided to fill the loopholes
that existed within the partial flavor ban. And so then we went after puff bar and for
a time period we were able to put them out of business, but then they came back in
another iteration selling synthetic nicotine. So that was what I call the e-cigarette
wars 3.0, where we're trying to battle this youth vaping epidemic. And we have
adversaries who keep coming up with new ways of going after our kids. So they came
up with synthetic nicotine. And so yet again, we had to band together and that's what
we did. Me and Chris Stuart from Utah, as well as Senator Durbin and Mitt Romney
and others, to basically say, well, look, FDA is going to regulate synthetic nicotine.
So if Puff Bar believes they can get away with unregulated synthetic nicotine, they
should think again. And so we were able to successfully put into law authority for the
FDA to finally regulate synthetic nicotine. So we won the third round of battles. And
so yesterday's victory was just terrific where, you know, essentially. I'm not making

a pronouncement or a judgment on whether adults should vape.

Rep. Krishnamoorthi: [00:06:43:17] That has never been the target of our advocacy
or our legislation or our investigations. However, because of the incredibly dangerous
level of nicotine that's in these JUUL pods, they are uniquely capable of hooking
children and getting them addicted to nicotine for a lifetime. So I am so heartened
that the FDA, after I and my office, actually had a long conversation with the FDA
commissioner about this, finally decided to stop JUUL from issuing these. This rather
murky set of marketing materials with regard to their products and issue these
marketing denial orders. And I think it's going to be a big deal in reducing teen vaping
and youth vaping, but there's still much more to do and we can talk about that. But
I'm so glad that at least we have an ally in the FDA commissioner who is willing to
look at this with the objectivity necessary to decide what needs to be done in
protecting the health of the United States. So I'm so gratified by that. One last note.
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I think that Dorian made a remark that today is a very heavy news day, and I was a
little bit delayed coming on to this zoom because of that. I just want you to know that
I'll be fighting on that front as well. But with regard to youth vaping and the youth
vaping epidemic, we had some progress yesterday. And for that, I'm very grateful and

I'm grateful for all of you and your allyship in the cause.

Dorian Fuhrman (PAVE): [00:08:40:15] Thank you so much.

Meredith Birkman (PAVE): [00:08:43:06] We're very, very grateful that we're very,
very grateful for your allyship and partnership on behalf of all of our kids and public
health. And I just want to point out that when you first you were the first, as we said
earlier, to bring JUUL before Congress. At that point, it was a $13 billion company.
I think the valuation may be closer now to 1 billion, but that is not a small thing to
bring a behemoth before Congress and hold the company accountable. And we know
that you will continue to hold the tobacco industry accountable for predatory behavior
towards our kids. So we really want to thank you on all levels, personal and in
partnership for all that you do and all that we know you will do and we hope to help
you do.

Dorian Fuhrman (PAVE): [00:09:32:11] I just wanted. Yeah. So before we go to
questions, I just wanted to send it over to Jessica Magness, who is Senator Durbin,
Senate Majority Whip Durbin's senior staffer, and who with whom we've worked on
this issue for many years. And she would like to talk about Senator Durbin's
commitment to this and also why he can't be here today. So thank you so much,

Jessica, for jumping in and representing your boss today.

Jessica Magness (Durbin Staffer): [00:10:05:24] Absolutely. Good morning,
everyone. And sorry to be calling from my car. I was not planning to go to the office
today, but the Supreme Court decision changed things up a little bit for us. And I
apologize that Senator Durbin is not on the call this morning. He very much wanted
to be. He's actually on Air Force Two with Vice President Harris going to Plainfield,
Illinois, to talk about maternal health issues, which I imagine is going to the whole

press focus will now have shifted, given the news of this morning, but otherwise he
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would absolutely want to be here. This has been an issue close to his heart for so
many years. I mean, you all know his story, but as a young teenager, he watched his
father die of lung cancer. He was a smoker and kind of ever since he decided to take
on big tobacco. And from the very beginning, it's been obvious that that JUUL and
others were just another iteration of big tobacco. And since then did team up, did
merge with big tobacco in very obvious financial ways. And I think yesterday's news
1s such a huge victory that never would have happened without pave. I cannot tell
you, after meeting Meredith and Dorian and many of our Illinois pay representatives
and hearing your stories, hearing your children's stories, having you testify, having
you expose what you went into the schools and explicitly said to students and

teachers.

Jessica Magness (Durbin Staffer): [00:11:21:21] I mean, I think those stories went
such a long way and really exposing this industry and what they were doing and how
they were preying on our kids. And now, you know, as a result, 2 million kids in this
country are hooked on e-cigarettes, kids who are probably never going to initiate
cigarette smoking to begin with. And it's really a tragedy. And FDA took way, way
too long to regulate these products. But they finally did get it right yesterday. And
we are so excited and I won't take up too much of your time. I just want to say that
right before this, I got off the call with FDA just to try to understand kind of next
steps here and what was happening. And one of the big questions we had for them
was a lot of people thought the JUUL might be rejected because of their history of
youth vaping. But it turns out that that's not why they got rejected. Their rejection
was based on toxicology concerns with their products. And so I think we're going to
learn a lot more about that in the coming days. And we're just going to have to stay
vigilant, know it's possible JUUL submits an application in the future, and I think
we're going to have to stay on top of this and making sure that they're not able to prey

on kids.

Jessica Magness (Durbin Staffer): [00:12:25:20] And then the second question I
asked them was implementation here? So when does dual come off the market? This
decision has been made. What's the next step? And the FDA was very clear that as of

today, if you see a dual product in a grocery store or a gas station, it is on the market
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illegally. They should not be selling. FDA 1is going to be again enforcement
immediately. It's going to be a long road. We expect lawsuits and all the rest. But as
of today, those dual products should not be on the shelves. And so I think we're going
to be working with you guys a lot in the coming months and years to make sure that
enforcement is done correctly, that FDA stays vigilant on these products. But just a
huge, huge win for the public health yesterday. And it wouldn't have happened
without you all and Representative Krishnamoorthi, who he and his staff have just
been on this from the beginning as well. So thanks, everyone, for all that you've done

and all that you will continue to do.

Meredith Birkman (PAVE): [00:13:15:21] Thank you. Thank you, Jessica. And I
think often of Senator Durbin speaking with such passion during that first hearing
when Chairman Krishnamoorthi brought a halt to JUUL and Senator Durbin sharing
his personal commitment and his passion and to hear on the same day in the same
room, both of these remarkable congressional champions talking about how
important this is for the future health of our kids. It keeps us going, thinking about
1t, and it really inspires all of us. So thank you, Jessica, for that. And thank you again,
Congressman Krishnamoorthi. I think we're going to turn for the first question to a
Chicago PAVE volunteer, so I'll let Cathy introduce herself and ask her question.

Good morning.

Kathy Fern (Guest): [00:14:05:00] My name is Kathy Fern. I'm a resident of
Chicago.

Meredith Birkman (PAVE): [00:14:07:10] I have two sons that are 19 and 20. I just
want to thank you for your hard work on this important issue. And as Jessica was
saying, Jill will certainly be mounting a legal fight. And I'm just wondering if this

order is overturned, what can you do next and how can we support you in that effort?

Rep. Krishnamoorthi: [00:14:26:17] Is this is this directed to me? Yes. Okay. Hey,
thank you, Kathy. I appreciate your question. And yes, you're absolutely right. I think
that JUUL will go to court and at the. I would imagine that the start of their
litigation, they'll ask for a stay of this particular FDA order until the litigation can
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be resolved, which means years and years and years of litigation. And they're they'll
be able to continue selling during that time. That's what they want. But I think it's
so important that obviously the FDA resist in that litigation any kind of temporary
stay or any kind of stay because the results of hooking more children to nicotine in
the interim would be incalculable, incalculably bad, and in some cases irreversible. I
think the next step would be legislation. Essentially, we would have to pass
legislation to protect what the FDA has done through its regulatory activity. That's
obviously a lot more challenging, as you know. JUUL is incredibly powerful in
Washington, D.C. That's why it took so long for even this particular order to be issued
by the FDA, despite the fact that as early as 2019, we all knew exactly what was
going down. And so my preference is obviously that we do both. But in the meantime,
I'm hopeful that the regulation will stand up and the courts will give FDA wide

discretion, as it should have with regard to this particular issue.

Meredith Birkman (PAVE): [00:16:16:06] Thank you. I just want to ask a quick
question and we'll turn to some of the other questions in the chat. Congressman, and
that is about menthol. Yesterday, we were gratified to see FDA do the right thing,
take all JUUL products off the market immediately, including menthol. But again,
the decision was made, as Jessica said, not not for because of marketing to youth, but
for reasons that we don't really know all the details of because it hasn't been released
publicly. But in terms of menthol, we know that among youth who vape menthol e-
cigarettes, menthol joule and other menthol products are among the most popular
and we know. You held four hearings on this topic for important hearings. And at one
of them, then acting FDA commissioner Janet Woodcock, talk specifically about the
dangers of menthol in initiating youth and the dangers of flavors and e-cigs. We know
FDA says it will take menthol cigarettes off the market, but what they say about
menthol has nothing to do with whether it's combustible or not. They give very serious
scientific arguments why menthol is so harmful because it creates amplification of
addiction, and particularly for youth, it's so dangerous. So the question is, by not
ruling on menthol products when they have approved, they've set aside menthol. We
wonder, are they de facto approving menthol? And is there are do you have concerns

about approvals for menthol products since FDA keeps saying they're going to set it
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aside? And meanwhile, these products are out there and we know our kids are using
them.

Rep. Krishnamoorthi: [00:18:01:28] I have big concerns about menthol, and you're
absolutely right. During the hearing, Acting Commissioner Woodcock basically made
it sound as though menthol and mint make products more addictive than they
otherwise are, which is, you know, it was it was it was a startling piece of testimony,
in my opinion. And I thought it really was a harbinger for what they would do with
regard to the regulation of menthol products. I'm going to assume that the FDA is
continuing to study this and that they will come to the right decision on it, because
it's so clear that menthol is just yet another path to addict children especially. I
always say there's a reason why our kids love mint everything, mint toothpaste, mint
every every type of product that you can imagine. And menthol is kind of a natural
sibling to mint. The other thing I was going to say is we see that the FDA banned
menthol cigarettes. And so. I think the same kind of understanding of the addictive
properties of menthol with regard to combustible cigarettes should apply with e-

cigarettes. I'm hopeful that that that ruling will come over over time here.

Dorian Fuhrman (PAVE): [00:19:34:04] Yes. I'm going through the questions that
are coming in fast and furious. Everyone has questions about this. One thing that's a
repeated theme is that many of the kids have switched from JUUL to puff bar and
puff bar and the new iterations. All of the new brands that keep coming at, you know,
we often refer to it as Whack-A-Mole and these these products coming. And so what
can we say to FDA is still going through all of these all of these applications. And they
have now been given, as you said, they've been given authority over synthetic nicotine
because puff bar tried to skirt authority and turn to synthetic nicotine and now FDA
has oversight over that. So what can we do? I mean, there are nine months now over
there. Over there, deadline. A publicly said they won't be finished until June of 2023.
What can we do to get these products off the market? Is there anything that Congress
can do while the FDA is going through these? Sorry for the long question, while the
FDA is going through all of the applications.
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Rep. Krishnamoorthi: [00:20:41:12] It's interesting. I'm just reviewing some of the
guidance that I've received on this because it's a little bit a little bit complicated. So
I don't want to get into all the all the details and bore everyone two tiers. But I think
the bottom line is the FDA has the authority. And so what I and Senator Durbin, who
has just been a terrific he's my senior senator. So I am very blessed to have a senior
senator who's so passionate about the subject. But he and I and Mitt Romney and
others, we need to basically jawbone the FDA on this a little bit and say, hey, let's we
gave you the authority for a reason. And so let's use it and let's kind of make sure
that we 1ssue regulations ASAP on this because the synthetic nicotine stuff is really
deeply problematic, not only because we don't know the science exactly of the
addictive qualities of synthetic nicotine. It's a relatively new development in the area
of addiction science. But the other aspect of it is a lot of it is imported from other
countries with zero standards on the production of this stuff and a lot of it is imported
from the PRC, the People's Republic of China. And so given all those different factors,
I think the FDA needs to hustle at this point on this particular issue.

Meredith Birkman (PAVE): [00:22:09:15] I just want to when you say the FDA
needs to hustle, I mean, that has been the problem. We're very grateful. You
mentioned we have a new FDA commissioner. We're all hopeful because they did the
right thing yesterday. We hope they will continue. But of course, time is of the essence
because our kids are more and more kids. In fact, Senator Durbin's office released a
statement just the other day that showed in the nine months since the court ordered
FDA deadline to complete reviewing these applications past, 750,000 young people
started vaping. So every day that these products remain out there, I want to just
return for a minute to menthol. It's not in dispute because it's on the record from your
own hearing that that menthol is extraordinarily addictive and amplifies addiction
for youth. FDA has said it itself. These products remain out there, set aside. And
during this process, I mean, is there any thought about having the commissioner, the
new commissioner, come in and asking him why they don't take all these products,
much less the menthol products off the market? Now, until the process is over, FDA

says they may need another year. Is that something you would consider?
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Rep. Krishnamoorthi: [00:23:21:10] I definitely think that Commissioner Califf
needs to appear before a committee, and I think that I'm just making a note to myself
that we need to have a hearing on this, or at least some kind of briefing from him.
With regard to clearing the market before they decide. That's a very sticky subject. I
don't know all the intricacies of the law and the settled case law and all that stuff,
the jurisprudence on it. But normally the pattern has been that the FDA allows a
product to remain on the market pending its decision on the safety profile and so forth
of those products. I personally disagree with that. I think that these things are so
addictive that you can't just allow them to remain on the market. But that's that's a
careful balancing act that the FDA needs to do between what adults desire in terms
of vaping products and what the cost is from exposure to kids exposure to those vaping

products at the same time.

Meredith Birkman (PAVE): [00:24:30:16] By the way, go ahead.

Dorian Fuhrman (PAVE): [00:24:32:20] I'm sorry. Now, one question is dJulie
supposed to be now today off the market, it's considered illegal since FDA made their
announcement yesterday. Some of several people are asking who should they if they
see i1t on the market, who should they report it to? And how would you go about that?
I mean, it's FDA, but how can we be sure that they're actually going? We know that
they haven't been really doing compliance checks and following the violation. So who

should be reported to?

Rep. Krishnamoorthi: [00:25:04:01] I think that you should report it to your
attorney general, the attorney, the state attorney general in your respective
jurisdiction. Certainly, you can report it to the DOJ as well and the FDA. My
preference would be probably the FDA directly. But as you know, there are lines are
not always open. And so all that being said, I still think that the FDA's probably
working out some of the details on how they clear the market. Exactly. There's
usually some grace period to do that. That being said, I would I would strongly urge

them to keep it very kind of narrow at this point.
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Dorian Fuhrman (PAVE): [00:25:50:02] And then does the FDA I'm sorry, does is
it up to JUUL to tell their own retailers to take them off the shelves? Or is FDA

supposed to tell all the retailers? That was another question that is in line with this.

Rep. Krishnamoorthi: [00:26:03:06] Generally, the way this works is they allow the
companies to kind of handle this at first. But there's, like I said, a grace period, some
period of time in which they are supposed to make it happen, so to speak. And then
the FDA will take enforcement action under its authorities to clear the markets if the
markets have not been cleared. All that being said, I also believe that this issue of

the litigation, I would not be surprised if JUUL has already gone to court or filed.

Meredith Birkman (PAVE): [00:26:35:08] They have. We just had someone in the
chat from CDC. It looks like they did file a stay.

Rep. Krishnamoorthi: [00:26:40:17] So so that obviously will get tremendous
priority in the docket. And I think that that will be ruled upon in short order. And
my guess again is that all of these other issues with regard to the timeline will be
slightly moot depending on what the how the court rules and how quickly the appeals
happen.

Meredith Birkman (PAVE): [00:27:06:16] So we know that that Congressman, that
you have a very busy day and we don't want to take up too much more of your time.
I think what we'll do is afterward, after we'll send out to everyone links where for the
FDA reporting line so people can do that we can also send out information about how
to report how to to your state. Ag And separately, we can send out information about
some of the projects that we're working on, including something we call poison, which
1s parents opposed to illegal nicotine sales, which is a very grassroots effort for
parents to report stores that are doing illegal sales. But having said all of that, I guess
the final thing we'd like to ask you and then we'll we'll let you go is if you could just
tell everyone on the call and and including parents, obviously, who are so passionate
about this in terms of our the next step, the fight forward, what we can do as parents
that would be most important to keep this fight going, to take this moment, this this

the right thing that was done yesterday and and move forward, because there are
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still millions of teens who are using these products and millions of products out there
like Puff Bar, which is not yet as a synthetic nicotine product. We still don't know
what will happen to that. What should we do? What would you advise parents to do
going forward?

Rep. Krishnamoorthi: [00:28:27:06] I think a couple of things. One, I continue to
use your voice, your advocacy voice as much as possible now more than ever with your
members of Congress, the Senate and the Biden administration. And I would go to
them and say, this is terrific or whatever words you want to use and say, now we need
to move forward based on what is now happened with the FDA. There's a lot of PMTA
products that have not been I'm sorry, PMTA applications that have not been ruled
upon. And so we're waiting for the FDA to rule upon those, although the dual decision
sets some precedent and gives us a clue as to how they think about these applications.
I think that the other thing I would I would do is I'd go to your members of Congress
and senators and point this out. What has happened and say, what can we do more
from a legislative standpoint to end the youth vaping epidemic? So, I have a few
different bills that I want to bring to your attention. Maybe this is the right time to
do it. I have the PREVENT Act of 2020. Basically, it provides resources to end the
vaping epidemic by helping teenagers, and it establishes a grant program to prevent
the use of e-cigarettes among students in middle and high school. So, we need to have
a robust youth education program about nicotine in general and e-cigarettes in
particular. I also have the End ENDS Act, which would be a bill to prohibit the
concentration of nicotine higher than 20 milligrams per milliliter. It's been found that
in other countries, whether it's Israel or the UK or other places, that just regulating
the amount of nicotine in these e-cigarettes has a tremendous positive effect on
lowering youth usage of e-cigarettes. And that makes that that's totally intuitive. It
makes total sense because the less addictive these e-cigarettes are, the less possibility
that children and youth will be addicted for a lifetime. So that's another piece of

legislation.

Dorian Fuhrman (PAVE): [00:30:43:12] Biden Right. And the Biden
administration just announced that they wanted to lower nicotine levels in regular

cigarettes. So, your legislation is right in line with that.
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Rep. Krishnamoorthi: [00:30:53:25] So that's exactly right. And then finally, I, I
put I introduced legislation, the Independent Advisory Committee Review of e-
cigarette applications. I did this during the Trump administration because I was
always concerned that the whole issue was getting politicized. You know, Donald
Trump at one point said, oh, you know, it's not polling well and this and that. And
I'm like, well, that has nothing to do with whether we should or should not regulate
a product to keep it out of the hands of children who shouldn't have them. And I think
that going forward, I think we've regarded tobacco, especially given the power of the
lobbyists in Washington, D.C. We should have an independent advisory review
committees looking at these applications and saying, Yeah, this makes sense or it
doesn't make sense, and giving the public kind of an unbiased viewpoint similar to
what we do with regard to vaccines, for instance, where I think everybody is familiar
with these independent advisory review committees and other important issues at
the FDA. I'm just always concerned, concerned about politics and money getting
involved in the regulation of e-cigarettes, which, as you know, are so dangerous to
children. So, with that, I'm so I'm so grateful for your your support, your your
friendship and your advocacy. I have to go to my next thing, but I'm so grateful to be

here.

Meredith Birkman (PAVE): [00:32:27:19] Thank you so much for your time. We
really appreciate it. And we'll talk soon.

Dorian Fuhrman (PAVE): [00:32:31:21] And we're going to stay on for a few more

minutes and just answer some questions. But thank you, Congressman, so much.

Meredith Birkman (PAVE): [00:32:36:24] Keep fighting by actually, he gave us a
very long to do list. And we we will we will send out those links afterward for
reporting to efforts, the FDA reporting portal to attorneys general, etc. And I mean,
I think one point that the congressman just made this is he mentioned some of his
colleagues who are in this with him. He mentioned Chris Stewart, Congressman
Chris Stewart. He mentioned Senator Mitt Romney and others. I mean, this this must
be a nonpartisan, non-political issue because we're talking about the public health of

our children. I also want to mention we have a comment here that there is actually
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an opportunity now and we'll send this out as well for the public to give public
comment to FDA about its regulations, its proposed rule to end the sale of menthol
cigarettes, which we're also thrilled about. But we will send that out because it's
really important to support that rule, to let FDA know that that it has to be done soon
without exception, but also to talk about menthol e-cigs as part of that, that we
support the ending the sale of all flavored tobacco products, but that menthol in e-
cigarettes should be removed for the same reasons that FDA has told us it will be
removing menthol in combustible. So, we'll put the link to the public comment in

there as well for those who are interested.

Dorian Fuhrman (PAVE): [00:34:15:14] Right. And I think it's important. Again,
we'll put links, but it's important, as the congressman said, to reach out to your own
congressional leaders, to your own senators and even your local legislators, because
this is not a bipartisan issue. And we have legislators from around the country who
are huge champions, both in the Senate and in Congress and then on the state level.
So, use your voice. It's incredibly important. And we've come this far because we are
parents. We represent the millions of parents whose kids have been addicted or or
whose kids are just exposed to this. And it's very important to use your voice. So, we
will send around an email. There are so many questions in the chat. Thank you all
for being so engaged. I hope we've answered most of them. Some are very specific
about the chemical makeup and it's a little above our pay grade, but definitely we are
going to be on top of FDA and make sure that they do exactly that they protect our
kids. And again, it's important to engage on the state and local levels as well as the

federal level, because there's.

Meredith Birkman (PAVE): [00:35:22:23] One question that I actually I think will
also that I don't know the answer to right now. And I do want to understand and
there may be some who do know the answer in the chat. What about online ordering
and whether or not FDA's ruling relates to online? If I don't know the answer, but
that is something that I do want to answer that when we send a follow up. So thank

you for all of these questions.
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Dorian Fuhrman (PAVE): [00:35:49:08] Should I mean online ordering of dual? It
should be included.

Meredith Birkman (PAVE): [00:35:53:09] But I think, again, it'll be really hard to
enforce. So thank you so much for joining us this morning. We are incredibly grateful
to all of you and it's really important that we keep up the pressure to make sure our
voices are heard. It was a great step forward yesterday, but we have so much more to
do and we will please reach out if you have questions. If you are not a PAVE volunteer
and would like to be or know people who want to join our volunteer powered
organization for education or for advocacy, we need you. We are volunteer run and
powered so please write to us at info@parentsagainstvaping.org and thanks for all

that you do and all we will hopefully do together in the future. Have a great day.

Dorian Fuhrman (PAVE): [00:36:39:15] And I just want to say we do have a lot of
local fights coming up in different states, whether it's California or Oregon. And we
do need parents just to tell your stories. You know, there's nothing as powerful as a
parent story and as a family story. So again, reach out to

info@parentsagainstvaping.com, dorian@parentsagainstvaping.com,

meredith@parentsagainstvaping.com or cynthia@parentsagainstvaping.com who is
our director of volunteer and state and local advocacy. So thank you all for spending

your morning with us.

Meredith Birkman (PAVE): [00:37:09:27] Thank you. And thank you to Kathy

Fern for her. Great question. Thanks.

Dorian Fuhrman (PAVE): [00:37:13:24] Bye bye bye.
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