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Item 8.01 Other Events.
On October 29, 2025, Avalo Therapeutics, Inc. issued a press release announcing the completion of enrollment of its Phase 2 LOTUS Trial of AVTX-009 for the
treatment of hidradenitis suppurativa. A copy of the press release is filed as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by
reference.
Item 9.01 Financial Statements and Exhibits.
(d) Exhibits:

Exhibit No. Description

99.1 Press Release, dated October 29, 2025.

104 The cover pages of this Current Report on Form 8-K, formatted in Inline XBRL.


https://content.equisolve.net/avalotx/sec/0001534120-25-000013/for_pdf/ex-991lotusenrollment.htm
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Exhibit 99.1

aValO

THERAPELUTIES

Avalo Therapeutics Announces Completion of Enroliment in Phase 2 LOTUS Trial of AVTX-
009 for the Treatment of Hidradenitis Suppurativa

WAYNE, PA., October 29, 2025 — Avalo Therapeutics, Inc. (Nasdaq: AVTX), a clinical stage biotechnology company fully dedicated to
developing IL-1B-based treatments for immune-mediated inflammatory diseases, today announced that the Company has completed enroliment
in its Phase 2 LOTUS trial of AVTX-009 in adults with hidradenitis suppurativa (HS). The LOTUS trial exceeded target enroliment of 222 patients
with approximately 250 patients enrolled. Topline data from the trial is expected in mid-2026.

“The completion of enroliment in the LOTUS trial marks another important milestone in our AVTX-009 program,” said Dr. Garry Neil, Chief
Executive Officer. “We are encouraged by the strong investigator and patient engagement in this trial, which reflects the high unmet need that
exists for people living with HS. With AVTX-009’s high-affinity inhibition of IL-13, we believe we are one step closer to offering a differentiated,
potentially best-in-disease, treatment option for patients suffering from this chronic and painful condition.”

The LOTUS trial is a randomized, double-blind, placebo-controlled, parallel-group Phase 2 trial with two AVTX-009 dose regimens to evaluate the
efficacy, safety and tolerability of AVTX-009 in approximately 250 adults with moderate to severe HS. Subjects were randomized (1:1:1) to
receive either one of two dosing regimens of AVTX-009 or placebo during a 16-week treatment phase. The primary efficacy endpoint is the
proportion of subjects achieving Hidradenitis Suppurativa Clinical Response (HiISCR75) at Week 16. Secondary objectives include but are not
limited to: the proportion of patients achieving HISCR50 and HiSCR90 as well as change from baseline in: International HS Severity Score
System (IHS4), draining fistula count, abscess and inflammatory nodule (AN) count, and patients achieving at least a 30% reduction on a
numerical rating scale in Patient's Global Assessment of Skin Pain (PGA Skin Pain). For additional information on this trial (NCT06603077),
please visit www.clinicaltrials.gov or www.lotustrial.com.

About Avalo Therapeutics

Avalo Therapeutics is a clinical stage biotechnology company fully dedicated to developing IL-1B-based treatments for immune-mediated
inflammatory diseases. Our lead asset, AVTX-009, is in a Phase 2 clinical trial for hidradenitis suppurativa (HS). We’re also exploring additional
opportunities to make an impact in prevalent indications that have significant remaining unmet needs. For more information about Avalo, please
visit www.avalotx.com.

About AVTX-009

AVTX-009 is a humanized monoclonal antibody (IgG4) that binds to interleukin-1B (IL-18) with high affinity and neutralizes its activity. IL-1B3 is a
pro-inflammatory cytokine that plays a central role in the pathogenesis of a wide range of human diseases.' It activates immune cells that
generate proinflammatory cytokines, including IL-6, TNF-a, and IL-17. Dysregulated IL-1B signaling is a major driver of inflammation, contributing
to the progression of autoimmune disorders. IL-1 inhibition has proven effective in multiple immune-mediated inflammatory diseases.'?

References:'Dinarello CA. Immunol Rev. 2018;281(1):8-27. 2Kany S et al. Int J Mol Sci. 2019;20(23):6008. *Kimball AB et al. Presented at:
American Academy of Dermatology; March 8-12, 2024; San Diego, CA.



Forward-Looking Statements

This press release may include forward-looking statements made pursuant to the Private Securities Litigation Reform Act of 1995. Forward-
looking statements are statements that are not historical facts. Such forward-looking statements are subject to significant risks and uncertainties
that are subject to change based on various factors (many of which are beyond Avalo’s control), which could cause actual results to differ from
the forward-looking statements. Such statements may include, without limitation, statements with respect to Avalo’s plans, objectives, projections,
expectations and intentions and other statements identified by words such as “projects,” “may,” “might,” “will,” “could,” “would,” “should,”
potential,” or similar expressions

“continue,” “seeks,” “aims,” “predicts,” “believes,” “expects,” “anticipates,” “ 7 " “plans,

» o«

estimates,” “intends,
(including their use in the negative), or by discussions of future matters such as: drug development costs, timing of trials and trial results and
other risks, including reliance on investigators and enroliment of patients in clinical trials; reliance on key personnel; regulatory risks; general
economic and market risks and uncertainties, including those caused by the war in Ukraine and the Middle East; and those other risks detailed in
Avalo’s filings with the Securities and Exchange Commission, available at www.sec.gov. Actual results may differ from those set forth in the
forward-looking statements. Except as required by applicable law, Avalo expressly disclaims any obligations or undertaking to release publicly
any updates or revisions to any forward-looking statements contained herein to reflect any change in Avalo’s expectations with respect thereto or
any change in events, conditions or circumstances on which any statement is based.

For media and investor inquiries
Christopher Sullivan, CFO

Avalo Therapeutics, Inc.
ir@avalotx.com

410-803-6793

or
Meru Advisors

Lauren Glaser
Iglaser@meruadvisors.com



