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Fiscal Implications: None

Department Testimony: The Department of Health (DOH) offers comments on House
Concurrent Resolution 80, House Draft 1 (H.C.R. 80, H.D. 1) and defers to the Department of
the Attorney General for fiscal impacts and implementation.

The immediate effect that this concurrent resolution will have on hastening the regulatory
activities of the U.S. Food and Drug Administration (FDA) is unclear. While the DOH is closely
monitoring the FDA rulemaking, enforcement, and scientific review process, it is clear that
national efforts alone are not sufficient to protect Hawaii’s youth from the proliferation and
marketing of electronic smoking devices (ESDs). It is critical that Hawaii enacts regulations for
ESDs through licensing, permitting, and taxation that is in line with existing regulations for

combustible tobacco products.

Underage youth have been able to access ESDs illegally, contributing to the alarming
vaping epidemic. State regulation, along with the FDA disclosure of Premarket Tobacco Product

Applications (PMTA) data, would increase consumer protection against illegally marketed ESD
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products in Hawaii. State regulation is in the power of the State Legislature to provide a
protective fence between our keiki and the marketing and sales of e-cigarettes.

The FDA deadline for manufacturers to submit PMTAs for new tobacco products,
including ESDs, certain cigars, and hookah products currently on the market was September 9,
2020. The products for which applications met the due date have been allowed to remain on the
market for one year pending the FDA review. Upon completion of processing steps followed by
science-based review and oversight by the FDA, only deemed new products will be available for
sale. As of mid-January, the FDA completed the application processing step for 4.8 million
products from 230 companies. The FDA will likely not meet the September 9, 2021 deadline to

complete the review of all applications.

The FDA Center on Tobacco Products published a February 16, 2021 report by Director
Mitch Zeller, updating the status of the three phases of processing and reviewing the applications
(Acceptance; Notification/Filing; Review; and Action).? The FDA is continuing to enforce
against ESD products currently being sold without submitted applications and warning letters
were issued to ESD product manufacturers who are illegally operating websites, manufactured,
and delivered their unauthorized new tobacco products without the requisite PMTA. In March
2021, the FDA released information which listed ten manufacturers in the state of Hawaii.? One
Hawaii manufacturer, Vapor Tech Hawaii, Inc., to date, has received a warning letter for
manufacturing, selling and/or distributing to customers an e-liquid product without a marketing

authorization order and is also misbranded.® Specific reports currently available include, “A

1 Perspective: FDA’s Progress on Review of Tobacco Product Applications Submitted by the Sept. 9, 2020 Deadline accessed at
https://www.fda.gov/tobacco-products/ctp-newsroom/perspective-fdas-progress-review-tobacco-product-applications-
submitted-sept-9-2020-

deadline?utm_source=CTPEblast&utm medium=email&utm term=stratout&utm content=landingpage&utm campaign=ctp-
sept9

2Tobacco Search Establishment Registration accessed at: TRLM-NG (fda.gov)

8 Warning letter sent to Hawaii firm accessed at: Vapor Tech Hawaii, Inc. - 613723 - 03/19/2021 | FDA
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https://ctpocerl.fda.gov/establishments
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/vapor-tech-hawaii-inc-613723-03192021
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Deemed New Product Application List,”* and “The Tobacco Product Applications: Metrics and
Reporting.”®
Thank you for the opportunity to testify on this resolution.

Offered Amendments: None

4 Deemed New Tobacco Product Application List/FDA accessed at https://www.fda.gov/tobacco-products/market-and-
distribute-tobacco-product/deemed-new-tobacco-product-applications-

list?utm source=CTPEblast&utm medium=email&utm term=stratout&utm content=landingpage&utm campaign=ctp-sept9
5 Tobacco Product Applications: Metrics & Reporting accessed at https://www.fda.gov/tobacco-products/market-and-
distribute-tobacco-product/tobacco-product-applications-metrics-

reporting?utm_source=CTPEblast&utm medium=email&utm term=stratout&utm content=landingpage&utm campaign=ctp-

sept9
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Date: April 8, 2021

To: Senator Jarrett Keohokalole, Chair
Senator Rosalyn. H. Baker, Vice Chair
Members of the Senate Committee on Health

Senator Rosalyn H. Baker, Chair

Senator Stanley Chang, Vice Chair

Members of the Senate Committee on Commerce and Consumer
Protection

Re: Support for HCR 80, HD1, requesting the United States Food and
Drug Administration to promote transparency and enforcement by
providing individual premarket tobacco product application
applicant information of Hawaii sellers to the Department of the
Attorney General for law enforcement purposes.

Hrg:  April 9, 2021 at 1:05 PM via Videoconference

The Coalition for a Tobacco-Free Hawai'i, a program of the Hawai‘i Public
Health Institute' supports HCR 80, HD1, which urges the United States
Food and Drug Administration (FDA) to provide individual premarket
tobacco product application (PMTA) information of Hawaii sellers to the
Department of the Attorney General for law enforcement purposes

Electronic smoking device products that did not submit a PMTA are not
allowed to be on the market.

In 2016, the FDA finalized its deeming rule, giving them the authority to
regulate electronic smoking devices as tobacco products®. With this rule,
all electronic smoking devices would be need to submit a PMTA in order
to stay on the market, with the original deadline of August 8, 2018.

After years of delays, the deadline for the FDA's PMTA finally came in
September 2020. The FDA now has a year to review the PMTAs to ensure
these tobacco products are “appropriate for the protection of public
health.” In the meantime, these products can remain on the market,
despite the epidemic-levels of youth e-cigarette use driven by the
abundance of kid-friendly flavors. In addition, any products that did not
submit a PMTA are not legally allowed to be sold in the US. As of March
2021, the FDA has yet to release a list of products that have submitted a
PMTA, making it difficult for agencies to determine if products are being
sold illegally.



The Coalition supports the enforcement of current tobacco product regulations, and the
publishing of the list of PMTA applications will help both consumers and retailers determine if
products are legal.

In addition to this resolution, we note that states have the authority and opportunity to enact
stronger regulations on electronic smoking devices that are proven to be effective at reducing
tobacco use. This year, the Hawai'i State legislature is considering numerous bills to regulate e-
cigarettes through taxation', removing flavors from tobacco products”, and restricting online
sales to licensed tobacco retailers. These proven strategies reduce the appeal of and access to
tobacco products by youth, as well as robust cessation and prevention education programs.

Thank you for the opportunity to provide testimony in support of HCR 80, HD1.

Mahalo,

. 7 y .
A TV e/ Borns

(|
Jaylen Murakami
Advocacy and Outreach Coordinator

! The Coalition for a Tobacco-Free Hawai'i (Coalition) is a program of the Hawai'i Public Health Institute (HIPHI) that is dedicated to
reducing tobacco use through education, policy, and advocacy. With more than two decades of history in Hawai'i, the Coalition has
led several campaigns on enacting smoke-free environments, including being the first state in the nation to prohibit the sale of
tobacco and electronic smoking devices to purchasers under 21 years of age.

The Hawai'i Public Health Institute is a hub for building healthy communities, providing issue-based advocacy, education, and
technical assistance through partnerships with government, academia, foundations, business, and community-based organizations.

i U.S. Food and Drug Administration. (2020, June 3). Retrieved from https://www.fda.gov/tobacco-products/rules-regulations-and-
guidance/fdas-deeming-regulations-e-cigarettes-cigars-and-all-other-tobacco-products.

i Centers for Disease Control and Prevention. Response to increases in cigarette prices by race/ethnicity, income, and age groups--
United States, 1976-1993. MMWR Morbidity and mortality weekly report. 1998;47(29):605-609.

v Rossheim, M. E., Livingston, M. D., Krall, J. R., Barnett, T. E., Thombs, D. L., McDonald, K. K., & Gimm, G. W. (2020). Cigarette Use
Before and After the 2009 Flavored Cigarette Ban. Journal of Adolescent Health, 67(3), 432-437.
https://doi.org/10.1016/j.jadohealth.2020.06.022
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Hawaii COPD Coalition
700 Richards St., Suite 2410
Honolulu, HI 96813
Valerie@hawaiicopd.org
(808)699-9839

April 7, 2021

To: Chairs Senators Jarrett Keohokalole and Rosalyn Baker, Vice Chairs Senators Roaslyn Baker and Stanley
Chang, Members of Committees on Health and Commerce and Consumer Protection

RE: Strong Support of HCR80, HD1 regarding Premarket Tobacco Product Applications

This measure is extremely critical to helping our state, retailers and consumers to know whether a product is
legal or not as to whether or not there is a valid Pre-Market Tobacco Application (PMTA). Please vote in favor
of HCR80, HD1.

| am Executive Director of the Hawaii COPD Coalition and serve over 45,000 Hawaii adults diagnosed with
COPD in Hawaii (with an estimated equal number still undiagnosed). Chronic Obstructive Pulmonary Disease
or COPD is an umbrella of diseases which include emphysema, chronic bronchitis and chronic asthma. Since
2007, | have worked in Hawaii, nationally and internationally with countless people who have had their lungs
and lives horribly affected by tobacco and nicotine. Many of these people have become disabled and unable
to perform jobs and hobbies they enjoyed, spending a lot more time and resources with healthcare providers
than they or any of us would like.

With the deeming rule in 2016, the FDA gained authority to regulate electronic smoking devices as tobacco
products. All electronic smoking devices needed to submit PMTAs to stay on the market by September 9,
2020. Products which had PMTAs submitted could be sold for a year while the application was being reviewed
but products which did NOT submit a PMTA are illegal. To date, there has been no FDA list of those products
which submitted a PMTA.

Please vote in favor of HCR80, HD1, so that retailers and consumers can know which products are legal and
which are not. Thank you very much for taking action on this most important issue.
Very truly yours,
Valerie Chang
Executive Director



Date: April 7,2021

To: The Honorable Jarrett Keohokalole, Chair
The Honorable Rosalyn H. Baker, Vice Chair
Members of the Senate Committee on Health

The Honorable Rosalyn H. Baker, Chair
The Honorable Stanley Chang, Vice Chair
Members of the Senate Committee on Commerce and Consumer Protection

Re:  Strong Support for HCR80 HD1

Hrg: April 9, 2021 at 1:05 PM via Videoconference

Aloha Senate Committees on Health and Commerce and Consumer Protection,

As a parent, community member and healthcare professional [ am writing in strong
support of HCR80 HD1, requesting the US Food and Drug Administration (FDA) to
promote transparency and enforcement by immediately publishing premarket tobacco
product applications.

Hawai‘i is in the midst of a youth vaping epidemic. Approximately 31% of Hawai‘i high
school students and 18% of Hawai‘i middle schoolers are current e-cigarette users. For
Native Hawaiian and Pacific Island youth these numbers climb to 40% for high school and
30% for middle school students. Yet, these products remain unregulated.

With enactment of the 2016 tobacco deeming rule FDA gained authority to regulate
electronic smoking devices (ESDs) as tobacco products.

Under the deeming rule, manufacturers were required to submit premarket tobacco
product applications (PMTAs) for every ESD product by September 9, 2020 in order for
them to remain legally on the market.

Products with submitted PMTAs can be sold for a year while their applications are being
reviewed. Products for which PMTAs were not submitted are now illegal.

However, FDA has yet to release a list of products for which PMTAs were submitted by the
September 9, 2020 deadline. Without this information it is difficult for retailers and

consumers to know which ESD products are legal for sale and which are not.

[ strongly support HCR80 HD1 and respectfully ask you to pass this resolution out of
committee.

Many thanks for your consideration,

Forrest Batz, PharmD
Kea‘au, HI
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THE DEPARTMENT OF THE ATTORNEY GENERAL

THIRTY-FIRST LEGISLATURE, 2021

ON THE FOLLOWING MEASURE:

H.C.R. NO. 80, H.D. 1, REQUESTING THE UNITED STATES FOOD AND DRUG
ADMINISTRATION TO PROMOTE TRANSPARENCY AND ENFORCEMENT BY
PROVIDING INDIVIDUAL PREMARKET TOBACCO PRODUCT APPLICATION
APPLICANT INFORMATION OF HAWAII SELLERS TO THE DEPARTMENT OF THE
ATTORNEY GENERAL FOR LAW ENFORCEMENT PURPOSES.

BEFORE THE:

SENATE COMMITTEES ON HEALTH AND ON COMMERCE AND CONSUMER
PROTECTION

DATE: Friday, April 9, 2021 TIME: 1:05p.m.
LOCATION: State Capitol, Via Videoconference

TESTIFIER(S): Clare E. Connors, Attorney General,or
Delanie Prescott-Tate, Deputy Attorney General

Chairs Keohokalole and Baker and Members of the Committees:

The Department of the Attorney General (Department) provides the following
comments.

The purposes of this resolution are to (1) request that the United States Food
and Drug Administration (FDA) promote transparency and enforcement by immediately
providing individual Premarket Tobacco Product Application (PMTA) applicant
information regarding Hawaii sellers to the Department; (2) urge the Department to
identify those Hawaii sellers who do not have a pending or approved PMTA with the
FDA and transmit that information to the FDA for enforcement purposes; and (3)
request the Department to submit a comprehensive report of actions taken pursuant to
this measure to the Legislature no later than sixty days prior to the convening of the
Regular Session of 2022.

Section 910(b) of the Federal Food, Drug, and Cosmetic Act requires any person
who manufactures a new tobacco product to submit a PMTA providing scientific data
that demonstrates the product is appropriate for the protection of public health. The

resolution requests information about Hawaii sellers of e-cigarettes and electronic

825327_2.DOC
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nicotine delivery systems as the PMTA applicant. However, it is the manufacturer and
not the seller that is required by the FDA to submit the PMTA.

On page 2, lines 25 to 32, the resolution requests the FDA to provide the
Department with Hawaii PMTA applicant information for "law enforcement purposes".
According to Mitch Zeller, the Director of the FDA’s Center for Tobacco Products, the
FDA intends to provide a list of tobacco products pending PMTA review once a review
of the applications has been completed, so the resolution's request for this information
should be satisfied without the resolution. A copy of Mr. Zeller's comments is attached
for ease of reference.

On page 2, lines 34-40, the resolution urges the Department to identify those
Hawaii sellers who do not have a pending or approved PMTA application with the FDA
and report that information to the FDA. The Department would require additional
resources to expand its operations to enforce the federal requirement for manufacturers
to complete a PMTA. Identifying manufacturers among Hawaii's more than six hundred
fifty retail establishments would require the Department to conduct additional
inspections, including in-depth document reviews. Any report to the legislature would
reflect this reality.

Thank you for the opportunity to provide comments.

825327_2.DOC
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Perspective: FDA's Progress on Review of Tobacco Product Applications Submitted by the
Sept. 9, 2020 Deadline

By Mitch Zeller, Director of the FDA's Center for Tobacco Products (CTP)
February 16, 2021

Per a court order, premarket applications for many new tobacco products, including e-cigarettes, certain cigars, and hookah products, currently
on the market were due to FDA by Sept. 9, 2020. Also consistent with a court order, products for which applications were submitted by the Sept.
9 deadline may remain on the market for up to a year pending FDA review, although they remain subject to FDA enforcement. This piece is a
Sollow-up to our August perspective piece (/tobacco-products/ctp-newsroom/perspective-fdas-preparations-september-g-submission-
deadline)and aims to provide an update on the progress we have made on the processing and review of these applications. *

Background

Following the Sept. 9 premarket application deadline (ftobacco-products/manufacturing/submit-tobaeco-product-applications-deemed-tobacco-
products) for certain deemed new tobacco products (ftobacco-products/products-guidance-regulations/market-and-distribute-tobaceco-produet) on
the market as of Aug. 8, 2016, FDA’s job is to process, review, and take action on a massive number of applications for products that are currently
on the market. Premarket review of new tobacco products is a critical part of how we carry out our mission to protect the public—especially kids—
from the harms associated with tobacco use.

This undertaking represents a major milestone for tobacco product regulation and for public health as a whole. By implementing the premarket
review requirement for new electronic nicotine delivery systems (ENDS) and other “deemed” new tobacco products, such as hookah and pipe
tobacco, we are taking steps to transform the marketplace toward one where deemed new tobacco products available for sale will have undergone
careful, science-based review and oversight by the FDA. 2

We have worked for several years to prepare for premarket review of a large number of deemed products. These efforts included improving
information technology systems, engaging with stakeholders, significantly increasing hiring, streamlining review procedures, and providing and
promoting guidance and resources to inform industry.

As anticipated, we received thousands of tobacco product submissions covering millions of tobacco products, the majority of which came in very

close to the Sept. 9 deadline. Furthermore, the submissions varied substantially in number of tobacco products contained in each submission, size,

format and organization. However, despite these challenges, due to our preparations and continued engagement with stakeholders, the “intake” o&
Top )
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the large number of submissions went smoothly; our IT systems performed as designed and were able to handle both a high number of submissions
within a short period of time and extremely large individual submissions. Now, the initial “intake” of submissions is nearly complete, and the
acceptance, filing, and substantive review of applications is underway.

In an August perspective piece, (/tobacco-products/ctp-newsroom/perspective-fdas-preparations-september-9-submission-deadline) I pledged
that the agency would keep interested stakeholders updated on the agency’s progress. We are now at a point in the review of these applications
where we can share some updates on our progress.

Processing and Reviewing Applications

Receipt and Processing of Submissions

After a firm submits their application(s) to the FDA, the agency goes through a number of Processing steps to properly receive and prepare it for the
review process {e.g., acceptance review, filing review, substantive review). This includes physical or electronic “intake” of the submission and
determining the type and number of applications contained in the submission. For example, this is when we determine if a submission is a
Premarket Tobacco Product Application (PMTA) or Substantial Equivalence (SE) Report and how many individual applications for tobacco
products are included within the submission. This is also when FDA ensures that the files are safely viewable by conducting virus scans on hard
drive submissions and unzipping any zipped files. Lastly, FDA uploads all the files into internal review systems to prepare them for the next step in
the review process.

We have seen significant variety in the number of tobacco products included in each submission, so each and every submission package is being
carefully assessed. For example, some applicants provided information on one product per submission while other applicants provided information
for all of the company’s products within one submission. In addition, the submissions arrived in many different formats, including electronic
submissions, paper submissions, and mixed media (flash drives, hard drives or CDs, sometimes combined with paper), and varied widely in their
organization and presentation of information. We also received several duplicate submissions; for example, companies submitted an electronic
version and a paper version of the same application. Lastly, while some firms used a spreadsheet made available by FDA to enable faster processing,
most firms used other means to present the information. This impacted our ability to more quickly process the information provided, as it required
our staff to manually enter the product information into our systems.

Recently, we completed the Processing step of ALL Exemption from Substantial Equivalence Requests (EX REQ) and ALL Substantial Equivalence
(SE) Reports submitted by the Sept. 9 deadline. For the EX REQ pathway, we received applications for about 350 products from about 15
companies. For the SE pathway, we received applications for about 6,800 products from about 100 companies.

As of mid-fan. 2071
Al numbers are estimates.

Substantial Exemption Premarket Tobacco

Equivalence Request Product Application

100% Processing Complete Processing Still Underway

FDA received applications FDA recelved applications FDA has processed applications

for 6,800 products for 350 products for 4.8 million products

from from from
100 companies 15 companies 230 companies

For PMTAs, as of mid-January 2021, the agency has completed the Processing step of applications for more than 4.8 million products from over
230 companies. During Processing, FDA found that the PMTAs posed additional challenges due to the size, complexity and diversity of the
submissions; for example, some firms provided separate submissions for each section of the tobacco product application, such as submitting the
clinical information separately from product identification and manufacturing information, while others included up to tens of thousands of
products within a submission. One firm submitted information on more than 4 million tobacco products within a single submission. The amount of
content in each submission also greatly varied, with some applications including up to 2,000,000 files where each file contains multiple pages of
content for FDA to review.

Given the high level of public interest in these submissions, we'd hoped to be able to share a list of products submitted under all three pathways at
once. However, we have not completed Processing all of the applications submitted through the PMTA pathway. Because we want to provide as

much of an update as possible, we ate therefore sharing the SE and EX REQ list and providing a PMTA update at this time.
A~

While processing PMTA submissions, the Agency continues to enforce the law. As previously stated in FDA's enforcement priorities {/regulatoriop (

https:/fwww.fda.govitobacca-products/ctp-newsroom/perspective-fdas-progress-review-tobacco-product-applications-submitted-sept-9-2020-deadline
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information/search-fda-guidance-documents/enforcement-priorities-electronic-nicotine-delivery-system-ends-and-other-deemed-products-
market), after Sept. 9, 2020, FDA is prioritizing enforcement against any ENDS product that continues to be sold and for which the agency did not
receive a product application. Additionally, for deemed tobacco products—other than ENDS or “premium cigars”—that do not have premarket
authorization, FDA will make enforcement decisions on a case-by-case basis and intends to prioritize enforcement based on the likelihood of youth
use or initiation to make the most efficient use of its resources (FDA is currently enjoined from enforcing the premarket requirements for products
that meet the definition of “premium cigar” in the court’s order).

In January 2021, FDA issued the first set of warning letters {/news-events/ press-announcements/fda-warns-firms-remove-unauthorized-e-liquid-
products-market-first-letters-issued-manufacturers-did) to firms who have not submitted premarket applications to FDA and are continuing to sell
or distribute unauthorized ENDS after Sept. 9, 2020. To date, FDA has sent warning letters to 30 firms who manufacture and operate websites
selling electronic nicotine delivery system (ENDS} products, specifically e-liquids, which lack premarket authorization.

We are continuing to process packages submitted by the Sept. g deadline and aim to share the final PMTA numbers as soon as possible.

Acceptance and Filing

Once a submission package is processed, the individual product applications within the submission proceed to the review process.
L PHASET PHASE 2 PHASE 3

Notification
or Filing

Acceptance

Phase 1 in the review process is to conduct an application’s Acceptance review. This review ensures the product falls under CTP’s jurisdiction and
confirms that basic requirements of an application are met. If an application is Accepted, it will move on to the Notification or Filing stage (based on
which pathway it was submitted through). During the Acceptance review, FDA may also Refuse to Accept (RTA)
(https://www.federalregister.gov/documents/2016/12/29,/2016-31370/ refuse-to-accept-procedures-for-premarket-tobacco-product-submissions)
a premarket application if it contains certain deficiencies. Examples of deficiencies that lead to an RTA include: if the submission does not pertain
to a tobacco produet, if it is not in English or does not contain complete Engtish translations, if it is in an electronic format FDA cannot process,
read, review, and archive, or if the submission does not include an environmental assessment or valid claim of categorical exclusion. If a product
that is currently on the market is part of an application that receives an RTA, that product must be removed from the market or risk FDA

enforcement action. 2~
Top )
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As of mid-January 2021, of the applications submitted by Sept. 9, we have accepted applications for about 5,200 products and refused to accept
applications for about 1,600 products submitted through the SE pathway, and we have accepted applications for about 250 products and refused to
accept applications for about 100 products submitted through the EX REQ pathway. Finally, we have accepted applications for about 84,000
products and refused to accept applications for about 3,100 products submitted through the PMTA pathway.

As of mid-Jan. 2021

FDA's Progress on Acceptance Review Al s i stintes
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Phase 2 varies by application type. All accepted PMTAs proceed through filing review, which ensures the application contains all the items required
under Section 910(b)(1) (/tobacco-products/rules-regulations-and-guidance/section-g10-federal-food-drug-and-cosmetic-act-application-review-
certain-tobacco-products), including, but not limited to, full reports of all information concerning investigations which have been made to show the
health risks of the tobacco product and whether the tobaceo product presents less risk than others; full statements of the components, ingredients,
additives, and properties, and of the principle or principles of operation; and full descriptions of the methods used in, and the facilities and controls
used for, the manufacture, processing, and, when relevant, packing and installation of, the tobacco product. Applications that meet the
requirements will be filed and enter the substantive review queue. Those that do not meet the requirements will be the subject of a Refuse to File
(RTF) letter.

As of mid-January 2021, of the applications submitted by Sept. g, we have filed applications for about 29,000 products and refused to file
applications for about 1,650 products submitted through the PMTA pathway.

As of mig-Jan. 2071

FDA's Progress on Filing Review for PMTAs Alnambis g it
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SE Reports and EX REQs enter into the notification step for Phase 2. During this phase, the review teams are assembled, and appropriate processes
are kicked off to determine predicate product eligibility.

More detailed information for each of the application types can be found on the pathway-specific pages for PMTAs, (/tobacco-products/market-
and-distribute-tobacco-product/premarket-tobacco-product-applications) SE Reports (/tobacco-products/market-and-distribute-tobacco-
product/substantial-equivalence} and EX REQs (/tobacco-products/market-and-distribute-tobacco-product/exemption-substantial-equivalence).

Following the issuance of an RTA or RTF letter, the FDA regutatory health project manager (RHPM) places a call to the applicant notifying them of
the letter issued and offering a courtesy copy. To help improve transparency of the review process, following completion of the acceptance and filing
phases, applicants whose submissions are accepted (and filed for PMTAs) are notified by phone of the initiation of the substantive review phase.

Review/Action A
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The substantive review phase (Phase 3) includes evaluation of the scientific information and data in an application. This is the longest and most
thorough phase of FDA's review process and often results in follow-up questions and conversations with the applicant. Substantive review of a
PMTA, for example, includes a multi-disciplinary review of a product’s engineering, chemistry, toxicology, behavioral and clinical pharmacology,
microbiclogy, individual health impact, and population health impact. In addition, inspections of manufacturing sites or clinical investigations may
be necessary. Before a final decision is made, substantive review often results in a Deficiency Letter or Environmental Information Request Letter
requesting additional information from the applicant before FDA can make a final marketing decision. However, such letters are not always needed,
and substantive review may also directly result in the final decision of a product receiving a positive marketing order, such as an SE, Found Exempt,
or Marketing Granted order; or a negative marketing order, such as a Not Substantially Equivalent (INSE), Not Exempt (NEX) or Marketing Denial
order.

FDA's Substantive Review and Action

Environmental Information :
Request letters issued |

Revlews o ; Pasitive
completed s Action > Marketing Onders >

Nepative
Marketing Orders

We are working expeditiously and have already completed substantive review for some SE Reports and EX REQs submitted by Sept. 9, 2020. As of
mid-January 2021, FDA has already issued over 50 SE and 125 EX marketing orders for tobaceo products, 3 which includes actions on applications
subject to the Sept. 9 deadline that were submitted earlier last year. For EX REQs, if an Exempt order letter was issued, an Abbreviated Report must
be submitted to FDA and 9o days passed since FDA's receipt of the Abbreviated Report before legally marketing a new tobacco product. FDA has
not yet issued NSE or NEX orders on applications submitted by the Sept. 9 deadline; instead in most cases FDA is issuing a Deficiency letter to
allow one opportunity for applicants to correet deficiencies in their submissions.

We have also commenced substantive review on hundreds of products submitted through the PMTA pathway. FDA will notify a firm if one of their
applications is moving into the substantive review phase.

Allocating Review Resources and Determining Review Order for Applications Submitted by Sept. 9, 2020

Due to the large number of applications moving into review at the same time, the novelty of this review, the finite nature of our review resources,
and the necessarily rate-limiting effects of ensuring consistency across reviews, FDA developed a process to determine the review order for the
applications. This process applied to all applications that were submitted to CTP by Sept. 9, 2020, including originally-regulated products such
as cigarettes and smokeless tobacco and deemed products that are not currently marketed.

The first step in the process is for FDA to classify an application as an SE Report, EX REQ, or PMTA based on the information provided by the
applicant. The review order for the applications was then determined as follows:

SE Reports and EX REQs

For applications classified as SE Reports and EX REQs, review order was determined using randomization by manufacturer. 4 Using a basic
random number generator, FDA assigned a number to the manufacturers that submitted at least one application to determine the order for entering
acceptance review and subsequent review phases (e.g. notification, substantive review). At the substantive review, if the manufacturer submitted a
number of products that exceeded the capacity of the scientific review team, FDA assigned a second randomly-generated number to each product in
each submission to determine the order of the products. The products that are not assigned to the review team will remain in queue until all of the
manufacturers with timely, accepted applications have had some products enter the substantive review phase once; this ensures that every
manufacturer has an opportunity for some of its products to enter substantive review. The randomly-generated numbers stay with the application
for the individual product and continue to determine its place in the queues throughout the review process.

PMTAs

For applications classified as PMTAs, the review order for most of the products is also determined using the same randomization process used for
the SE Reports and EX REQs. Though the number of PMTAs continues to grow as applications are processed, nearly all of the PMTAs submitted
will enter the review queues through a randomized process. However, due to the large number of ENDS products currently marketed and for which
we anticipated receiving submissions, FDA decided to dedicate a portion of its resources to reviewing the products that account for most of the
current market.

A
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The continued marketing of these products has the potential to have the greatest public health impact—either positively or negatively—as they hold
the largest overall market share and therefore likely used by the largest number of people. For this reason, FDA pulled several applications into a
separate review queue and dedicated resources to their review. By identifying and ensuring first review of these applications, we believe we can
achieve the greatest public health impact most quickly. If FDA finds that a widely-used, currently marketed product does not meet the standard in
the law for marketing, the Agency will not grant a marketing order and the product must be removed from the market. Conversely, if FDA finds that
a widely-used, currently marketed product does meet the standard in the law for marketing, the Agency will grant a marketing order and the
product may remain on the market subject to the conditions in the order, In either case, earlier review ensures a faster transition to a marketplace
of products that have been scientifically reviewed for their impact on public health.

We are working to review applications as quickly as possible. However, given the unprecedented number of applications and other factors discussed
above, the likelihood of FDA reviewing all the applications by Sept. 9, 2021 is low. We will continue to allocate our resources with the goal of
working as quickly as possible to transition the current marketplace for deemed products to one in which all products available for sale have
undergone a careful, science-based review by FDA. We will focus resources on products where scientific review will have the greatest public health
impact, based on their market share, while also committing to providing an opportunity for review to all companies regardless of size, prior to Sept.
9, 2021, at which time they risk FDA enforcement per FDA's guidance.

Maintaining Transparency
Posting of the “List of Deemed New Tobacco Products with Timely Applicatiens”

We understand the great interest from the public about what product applications were submitted, which is why we have stated our intention to
poest a list of timely-submitted applications in accordance with applicable laws. This includes, for example, verifying with each individual applicant
the dates of initial marketing and current marketing status of each product submitted by the Sept. 9 deadline.

Since September, we have been contacting applicants to verify this key information, if it was not included in their submissions. We have now
contacted applicants for all product applications received through the SE and EX REQ pathways and have posted a list of products that were on the
market as of Aug. 8, 2016, are currently marketed, and are the subject of a pending, timely applications submitted through these two pathways.

The list includes over 2000 products, including about 1100 cigars, over 330 pipe tobacco products, and over 660 waterpipe tobacco products. The
list is based on information received from companies and does not include entries for companies that did not verify the marketing status of their
products before the time of posting.

[ View the new list page (/tobacco-products/market-and-distribute-tobacco-product/deemed-new-tobacco-product-applications-list) m?o
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Separately, we continue to work on processing subimissions and verifying the dates of initial marketing and eurrent marketing status of products
received through the PMTA pathway. We have already verified this information for around 86,000 products received through the PMTA pathway.
Due to the size and volume of the PMTA submissions and the variable quality, format and presentation of these submissions, processing these
submissions and verifying this information will take more time. We will post information on products submitted through the PMTA pathway after
verifying the information noted above.

It is important to note that this is not a comprehensive list intended to cover all currently marketed deemed tobaceo products that a firm generally
might manufacture, distribute, or sell without risking FDA enforcement, per FDA’s guidance. For example, the list will not contain products from
companies that did not verify their information before the time of posting, products that are subject to a positive marketing order from the FDA,
products with a pending submission that was not submitted by the Sept. 9, 2020, deadline, or products that were commercially marketed in the
United States as of Feb. 15, 2007 (grandfathered tobacco products) and have not been modified. With respect to deemed tobacco products, FDA
expects this grandfathered status to apply to many cigars, hookah tobacco, and pipe tobacco produets.

In addition, per a court ruling issued Aug. 19, 2020, (ftobacco-products/ctp-newsroom/ctp-statement-premarket-authorization-requirements-
premium-cigars) FDA is currently not enforcing the premarket review requirement against manufacturers of “premium cigars,” as defined in that
court’s ruling, that did not submit premarket applications for these products by the Sept. 9 deadline. However, either before or after Aug. 19, 2020,
a manufacturer could have submitted an application for a product that is a “premium cigar” as defined in the court’s order. This list does not
categorize whether a product meets this definition, and FDA did not consider whether any cigar products fell within the “premium cigar” definition
used in the court order during creation of these lists. As with other produets, where a manufacturer did not submit an application for a “premium
cigar” by Sept. 9, 2020, or did not verify the marketing status of its products, the product would not be on this list. Furthermore, as manufacturers
are not required to submit a SE or EX REQ) for products that have different names and/or labels if the products are physically identical, some
produets on the list may also be marketed under a different name and/or label.

Ultimately this list is only gne source of information related to which products may be the subject of pending applications before the Agency;
retailers should discuss with their suppliers about the current status of any particular tobacco product application or any product’s marketing
status. 3

Expanding Publicly Available Data and Metrics

To help fulfill our commitment to transparency during this process, starting today, we will be posting expanded data on our new Tobacco Product
Application Metrics & Reporting webpage (/tobacco-products/market-and-distribute-tobacco-product/tobacco-product-applications-metrics-
reporting). This webpage will be updated regularly and will provide more detailed updates of the agency’s progress on premarket application review
than previously available. For example, for the first time, we will be posting all metrics both by pathway (SE, EX REQ, and PMTA) and by product
category type (e.g., cigarette, ENDS, cigars, smokeless).

We will be providing updates every other month (bi-monthly) on intermediate actions such as the number of products for which applications were
received and accepted and the number of products for which applications were filed. We will continue to post updates on the number of produets
for which FDA has taken actions, such as RTA and RTF.

We will also post aggregate data on the completion of each step throughout the substantive review phase and the actions taken—including the
issuance of positive and negative marketing orders—on a quarterly basis. Any tobacco products that receive authorization from FDA will continue to
be listed on our Tobacco Product Marketing Orders (/tobacco-products/market-and-distribute-tobaceo-product/tobaceo-preducts-marketing-
orders) page.

These bi-monthly and quarterly updates will include a much wider range of metrics along the review process than we have provided in the past. This
will allow the public and interested stakeholders to track and monitor the progress being made through the process for each of the application types
and product categories.

View the latest metrics (/tobacco-products/market-and-distribute-tobacco-product/tobacco-product-applications-metrics-reporting) J
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understand and appreciate the interest in our application review efforts. Today’s update on the progress being made in the review of tobacco

product applications submitted by the Sept. o deadline is part of our ongoing commitment to being transparent about this important work. We will
continue to provide updates on the agency’s progress on a regular basis. For the latest updates, please check the metrics and reporting (/tobacco-
products/market-and-distribute-tobacco-product/tobacco-product-applications-metrics-reporting} and the products list (/tobacco-
products/market-and-distribute-tobaceo-product/deemed-new-tobacco-product-applications-list) pages regularly and sign up for email updates
(/tobacco-products/ctp-newsroom/sign-etmail-updates-ctp) from CTP.

Readers are encouraged to review the August perspective piece (ftobacco-products/ctp-newsroom/perspective-fdas-preparations-september-g-submission-deadline) for additional background on the
televant regulatory history as well as other information on product review

Per a court ruling issued Aug. 19, 2020, FDA will not enfarce the premarket review requi against facturers of “premiurm cigars, as defined in that ruling. while this order is in effect Read the

weln {/tob products/ctp /ctp-statement-premarket-autherization-requir remium-cigars). Additionally, some d d tob products that have “grandfathered status”
because they were commercially marketed in the United States as of Feb. 15, 2007, do not need to submit premarket applications {unless the products were since modified).

The numbers provided for SE and EX REQ marketing orders are for a combination of originally-regulated and deemed products.
Regardless of tobacco product type

In addition to the reasons stated in the text, products were also excluded from the list if for example a product received a “Refuse to Accept”® or “Refuse to File” letter [rom FD4, if the application was
withdrawn by the applicant, or if the application was administeatively closed prior ta the posting of the list
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