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HERAPEUTICS

Pasithea Therapeutics Announces Positive
PAS-004 Tablet Pharmacokinetic (PK) Data

in Ongoing Phase 1/1b Trial in Adult NF1
Patients

-- Tablet PK exposure increases proportionally with an increase in dose--

-- More favorable PK properties in tablets enable a lower dose to achieve the same
exposure as the capsule formulation, with improved predictability and reduced
variability --

-- Tablet steady state showing Cmax/Cmin ratio <2--

MIAMI, Nov. 21, 2025 (GLOBE NEWSWIRE) -- Pasithea Therapeutics Corp. (Nasdaq:
KTTA) (“Pasithea” or the “Company”), a clinical-stage biotechnology company developing
PAS-004, a next-generation macrocyclic oral MEK inhibitor for the treatment of
neurofibromatosis type 1-associated plexiform neurofibromas (NF1-PN), today announced
positive tablet PK data from ongoing Phase 1/1b open-label study evaluating PAS-004 in
adult patients with neurofibromatosis type 1 (NF1) with symptomatic and inoperable,
incompletely resected, or recurrent plexiform neurofiboromas (NCT06961565).

Pharmacokinetics (PK)
PAS-004 has demonstrated in the tablet formulation (4mg and 8mg cohorts):
¢ Linear PK and dose-proportionality

¢ PK curve with Cmax/Cmin ratio <2, with Cmax and Cmin above the IC50 (half-
maximal inhibitory concentration) from our cellular assay

¢ Long half-life (~57 hours)

e Cohort 1 (4mg tablet) has demonstrated:
o AUC: 1,120 ng-h/mL
o Cmax: 58.1 ng/mL

Cmin: 37.6 ng/mL

e Cohort 2 (8mg tablet) has demonstrated:

o AUC: 2,290 ng-h/mL


https://www.globenewswire.com/Tracker?data=1xIzmaOFIi-IOhZD29YbcQRMg1QvIDpTLOgywddMMbzRHclAoVZbcicr7oUXlMsyXOuHBBPo1fXon2zsKZjkrC3Nn5HatVFLclZdpSOkw7w=
https://www.globenewswire.com/Tracker?data=ePuaqHGKOALjnhwB0CBZp3P7acnp5Bf4ibh1zhLKohPEYwr1w-LPFT6g5WkwBSImRs_iykgKxMw-N_rJbCVBCZcsKTbPlVUcYgxUT9ZMgNc6XKcPNAcjEvx5jv0R_GNs_thWfFOkuQiyg1Vk9ZH2mw==

o Cmax: 118 ng/mL

o Cmin: 75.4 ng/mL

Dose normalized exposures following once daily administration of PAS-004 tablets were
approximately 3-fold higher than those following administration with the capsule formulation,
resulting in the 8mg tablet area under the curve (AUC) and Cmax being slightly greater than
those of the 22mg capsule. The tablet formulation has demonstrated less patient variability
and a similar Tmax range when compared to the capsule formulation. This is consistent with
the pre-clinical evaluation of the two formulations in the dog toxicology studies.

Graph 1 below represents the tablet PK curve at steady state for the 4mg and 8mg doses
and Graph 2 below represents the 8mg tablet PK curve at steady state as compared to
22mg capsule dose at steady state from our ongoing Phase 1 trial in advanced cancer
patients:
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About Pasithea Therapeutics Corp.

Pasithea is a clinical-stage biotechnology company primarily focused on the research and
development of its lead drug candidate, PAS-004, a next-generation macrocyclic MEK
inhibitor intended for the treatment of RASopathies, MAPK pathway-driven tumors, and
other diseases. The Company is currently testing PAS-004 in a Phase 1 clinical trial in
advanced cancer patients (NCT06299839), and a Phase 1/1b clinical trial in adult patients
with neurofibromatosis type 1 (NF1)-associated plexiform neurofibromas (NCT06961565).

Forward Looking Statements

This press release contains statements that constitute “forward-looking statements” made
pursuant to the safe harbor provisions of the Private Securities Litigation Reform Act of
1995. These forward-looking statements include statements regarding the Company’s
ongoing Phase 1 clinical trial of PAS-004 in advanced cancer patients, the Company’s
ongoing Phase 1/1b clinical trial of PAS-004 in adult NF1 patients, and the safety,
tolerability, pharmacokinetic (PK), pharmacodynamics (PD) and preliminary efficacy of PAS-
004, as well as all other statements, other than statements of historical fact, regarding the
Company’s current views and assumptions with respect to future events regarding its
business, as well as other statements with respect to the Company’s plans, assumptions,
expectations, beliefs and objectives, the success of the Company’s current and future
business strategies, product development, pre-clinical studies, clinical studies, clinical and
regulatory timelines, market opportunity, competitive position, business strategies, potential
growth and financing opportunities and other statements that are predictive in nature.
Forward-looking statements are subject to numerous conditions, many of which are beyond
the control of the Company. While the Company believes these forward-looking statements
are reasonable, undue reliance should not be placed on any such forward-looking
statements, which are based on information available to the Company on the date of this
release. These forward-looking statements are based upon current estimates and
assumptions and are subject to various risks and uncertainties, including risks that future
clinical trial results may not match results observed to date, may be negative or ambiguous,
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or may not reach the level of statistical significance required for regulatory approval, as well
as other factors set forth in the Company’s most recent Annual Report on Form 10-K,
Quarterly Reports on Form 10-Q and other filings made with the U.S. Securities and
Exchange Commission. Thus, actual results could be materially different. The Company
undertakes no obligation to update these statements whether as a result of new information,
future events or otherwise, after the date of this release, except as required by law.

Pasithea Therapeutics Contact

Patrick Gaynes
Corporate Communications
pgaynes@pasithea.com

Graphs accompanying this announcement are available at

https://lwww.globenewswire.com/NewsRoom/AttachmentNa/456983e6-8204-4553-b5a5-
972eabc348d5

https://www.globenewswire.com/NewsRoom/AttachmentNg/ed3ed272-0b62-4549-8ada-
a84eedcbcebb
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