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NEWS RELEASE

SELLAS Life Sciences Announces Positive Outcome of
Interim Analysis for its Pivotal Phase 3 REGAL Trial of
GPS in Acute Myeloid Leukemia

2025-01-23

- REGAL Successfully Passes Event-Driven (60 Deaths) Interim Analysis for E�cacy, Futility, and Safety: The

Independent Data Monitoring Committee (IDMC) Recommended Continuation of the Clinical Trial Without

Modi�cation –

- Based on a Review of Unblinded Data, the IDMC Con�rmed that GPS Exceeded the Predetermined Futility Criteria,

Noted no Safety Concerns and Commended SELLAS for its Operational Excellence and Study Data Integrity -

- Fewer than 50% of Enrolled Patients Con�rmed Deceased After the Median Follow-Up of 13.5 Months, Indicating a

Median Survival of Over 13.5 Months in the Trial vs. Historical Median Survival of 6 Months for Conventional

Therapy, as Reported in Similar Phase 2 Study -

- 80% of Randomly Selected REGAL GPS Patients Showed a Speci�c T-Cell Immune Response, Surpassing the Results

From the Previous Phase 2 Study -

- Next and Final Analysis Planned Upon Reaching 80 Events -

NEW YORK, Jan. 23, 2025 (GLOBE NEWSWIRE) -- SELLAS Life Sciences Group, Inc. (NASDAQ: SLS) (“SELLAS’’ or the

“Company”), a late-stage clinical biopharmaceutical company focused on the development of novel therapies for a

broad range of cancer indications, today announced that Independent Data Monitoring Committee (IDMC) has

completed pre-speci�ed interim analysis of the Phase 3 REGAL trial of galinpepimut-S (GPS) in acute myeloid

leukemia (AML). Following this interim analysis triggered by 60 events (deaths) in the study population, the IDMC

has recommended that the trial continue without modi�cations.
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The interim futility, e�cacy, and safety analysis is designed to assess whether the therapy is safe, demonstrates

potential e�cacy, and merits continuation. The IDMC’s review of the interim data supports the continuation of the

study according to its original protocol. Based on this positive evaluation, GPS has shown preliminary signals of

e�ectiveness, allowing the trial to advance toward completion. The next and �nal analysis will be conducted once

80 events (deaths) are reached, further determining the potential of GPS in addressing the needs of AML patients.

SELLAS anticipates that 80 events will be reached this year.

“I am thrilled by the positive outcome of the interim analysis of our Phase 3 REGAL trial, marking the successful

achievement of the most signi�cant milestone for our GPS program to date. The IDMC’s recommendation to

support the continued advancement of GPS in our REGAL trial brings us one step closer towards potential approval

for the treatment of AML,” said Angelos Stergiou, MD, ScD hc, President and Chief Executive O�cer of SELLAS.

“Based on all available data, we believe that GPS could become a transformative treatment option for AML, o�ering

hope to patients with limited choices, especially those with relapsed or refractory disease. We are optimistic about

the IDMC’s recommendation to continue the study without modi�cations, and diligently preparing for the Biologics

License Application (BLA). Importantly, the REGAL trial provides a clear and straightforward path toward seeking

regulatory approval for patients with AML in their second complete remission. We look forward to completing the

trial with the �nal analysis to be conducted once 80 events are reached.”

The Company is blinded to the trial outcomes, following regulations that safeguard study integrity. However, select

blinded data has been presented, revealing that fewer than half of the enrolled patients have been con�rmed

deceased approximately 10 months after completion of enrollment, and an approximate median follow-up of 13.5

months (range 1 month to more than 3 years). This suggested a pooled median survival exceeding 12 months,

compared to the expected survival of approximately 6 months in a similar patient population (patients in second

complete remission who did not receive a transplant after the second remission). Separately, a blinded analysis of

early immune response in a randomly selected sample of patients receiving GPS showed GPS-speci�c immune

response in 80% of patients.

These data are consistent with previous GPS trials. In the Phase 2 study in AML patients in second complete

remission, the median overall survival of GPS-treated patients was 21 months versus 5.4 months for patients on

standard of care therapy and a GPS-speci�c immune response of 64%.

These promising data have encouraged the Company to continue preparations for the preclinical, clinical,

manufacturing, and quality assurance components of the BLA regulatory submission in anticipation of �nal clinical

data. No drug has yet been approved speci�cally for maintenance of remission in AML patients in CR2, further

emphasizing the signi�cance of this development.

“The interim results represent a major step forward in the treatment of AML, o�ering hope for patients in
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remission,” said Dr. Yair Levy, Director of Hematologic Malignancies Research at Texas Oncology Baylor University

Medical Center. “I am very hopeful that we will see a new standard of care in treating AML patients based on the

outcomes we have observed in previous GPS trials.”

In his comments during a recent webinar on January 8, Dr. Levy also stated, that he believes “that if approved, GPS

would be highly accepted by the medical community and patients, and would become a standard-of-care in this

high unmet need population. In addition to e�cacy, this is also an extremely well-tolerated therapy. GPS e�cacy

does not come at the cost of quality of life. GPS has been shown to be very safe, with minimal side e�ects … This is

particularly important, given that up to 60% of patients who receive standard therapies experience severe side

e�ects, usually in the form of decreased white blood cell count, platelet count, and red blood cell count. These low

counts, or cytopenias, often necessitate frequent hospitalizations or other interventions.”     

REGAL is a Phase 3 open-label registrational clinical trial for GPS in AML patients who have achieved complete

remission following second-line salvage therapy (CR2 patients). The primary endpoint is overall survival. The IDMC is

an independent group of medical, scienti�c, and biostatistics experts who are responsible for reviewing and

evaluating patient safety and e�cacy data for REGAL, and for monitoring quality and overall conduct to ensure the

validity, scienti�c and clinical merits of the study. The IDMC charter provides for periodic reviews of safety, e�cacy,

and futility in addition to the interim and �nal analyses.

About SELLAS Life Sciences Group, Inc.

SELLAS is a late-stage clinical biopharmaceutical company focused on the development of novel therapeutics for a

broad range of cancer indications. SELLAS’ lead product candidate, GPS, is licensed from Memorial Sloan Kettering

Cancer Center and targets the WT1 protein, which is present in an array of tumor types. GPS has the potential as a

monotherapy and combination with other therapies to address a broad spectrum of hematologic malignancies and

solid tumor indications. The Company is also developing SLS009 (formerly GFH009) - potentially the �rst and best-

in-class di�erentiated small molecule CDK9 inhibitor with reduced toxicity and increased potency compared to

other CDK9 inhibitors. Data suggests that SLS009 demonstrated a high response rate in AML patients with

unfavorable prognostic factors including ASXL1 mutation, commonly associated with poor prognosis in various

myeloid diseases. For more information on SELLAS, please visit www.sellaslifesciences.com.

Forward-Looking Statements

This press release contains forward-looking statements. All statements other than statements of historical facts are

“forward-looking statements,” including those relating to future events. In some cases, forward-looking statements

can be identi�ed by terminology such as “plan,” “expect,” “anticipate,” “may,” “might,” “will,” “should,” “project,”

“believe,” “estimate,” “predict,” “potential,” “intend,” or “continue” and other words or terms of similar meaning.
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These statements include, without limitation, statements related to the GPS clinical development program,

including the REGAL study and the timing of future milestones related thereto. These forward-looking statements

are based on current plans, objectives, estimates, expectations, and intentions, and inherently involve signi�cant

risks and uncertainties. Actual results and the timing of events could di�er materially from those anticipated in such

forward-looking statements as a result of these risks and uncertainties, which include, without limitation, risks and

uncertainties with oncology product development and clinical success thereof, the uncertainty of regulatory

approval, and other risks and uncertainties a�ecting SELLAS and its development programs as set forth under the

caption “Risk Factors” in SELLAS’ Annual Report on Form 10-K �led on March 28, 2024 and in its other SEC �lings.

Other risks and uncertainties of which SELLAS is not currently aware may also a�ect SELLAS’ forward-looking

statements and may cause actual results and the timing of events to di�er materially from those anticipated. The

forward-looking statements herein are made only as of the date hereof. SELLAS undertakes no obligation to update

or supplement any forward-looking statements to re�ect actual results, new information, future events, changes in

its expectations, or other circumstances that exist after the date as of which the forward-looking statements were

made.
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