
BioXcel Therapeutics Announces SERENITY At-Home Pivotal Phase 3 Safety Trial Met its Primary
Endpoint in Support of sNDA Submission for Label Expansion of IGALMI®

August 27, 2025

BXCL501 achieved SERENITY At-Home’s primary endpoint of being well tolerated in the at-home treatment of agitation episodes in patients with
bipolar disorders or schizophrenia

No discontinuations for tolerability in the BXCL501 arm

While not the primary objective of the SERENITY At-Home trial, the preliminary results demonstrate continued effects and consistent benefit with
repeat dosing across the course of the trial

Following previously disclosed positive FDA feedback, BioXcel plans to submit a sNDA in Q1 2026 for expanded usage of BXCL501 in the outpatient
setting without the supervision of a healthcare provider

More than 2400 episodes of agitation were treated in the SERENITY At-Home trial suggesting a significantly larger potential market opportunity

Company to host conference call at 8 a.m. EDT today

NEW HAVEN, Conn., Aug. 27, 2025 (GLOBE NEWSWIRE) -- BioXcel Therapeutics, Inc. (Nasdaq: BTAI), a biopharmaceutical company utilizing
artificial intelligence to develop transformative medicines in neuroscience, today announced that the SERENITY At-Home Pivotal Phase 3 trial
evaluating the safety of BXCL501, the Company’s proprietary, sublingual film formulation of dexmedetomidine, as an acute treatment for agitation
associated with bipolar disorders or schizophrenia in the at-home setting, met its primary endpoint. The data from this successful study will form the

basis of the sNDA submission for label expansion of IGALMI® in the at-home setting planned for the first quarter of 2026.

“The SERENITY At-Home results are transformative in our journey toward outpatient use of BXCL501 for the acute treatment of agitation associated
with bipolar disorders or schizophrenia,” said Vimal Mehta, Ph.D., CEO of BioXcel Therapeutics. “By meeting its primary endpoint, the SERENITY
At-Home Pivotal Phase 3 trial reinforces BXCL501’s potential to be safely used at home like it is already used in the previously FDA approved
institutional setting. The unmet medical need in the at-home setting is significant with no FDA approved treatments. We are committed to changing the

treatment paradigm as we prepare for our planned sNDA submission intended to provide patients with access to IGALMI® in the home setting. We
believe the total addressable market is significantly larger than previously reported.”

“The management of agitation associated with bipolar disorder and schizophrenia in the home setting is an important clinical challenge where we
currently have few optimal options,” said Dr. John Krystal, M.D., the Robert L. McNeil, Jr. Professor of Translational Research and Chair of the
Department of Psychiatry at Yale School of Medicine. “Timely intervention has the potential to mitigate patient distress, decrease emergency room
visits, and enhance overall patient safety while reducing healthcare costs, and I am pleased that this promising data could pave the way for a potential
first approval of BXCL501 for at-home treatment.”

The SERENITY At-Home Pivotal Phase 3 trial is a double-blind, placebo-controlled 12 week trial designed to evaluate the safety of a 120 mcg dose of
BXCL501 for the acute treatment of agitation associated with bipolar disorders or schizophrenia in the at-home setting.

SERENITY At-Home Topline Summary

Summary of agitation episodes:
A total of 246 patients randomized
Data collected 2628 agitation episodes in 215 patients
Treated 2437 episodes in 208 patients

168 patients (81%) completed the full 12-week trial
Average of 11.7 agitation episodes recorded per treated patient

All patients were able to successfully self-administer the film
Distribution of enrolled patients was 45% bipolar disorders and 55% schizophrenia

SERENITY AT-Home Primary Endpoint Data

The 120 mcg dose of BXCL501 was well-tolerated in patients with episodes of agitation in the outpatient setting and met the primary objective. This
tolerability outcome was observed across repeat dosing and through the duration of the trial.

No discontinuations due to tolerability in the BXCL501 arm

Adverse event profile consistent with approved IGALMI® label and multiple clinical trials in the institutional setting
No drug-related serious adverse events (SAEs), syncopes or falls reported
No new or unexpected treatment emergent adverse events (TEAEs)
No severe TEAEs associated with BXCL501 treatment and most TEAEs were mild



No trend of more frequent AEs over time or with repeat dosing
Tolerability remained consistent throughout the repeat dosing in the trial
 

BXCL501 120 mcg Tolerability Profile Consistent with IGALMI® Label

Treatment-Emergent Adverse Events 2 Serenity I & II

(IGALMI® Label1)

Serenity At-Home 

Adverse Event by Dose (Episode)1

Single Dose First Dose All Doses (2437 episodes)

IGALMI®

N=255
n (%)

Placebo
N=252
n (%)

BXCL501 N=102
n (%)

Placebo
N=106
n (%)

BXCL501 
N=1160
n (%)

Placebo
N=1277

n (%)

Somnolence 3 56 (22%) 16 (6%) 23 (22.5%) 18 (17%) 161 (13.9%) 103 (8.1%)

Oral Paresthesia/Hypoesthesia 14 (6%) 2 (1%) 2 (2.0%) 1 (0.9%) 6 (0.5%) 1 (0.1%)

Dizziness 10 (4 %) 2 (1%) 5 (4.9%) 1 (0.9%) 19 (1.6%) 2 (0.2%)

Dry mouth 19 (7%) 3 (1%) 7 (6.9%) 1 (0.9%) 56 (4.8%) 24 (1.9%)

Nausea 6 (2%) 4 (2%) 1 (1.0%) 0(0%) 6 (0.5%) 1 (0.1%)

Headache 12 (5%) 12 (5%) 0 (0%) 2 (1.9%) 4 (0.3%) 4 (0.3%)
1 SERENITY I and II evaluated a single agitation episode in each patient. SERENITY AT-Home evaluated a total of 2437 episodes in 208 patients.
Adverse events are presented on an episode basis. Only AEs observed in Serenity At-Home Pivotal Phase 3 trial are listed
2 AEs within 24 hours following dosing
3 Includes fatigue
 

 
 

BXCL501 Tolerability Profile Consistent with Repeat Dosing1

  Doses 1-3 Doses 4 to 12 Doses 13 and beyond

Treatment-Emergent Adverse Event 2
BXCL501

N=266
n (%)

PLACEBO
N=274
n (%)

BXCL501
N=398
n (%)

PLACEBO
N=485
n (%)

BXCL501
N= 496
n (%)

PLACEBO
N=518
n (%)

Somnolence 3 58 (22.0%) 43 (16.0%) 61 (15.3%) 52 (10.8%) 42 (8.5%) 8 (1.5%)

Oral Paresthesia/Hypoesthesia 4 (1.5%) 1 (0.4%) 2 (0.5%) 0 (0%) 0 (0%) 0 (0%)

Dizziness 10 (3.8%) 1 (0.4%) 7 (1.8%) 1 (0.2%) 2 (0.4%) 0 (0%)

Dry mouth 14 (5.3%) 2 (0.7%) 29 (7.3%) 2 (0.4%) 13 (2.6%) 20 (3.9%)

Nausea 1 (0.4%) 1 (0.4%) 3 (0.8%) 0 (0%) 2 (0.4%) 0 (0%)

Headache 3 (1.1%) 2 (0.7%) 0 (0%) 2 (0.4%) 1 (0.2%) 0 (0%)
1 Adverse events are presented on an episode basis
2 AEs within 24 hours following dosing
3 Includes fatigue
 

 

BXCL501 Tolerability Profile Consistent over the Trial Duration1

  Weeks 1 to 4 Weeks 5 to 8 Weeks 9 to 12

Treatment-Emergent Adverse Event2
BXCL501

N=454
n (%)

PLACEBO
N=474
n (%)

BXCL501
N=369
n (%)

PLACEBO
N=433
n (%)

BXCL501
N=337
n (%)

PLACEBO
N=370
n (%)

Somnolence3 74 (16.4%) 53 (11.2%) 47 (12.7%) 29 (6.7%) 36 (10.7%) 19 (5.2%)

Oral Paresthesia/Hypoesthesia 6 (1.3%) 1 (0.2%) 0 (0%) 0 (0%) 0 (0%) 0 (0%)

Dizziness 13 (2.9) 2 (0.4%) 3 (0.8%) 0 (0%) 3 (0.9%) 0 (0%)

Dry mouth 25 (5.5%) 2 (0.4%) 20 (5.4%) 10 (2.3%) 11 (3.3%) 12 (3.3%)

Nausea 3 (0.7%) 1 (0.2%) 2 (0.5%) 0 (0%) 1 (0.3%) 0 (0%)
1Adverse events are presented for agitation episodes in the weeks indicated
2AEs within 24 hours following dosing
3 Includes fatigue
 

SERENITY At-Home Preliminary Exploratory Data

The efficacy of IGALMI® has already been established in the institutional setting in the SERENITY I and II trials that led to FDA approval (see label



below). The available topline data for the exploratory endpoints from more than 2400 episodes in SERENITY At-Home demonstrates that treatment
with BXCL501 regularly reduced symptoms of agitation throughout the trial. A greater percentage of patients experiencing mild, moderate, or severe
agitation had full resolution of symptoms in the BXCL501 arm compared with placebo. The initial results demonstrate continued effects and consistent
benefit with repeat dosing across the course of the trial.

Complete analyses of the full data set is ongoing, and results will be shared in the near future.

“We are pleased with the positive results and consistent tolerability profile demonstrated for BXCL501 in more than 1100 self-administered treated
episodes in the at-home setting," Matt Mandel, M.D., Vice President of Clinical Development at BioXcel Therapeutics, stated. “With efficacy already

established for the 120mcg dose of IGALMI®, demonstrating evidence of benefit to patients with repeat dosing in the outpatient setting is highly
encouraging. We believe the totality of the evidence, combined with the favorable tolerability, supports our planned regulatory submission and
positions BXCL501 to potentially become the first at-home treatment for this critical unmet need affecting patients and their families.”

IGALMI® is currently FDA-approved and marketed for the acute treatment of agitation associated with bipolar I or II disorder or schizophrenia in

medically supervised settings. IGALMI® is available in 2 dose strengths, 120 mcg and 180 mcg. To support the potential label expansion for at-home
use, an important part of the regulatory package will be data from this SERENITY At-Home Pivotal Phase 3 trial, which is a double-blind, placebo-
controlled 12-week study designed to evaluate the safety of a 120 mcg dose of BXCL501 for the acute treatment of agitation associated with bipolar
disorders or schizophrenia in the at-home setting. The trial design and protocol were previously agreed to with FDA.

BXCL501 was granted Fast Track Designation for the acute treatment of agitation associated with bipolar disorders or schizophrenia in December
2018. There are no FDA-approved therapies for the acute treatment of agitation in the at-home setting.

At-Home Agitation Market Insights1-4

The previous estimate of 23 million annual episodes was based on historic claims data, reflecting approximately 1.2
episode per patient per month. The claims data likely underestimate the true episode frequency due to the lack of
approved treatment options. We believe the total addressable market is significantly higher than previously reported.
Market research and published survey data indicate that episodes may occur 3-4 times a month on average, with the
majority of these episodes being moderate or severe.
Data from more than 2600 episodes of agitation recorded in the SERENITY At-Home Pivotal Phase 3 trial are in line with
these higher frequency estimates.
Based on these higher frequency estimates, we believe patients experience an estimated 57 million to 77 million agitation
episodes in the at home setting annually in the United States.
Physicians believe a significant unmet need is the lack of an effective and fast acting treatment at-home.
Physicians underdiagnose and undertreat these episodes in a community setting, with only a third of patients receiving
prescription drugs, which are off-label and often suboptimal, for their agitation symptoms.
Patients are the primary stakeholder for the treatment of their agitation episodes.

Patients feel that they lack control over their thoughts and actions during agitation episodes.
In a market survey, patients indicated they would take BXCL501 for 80% of their agitation episodes.
90% of those patients indicated they would take BXCL501 when they feel an episode coming on or when an
episode begins.
 

Analyses of the full Phase 3 dataset from the SERENITY At-Home Pivotal Phase 3 trial are ongoing, and additional data and results will be presented
at upcoming medical meetings and conferences.

Conference Call

BioXcel Therapeutics will host a conference call and webcast at 8 a.m. EDT today to discuss the SERENITY At-Home trial results. To access the
webcast, please use the following link https://ir.bioxceltherapeutics.com/news-events/ir-events, or dial in at 877-407-5795 / +1 201-689-8722. A link to
the webcast and accompanying presentation materials will also be available on the Investors section of the corporate website,
bioxceltherapeutics.com, and a replay will be available through November 26, 2025.

About the SERENITY At-Home Phase 3 Trial
The trial was designed to study 200 patients with a history of agitation episodes despite being on stable treatment for their underlying bipolar or
schizophrenia residing at home either alone or with caregivers/informants. Patients were required to self-administer 120 mcg of BXCL501 (the
approved dose under medical supervision) or placebo when they experienced agitation episodes over the 12-week trial period, and their safety data
(adverse events) was collected during the trial. In addition, patients or caregivers/informants completed a modified global impression of severity
(mCGIs) two hours after dosing as an exploratory endpoint to assess their experience in the outpatient setting.

About BXCL501
Outside of its approved indication by the U.S. Food and Drug Administration as IGALMI® (dexmedetomidine) sublingual film, BXCL501 is an
investigational proprietary, orally dissolving film formulation of dexmedetomidine, a selective alpha-2 adrenergic receptor agonist. BXCL501 is under
investigation by BioXcel Therapeutics for the acute treatment of agitation associated with Alzheimer’s dementia and for the acute treatment of
agitation associated with bipolar I or II disorder or schizophrenia in the at-home setting. The safety and efficacy of BXCL501 for these investigational
uses have not been established. BXCL501 has been granted Breakthrough Therapy designation by the FDA for the acute treatment of agitation
associated with dementia and Fast Track designation for the acute treatment of agitation associated with schizophrenia, bipolar disorders, and
dementia.

About IGALMI® (dexmedetomidine) sublingual film 

https://ir.bioxceltherapeutics.com/news-events/ir-events
https://www.globenewswire.com/Tracker?data=g06EtikyhMq5NKBfr6yZxlSWLu-vE-qOCRCKckWgQ_JID6BK8wpFKCU5cjIpJjbwiGNi_oUYn2BlMfCoYkcAhK64QwpaZv-BW6GRIE-_gBsDlzP_IMm19m9io80o2-_L0v5Db5-rlcRGvqM05zGUHryTie_SOraOw_6zL6-KWAYIKk4xlzfeMhASoAjKVH064qDntHqceQoZOQebnbWWow==


INDICATION 

IGALMI® (dexmedetomidine) sublingual film is a prescription medicine, administered under the supervision of a health care provider, that is placed
under the tongue or behind the lower lip and is used for the acute treatment of agitation associated with schizophrenia and bipolar disorder I or II in

adults. The safety and effectiveness of IGALMI® has not been studied beyond 24 hours from the first dose. It is not known if IGALMI® is safe and
effective in children. 

IMPORTANT SAFETY INFORMATION 

IGALMI® can cause serious side effects, including: 

Decreased blood pressure, low blood pressure upon standing, and slower than normal heart rate, which may be
more likely in patients with low blood volume, diabetes, chronic high blood pressure, and older patients. IGALMI®

is taken under the supervision of a healthcare provider who will monitor vital signs (like blood pressure and heart rate) and

alertness after IGALMI® is administered to help prevent falling or fainting. Patients should be adequately hydrated and sit

or lie down after taking IGALMI® and instructed to tell their healthcare provider if they feel dizzy, lightheaded, or faint.

Heart rhythm changes (QT interval prolongation). IGALMI® should not be given to patients with an abnormal heart
rhythm, a history of an irregular heartbeat, slow heart rate, low potassium, low magnesium, or taking other drugs that could

affect heart rhythm. Taking IGALMI® with a history of abnormal heart rhythm can increase the risk of torsades de pointes
and sudden death. Patients should be instructed to tell their healthcare provider immediately if they feel faint or have heart
palpitations.
Sleepiness/drowsiness. Patients should not perform activities requiring mental alertness, such as driving or operating

hazardous machinery, for at least 8 hours after taking IGALMI®.

Withdrawal reactions, tolerance, and decreased response/efficacy. IGALMI® was not studied for longer than 24 hours
after the first dose. Physical dependence, withdrawal symptoms (e.g., nausea, vomiting, agitation), and decreased

response to IGALMI® may occur if IGALMI® is used longer than 24 hours. 

The most common side effects of IGALMI® in clinical studies were sleepiness or drowsiness, a prickling or tingling sensation or numbness of the
mouth, dizziness, dry mouth, low blood pressure, and low blood pressure upon standing. 

These are not all the possible side effects of IGALMI®. Patients should speak with their healthcare provider for medical advice about side effects. 

Patients should tell their healthcare provider about their medical history, including if they suffer from any known heart problems, low potassium,
low magnesium, low blood pressure, low heart rate, diabetes, high blood pressure, history of fainting, or liver impairment. They should also tell their
healthcare provider if they are pregnant or breastfeeding or take any medicines, including prescription and over-the-counter medicines, vitamins, and
herbal supplements. Patients should especially tell their healthcare provider if they take any drugs that lower blood pressure, change heart rate, or
take anesthetics, sedatives, hypnotics, and opioids. 

Everyone is encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch or call 1-800-FDA-1088. You can
also contact BioXcel Therapeutics, Inc. at 1-833-201- 1088 or medinfo@bioxceltherapeutics.com. 

Please see full prescribing information at Igalmi.com.

About BioXcel Therapeutics, Inc.
BioXcel Therapeutics, Inc. (Nasdaq: BTAI) is a biopharmaceutical company utilizing artificial intelligence to develop transformative medicines in
neuroscience. Its wholly owned subsidiary, OnkosXcel Therapeutics, is focused on the development of medicines in immuno-oncology. The
Company’s drug re-innovation approach leverages existing approved drugs and/or clinically validated product candidates together with big data and
proprietary machine learning algorithms to identify new therapeutic indications. For more information, please visit bioxceltherapeutics.com.

Forward-Looking Statements
This press release includes “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. We intend such
forward-looking statements to be covered by the safe harbor provisions for forward-looking statements contained in Section 27A of the Securities Act
of 1933, as amended and Section 21E of the Securities Exchange Act of 1934, as amended. All statements contained in this press release other than
statements of historical fact should be considered forward-looking statements, including, without limitation, statements related to: the Company’s
planned advancement of its SERENITY program; potential market opportunity for BXCL501; release of data from the SERENITY At-Home trial; the

submission of an sNDA to the FDA; the supply of IGALMI® through existing distribution channels; the potential for the results from the Company’s
completed, ongoing and proposed clinical trials to support regulatory approvals for its product candidates and change the treatment paradigm for
agitation. When used herein, words including “anticipate,” “believe,” “can,” “continue,” “could,” “designed,” “estimate,” “expect,” “forecast,” “goal,”
“intend,” “may,” “might,” “plan,” “possible,” “potential,” “predict,” “project,” “should,” “target,” “will,” “would” and similar expressions are intended to
identify forward-looking statements, though not all forward-looking statements use these words or expressions. In addition, any statements or
information that refer to expectations, beliefs, plans, projections, objectives, performance or other characterizations of future events or circumstances,
including any underlying assumptions, are forward-looking. All forward-looking statements are based upon the Company’s current expectations and
various assumptions. The Company believes there is a reasonable basis for its expectations and beliefs, but they are inherently uncertain. The
Company may not realize its expectations, and its beliefs may not prove correct. Actual results could differ materially from those described or implied
by such forward-looking statements as a result of various important factors, including, without limitation: its limited operating history; its incurrence of
significant losses; its need for substantial additional funding and ability to raise capital when needed; the impact of the reprioritization; its significant
indebtedness, ability to comply with covenant obligations and potential payment obligations related to such indebtedness and other contractual
obligations; the Company has identified conditions and events that raise substantial doubt about its ability to continue as a going concern; its limited
experience in drug discovery and drug development; risks related to the TRANQUILITY program; its dependence on the success and

https://www.globenewswire.com/Tracker?data=1z6KVWisRXKgRWS3_UgJpyHn-qUK-m9PpJu1MU3m_WeDuU7eTYvbP7ylmeQYN9WSaYw8DoIbB3xd9bD5eyXIXc71_gnPUBDcC2Y8W5cZVzz_oSi_BfeIkjT7Q5nZdsiORZ_pzOuzVB-WyLQ-5AY3sEV93brFdhw_4W6Up3ksMtUgRzRxr2J85-4jrhZ1NaL8S9sfR-1RY6jhNfrC7kdXPfUyUiprA6M8v8S_XNewk9VG_VbfxxDl16Ff22rtpf4Ko3GU1EYLAx2sT6N8g1LfdUjM4ehN73hiT7zR1Z4mE8BFIDoG__ITz8KIuK69Tt2rDynIokCSBv9CCQfgIJw9z0CO0MkSyGcwWTO9Bhb_twSwVgjrgsPdZHzhQGd8mOeNMEsTjhVYw2f99WKvKoIssoSy0VxZiRJKZnL5fOyHYhwcKEnB0uwMx1ixKPVfgQQCD2v8MCwNazeEZzDmTdrApytca5A5NognuWckts8C3HRn0TYgmyNkLt5DtBknYuuVXauf75WaCbFO2Nwryi5uIKHLGavblUtlzY37rVpEo2EnB5UkrwHG91kKOWMygLFN1Xm7x36szrArp-kda08VaKfhaOZD6WzBfwV3RNP_Kms_V44P5Y05YtslCy114sBeFRntHlBLO51q0z5bk-qJ366lD-eBJOlmOnW6VeKx4Gt81r0SoD2BpjQlXNOwDqojpWseFD7CZbQBjq5KejhOSLhj3fdMCYfRU6S5eBOpBoFE4mH7f4fwEe6a4KsbyoNCdbZ7kwrXvf0jU4Gf216wKFZJlZ8fm-PtDoHlNoTendM=
https://www.globenewswire.com/Tracker?data=O8wrsqJ3Vg-G5nCrcgWFyDFPU3P3aBpfjTNCRqI1WGxfPuCx2dBJW6GsOJ0oZTgfiKBCQH695WHHIOMgnshvZOrj0_z_6cnCvfnT1KjhsBXMipa0EGyRSGOGd4_iX7AD56_u9GFin8DamRGVGxCmhU5oJc4MvHdlRLqoKGqJR3LiTarcQra4YG4yWF4pthsKR4l4VHBGg0YB34mtgMKSVASG4k1KXGLhtKSq8e65BAa3fMNt93arRcAzl8eylFKwEGt-1SNi_4E8hrY0CpBIdzHJ6wHU41TbZTkNm_zSG2tVExJkqG2AZxuc4sUpXNNy5bhJGlxzTgzaOXthT558B7q3wA3n2KcK1NQKNjQ4ID6fU2LqNKxQLz1MiFZG95Zzwj67TzhGUw3bHNZztLZR5TY8vKNKGy7mYd-_EEkzg6cmbZAQPNTX_hpRDvhKAgGPfabinagLmNdBGh79zwJ5qeoqdlFy6xFQdVqWL5Us7fTInlyj_G_f9qmW09wFtFvXebISdUxNHaUcf69IfvAd5tOrjY39HXzvOxAAgMFZwQWqziqKvZMxuzZx6lWs9znHy4VJ3p7jbyT3_4SNl8GBuYfqUe8Ydi5wDZhONeHRnV3rfklIEGUZPQBgjVkU_oR6kGgDktCgCLBrecb9Hq2IpdAZAt1XtpGG14CyikoLBnEz1UQcyK7Yc5VZSLHCO1UhvBHnojymS_5szKyHU58gsr_dUfpEvmXhEoaJ4nnWfPKTid9oXGTaQ_TIwIMqm5Hq76goUgaVg30YMboQ3CnSIb3gaX_cB3YnePN65NfTJ7Oq0y_P-o9nXJdSNHkiNQ4acEmxk1HaTefy2qBWqlmszYFRLsK9c4Vp1aMqrnBeG8l55b_E4ZekIkU_OAZeCS6ZnAkZtRPMc9ogk1mFyPK8DQ==
https://www.globenewswire.com/Tracker?data=F89YNyh5Z1l5Q4GVwgRMha1hIlmoCs9OZYvJckacvFijZZJLMD6Hr-nbm9LVbP_xS34pVrd3c0xP1wttnbd9Rg==
https://www.globenewswire.com/Tracker?data=g06EtikyhMq5NKBfr6yZxlSWLu-vE-qOCRCKckWgQ_Ijk4BXL6GKEuomNiIcwtmwicR-chlRV8R7LPay2t0a25Ggrxm5pofxSN_i-NorrvxNFukfpHSm4UQjrR1e3Q412wZ9LfuySzaTmPtLt2JUBLEkrJuFdx9i1XN61ghbJil0bQb0QCsWC-nOB38ai2vp1ULXNGiLtLOAFevIZv1XwcXTiEcLtHTfmdL-EvvtyYiY2u90uXlyl2cr6T-ME40t_KnZedvBA7yO82Y8nAyAezZJhwQymDh7aDaqreNmkPzfCJ0kqHhEorg8WlTSCyMSy_wM2qCCkw7j8mQra_jgf0r4Al3hKHaiGe1jqKW5uKxiW0x6H6bOMs8lAQX6m3r_c8BefelTBmFzeGqSPfnX_LoPvBz5e09xPYKl7a-BAHwj793o_w31uXrKpaDo_2HQnAIK9JaT3tX79uJAHzny8CPlftCRevbYO3NGbm5sNcBOu5SLjznVVziFXP5Us6z23WbxQ3fI0xxwfGhujTX8qd5EDkAl8UZTLIg1L8z952pcKz1guvKg8siGnn9o6Z9TzWzMNXVNTQ-1hNB6na8ceWr9UgfgNG1bITvKGEcgzmPpSIKSCC9TzcW9AWzwyNTzPOQanDwFWVltq5eFPElglI3YRc7sMLjOB6lZ1r1J2DaT2ePcBZoe-LhhbfBb0esSh4bytuJi9iuUOPcV1qfl0AXFHYiSDoZmmRwX8PYQQJgwDD2acMi4gxH5hmds9UgwHkuOMdOxd2cpNVxU3yvwLQJ2QXQZIy-s9gAJ1wROtOt1yoeiuShS4TlRsywAFP1oPlUOG94UAuWEo54PWiEIP5AzlHa648QHU4sWtvknG6K_ZChcL4ObdJhaLvG2pT9jveY_EQ-G9DzswNTSHerqvOyNAcXqZkxWmL0XyhnorFxHoIPxD1PRFhWBqjBaAZInVorhh7ddY9OKLiZVp9B1Wg58GXPvV2gI-uWA27D-APHwJLu3ndeo3dx-UBYHs3UD2Bs8Wd1kRyWoAKNi7TtrZBrZVPzFr8Y3mcqXK4OC63PedrH5MU7iKw95UqO3St2YHLEimNT-8D8kl_U6Qba4kr2fvgxCVqtSsxp9GoABq78I8a51s-9xVC8pY2Eo65JnmdfTeG4McO6oRXWgNMSPN5CfCHayBQ9D-TBuOJspAGOAntrcrDb_PzYwskmKyRBz5-dzdTW_Zs0scyub5pny53FWwNvuPBWZVIAprr_zpDUKfrtPlZZscsycDpP2L-ZZ31PW_V6MXbhJRDTFfkvqKUecaEA1kd4iidq4lLsHcbkSgM_QFrsA5JKDWk168P8eWggP2hk0rY2dnoaJNB-xLmPfIWCHapTQNcAbF_a-Yv68QumF2E9iMeuiQJzCP8-DrJpVzRdGv0pG41hiH8oJoAzx0nU2UdYmjkxb_pz-MQQi3dU3pfqYwn5fD0Rs5La1SkdqgZw_pZusv-FQ-UkqDpYMje3XlEfYyCfxBrR3TT1TS4FCMv2wCwCmRet7o7lpTZz1zG1jYqQurISbcKJLJsHNBjrJhwDZRVuWcHGyzLwBhItuh752oTdCAgBmsueYDA1hb0456wvV4Sua_Bao_xSXRMUAJ7PjX9B3vZaRx2tIYP5ckzS893jRd88FmveNKr95PutU4FL8MGyKepPi8PyQaSsDinLccfcGEwwSj4qQTXNSy1986FNVSH64CxB95Vg6OuwKsV-bNaZUFKyheFdOVGniSkLUkSGp7MV3gpKo8p-CspY0fvx9PUkC2nVbmKbcXEJzGt8cxaeDVW5nEw-wn8dU4Yj-LvBe8-LMDS8=


commercialization of IGALMI®, BXCL501, BXCL502, BXCL701 and BXCL702 and other product candidates; the number of episodes of agitation and
the size of the Company’s total addressable market may be overestimated, and approval that the Company may obtain may be based on a narrower

definition of the patient population; its lack of experience in marketing and selling drug products; the risk that IGALMI® or the Company’s product
candidates may not be accepted by physicians or the medical community in general; the Company still faces extensive and ongoing regulatory

requirements and obligations for IGALMI®; the failure of preliminary data from its clinical studies to predict final study results; failure of its early clinical
studies or preclinical studies to predict future clinical studies; its ability to receive regulatory approval for its product candidates; its ability to enroll
patients in its clinical trials; undesirable side effects caused by the Company’s product candidates; its novel approach to the discovery and
development of product candidates based on EvolverAI; the significant influence of and dependence on BioXcel LLC; its exposure to patent
infringement lawsuits; its reliance on third parties; its ability to comply with the extensive regulations applicable to it; impacts from data breaches or
cyber-attacks, if any; risks associated with the increased scrutiny relating to environmental, social and governance (ESG) matters; risks associated
with federal, state or foreign health care “fraud and abuse” laws; and its ability to commercialize its product candidates, as well as the important factors
discussed under the caption “Risk Factors” in its Annual Report on Form 10-K for the fiscal year ended December 31, 2024, as such factors may be
updated from time to time in its other filings with the SEC, which are accessible on the SEC’s website at www.sec.gov and the Investors section of the
Company’s website at www.bioxceltherapeutics.com. These and other important factors could cause actual results to differ materially from those
indicated by the forward-looking statements made in this press release. Any such forward-looking statements represent management’s estimates as
of the date of this press release. While the Company may elect to update such forward-looking statements at some point in the future, except as
required by law, it disclaims any obligation to do so, even if subsequent events cause our views to change. These forward-looking statements should
not be relied upon as representing the Company’s views as of any date subsequent to the date of this press release.
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IGALMI® is a registered trademark of BioXcel Therapeutics, Inc.
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