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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions (see
General Instruction A.2. below):

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:


Title of each class



Trading Symbol(s)



Name of each exchange on which registered



Common Stock, $0.0001 par value per share


ATHA


The Nasdaq Stock Market LLC
(The Nasdaq Global Select Market)


Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging Growth Company	☒

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act). ☐
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Item 8.01 Other Events.

On October 17, 2022, Athira Pharma, Inc. (the “Company”) issued a press release announcing that, following an unblinded interim efficacy and futility analysis, an independent data monitoring committee recommended continuation of the LIFT-AD study of fosgonimeton (ATH-1017) in patients with mild-to-moderate Alzheimer’s disease.

A copy of the Company’s press release is attached hereto as Exhibit 99.1 and is incorporated herein by reference.

Item 7.01 Regulation FD Disclosure.

The Company will host a live webcast to discuss the LIFT-AD interim analysis in greater detail at 8:30 a.m. ET today, Monday, October 17, 2022. To access the live webcast, please visit the “Events and Presentations" page within the Investors section of the Athira website: https://investors.athira.com/news-and-events/events-and-presentations. As part of the webcast, the Company will present certain slides relating to the LIFT-AD interim analysis, which slides are attached as Exhibit 99.2 hereto.

The information in Item 7.01 of this Current Report on Form 8-K, including the slides to be used during the webcast and attached as Exhibit 99.2 hereto, are being furnished and not filed pursuant to Item 7.01 of Form 8-K. Such information shall not be deemed to be “filed” for purposes of Section 18 of the Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, and shall not be deemed to be incorporated by reference into any of the Company’s filings under the Securities Act of 1933, as amended, or the Exchange Act whether made before or after the date hereof and regardless of any general incorporation language in such filings, except to the extent expressly set forth by specific reference in such a filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.

	Exhibit No.
	
	
	Description

	99.1
	
	
	Athira Pharma, Inc. press release dated October 17, 2022.

	
	
	
	
	
	

	99.2
	
	
	Athira Pharma, Inc. presentation slides.

	
	
	
	
	

	104
	
	
	Cover Page Interactive Data File (formatted as Inline XBRL)
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

	
	
	Athira Pharma, Inc.

	Date: October 17, 2022
	By:
	/s/ Mark Litton

	
	
	Mark Litton

	
	
	President and Chief Executive Officer
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Athira Pharma Advances Phase 2/3 LIFT-AD Clinical Study of Fosgonimeton in Mild-to-Moderate Alzheimer’s Patents Following Independent, Unblinded Interim Analysis

Results support potental clinically meaningful actvity of fosgonimeton without background therapy and mitgate program risk

Updated study well powered for primary endpoint with additon of fewer than 150 patents Company targets completon of enrollment in mid-2023 and topline results in early 2024 Company to host live webcast today at 8:30 a.m. Eastern

BOTHELL, Wash., Oct. 17, 2022 — Athira Pharma, Inc. (NASDAQ: ATHA), a late clinical-stage biopharmaceutcal company focused on developing small molecules to restore neuronal health and slow neurodegeneraton, today announced that following an unblinded interim efcacy and futlity analysis, an independent data monitoring commitee recommended contnuaton of the LIFT-AD study of fosgonimeton (ATH-1017) in patents with mild-to-moderate Alzheimer’s disease (AD). The commitee also determined that, with the additonal enrollment of fewer than 150 patents for a total enrollment of less than 300 patents without background therapy (acetylcholinesterase inhibitors), the study will be well powered for the primary endpoint given the preliminary efect size observed. The primary endpoint of LIFT-AD is the Global Statstcal Test, an unweighted composite score comprising measures of cogniton (Alzheimer's Disease Assessment Scale-Cognitve Subscale [ADAS-Cog11]) and functon (Alzheimer’s Disease Cooperatve Study-Actvites of Daily Living [ADCS-ADL23]).

Results from the completed exploratory ACT-AD Phase 2 study showed a favorable safety profle and suggested positve efects on measures of cogniton (ADAS-Cog11), functon (ADCS-ADL23) and neurodegeneraton (plasma neuroflament light chain or NfL) in patents taking fosgonimeton without background therapy. Guided by these results, the Company proactvely amended LIFT-AD to focus on patents not on background therapy. The unblinded interim analysis was then conducted in approximately 100 patents not on background therapy to corroborate observatons from ACT-AD and ensure LIFT-AD is well powered to determine the efect of fosgonimeton on clinically meaningful and commercially relevant endpoints.

“The results from the data monitoring commitee’s unblinded analysis give us confdence in a potentally positve outcome for LIFT-AD, as stringent evaluaton criteria were applied based on validated and clinically meaningful cognitve and functonal outcomes,” said Hans Moebius, M.D., Ph.D., Chief Medical Ofcer of Athira. “This analysis supports the potental clinical benefts of fosgonimeton treatment and underscores the ratonale for contnued development of this promising new therapy.”
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“We are very excited by the results of this independent review as we believe they mitgate the risk of the fosgonimeton development plan, support the potental clinical beneft of fosgonimeton and inform the sample size needed to achieve success with LIFT-AD,” said Mark Liton, Ph.D., President and Chief Executve Ofcer of Athira. “We are now targetng to complete enrollment in mid-2023 and report topline data in early 2024. Importantly, we have a strong balance sheet to execute our plans through key data readouts and beyond. Moving forward, we remain keenly focused on advancing this novel investgatonal therapy with the hope of positvely impactng the lives of millions of Alzheimer’s patents.

“Our goal with fosgonimeton is to demonstrate its ability to improve cogniton and functon and to ultmately provide neuroprotecton. The ACT-AD study suggested these benefts, and the results of the LIFT-AD interim analysis corroborate those fndings,” added Dr. Liton. “We believe any drug that can demonstrate neuroprotecton could become a treatment of choice for mild-to-moderate Alzheimer’s patents.”

Live Webcast

Athira will host a live webcast to discuss the LIFT-AD interim analysis in greater detail at 8:30 a.m. Eastern Time today, Monday, Oct. 17, 2022. To access the live webcast, please visit htps://us02web.zoom.us/webinar/register/WN_AtJ3jgG1RtmRRlcU_cYb-Q or the "Events and Presentatons" page within the Investors secton of the Athira website: htps://investors.athira.com/news-and-events/events-and-presentatons-investor. An archived replay will also be available on the website for at least 90 days following the event.

About the LIFT-AD Clinical Study

LIFT-AD is a randomized, double-blind, placebo-controlled, parallel-group study of fosgonimeton for patents with mild-to-moderate Alzheimer’s disease. Patents are randomized across two dose groups and one placebo group on a 1:1:1 basis to receive a subcutaneous injecton of fosgonimeton or placebo once daily over a treatment course of 26 weeks. The primary endpoint for LIFT-AD is the Global Statstcal Test, an unweighted composite score comprising measures of cogniton (Alzheimer's Disease Assessment Scale-Cognitve Subscale [ADAS-Cog11]) and functon (Alzheimer’s Disease Cooperatve Study-Actvites of Daily Living [ADCS-ADL23]). Additonal informaton on the LIFT-AD study can be found at: NCT04488419.

About Fosgonimeton

Fosgonimeton is a small molecule designed to enhance the actvity of hepatocyte growth factor (HGF) and its receptor, MET, to impact neurodegeneraton and regenerate brain tssue. The functon of the HGF/MET receptor system may be impaired in the brain under conditons of neurodegeneraton. In additon to Alzheimer’s disease, fosgonimeton has the potental to address the broader dementa populaton, including Parkinson’s disease dementa and Dementa with Lewy bodies, as the mode of acton focuses on network recovery and synaptc signal transmission in the brain.

The ACT-AD trial was supported by a grant from the Natonal Insttute on Aging of the Natonal Insttutes of Health under Award Number R01AG06268. The informaton presented in this press release is solely the responsibility of Athira and does not necessarily represent the ofcial views of the Natonal Insttutes of Health.
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About Athira Pharma, Inc.

Athira Pharma, Inc., headquartered in the Seatle, Washington area, is a late clinical-stage biopharmaceutcal company focused on developing small molecules to restore neuronal health and slow neurodegeneraton. Athira aims to provide rapid cognitve improvement and alter the course of neurological diseases with its novel mechanism of acton. Athira is currently advancing its pipeline of therapeutc candidates targetng the HGF/MET neurotrophic system for Alzheimer’s and Parkinson’s disease dementa, Dementa with Lewy bodies and neuropsychiatric indicatons. For more informaton, visit www.athira.com. You can also follow Athira on Facebook, LinkedIn and @athirapharma on Twiter and Instagram.

Forward-Looking Statements

This communicaton contains “forward-looking statements” within the meaning of Secton 27A of the Securites Act of 1933, Secton 21E of the Securites Exchange Act of 1934 and the Private Securites Litgaton Reform Act of 1995. These forward-looking statements are not based on historical fact and include statements regarding fosgonimeton as a potental treatment for Alzheimer’s disease, Parkinson’s disease dementa, Dementa with Lewy bodies, and other dementas; Athira’s platorm technology and potental therapies; future development plans; clinical and regulatory objectves and the tming thereof; expectatons regarding the potental efcacy and commercial potental of Athira’s product candidates; the antcipated reportng of data; the potental learnings from the ACT-AD trial and LIFT-AD unblinded interim efcacy and futlity analysis and their ability to inform and improve future clinical development plans; and Athira’s ability to advance its product candidates into later stages of development. Forward-looking statements generally include statements that are predictve in nature and depend upon or refer to future events or conditons, and include words such as “may,” “will,” “should,” “on track,” “would,” “expect,” “plan,” “believe,” “intend,” “pursue,” “contnue,” and other similar expressions, among others. Any forward-looking statements are based on management’s current expectatons of future events and are subject to a number of risks and uncertaintes that could cause actual results to difer materially and adversely from those set forth in or implied by such forward-looking statements. These risks and uncertaintes include, but are not limited to, the data for our product candidates from or preclinical and clinical trials will not support the safety, efcacy and tolerability of our product candidates; cessaton or delay of any of the ongoing clinical trials and/or Athira’s development of fosgonimeton and other product candidates may occur; regulatory authorites could object to protocols, amendments and other submissions, future potental regulatory milestones of fosgonimeton and other product candidates, including those related to current and planned clinical studies, may be insufcient to support regulatory submissions or approval; the impact of the COVID-19 pandemic on Athira’s business, research and clinical development plans and tmelines, and the regulatory process for Athira product candidates; Athira may not be able to recruit sufcient patents for its clinical trials; the outcome of legal proceedings that have been or may in the future be insttuted against us and certain of our directors and ofcers; clinical trials may not demonstrate safety and efcacy of any of Athira’s product candidates; possible negatve interactons of Athira's product candidates with other treatments; Athira’s assumptons regarding the sufciency of its cash, cash equivalents and investments to fund its planned operatons may be incorrect; adverse conditons in the
[image: ]

general domestc and global economic markets; the impact of competton; regulatory agencies may be delayed in reviewing, commentng on or approving any of Athira’s clinical development plans as a result of the COVID-19 pandemic, which could further delay development tmelines; the impact of expanded product development and clinical actvites on operatng expenses; the impact of new or changing laws and regulatons; as well as the other risks detailed in Athira’s flings with the Securites and Exchange Commission. These forward-looking statements speak only as of the date hereof and Athira undertakes no obligaton to update forward-looking statements. Athira may not actually achieve the plans, intentons, or expectatons disclosed in its forward-looking statements, and you should not place undue reliance on the forward-looking statements.

Investor & Media Contact:

Julie Rathbun

Athira Pharma

Julie.rathbun@athira.com

206-769-9219
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Phase 2/3 LIFT-AD Study Advances

INDEPENDENT UNBLINDED INTERIM ANALYSIS SUPPORTS POTENTIAL CLINICALLY MEANINGFUL
ACTIVITY OF FOSGONIMETON WITHOUT BACKGROUND THERAPY AND MITIGATES PROGRAM RISK

* Phase 2 exploratory ACT-AD study results suggested congruent positive effects
* Cognition (ADAS-Cog11); Function (ADCS-ADL23); Neurodegeneration (neurofilament light chain or NfL)

* Data driven approach was used to determine best path forward to optimize ongoing Phase
2/3 LIFT-AD study in the same patient population as in ACT-AD

* Analysis of ~100 patients supports potential clinically meaningful effects of cognition and
function and informs the sample size required to power LIFT-AD
* Enroliment target of <150 additional patients enables LIFT-AD to be well-powered for the primary endpoint
* Enroliment completion target by mid 2023 with topline data in early 2024
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Summary of Phase 2 ACT-AD Study Results )( Act”®
EXPLORATORY STUDY TO INFORM LARGER LIFT-AD IN PATIENTS WITHOUT BACKGROUND THERAPY
NfL at week 26 (fosgonimeton without background therapy)'

Favorable safety and tolerability profile . p=0018

Fosgonimeton signals out background therapy
compared to placebo (limited subgroup size)

+ Reduced ERP P300 latency (n.s.)
+ Improved cognition as measured by ADAS-Cog11 (n.s.)
+ Improved function as measured by ADCS-ADL23 (n.s.)

£
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+ Showed a statistically significant improvement in plasma
levels of NfL (p=0.018)

NfL change from baseline, pg/mL
~

4

ACT-AD was a similar study design (o LIFT-AD o help inform larger LIET-AD
Both are randomized, double-blind, placebo-controlled, parallel-group studles 4 i
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Fosgonimeton Phase 2/3 LIFT-AD Study Design ’Ll ft"°

LEARNINGS FROM ACT-AD INFORM STUDY DESIGN OPTIMIZATION

POPULATION TREATMENT DURATION ~ RESULTS
LIFT-AD: Target N=TBD, informed by nterim PRIMARY ENDPOINT
analysis + Global Statistical Test (GST) ~ unbiased composite of
‘f"’;m"‘""‘yea:' ADSibjsct: data from two key co-secondary endpoints
sk (ADAS-Cog11 and ADCS-ADL23)
- MMSE 1424 « Safety
+ Approsimately 40% of paints not on
wlony Sty SECONDARY ENDPOINTS
+ Cognition: ADAS-Cog11
+ Function: ADCS-ADL23
Path Forward: + Global clinical change: ADCS CGIC — Clinician
+ Exclusion criterion added for subjects T " EXPLORATORY ENDPOINTS
on background AChEIs (Sept 2022) Randomization (1 + Fiid biomarkers (e.g, NIL)
+ Independent, unblinded interim e
analysis to inform sample size for ! )
primary endpoint (Oct 2022) Enrollment ongoing
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Systematic and Data-driven Process to Support LIFT-AD

STEPS COMPLETED SINCE ACT-AD READOUT IN JUNE 2022

* Additional analysis of ACT-AD

* DSMB unblinded adjudication of LIFT-AD

* Blinded analysis of LIFT-AD

* Proactively amended Phase 2/3 LIFT-AD in September

* Independent unblinded interim analysis in October
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LIFT-AD Sample Size Well Powered for Primary Endpoint

STRINGENT CRITERIA APPLIED TO INCREASE PROBABILITY OF DEMONSTRATING A CLINICALLY
MEANINGFUL EFFECT SIZE FOR COGNITION AND FUNCTION

Pre-specified Decision Framework
ADCS-ADL23

DMC Recommendation: "Continue LIFT-AD Study”
+ Promising Zone* confirmed

+ <150 patients needed to complete study

+ Target enroliment complete by mid 2023 with data
in early 2024
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Moving Forward

Continued focus on LIF
Strong cash and cash equivalents of approximately $282M* provides support
through key data points and beyond
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D recruitment and completion to meet timelines
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Fosgonimeton - A New Potential Therapy for Alzheimer’s Disease

Over 100 million 6.2 million treatment eligible
Estimated Alzheimer's cases globally by 2050 patients in the US in 2021 based
worldwide! ~900,000 new patients on prevalence data

diagnosed annually in Growing at 3% per year??
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