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Pasithea Therapeutics Announces Grant of
Fast Track Designation by FDA to PAS-004
for Treatment of Neurofibromatosis Type 1

(NF1) Associated Plexiform Neurofibromas
(PN) Causing Significant Morbidity

Fast Track designation is one of the FDA’s expedited programs meant to
facilitate development and expedite review of new drugs that have the

potential to address an unmet medical need in the treatment of a serious
or life-threatening condition

MIAMI, April 01, 2026 (GLOBE NEWSWIRE) -- Pasithea Therapeutics Corp. (NASDAQ:
KTTA) (“Pasithea” or the “Company”), a clinical-stage biotechnology company developing
PAS-004, a next-generation macrocyclic MEK inhibitor, today announced that the U.S. Food
and Drug Administration (FDA) has granted Fast Track designation to PAS-004 for the
treatment of NF1-associated PN causing significant morbidity.

"We appreciate the FDA'’s decision that PAS-004 meets the criteria for Fast Track
designation for this indication,” said Dr. Tiago Reis Marques, Chief Executive Officer of
Pasithea. “The ability to have early and frequent interactions with the FDA supports our goal
to expeditiously develop PAS-004 for patients with NF1-associated PN causing significant
morbidity.”

Fast Track designation includes the following opportunities to facilitate Fast Track product
development:

¢ Frequent communications with the FDA review team throughout the product
development process

¢ Rolling Review, which allows portions of a marketing application to be reviewed and
assessed by the FDA before the company submits the complete application

¢ |n addition, a Fast Track designation product may potentially be eligible for accelerated
approval and/or priority review if relevant criteria are met. For more information, see
the FDA’s website at
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-
priority-review/fast-track

The Company is currently conducting a Phase 1/1b multicenter, open-label, dose escalation
trial of PAS-004 in adult participants with symptomatic, inoperable, incompletely resected, or


https://www.globenewswire.com/Tracker?data=nPdjknfi0lSwXVHAs-HPqmmW59-ST5IK4XjzCSA7OOBz-W5tKu3fu4S4pKSPqgrdVeyh3f28qZ71nfbVZKVIBz2NLFSdMNbdzxzavFka0mY=
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%253A%252F%252Fwww.fda.gov%252Fpatients%252Ffast-track-breakthrough-therapy-accelerated-approval-priority-review%252Ffast-track&esheet=54029896&newsitemid=20240604315065&lan=en-US&anchor=https%253A%252F%252Fwww.fda.gov%252Fpatients%252Ffast-track-breakthrough-therapy-accelerated-approval-priority-review%252Ffast-track&index=1&md5=91c637b5c8be0cc1b48745a2b5bc7668

recurrent NF1-PN (NCT06961565).

About NF1- PN

Plexiform neurofibromas (PN) are tumors originating from the nerve sheath that grow
through and around nerves and may involve multiple nerve branches. Thirty to fifty percent
(30-50%) of patients with NF1 will harbor PNs, which can undergo malignant transformation.
PN-related morbidities are primarily caused by the direct impact of the tumor on surrounding
structures and can be life-threatening when they compress vital organs or when they
become malignant.

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
patients with advanced cancer (NCT06299839), and a Phase 1/1b clinical trial in patients
with neurofibromatosis type 1 (NF1)-associated plexiform neurofiboromas with symptomatic
and inoperable, incompletely resected, or recurrent PN (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,
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 (SEC). 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.
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