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Item 7.01 Regulation FD Disclosure

The Company is furnishing this Current Report on Form 8-K in connection with the disclosure of information, in the form of an investor presentation, to be given at meetings with institutional
investors, analysts and others. This information may be amended or updated at any time and from time to time through another Current Report on Form 8-K, a later Company filing or other means. A
copy of the Company’s investor presentation is attached hereto as Exhibits 99.1 to this Current Report on Form 8-K and incorporated into this Item 7.01 by reference. The investor presentation is
available on the Company’s website located at www.aquestive.com, although the Company reserves the right to discontinue that availability at any time.

The information in this Item 7.01 (including Exhibit 99.1) shall not be deemed to be “filed” for purposes of, or otherwise subject to the liabilities of, Section 18 of the Exchange Act, nor shall it be
deemed to be incorporated by reference in any filing under the 33 Act or the Exchange Act, except as shall be expressly set forth by specific reference in any such filing.

Item 9.01 Financial Statements and Exhibits

(d)  Exhibits.

Exhibit Number Description
99.1 Aquestive Therapeutics, Inc. Corporate Presentation dated November 2023
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¢ Disclaimer

This presentalion and the accompanying oral commentary hias been prepared by Aquestive Therapeutics, Inc. (the “Company”, "our” or "us”) and containg forward-looking statements within the meaning of the Privale Securilies Litigation
Reform Act of 1995, Words such as “believe,” *anlicipate,” "plan,” "expect,” "astimate,” “intend,” “may.” “will,” or the negative of those terms, and similar exprecsions, are intended to identify forward-looking statements. These forward-looking
staternents incude, bt are nol limiled to, the nenl and refated fming of cur preduc Anaphylm™ {epi me) Sublingual Fiém for the emergency reatment of severe allergis reactions, including
anaphylasis, throwgh clinical development and approval by the U.S. Foed and Drug Administration {FDAY, including the filing of our pivotal pharmacokinetic {PH) clnical trisl and other supporting clinical studies for Anaphyim; regarding the
advancement and relating timing through dinical developrment and approval by the FOM of the Company's New Drug Application (NDA) for our product candidate Libervant™ (dazepam) Buccal Film for the acule treatment of inbermitiend,

stereotypic episodes of frequent seizure sctivity (8., selzure clusters, acule repetitive selzures) that are distinct from a patient's usual secure pattern In patients with epdepsy batween two and five years of age; regarding the approval for
.5, market access of Libanant for these epilepsy patients aged 12 years and older, and overcoming the orphan dreg market axchesivity of an FOA approved nasal spray product of another company exending to January 2027 for this age
group of the patient population; regerding the polential benefils cur preducts and product canddates could bing 1o patients! regarding the polential for licensing 1o third parlies cur peoduct canddate Anaphyim cutside of the U.S. and
Libarvant in the LS. and around the world; regarding the abily b bring our product candidates, including Anaphylm and Liarant. to markaet and achieve market acceptance of those products; reganding the rate and degree of markst
acceplance and demand for our licensed products; regarding the potential and related tming for expanding the Company's manulacturing capabilities and supporting the growth of demand for existing 2nd potential fulure licensed products in
the US. and other countries and growing revenue from such activities; regarding the 2023 financial outlook of the Company and its growth and future financial and operating results and financial position: and other statements that are not
higlorical facts. These forward-looking stalements ane subject to the uncertain impact of glebal business and macroscanomic conditions, including as & result of inflatien, rising imerest rates, instability in the global banking systemn, and
geopoliical conflicts, inchuding the wars in Ukraine and Isreel, and the impact of the COMID-10 global pandemic on the Company's business including with respect to its clinical trials including site initiation, enroliment and timing and
adequacy of clincal triats; on regulalory submissiens and regulatony reviess and approval of Anaghylm and Libervant, pharmaseutical ingredient and alher raw maderials supply chain, manufacture, and dstibution; and ongeing availabilily of
an appropriate labor force and akeled professionals.

These forward-looking staterents are hased on the Company's current expectations snd beliefs and are aubject to a number of fsks and uncenaintiss thal could cause schual results to differ matedally fom those degcribed in the forward-
looking statements. Such risks and uncertainties include, but are not Bmited to. fsks associated with the Company’s. development work. including any delays or changes to the timing, cost and success of our product devaelopment activilies
and clinical triats for Anapghyim, Libervant and our other product candidates, risk of the Company's ability to generate sufficient data in the clinecal trisis for FOA approval of Anaghyim and Libervant for epilepsy patients between 2 and 5 years
of age:; risk of the Company's ability to addrass the FDA's comments on the Company's preotal PR study protocol and other concems idantified in the FOVA End-of-Phase 2 maating for Anaphylm: risk that the FO:A may requine addifional
elnical studies ke approval of Anaphyim and Libervant for patients epilepay batween 2 and 5 years of age; risk of defays in or the failure Lo receive FDA approval of Anaphyim, Libervant and our other product candidates; risks that the FOA
will not approve Livarvant for US. markel access for any age group of patients by ovarcoming the seven year orphan drug market exclusivity of an FOA approved nesal spray product in effect until January 2027, and there can be no
assurance thal the Company will be successiul in ablaining any of the Toregoing FDA approvals for Anaphylm and Libervant, inchiding Tor U S, masket access for Libervant for any age group of patients; risk thal a competing pediatic epilepsy
product of Libervant will receive FOW spproval prior to the Company's receipt of FDA approval of the Libervant NDA for these epilepsy patients batween 2 and 5 yesrs of age: risk relatng to the unpredictabity of the FOA's decisions
ragarding crphan drsg exclusivity, risk of Rigation broughl by thind parties relating lo overcoming their orphan drug exclusivity of an FDA approved proguct should the FDA approve Liberant for U3, market acoess Tor any age group of this
epilepay patient poputation; risk in obtaining market access for Libervant for ather ressons; ks associated with the Company's developmant wesk, including any delays or changes to the tming, cost and succese of the Company's product
davelopment activities; risk of the success of any compelting products: risk inherent in commerdializing a new praduct (including techrolegy risks, financial fsks, market risks and i wation risks, and reg| y Bmitaki risk of the
rate and degree of market acceptance of our product candidates, including Anaphyim and Libervanl. &nd our licensed products in the U.S. and abroad; risk of insuffickent capital and cash resources, It access o i
debt and aquity financing and revenues from operations. to satisfy all of the Company’s shori-term and longer team Ina»dty and cash requirements and other cash needs. at the times and in the amounts nesded. including to fund future
chnical development acliviles for Anaghyim, Libervant and our oiher product candidales; risk that aur will be ient L suppon demand for existing and petential fulure licansed productz in the ULS, and ather
countries; risk of achieving growth in our base busmess: risk of our ability to enter into other commercial transactions with third parties that will support growth of our business and execulion of key initistives; risk of the success of any
compeling products; sk of eroding marked share for Suboxone® and risk as a sunsefling product, which accounts for the substantal part of ow cerenl operaling revenue; risk of the size and growth of eur product markels; dsks nr
complianca with 8l FO& end other governmental and customer requiraments for our manufacturing facities: risks sssociated with intellectual propesty rights and infringament claims relating to the Company's products; rsk of unexpected
patent developments; unceraintes reabed 1o general economas, poifical (including acts of war and terrarism), business, industry, regulatory, financial and marked condtions and ather unusual items; and other igks and uncertainties afecting
the Company describad in the “Risk Factors” section and in other sactions included in the Company's 2022 Annual Repon on Form 104, Quartesty Reporte on Form 100, and Current Reparts on Form 8- filed with the U.S. Sacunities and
Exchangs Commission, Given those uncertambéies, you shoud nol place undue reliance on these forward-looking statements, which speak only as of te dale made. A1 subsequent forvard-leoking slatements attibutable bo the Company or
any peraon acting on ts behalf are expresaly qualified in their entirety by this ceutionary statement. The Company assumes no obligation to update forwand-looking statements or outlook or guidance after the date of this presentation whether
as a resull of new infeemation, future events or othenwise, except as may be required by applicable kaw.

PharmFim® and the rve logo ara of ics, Inc. The frade name for AQST-102 “Anaphylm” has been conditionally approved by the FDA. Final approval of the Anaphyim™ proprietary name is
conditioned on FDA agproval of the pmdul.‘:i candidate, AQST-108, AI olher fegslered |rademarks relerenced herein are the propesty of their respective owners,

" . -, i
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¢ Our Mission

Aquestive is a pharmaceutical
company advancing medicines to
bring meaningful improvement to
patients’ lives through innovative
science and delivery technologies




\( We Have a Strong Vision for Building the Company

In the next five years, we aim to:

« Grow the existing and ex-U.S. collaboration revenue
« Secure FDA approval for Anaphylm™ in the U.S.

« Launch Libervant™ in the U.S. in or prior to 2027

« Advance product candidates utilizing Adrenaverse™ platform
(epinephrine prodrug platform)

stimate is based on an orphan drug market exclusivity block until January of 2027 by an FDA approved nasal spray product.

! Aquestive
Advancing medcines.
Solving prablams.
Improving ives.




f‘:‘ Aquestive Is a Growth Story With Multiple Assets

Revenue-Generating
Base of Existing
Collaborations

Potential for
Commercialization
Events in or Prior to 2027

Pipeline Renewal

+ 5 FDA-approved products

« 8 Collaborations

+ 10+ years of product sales on 6
continents

* Multiple product launches since
2018

« 150+ patents worldwide

- Anaphylm™ (epinephrine) sublingual

film - First and only non-device based,
oral product candidate for anaphylaxis

- Anticipate filing for FDA approval in
2024

+ Libervant™ (diazepam) buccal film for

the treatment of seizure clusters in
patients aged 12 and older with
epilepsy - Anticipate launch in 2027
« Libervant NDA, for use in patients
ages 2-5 was accepted by FDA;

PDUFA target action date April 28,
2024

* Adrenaverse™ Epinephrine prodrug

platform has the potential for multiple
future pipeline iterations and
indications

o -
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¢ Our Core Technology is Branded as PharmFilm®

Where You Need It, When You Need [t™

f‘ .

.l Aquestive
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\( Our Adrenaverse™ Pro-Drug Platform

AQST-108

OH

ZT

Anaphylm (AQST-109)

Adrenaverse™ platform contains a library of over 20 epinephrine prodrugs that can control
absorption and conversion rates across a variety of dosage forms and delivery sites

r -
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¢ Product Portfolio & Licensing Opportunities in 2023 and 2024

Proprietary growth drivers Preclinical Clinical Filed Marketed
R e T oot B ——
(Seizure Clusters)
i [ —
[Anaphylaxis)
AQST-108 formulation (epinephrine) _

{Alternative Indications)

Licensing Opportunities Regional Licensing Agreements Global Licensing Agreements
Libervant™ (diazepam) i B Ondif, Assertio Therapeutics
buccal film . . Sympa Zan
United Stat b, {clobazam) oral filme
e ST emylif Smg - 10mg - 20mg
South America Indivior
luzale) oral film Sublingual
Anaphylm™ (epinephrine) A5 (n I
sublingual film Haisco - China (development stage)
»
Ex-ULS. Rights i i Exservan Pharmanovia
4 Mitsubishi Tanabe - U.S.  =XSETVaM Libervant™
Viazeyam) oo i

IP Licenses (Royalty-Only)

Zevra

w*

azstarys

-~ 2
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C‘ Strong Leadership Team
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i Lori J. Braender Ken Marshall ! | Mark Schobel Cassie Jung |
1 SVP, General Counsel Chief Commercial Officer | 1 Chief Innovation & SVP, Operations I
: ! ; Technology Officer !
Daniel Barber i ! X :
President, CEQ and : 1 } I
Director | w :
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1
i Peter Boyd Ernie Toth ) ] Carl Kraus Steve Wargacki :
! SVP, IT, HR, & Chief Financial Officer | | Chief Medical Officer SVP, R&D |
{ Communications £, 4 i
! i |
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¢ We Are Now Focused on the Next Chapter

« Commence pivotal study for Anaphylm™ in Q4 2023
* Continue to strengthen the balance sheet

* Continue to pursue out-licensing opportunities for Libervant™ and
Anaphylm™

* Continue to grow our license and supply business

! Aquestive
iD Advancing madicin e
Solving prablams.
Improving ivas.




C‘ Aquestive

Anaphylm™ (epinephrine)

Sublingual Film

Advancing medicines.
Solving problems.
Improving lives.




! Anaphylaxis: A Serious Systemic Hypersensitivity Reaction
That is Usually Rapid in Onset And May Be Fatal

As many as 32 million people in the United States are at chronic risk for acute
anaphylactic episodes’

Direct costs of anaphylaxis have been estimated at $1.2 billion per year :

52% of patients in a nationwide patient survey who had previously experienced
anaphylaxis had never received an epinephrine auto-injector presc:ri;::ticun3

60% of respondents in same patient survey did not have an epinephrine auto-injector
currently available’

1. Turnes PJ, et al. World Alergy Org J, 201912100066, 2. FARE, 2022, hitps fhww. orgiresources facts-and. stafistics. 3. Fromer L. The American Journal of Medicne (2018); 129, 1244-1250,

! Aquestive
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f‘ Treatment of Anaphylaxis — Epinephrine

- Epinephrine is the first line of treatment for anaphylaxis

- Epinephrine is the only medication proven to stop a life-threatening allergic reaction

« Epinephrine dosage (current medication delivery systems):z

0.3-0.5mg intramuscularly (IM) or subcutaneously

Children’s dosage is weight based:

1. 0.10mg (for children 16.5 to 33 pounds) — AUVI-Q® brand only
2. 0.15mg (for children under 66 pounds)

3. 0.3mg (for children and adults over 66 pounds)

» A second dose of epinephrine can be given as needed

1, Epinephring in the W mant of Anaphylaxis, Brown JC, Simens E, Rudders S4, J Allergy Clin Imrmunel Pract. 2020 AprB(4 - 1186-1185, doit 10,1016/ jaip 2019,12,015 PMID: 32276687, 2, EpPen® Package irsart,

o -
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¢ Epinephrine Market

The 2022 epinephrine market surpassed 4 million TRx in 2022 and rebounded to historical highs following a downturn
due to generics and the Covid-19 pandemic. TRx counts in 2023 have exceeded prior year for 9 consecutive months.’

Epinephrine Market TRx Volume (000s)

5,000 Trending
towards =4.6M | ~a 2654
4,500 TRx in 2023
3,975 4,000
4,000
3,620
3,500 3,260
3,164 3,048
3,000
2,500
2,000
1,500
1,000
500
2017A 2018A 2019A 20204 2021A 20224 2023€
1. Symphony Heslth Ssptember 2023, All Market Data iz imited fo US & Temitories L % Aquestive
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{:‘ Generic Market With High Levels of Dissatisfaction and Unmet Need

Current Standard of Care =
Large, Needle Based Injectors’

* Qversized devices
*  Hard to carry

*  Medical guidelines recommend always
having 2 doses on hand

= Needle based

+  High prevalence of needle phobia
(especially in children)

= Not always intuitive to use

Even trained health care providers
hawve been shown to incorrectly inject

Numerous Studies and Patient Surveys Articulate
Significant Dissatisfaction with Current Offerings

Right place, right time”
«  <50% of patients carry their EpiPen® — often due to hassle
factor

Refusal of treatment ***

25-50% of patients refuse treatment with EpiPen® — often
due fo needle reluctance

Time to treat post exposure’

+  60% of patients/caregivers delay treatment = often due to
needle reluclance

i B i & - L
Failed administration in the field
23-35% of patients and caregivers fail to dose correctly

1. KOIL feedhack; Aquestive Market Research. 2. Fromer L The American Journal of Medicine (20161129, 1244-1250. 3. Waren et al. Ann Allergy Asthma Immunal (2018). 4. Brocks et al. Ann Allergy Asthma Immunal (2017). 5. Asthma and

Allergy Foundation of America Patent Survey Report (201%). 6. El Turki et al. Emerghed J (2017}

15
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Ct Recent FDA Public Document Highlighted the Barriers to

Epinephrine Use

Barriers to Epinephrine Use

Under recognition of

s Lack of access
anaphylaxis

Supply chain and cost may

Patients, caregivers and
impair access

healthcare providers may not
recognize the signs of
anaphylaxis
Underuse/
Delay

May not belisve the reaction
is serious, do not understand
how to use the device, or
hawve needle-phobia

Patients may not fill prescription,

do not want to carry the device,

or do not anticipate they will
encounter an allergen

Failure to use

helitice $o earcy injection devices

1. hipsiwww fda gowmedia 1 BEOSA downloadiSlide 14.

16
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¢ Anaphylm™ (epinephrine) Sublingual Film

First and only non-device based, orally delivered epinephrine product candidate

—
e Non-device Fast absorption into
Portabil
ortability administration the bloodstream

~, .
“t Aquestive
i7 Aduancing medicines.
Solving prablams.
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¢ Competitive Product Summary’

ORAL AUTO INJECTOR
_ 3 -
Company N Aquestive E1\C viathis [ teva @ sy kaleo
Brand Anaphylm EpiPen/Generic Adrenaclick® Auvi-QF
Administration Sublingual Auto-Injector Auto-injector e
Injector

Dosing TBD 0.3/0.15mg 0.3/0.15mg 0.3/0.15/
(AdultiJr) 0.10 mg
Market Position  1st & Only Oral 90%+ Share Negligible <10%
Regulatory Expected NDA
Status (FDA) Filing 2024 Hppriaed/iacketed

1. The data prasented on this slde sre based on cross-study comparisons and are not based on any head-to-head trials a5 a result, comparabiity may ba imiledinaccurate. Cross-study comparisons ane inherently limited

Symjepi®
Syringe
Device

0.3/0.15 mg

Negligible

and may suggest misleading simitaities or éifference. 2 Panding FDA Review, 3 VIATRIS: Fermerly Mylan, 4, US \WorldMers rarkets for Adamis,

| /LARS E

neffy®

Nasal Spray

2mg

1 Dose per
Device

CRL Received -
Pending Filing
after Study

INTRA NASAL
 Bryn2¢
Utuly™
Masal Spray

6.6 mg

2 Doses per
Device

Expected Filing
1H ‘23

2
- Lol
NFA
Nasal Spray

Not Reported

Potentially 3™
Nasal to Market

Expected NDA
Filing 2023

! Aquestive
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<t Scientific Advisory Board

£
David Bernstein, MD Carlos Camargo, MD David M. Fleischer, MD
University of Cincinnati Harvard Medical School Children’s Hospital Colorado

Matthew Greenhawt, MD Ruchi Gupta, MD, MPH Jay Lieberman, MD

Children’s Hospital Colorado Morthwestern University of Tennessee

15

David Golden, MD
Sinai Hospital, Baftimore

John Oppenheimer, MD

University of Medicine and
Dentistry of NJ - Rutgers
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Concentration (pg/mL)

Anaphylm had Similar Exposure to Auto-injectors During the
First 10 Minutes Following Dosing’

Comparison of epinephrine plasma concentrations
over time of Anaphylm 12mg to various approved
auto-injectors 0.3mg

550

—C— 0.3mg manual
500 4 —C— 0.3mg EpiPen

—0— 0.3mg EpiPen {generic)
450 4 —O— 0.3mg Auvi-Q

—— Anaphylm 12mg

Comparison of epinephrine exposure at 10 minutes
of Anaphylm 12mg to various approved
auto-injectors 0.3mg

0.3mg
" ENTTE]]
(N=27)

Auvi-Q Anaphylm EpiPen
(generic)
{N=29)

EpiPen

(N=23) (N=12) [N=27)

AU CIJ-l(llmi n

(hr*pg/ml)

26.7 28.3 37.7 43.7

Time (minutes)

1. Cross-study comgarison from AQT09102 and AC10E106.
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™

! Repeat Dose — 25 Minutes

Comparison of Anaphylm 12mg repeat dose data (25 minutes)
to 0.3mg manual injection repeat dose data (10 minutes)

00 -

1=

T00

600 -

500 -

400 ~

Concentration (pg/mL)

T T T T ] T
0 30 60 90 120 150 180 210 240
Time (minutes)

—&— Anaphylm 12mg, 25 min
—C— 0.3mg IM Epi, 10 min

1. Cross-study comparison from AQ109201 (EpiPhast Il and AQ108102

21

0.3mg
Manual
Description Injection Anaphylm
Repeat Dose Repeat Dose

(10 min) (25 min)
# Subjects 23 27
Crnax (Pg/mL) 755 882
AUC,, (hr*pg/mL) 1300 776
AUC, 45 (hr*pg/mL) 181 207
Tmax (minutes) 50 33
Tmax Range (minutes) 30-70 10-70

Geomelric Means presented for Cmax, AUCO-1, AUCD-45, Median Tmax,
+ Data presented from cross-study analysis of AQ109201 (0.3mg manual injection
repeat dose at 10 min) and AQ109102 {Anaphylm repeat dose at 25 minutes - top-

line results).

~, 3
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22

pinephrine Exposure Levels (hr*pg/mL)

-

Anaphylm 12mg and 14mg Exceeds Lower Bracket at All

Expected Pivotal Targets

pAUC Comparison of Anaphylm 12mg and 14mg to Combined Auto-Injectors 0.3mg and

Adrenalin (epinephrine) Manual Injection 0.3mg

300

200

Critical early time
points similar to auto-
injectors

100

ALCD-20min ALCO-30min ALCO-40min

Time Post Administration (minutes)

ALCD-5min AUCD-10min

. Bracketing end paints subjeet lo ahgament with FDA. Crese-sludy comparison frem AQ109102 and AQ100103.

Anaphylm 12mg

._p"‘d_’.
o
Anaphylm 14mg

Manual Injection Level and]
Below

ALICO-45min

ALCO-B0min

Partial AUC

{%CV)

AUCO-45min

AUCD-50min

AUCD-60min

Manual
Injection

94.4
(75.6%)
117.2

(66.2%)

Anaphylm Anaphylm

12mg 14mg
127.6 222.2
(124.2%) (105.3%)
138.1 2321
(122.4%) (104.6%)
156.5 2517

(119.4%) (1 03,6%)
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Ct Key PK Parameters Compare Favorably to Existing Treatments

Anaphylm 12mg and 14mg provide a consistently fast Tmax with median and mean Cmax levels
bracketed by the current FDA approved products.

Median and Mean Cmax Median Tmax
% Z

. *&* ?;;iiﬁ

W v W Anaphyim 12mg @ Anaphylm 14mg [ Epifen W EpiPEn (Generic) O Awi-Q WM B Anaphyim 12mg B Anaphyim 14mg [ EpiPen B EpiPEn (Generic) B Auvi-Q

Cmax (pg/mL)

Tmax (minutes)

Bars above show highest and lowest 75% quartile ranges of approved products.

1, Cross-study comparisan of AQT08102 and AQ108103 ! Aquestive
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‘ Both 12mg and 14mg Anaphylm Resulted in Clinically Favorable
Pharmacodynamic (PD) Effects

Anaphylm demonstrates a rapid increase in systolic blood pressure (SBP), pulse and diastolic blood

pressure (DBP) within 2 minutes. Minimal impact to PD from increased exposure provided by
Anaphylm 14mg.

Mean Baseline Adjusted Changes in Systolic Mean Baseline Adjusted Changes in Pulse
Blood Pressure Following Administration Following Administration
2
—— Anaphylm 12mg 18 4 —0— Ansphylm 12mg
20 —— Anaphyim 14mg —O— Anaghylm 14mg
5 4 ! — 0 — EpdIM0.3mg, manual a4 — 0 — EpilM0.3mg. manusl
| — Q= EpiIM0.3mg, EpiFen — g — EpiiM0.3mg, EpiPen

SBP {(mmHg)
Pulse {beats/min)

T T T T T T T T T T T T T T T T T T T T T T T T
o 10 20 30 40 50 € 7o EBD 80 100 110 120 o 0 20 30 40 B0 7] 70 B0 80 100 110 120
Time (min} Time (min)
1. Cross-study companson of AQIB 102 and AQ109103. P ‘
! Aquestive
& Advancing mecdicines
Solving prablams.

Improving ivas.




<t Anaphylm Safety and Tolerability

= In the clinical program to date, treatment emergent adverse events (TEAEs) were assessed by both
incidence and severity
Vast majority of reported TEAEs were mild or moderate in severity
Majority of TEAEs were within the standard of care (SOC) of general disorders and administrative site
conditions

No serious adverse events (SAEs) reported and most TEAEs resolved without additional intervention

= Cardiovascular adverse event (AE) profile of Anaphylm appears similar to the AE profile of the
approved comparators

No severe cardiac events have been observed following Anaphylm dosing, and all TEAEs have required no or
minimal intervention

BP elevations have generally been minimal to moderate in degree; no episodes of malignant hypertension
(SBP>180mmHg) were observed

Heart rate elevations have generally been minimal to moderate in degree; transient palpitations and
tachycardia have frequently been reported, but ventricular tachyarrythmias were not observed

o -
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! Anaphylm 2023-2024 Critical Path

piotsuaies [

Pediatric
Study

Pre-NDA
Meeting

NDA
Submission
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¢ The Unmet Need in Refractory Seizures...

- e -

",,..- -..__-“ ’-,.- l-r.‘,‘-.“ '._,- -.._‘_..
o \,\ o g '\\ >4 b

l’ ‘\ d ™, 4 -,

rd ~
I LY & b I hY
LY LY
E " s 8 5 o/ ‘\ ’l i }
vt 0 a ¥ Seizures M %

Epile
1 ~1 M pgtier‘:t?; Account for

-

|} 1] [} 1
I L] of patients with A H
| I | refractory seizures will H I
y  Suffer from uncontrolled, 1} not interact with the 13 EMERGENCY !
\  refractory seizures [/ \  historically available [} \ DEPARTMENT /
LY . ] -
s ’;" \ Treatment?34.5 ‘;' “s visits annually® ’:"
5, e b # N, td
b - . rd % 4
\~\. ”’f \‘\‘ "’l \‘\" 5 "ﬁ

1. Laxer, Ketal, The consequences of Refractory Epilepsy and its reatment: Epilepsy & Behavior, Yol 37, Aug 2014, Pgs 59 -7 hiips:doi.omf 1010 164, vebeh 2014.05,031, 2 Triangle Insights Group (2017). Synihesis of Eplepsy (ARS)

Primary Research. irfermal b v repart ished, 3. Epilepsy Daa and Stalistics | COC - 1,.2% of the US poputation had active epilepsy (95% CI° = 1.1-1.4), This is about 3.4 million peogle with epilepsy nationwide: 3 million
adults and 470,000 children. 4. Braakihrough Seizures: Causes, Treatmant, and Prevention (healthline.com} - Abowt 1 in 3 peophe with a|:||lep'.15¢I exparience breakthrough seizures. 5. 2022 Symphony Data shows 420,000 labaled rescus ms,
il @ palient flls 2.5 limes a year thal's 168,000 patienls, B, Seizure visits to ED: bl p 52 fwww.nchi nim sih gow(pmeladlickes PMCPEST 240/
! Aquestive
- Aduancing madicines

Solving prablams.
Improving ives.




\( Current Treatments are Either Rectal or Intra Nasal Options

25

D_iastat“AcuDial"'

zepam rectal gel) 5 mg/mL <

Confirm the dose and green “READY" band are visible.

G
Dose Display Window .E’Eﬁ"w.. Band

o VALTOCO
(diazepamnasal spray) @

7~ 3
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<t Seizure Rescue Annual Volume

The seizure rescue market has grown significantly with the launches of improved drug delivery options.

1. Symphony Health September 2023, AN Market Diata iz frited o US & Temtones

Labeled Rescue Market TRx Volume (000s)
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<t Seizure Rescue Market Growth

The seizure rescue market continues to grow due to new products being promoted.

Labeled Rescue Market TRx Market Size (000's)
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¢ Seizure Rescue Market by Age'

32

The seizure rescue market has ~60% of the population less than 18 years of age and experiences a
significant back to school effect.
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! Strong Patient Preference — What Patients Want

B 1: Not at all 3: Somewhat 5: Highly
0,
R INmeang Important - Important - Important [apERes

33

Ability to have the repetitive
seizure medicine with me at
all times

Ability to take the medicine as
quickly as | possibly can
when | need to

Ability to take the medicine in
a way that is simple for me

Ability to take the medicine no
matter where | am and what |
am doing

Ability for me to take the
medicine myself, versus
someone else having fo give
it to me

1. Aguestive Therapeutics sponsonsd preference study (Ne101

3%

3%

2%

3%

5%

Falients), data on fe.

7%

4%

2%

2%

3%

20%

14%

13%

14%

22%

26%

28%

23%

23%

28%

45%

51%

60%

58%

43%

1%

79%

83%
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! Strong Patient Preference — Willingness to Request1

% Choosin Strongly Prefer No Prefer Strongly Film
2 g Prefer Nasal Nasal Preference Film Prefer Film | Preference

If both medicines
worked just as well at
stopping my repetitive
seizures, | would
prefer my doctor
prescribe me:

Likelihood of me

asking my doctor if |

could switch from the

current medicine | 7% 8% 20% 27% 39% 66%
have for repetitive

seizures to one of the

new products:

6% 7% 16% 21% 50% 71%

1. Aguestive Therapeutics sponsored preference study (N=101 Patents). data on file.
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{ Libervant™ (diazepam) Buccal Film Path to Launch

Libervant LAUNCH '
* Expected January 2027

Tentative Approval Received

PDUFA Date + August 30, 2022

- December 23, 2021

with FDA

- NDA for patients ages 2-5 accepted by FDA in
September 2023

PDUFA target action date is April 28, 2024
- Ages 2-5

FDA - Continue to pursue early U.S. market access

1, Estimate i based an an ephan dreg marke! exclusivity block until January of 2027 by an FOA approved nasal spray product
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’{:.C Product Licenses Across the Globe

We currently have eight active worldwide licensing and manufacturing contracts; five more than just
two years ago.

Indivior o

Pharmanovia i

Assertio

Zambon )
Mitsubishi Tanabe Haisco

Pharma America ) {'-_;.
! i O

y
N

/!‘

' .
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! Existing Product Portfolio Has Generated Over $500M In Revenue

Product Development m

Commercial Manufacturing

Bupranaiphinateleon { Indivior } [ suboxone (2010 Launch) ]
FDA Approval 2010 L
] [ .
Ondansetron Hypera (SAM) J | Ondif (2022 Launch) |
FDA Approval 2010 TBD (US) |
fobezam | Assertio (Global) 1 ( Sympazan (2018 Launch) ]
FDA Approval 2018 1 | !
Haisco (China) | | Expected 2025 Launch |
Riluzole e ] (
Mi hi T:
FDA Approval 2019 itsubishi Tanabe (US) | | Exservan (2021 Launch) |
Zambon (EU) 5 [ Emyif 2023 Launch) |
Pharmanaovia (ex-US, China) I | Expected 2024 Launch |
Diazepam ) (
FDA Approval 2022 TBD (Us) I | Expected 2027 Launch!’ |

TBD (China)

1. Estimate is based on an orphan drug market exchusivity biock until January of 2027 by an FDA approved nasal spray product
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Ct Global Diversification of Suboxone

Suboxone ROW business is expected to grow to 47% of the Suboxone Revenue by 2029 reducing the
reliance on the Suboxone US market. Suboxone Film is currently distributed in Denmark, Finland, Germany,
Italy, Norway, U.K., Sweden, Australia, Canada, Israel, and Malaysia.

Suboxone ROW Market?

v Indivior has presence :
SUBOXONE Film — Approved in 36 in: 36 countrice i
countries ex-U.S. Filings under review in v Suboxone Film is ™
Kuwait, Kingdom of Saudi Arabia and approved in 36 o
Colombia. countries Europe & Middla [ ]
East
e
]
]
[ ]
]
@ Avsitabie [ ]
O sppevad .
1. Agqueative Therspeutics data on file. 2. Dats from Indsvior Jeflries Healthcare Conference Presentation June 7, 2023,
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cc Suboxone U.S. Market Has Been Stable for Several Years

e Suboxone U.S. market TRx is growing despite lack of promotion and alternative product forms
e Suboxone U.S. market share is on consistent trajectory
e Suboxone U.S. has experienced price stability for several years

Suboxone U.S. Market? Suboxone U.S. Market Share? Suboxone U.S. PAC Pricing’
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¥ A 2 e ———————————————
3,000 = e T ¥
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- 8 R
2021 Rw
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202208
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m23a2
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® ndivior = All Other | —|ndivior =—

m— Suboxone 4mg s SUbONONE 2ME

1. Elsevier Gold Standard Pricing Database. 2. Symphony Health Data April 2023. All Market Data is limited to U.S. and its temitaries.
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¢ Outlook Update — Revised Guidance

42

2023 Outlook as of November 2023

Total revenues of approximately $47 to $50 million
Non-GAAP adjusted EBITDA loss less of approximately $14 to $17 million

Revenue in USD millions

55
53
51
49
a7
45
43
41
39
37
35

Revenue Guidance Revisions in 2023

March
2023

May
2023

August
2023

Maovember
2023

EBITDA in USD millions
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(15)
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(30)
(35)
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Non-GAAP Adjusted EBITDA Guidance
Revisions in 2023
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