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Senator Claxton

Representative Meyer
Committee on Health and Human Services

Re: Testimony in Opposition to LD 1693, “An Act To Advance Health Equity,
Improve the Well-being of All Maine People and Create a Health Trust”

Senator Claxton, Representative Meyer and members of the committee. My name is
Dan Riley. | am an attorney with the firm of Norman, Hanson & DeTroy in Portland and |
appear today representing my clients, the Northeast Wholesalers Association and
Reynolds American in opposition to Part D and Part E of LD 1693.

This committee has already acted on the issue contained in Part D when you voted out
LD 1550, An Act To End the Sale of Flavored Tobacco Products, as a divided report last
year. That bill remains on the Unfinished Business Calendar in the House.

The Taxation Committee recently voted unanimously to amend LD 1423, An Act To
Prevent and Reduce Tobacco Use by Ensuring Adequate Funding for Tobacco Use
Prevention and Cessation Programs and by Raising the Tax on Tobacco Products and
To Provide Funding To Reduce Disparities in Health Outcomes Based on Certain
Factors, by stripping out the proposed tobacco tax increases, mirrored in Part E of this
bill, after those tax increases were rejected in the House last year. This committee may
want to consider the recently amended version of LD 1423 in your deliberations on this
bill, LD 1523, and LD 1868, which you heard yesterday.

As an update to my testimony on LD 1550 last year, | have provided two documents;

Exhibit #1 is a letter, dated December 13, 2021, from the US Department of Justice to
the US District Court providing a status report on the FDA's implementation of the
Tobacco Control Act, specifically the Premarket Authorization Process.

Exhibit #2 is a press release from the FDA, dated January 13, 2022, describing the
recent seizure of disposable e-cigarettes manufactured in China. This confiscation of
unauthorized disposable e-cigarettes was conducted in a joint enforcement operation
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with agents of the US Food and Drug Administration and the US Customs and Border
Protection.

These exhibits provide evidence that the FDA is working diligently, through their PMTA
process and enforcement efforts, to carry out Congress'’s legislative intent in enacting
the Tobacco Control Act.

Thank you for your attention and | stand ready to address any of your questions.

Attachments:
Exhibit #1
Exhibit #2



Case 8:18-cv-00883-PWG Document 197 Filed 12/13/21 Page 1 of 4

U.S. Department of Justice
Civil Division, Federal Programs Branch

Garrett Coyle garrett.coyle@usdoj.gov

Trial Attorney (202) 616-8016

December 13, 2021 Exhibit #1
Via ECF

Hon. Paul W. Grimm
United States District Judge
U.S. District Court for the District of Maryland

Re: Awierican Academy of Pediatrics v. FDA, No. 8:18-cv-883-PWG
Dear Judge Grimm:

In accordance with the Court’s November 30, 2021 order, Defendants submit this response
to Plaintiffs’ letter requesting that the case be reopened and that the FDA be ordered to file regular
status reports (ECF No. 195). Defendants respectfully submit that regular status reports are not
warranted at this time. The FDA has implemented the remedy ordered by the Court and has made
substantial progress in reviewing an unprecedented number of premarket applications — which has
spawned ongoing litigation throughout the courts of appeals — and initiated regulatory efforts
targeting millions of products without premarket authorization.

The Tobacco Control Act authorized the FDA to regulate cigarettes and smokeless tobacco
and to deem other tobacco products subject to the Act’s requirements. 21 U.S.C. § 387a(b). The Act
also made it unlawful to market new tobacco products without FDA authorization. Id. § 387j(a)(2).
This case challenged 2017 guidance announcing a compliance policy under which certain newly
deemed tobacco products were expected to “remain on the market without submitting a premarket
application to the FDA” for four to five years and to “remain on the market while their application
is pending.” Am. Acad. of Pediatrics (AAP) v. FDA, 379 F. Supp. 3d 461, 468 (D. Md. 2019) (citation
omitted). This Court vacated the 2017 guidance, 7. at 498, and set a September 9, 2020 filing
deadline for premarket applications for newly deemed tobacco products on the market when the
deeming rule took effect. AAP v. FD.A, 399 F. Supp. 3d 479, 487 (D. Md. 2019); ECF No. 182.
Under the remedial order, newly deemed tobacco products without timely applications were subject
to enforcement actions in the FDA’s discretion. 399 F. Supp. 3d at 487. Newly deemed tobacco
products with timely applications could generally remain on the market for up to a year pending
FDA review. Id. Finally, the Court retained jurisdiction over the case but found no “present need to
require court monitoring through quarterly status reports” in light of the FDA’s proposed approach
and timetable. Id.

The FDA received premarket applications for over 6.5 million tobacco products by the
September 2020 deadline. See FDA, Perspective: FID.A's Progress on Tobacco Product Application Review and
Related Enforcement (Sept. 2021 Progress Perspective), available at https:/ /www.fda.gov/tobacco-
products/ctp-newsroom/perspective-fdas-progress-tobacco-product-application-review-and-related-
enforcement (Sept. 9, 2021). To review this large number of submissions as efficiently and fairly as
possible, the FDA developed a structured review process. FDA, Perspective: FDA's Progress on Review of
Tobaceo Product Applications Submitted by the Sept. 9, 2020 Deadline (Feb. 2021 Progress Perspective), available
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at https:/ /www.fda.gov/tobacco-products/ctp-newsroom/ perspective-fdas-progress-review-
tobacco-product-applications-submitted-sept-9-2020-deadline (Feb. 16, 2021).

The FDA has made considerable headway in reviewing the applications it received, and it
has consistently updated the industry and public about its progress. As of September 2021, the FDA
has completed the acceptance review — the first phase in the agency’s three-phase review
process — for all submissions received by the September 2020 deadline. See Sept. 2021 Progress
Perspective. The acceptance review entails determining whether the product falls under the jurisdiction
of the FDA’s Center for Tobacco Products and whether the application meets certain basic
requirements, like being in an accessible electronic format and including an environmental
assessment. See Feb. 2021 Progress Perspective. The FDA accepted the applications for over 6.5 million
products and refused to accept the applications for over 200,000 products that did not meet the
basic application requirements. See Sept. 2021 Progress Perspective.

The FDA has also completed the filing review — the second phase — for about 90% of the
timely submissions as of September 2021. See 7d. The filing review entails determining whether the
application contains all of the items required by statute or regulation, like ingredient listings, labels
for each product to be marketed, and adequate environmental assessments. See Feb. 2021 Progress
Perspective. As part of this filing review, the agency refused to file the applications for over 5 million
products. See FDA, PMTA Acceptance Phase Metrics (PMTA Metrics), available at
https:/ /www.fda.gov/media/154053/download (last updated Oct. 6, 2021).

Finally, the FDA has completed the substantive review — the third phase — for over 1.1
million flavored e-cigarette products. See PMT.A Metrics. The substantive review is the longest and
most thorough phase and entails evaluating the application’s scientific information and data. See Feb.
2021 Progress Perspective. To date, the FDA’s substantive review has resulted in substantial equivalence
marketing orders for over 120 products (see 21 U.S.C. § 387j(a)(2)(A) (1)), exemption from substantial
equivalence orders for over 230 products (see 7d. § 387j(a)(2)(A)(ii)), and premarket tobacco product
marketing granted orders for 3 products (see id. § 387j(c)(1)(A)). See Sept. 2021 Progress Perspective,
FDA, Premarket Tobacco Product Marketing Granted Orders, available at https:/ /www.fda.gov/tobacco-
products/premarket-tobacco-product-applications/ premarket-tobacco-product-marketing-granted-
orders (last updated Oct. 25, 2021). The FDA has also issued over 300 marketing denial orders for
over 1.1 million flavored e-cigarette products whose applications lacked sufficient evidence to
demonstrate that allowing the products to be marketed would be appropriate for the protection of
the public health. See FDA, FDA In Brief: FD.A Wams Firms for Continuning to Market E-cigarette Products
After Agency Denied Anthorizations (FD.A In Brief), available at https:/ /www.fda.gov/news-
events/ press-announcements/ fda-brief-fda-warns-firms-continuing-market-e-cigarette-products-
after-agency-denied-authorizations (Oct. 7, 2021).

All told, the FDA has resolved about 98% of the timely premarket applications. See FDA,
FDA Permits Marketing of E-Cigarette Products, Marking First Authorization of Its Kind by the Ageney,
available at https:/ /www.fda.gov/news-events/press-announcements/ fda-permits-marketing-e-
cigarette-products-marking-first-authorization-its-kind-agency (Oct. 12, 2021). The agency is
continuing to devote significant resources to expeditiously resolve the remaining pending
applications and plans to issue further decisions on a rolling basis. See id.

In addition to this progress in reviewing applications, the FDA has also been defending
dozens of challenges to the agency’s application denials. Since September 2021, 48 such cases have
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been filed in the courts of appeals, which have exclusive jurisdiction over petitions for review of
orders denying premarket tobacco applications, see 21 U.S.C. § 387/a)(1)(B) — including 8 in the
Fourth Circuit alone, see, e.g., Avail Vapor v. FDA, No. 21-2077 (4th Cir.). Some manufacturers have
also sought stays of their marketing denial orders pending review, which were granted by the Fifth
and Seventh Circuits, Wages & White Lion Invs., LLIL.C., d/ b/ a Triton Distrib. v. FD.A, 16 F.4th 1130
(5th Cir. 2021); Order, Gripum LLC ». FD.A, No. 21-2840 (7th Cir. Nov. 4, 2021), but denied by the
Sixth Circuit, Breege Smoke, LLC ». FDA, --- F.4th ---, No. 21-3902, 2021 WL 5276303 (6th Cir.
Nov. 12, 2021), emergency application for stay denied, No. 21A176 (S. Ct. Dec. 10, 2021). In response to
these challenges, the FDA has rescinded several denial orders and has agreed to re-review other
applications whose manufacturers alleged certain errors in the review process. These re-reviews are
ongoing.

In the meantime, the FDA has also initiated regulatory efforts directed toward millions of
newly deemed tobacco products without premarket authorization — consistent with the
enforcement priorities it announced in January 2020. See FDA, Guidance for Industry: Enforcement
Priorities for Electronic Nicotine Delivery Systems (ENDS) and Other Deemed Products on the Market Without
Premarket Authorization (Revised) (2020 Guidance), available at
https:/ /www.fda.gov/media/133880/download (Apr. 2020). From January 2021 through
September 2021, the agency issued over 170 warning letters to firms that have over 17 million e-
cigarette products listed with the FDA and that had not submitted timely premarket applications for
these products. See FDA, FD.A Makes Significant Progress in Science-Based Public Health Application Review,
Taking Action on Over 90% of More Than 6.5 Million ‘Deemed’ New Tobacco Products Submitted (Progress
Release), available at https:/ /www.fda.gov/news-events/ press-announcements/ fda-makes-significant-
progress-science-based-public-health-application-review-taking-action-over-90 (Sept. 9, 2021). These
warning letters include a letter to a company with over 15 million products listed with the FDA that
did not submit an application. See id. As of October 7, 2021, the FDA has also issued warning letters
to 20 companies that received marketing denial orders. See FD.A In Brief.

Given the FDA’s full implementation of the Court’s remedy order, its substantial and
continuing progress in reviewing the unprecedented volume of applications, the ongoing litigation
over that review throughout the courts of appeals, and the agency’s regulatory efforts against
products without premarket authorization, Plaintiffs’ request for regular status reports is not merited
at this time. Indeed, Plaintiffs do not dispute that the agency is using considerable resources to
review applications and initiate regulatory efforts against products without premarket authorization.
Instead, Plaintiffs’ two complaints boil down to disagreements about how the agency should
prioritize those limited resources — (a) whether to determine application review order based solely
on market share (Plaintiffs’ preference, see Pls.” Ltr. at 2-3) or instead based on multiple
considerations, including an element of randomization so as to give both small and large companies
a chance to have applications reviewed eatlier in the process (the FDA’s choice, see Feb. 2021 Progress
Perspective); and (b) whether to prioritize enforcement efforts against manufacturers with pending
applications (Plaintiffs’ preference, see Pls.” Ltr. at 3) or instead against manufacturers without
pending applications, like those who flouted their obligation to submit applications by September
2020 (the FDA’s choice, see Progress Releasé). While Plaintiffs may disagree with the FDA’s priorities,
the agency’s choices here are a far cry from the ““wholesale suspension’ of the application filing and
approval requirements” for which the Court invalidated the 2017 guidance. 379 F. Supp. 3d at 485
(citation omitted). Plaintiffs’ request should thus be denied without prejudice.

We thank the Court for its attention to this matter,
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Respectfully submitted,

BRIAN D. NETTER
Deputy Assistant Attorney General

ERIC B. BECKENHAUER

Assistant Branch Director

[s/ Garrett Coyle
GARRETT COYLE
Trial Attorney
U.S. Department of Justice
Civil Division, Federal Programs Branch
1100 L Street NW
Washington, DC 20005
(202) 616-8016
(202) 616-8470 (fax)
garrett.coyle(@usdoj.gov

Connsel for Defendants



CBP, FDA Seize Counterfeit, Unauthorized E-Cigarettes | FDA https://www.fda.gov/news-events/press-announcements/cbp-fda-scize...

Exhibit #2
FDA NEWS RELEASE

CBP, FDA Seize Counterfeit, Unauthorized E-Cigarettes

Flavored Pods Resembling Puff Bar Products Valued at Over $719K

For Immediate Release:
January 13, 2021

U.S. Customs and Border Protection officers at the Dallas Fort Worth International Airport
working in conjunction with agents from the U.S. Food and Drug Administration announced
today that they have seized 33,681 units of e-cigarettes with a Manufacturer’s Suggested
Retail Price of $719,453.

In December 2020, CBP seized 42 separate shipments arriving from China destined to
various Texas counties. The shipments included individual disposable flavored e-cigarette
cartridges resembling the Puff Bar brand, including Puff XXL and Puff Flow.

As part of an ongoing joint operation with FDA, officers and agents were looking to intercept
counterfeit or other violative e-cigarettes, including certain flavored e-cigarettes imported to
the U.S. that did not meet the Federal Food, Drug, and Cosmetic Act (/regulatory-
information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fde-act)(FD&C Act)
requirements, as amended by the Family Smoking Prevention and Tobacco Control Act

(/tobacco-products/rules-regulations-and-guidance/family-smoking-prevention-and-

tobacco-control-act-overview) (Tobacco Control Act).

“Many counterfeit, unapproved or unauthorized produects are likely produced in
unregulated facilities with unverified ingredients posing a serious health
concern to consumers. It is especially alarming when these types of counterfeit
and unauthorized products find their way into the hands of children as studies
indicate,” said CBP Port Director Timothy Lemaux. “We will continue to take
every opportunity to work with our partners at the FDA to intercept and seize
products that threaten U.S. consumers.”

Tobacco products including e-cigarettes imported or offered for import (/tobacco-products

/products-guidance-regulations/importing-and-exporting) into the U.S. must comply with all

applicable U.S. laws (/tobacco-products/products-ingredients-components/vaporizers-

e-cigarettes-and-other-electronic-nicotine-delivery-systems-ends).
“The FDA continues to prioritize enforcement against e-cigarette products,
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specifically those most appealing and accessible to youth,” said Mitch Zeller,
J.D., director of the FDA’s Center for Tobacco Products. “We are very concerned
about how popular these products are with youth. This seizure makes clear to
tobacco product manufacturers, retailers and importers that the FDA is keeping
a close watch on the marketplace and will hold accountable those companies
that violate tobacco laws and regulations.”

CBP’s trade enforcement mission places a significant emphasis on intercepting illicit
products that could harm American consumers. In fiscal year 2020, CBP seized 93,590 units
of e-cigarettes that did not meet U.S. federal regulations.

In July 2020, the FDA issued a warning letter (/news-events/press-announcements/fda-
notifies-companies-including-puff-bar-remove-flavored-disposable-e-cigarettes-and-youth)
to Cool Clouds Distribution Ine. (doing business as Puff Bar), to remove their flavored

disposable e-cigarettes and youth-appealing e-liquid products from the market because they
do not have the required premarket authorization. These actions are part of the FDA’s
ongoing, aggressive effort (/news-events/press-announcements/national-survey-shows-

encouraging-decline-overall-youth-e-cigarette-use-concerning-uptick-use) to take action

against illegally marketed tobacco products amid the public health crisis of youth e-cigarette
use in America, including in 2020, refusing admission into the U.S. of at least 150 entries of
electronic nicotine delivery systems products for violations of the FD&C Act.

“Protecting American consumers from illicit and especially harmful tobacco
products, such as counterfeit or flavored e-cigarettes, is of utmost importance
to the FDA,” said Judy McMeekin, Pharm.D., FDA Associate Commissioner for
Regulatory Affairs. “We will continue to investigate and remove from the
marketplace products that pose a particular danger to the public health.”

While the Puff Bar website appears to have recently stopped online sales and distribution in
the U.S, it does not mean that the firm ceased distributing products to other retailers or
selling products at brick and mortar retail stores. The website’s store locators are still active,
indicating that potential consumers can still search for products located for sale at retail
stores.

The FDA, an agency within the U.S. Department of Health and Human Services, protects the
public health by assuring the safety, effectiveness, and security of human and veterinary
drugs, vaccines and other biological products for human use, and medical devices. The
agency also is responsible for the safety and security of our nation’s food supply, cosmetics,
dietary supplements, products that give off electronic radiation, and for regulating tobacco
products.

U.S. Customs and Border Protection (CBP) is the unified border agency within the
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Department of Homeland Security charged with the management, control, and protection of
our Nation's borders at and between the official ports of entry. CBP is charged with keeping
terrorists and terrorist weapons out of the country while enforcing hundreds of U.S. laws.
CBP’s Office of Field Operations leads the agency’s border security mission at the nation’s
328 ports of entry. CBP officers screen international travelers and cargo searching for illicit
narcotics, unreported currency, weapons, counterfeit consumer goods, prohibited
agriculture, and other illicit products that could potentially harm the American public, U.S.
businesses, and our nation’s safety and economic vitality.

Related Information

e CBP Ports of Entry (https://www.cbp.gov/border-security/ports-entry),

4

e FDA: Actions & Enforcement (/industry/import-program-food-and-drug-

administration-fda/actions-enforcement)

#EF

Inquiries
Media:

=% Alison Hunt (mailto:Alison.hunt@fda.hhs.gov)
. 202-308-5496

Consumer:
L. 888-INFO-FDA

& More Press Announcements (/news-events/newsroom/press-announcements)
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