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Tobacco

Gottlieb's Move to Halt E-Cigarette Sales Should Not Be a Surprise

T H E  T A K E A W A Y

We have been writing since mid-July that we saw signs that Food and Drug Administration

(FDA) Commissioner Scott Gottlieb was poised to take some sort of action against JUUL

and potentially other e-cigarette manufacturers as the issues of youth use shifted from

a back-burner concern to something of high-priority for the agency. Gottlieb is officially

labeling the e-cigarette youth use an "epidemic" and continues to believe in a causal

relationship between certain flavors of e-cigarettes and their attractiveness to minors.

Despite the lack of sufficient evidence to support this assertion, Gottlieb is positioning

the FDA to take action sooner rather than later against "youth appealing" flavors. At risk

are the manufacturers of JUUL (JUUL Labs), Vuse (BTI), Blu (IMBBY), MarkTenXL (MO),

and Logic (JAPAY), which all have 60 days to submit a plan to the FDA on what each

company will do to "address the widespread youth access and use of their products." We

think there is a 65% chance that regulators will force the removal of a material number

of these companies' e-cigarette products from the U.S. market before the end of CY

2018, pending additional regulatory approvals that will likely take years to complete. How

many products remains unclear at this time, but these are certainly substantial headwinds

forming against these companies' e-cigarette products. For additional background, see

our August 3, July 20, July 19, July 10, and May 3 reports.
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https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm620184.htm
https://www.fda.gov/TobaccoProducts/Labeling/RulesRegulationsGuidance/ucm281784.htm
https://height.bluematrix.com/sellside/EmailDocViewer?mime=pdf&co=height&id=replaceme@bluematrix.com&source=mail&encrypt=4e61852b-8c2f-4031-b26d-94b1d820b111
https://height.bluematrix.com/sellside/EmailDocViewer?mime=pdf&co=height&id=replaceme@bluematrix.com&source=mail&encrypt=9f591223-2038-47f1-ae85-819b839b3595
https://height.bluematrix.com/sellside/EmailDocViewer?mime=pdf&co=height&id=replaceme@bluematrix.com&source=mail&encrypt=ab08662d-79ed-4d7f-85d6-c2c160be08e6
https://height.bluematrix.com/sellside/EmailDocViewer?mime=pdf&co=height&id=replaceme@bluematrix.com&source=mail&encrypt=93fda708-bf4c-4c52-8093-8269e46b3260
https://height.bluematrix.com/sellside/EmailDocViewer?mime=pdf&co=height&id=replaceme@bluematrix.com&source=mail&encrypt=211ae01d-3c87-48da-91ab-04aac800e7e9
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Within the FDA's deeming regulations - the rules finalized in August 2016 that deemed e-cigarettes to be tobacco
products and therefore under the FDA's regulatory control - the agency created a series of approval pathways
for manufacturers to follow before their products could be sold in the United States. The pathway that nearly all
e-cigarette manufacturers are required to follow is the premarket tobacco application (PMTA) pathway, which is
expected to take companies months (if not years) and hundreds of millions of dollars to complete. In order not
to decimate the e-cigarette industry, despite codifying these rules in August 2016, the FDA essentially said that
it would not enforce these premarket approval requirements for many years to allow for companies to prepare
adequately for them. For the PMTA pathway, companies were initially granted three years (until August 2019) of
non-enforcement by the FDA, and Gottlieb actually extended this timeline last year until August 2022.

What Gottlieb said today is that he is now considering rescinding that non-enforcement window for certain
products that he believes are major contributors to what he labels a youth use epidemic. The FDA sent letters
to five e-cigarette manufacturers (JUUL Labs, BTI, MO, JAPAY, and IMBBY) asking them to submit plans to the
agency within 60 days that describe what they will do to "address the [issue of] widespread youth access and use
of their products." At the end of the 60 days, the FDA will determine whether some or all of these manufacturers'
products should be removed from the market unless and until they complete the burdensome PMTA approval
process. As we noted, we think that process will take years for companies and the agency to complete, which is
why we think Gottlieb extended these enforcement actions until August 2022.

This puts all flavors of aforementioned e-cigarette products at risk, in our view, even those with clear evidence of
compliance with existing rules. The point of today's announcement is that FDA is saying it's considering adjusting
its enforcement decisions around existing regulations, which we believe is well within the FDA's authority.

The FDA is also saying that it continues to increase its enforcement efforts against illegal sales of e-cigarettes
to minors, which is predominantly a retailer issue and not one for which we see exposure for JUUL or any of
the other aforementioned manufacturers.
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https://height.bluematrix.com/docs/pdf/2c920afb-264a-4998-a66c-fe94e42769f1.pdf?
https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm568923.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm620184.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm620184.htm
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C�O�M�P�A�N�I�E�S� M�E�N�T�I�O�N�E�D� I�N� T�H�I�S� R�E�P�O�R�T

Japan�Tobacco�Inc�(JAPAY),�JUUL�Labs�Inc.�(JUUL),�Altria�Group�Inc�(MO),�British�American�Tobacco�PLC�(BTI),�Imperial�Brands�PLC�(IMBBY)

R�I�S�K�S

The�legislative�and�regulatory�agendas�are�subject�to�change�at�the�discretion�of�leadership.�Unprecedented�economic�conditions�could�instigate�unanticipated�and/or�sweeping�shifts�in�policy.�Predicting
the�future�is�a�hazardous�endeavor�and�economic�/�market�forecasting�is�an�imprecise�science.�Actual�outcomes�may�differ�substantially�from�our�forecasts.�The�predictions�and�opinions�expressed�herein
are�subject�to�change�at�any�time.

A�N�A�L�Y�S�T�� �C�E�R�T�I�F�I�C�A�T�I�O�N

I,�Stefanie�Miller,�certify�with�respect�to�each�security�or�issuer�covered�in�this�research�report�that�(i)�the�views�expressed�in�this�research�report�accurately�reflect�my�personal�views�about�those�subject
securities�or�issuers�and�(ii)�no�part�of�my�compensation�was,�is,�or�will�be,�directly�or�indirectly,�related�to�the�specific�recommendations�or�views�expressed�by�me�in�this�research�report.

D�I�S�C�L�A�I�M�E�R

This�report�is�intended�for�the�private�use�of�Height�Analytics’�and�Height�Securities’�clients�and�prospective�clients.�Reproduction�or�editing�by�any�means,�in�whole�or�in�part,�or�any�other�unauthorized
use,�disclosure�or�redistribution�of�the�contents�without�the�express�written�permission�of�Height�Analytics�is�strictly�prohibited.�The�information�contained�in�this�report�has�been�obtained�from�sources
which�Height�Analytics�believes�to�be�reliable;�however,�Height�Analytics�does�not�guarantee�the�accuracy,�completeness�or�timeliness�of�any�information�or�analysis�contained�in�the�report.�Opinions�in
this�report�constitute�the�personal�judgment�of�the�analysts�and�are�subject�to�change�without�notice.�The�information�in�the�report�is�not�an�offer�to�purchase�or�sell�any�security.�The�information�herein
is�not�intended�to�a�complete�analysis�of�all�material�facts�representing�any�company�discussed�herein�nor�by�itself�is�this�report�sufficient�upon�which�to�base�an�investment�decision.�This�report�may�be
distrbuted�by�Height�Securities,�LLC,�member�FINRA/SIPC.�Height�Analytics�and�Height�Securities�are�affiliates.

Users�assume�the�entire�cost�and�risk�of�any�investment�decisions�they�choose�to�make.�Height�Analytics�shall�not�be�liable�for�any�loss�or�damages�resulting�from�the�use�of�the�information�contained
in�the�report,�or�for�errors�of�transmission�of�information,�or�for�any�third�party�claims�of�any�nature.�Nothing�herein�shall�constitute�a�waiver�or�limitation�of�any�person’s�rights�under�relevant�federal�or
state�securities�laws.

I�M�P�O�R�T�A�N�T� D�I�S�C�L�O�S�U�R�E�S

Disclosures�for�JUUL

JUUL�Labs�Inc.�is�or�was�during�the�12-month�period�preceding�the�date�of�the�distribution�of�this�report�a�client�of�Height�Capital�Markets�or�an�affiliate.�Height�Capital�Markets�or�an�affiliate�provided
non-securities�related�services.

Height�Capital�Markets�or�an�affiliate�has�received�compensation�for�non-investment�banking,�securities-related�services�from�this�subject�company�JUUL�Labs�Inc.�in�the�last�12�months.

Disclosures�for

JUUL�Labs�has�paid�an�affiliate�of�Height�Capital�Markets�for�non-investment-banking�services�in�the�past�twelve�months.
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