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Item 7.01 Regulation FD Disclosure.

Aquestive Therapeutics, Inc. (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 Exhibit 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 Events and Presentations Page of the Investors section of 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 of 1934, as amended (the "Exchange Act"), nor shall
it be deemed to be incorporated by reference in any filing under the Securities Act of 1933, as amended, 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. Q3 Earnings Supplemental Materials dated November 6, 2025.
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Dated: November 6, 2025 Aquestive Therapeutics, Inc.

By: /s/ A. Ernest Toth, Jr
Name: A. Ernest Toth, Jr.
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Advancing medicines.
Solving problems.
Improving lives.




Disclaimer

Cortain statements in this press release includa "forward-looking statements” within xha manmng of the Private Sscurities Litigation Reform Act of 1995, Words such ss “belave,” “anticipate,” 'plan,” "expsct,” *estimate,” intend.” “may,” "will,"or ths
negative of those terms, and similar expressions, are intended to iden| include, but are not limited to, statements regarding the advancement and related timing of our product candidate
Anaphylm™ (dibutepinephrine) Sublingual Film through clinical dmmmam and appmval by the FDA, including whether the clinical data submitted to the FDA will be adequate enough for the FDA te approve Anaphylm, and the following commercial launch
of Anaphylm, if approved by the FDA; the advancement and related timing of potential International regulatory filings and market approvals of Anaphylm outside of the U.S.; that Anaphylm will be the first and only oral administration of epinephrine and
accepted as an alternative 1o existing standards of care, if Anaphylm is approved by tha FDA; launch preparedness activities being sufficient to bulld commercial readiness for Anaphylm and approved patents providing lang-term commarcial suceess for
Anaphylm, if approved by the FDA; the advancement, growth and related timing of our " pipeline of prodrug product including AQST-108 (epinephrine) Topical Gel for the treatment of alopecia areata, through clinical
development and FDA regulatory approval; the timing of intemational filings for approval of Libervant" (diazepam) Buccal Film; the potential benefits our products and product candidates could bring to patients; that patients will prefer film over availabla
alternative epinephrine delivery products; the potential growth of markets for our product candidates; our futum financial and operating results and financial position, including with respect ta our 2025 financial outlook, estimated cash runway and
sufficiency to support the launch of Anaphylm, if approved by the FDA and achi market and other that are not historical facts,

These forward-locking statements are based on our current expectations and beliefs and are subject to a number of risks and uncertainties that could cause actual results to differ materially from those described in the farward-looking statements. Such risks
nd uncertainties include, but are not mited to, risks sssocisted with our development work, Including any delays or changes to the timing, cost and success of our product development activities and clinical trisls and plans, including those relating to
Anaphylm, AQST-108, and our other pradu risk of of the reg 1 through the FDA of our product candidates, including far Anaphylm, Libervant and AQST-108, o failurs ta receive FDA approval at all of
any of these product candidates; risk of govamment shutdown on the ability of the FDA ta act on the approval of our product candidates, including Anaphytm; risk of the Company’s ability to generate sufficient clinical data for approval of our product
g with respect to (PK/PD) for FDA approval of Anaphyim; risks associated with our ability to address the FDA's camments on our NDA, including the risk that the FDA
may require additonal cinical stucies for approval of Anaphylm; risks associated with the success of any competing products, Including generics; risks and L inherant in cor P (including technolagy risks, financial risks,
market risks and implementation risks and regulatary limitations); risk of development of & sales and marketing capability for of our praduct including Anaphylm, Libarvant and AQST-108; risks associatad with tha patential
impact on the value af the Company of the sale or outlicensing of our product and product candidates, including Libervant and Anaphylm and other product : risk of sutficient capital and cash resources, debt
and equity financing, including under our ATM facility, and revenues from operations, to satisfy all of our short-tarm and longer-term liquidity and cash requiremants and other cash needs, at the Hmes and in the amounts needed, including to cemmance
principal payments on our 13.5% Senior Secured Notes in 2026, and to fund future clinical development and commercial activities for our product candidates, including Anaphylm, Libs tand AQST-108, .nwm hi be approved by
the FDA; fisk of the impact of our cbligations under the Campany's Purchase Agreement and the Royalty Rights Agreement with third parties, each of which agreaments requires the Campany to make party thereot, afa
portion of our revenues, an our ability to contribute to the funding of our operations and the payment of principal and interest on our debt; the risk of our abligations under such Purchase Agreemant and Hayauy Rights Agreemant \mpeclmg aur ability ta
refinance our 13.5% Sanior Secured Notes; risk that our manufacturing capabillties will be sufficient to support demand of our product candidates in the U.S. and abraad, if such product candidates should be approved by tha FDA and other regulatory
authorities, and our licensed praducts in the U.S. and abroad; risk of eroding market share for Suboxone” as a sunsetting praduct, which accounts for a substantial part of our current operating revenue; fisk of default of our debt instruments; risks related to
the outsourcing of Gertain sales, marketing and other operational and stalf functions to third parties; risk of the rate and degroe of market acceptance in the U.S. and abroad of Libervant, Anaphylm, AQST-108 and our other product candidates, should thesa
product candidates be approved by the FDA and other regulatory athorities, and for our licensed praducts n the U.S. and abroad; risk associated with the siza and growth of our product markets; risk associated with our compliance with all FOA and other
forour ing facilities; risks associated with intellectual property rights and infringement claims refating to our products; risk that our patent applications for our preduct candidates, ineluding for Anaphylm
and AQST-108, will not be timely issued, or issued at all, by the U.S. Patent and Trademark Office o, if issued, will 10 pravide | uccess of of patent risk of legislation
and regulatory actions and changes in laws or regulations affecting our business including relating to our products and product candidates and product pricing, reimbursement or access therefor; risk of loss of significant eustomers; risks related to claims
and legal proceedings against us Including patent infringement, securities, business torts, investigative, product safety or efficacy and antitrust litigation matters; risk of product recalls and withdrawals; risks related to any disruptions in our information
technalogy networks and systems, including the impact of cybersecurity attacks; risk of increased cybersecurity attacks and data accessibility disruptions due to remote warking arrangements; risk of adverse developments affecting the financial services
industry; rsks rlated to nflation and changing interest rates; isks related to the impact of other pandemic dissases on our business; fisks and uncertainlies related to general economic. poltical (including the Ukrain and Israel wars and other acts of war

and terrorism), business, industry, regulatory, financial and market conditions and other unusual items; risks related to ibout p d their impact on our business, including imposition of government tariffs and
other trade restrictions; and other uncenainties affecting us mcludmg those described in the "Risk Factors” section and in mhersccnons ncluded in the Company's Annual Repart on 10-K, Quarterly Reports on Form 10-Q, and Current Reports on Form 8-K
filed with the U.S. Securities tainties, you should not place undue only as of the date made. Al

to
{11 Cornprry b siej psisia: acking o s sl s exiesaly qiatibad in Ul siray. By W Gaufionary statieriant. The Cﬂmpany asaumes no obligation to updats forward-Looking statements or outlook or guidance after the date of this press release
whether as a result of new information, future events or otherwise, except as may be required by applicable law

This presentation shall not constitute an offer to sell of the solicitation of an offer to buy any of the Company's securities, nor shall there be any sale of these securities in any state of other in offer, sale would be untawlul
prior to registration or qualification under the securities laws of any such state or ather jurisdiction.

, Li the Aquestive logo Aquestive Th tics, Inc. The trade name “Anaphylm® for AQST-108 has been conditicnally approved by the FDA. Final approval of the Anaphylm™ proprietary name is conditioned
on FDA approval of the p ., AQST-109. All other registered referanced herein are the property of their respective owners.
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Q3 2025 earnings key messages

Anaphylm™ (dibutepinephrine) Sublingual Film for severe allergic reactions,
including anaphylaxis
* U.S. Food and Drug Administration (FDA) confirms that it will not require an Advisory
Committee to review the Company’s New Drug Application for Anaphylm
* Preparing for a U.S. launch in Q1 2026, if approved by FDA
* Continued expansion of commercial and medical infrastructure

* Expanding awareness of Anaphylm through engagement with Health Care Professionals
and advocacy groups

* Continuing critical work with payers to raise awareness and prepare for launch

* Continue to focus on global expansion
* Successful meeting with Health Canada occurred in September 2025; progressing
towards a New Drug Submission in Canada

* [nitial meeting held with the European Union (EU); preparations underway for an EU
submission

* Broadened the patent estate for Anaphylm with the issuance of two new patents
* Extend patent protection into 2037
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Q3 2025 earnings key messages - continued

AQST-108 and the expansion of AdrenaVerse™ platform
* Planto open Investigational New Drug application for AQST-108 with FDA in Q4 2025
* Expect toinitiate a clinical study for AQST-108 for Alopecia Areata in 1H 2026
» Strengthened clinical leadership to reiterate commitment to developing new product
candidates from this platform

Strengthened balance sheet to support commercial launch execution

* In August 2025, the Company successfully completed an equity raise of $85MM including
participation by several large institutional healthcare investors

* The Company also completed a strategic financing for $75MM with RTW Investments, LP
subject to FDA approval of Anaphylm and refinancing of the Company’s existing debt
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Recent film strip preference survey completed k

Survey Methodology:

* Double-blinded survey with 17 adult patients and
Survey Results (n=35) 18 caregivers of pediatric patients at risk for
e anaphylaxis
+ Respondents were mailed an envelope containing
one empty, non-labeled nasal spray device and one
non-labeled placebo film strip

30

25
* Respondents kept envelopes sealed until an on-

camera interview video call was conducted and
were then instructed to open the envelopes?

20

* Respondents were asked to assume that, if these
products were made available for prescribing by
their health care prescriber (HCP), both products
would be:

# Survey Respondents

(4

* Equalin general efficacy and safety to each other
and to their current epinephrine auto-injector (EAI)
= i
0 * Endorsed by their HCP
W Prefer film W Prefer film & nasal equally  ® Prefer nasal * Equalin out-of-pocket cost to each other

¥ af .
1. Aquestive Therapeutics data on file. 2. Note: Survey sample product envelopes only contained demo nasal spray devices and film strips. Instructions For Use were not provided to respondents. \‘ Aques"‘lve'
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Upcoming expected key milestones

Potential ex-U.S.

Regulatory Filings
Anaphlymm™
PDUFA action date is

scheduled for January
31, 2026

AQST-108 Expect to submit IND Expect to initiate
clinical study

regulatory approval’

4IIm) GEITTEE) GETTEE) G5

1. Licensee filed for Libervant approval in the EU with the EMA in August 2025.

Libervant ‘ Expected licensee-led U.K.
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Expected to meet near-term milestones with projected cash runway
into 2027

Ending Cash Balance by Quarter

$129.1

USD (Millions)
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Manufacturing operations continue to generate cash

Doses Shipped by Quarter

60,000

50,000 47,953

48241 45 328
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QUARTER
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2025 guidance as of November 5, 2025

2025 Outlook

* Total revenues of approximately $44-$50 million
* Non-GAAP adjusted EBITDA loss of approximately $47-$51 million
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