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Item 8.01 Other Events.

On October 18, 2022, Salarius Pharmaceuticals, Inc. (the “Company”) issued a press release announcing that, as per protocol, the Company is voluntarily
pausing new patient enrollment in the Company’s Phase 1/2 trial of seclidemstat as a treatment for Ewing sarcoma and FET-rearranged sarcomas due to an
FET-rearranged sarcoma patient death which was classified as a suspected unexpected serious adverse reaction. A copy of the press release is filed herewith
as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated by reference to this Item 8.01.

Item 9.01 Financial Statements and Exhibits.
(d) Exhibits

Exhibit No. Description

99.1 Press Release of Salarius Pharmaceuticals, Inc., dated October 18, 2022
104 Cover Page Interactive Data File (embedded within the inline XBRL document)
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Salarius Pharmaceu�cals Announces Pause in New Pa�ent Enrollment in its Phase 1/2 Trial of Seclidemstat in Ewing Sarcoma
and FET-Rearranged Sarcomas

HOUSTON (October 18, 2022) – Salarius Pharmaceu�cals, Inc. (NASDAQ: SLRX), a clinical-stage biopharmaceu�cal company using
protein inhibi�on and protein degrada�on to develop cancer therapies for pa�ents in need of new treatment op�ons, today announced
that, as per protocol design, it is voluntarily pausing new pa�ent enrollment in the company’s Phase 1/2 trial of seclidemstat as a
treatment for Ewing sarcoma and FET-rearranged sarcomas.

The pause in new pa�ent enrollment is due to a metasta�c FET-rearranged sarcoma pa�ent death that was classified as a suspected
unexpected serious adverse reac�on (SUSAR). Upon review of the SUSAR and available informa�on by the company’s independent
Safety Review Commi�ee for the clinical trial, pa�ents currently receiving seclidemstat treatment may con�nue treatment a�er
consul�ng with their physician.

Salarius communicated the details of the SUSAR to the U.S. Food and Drug Administra�on (FDA) and intends to further analyze the
available data with the goal of understanding how best to proceed and restart enrollment as soon as possible. Salarius con�nues to plan
to release interim sarcoma clinical trial results later this year.

“Pa�ent safety is our primary concern, and this is reflected in the design of our clinical trial protocol, which automa�cally paused
enrollment based upon this SUSAR,” said David Arthur, chief execu�ve officer of Salarius. “Unfortunately, pauses to enrollment occur in
early-stage drug development, but these pauses allow �me to understand new data and adjust clinical protocols and development plans
as needed. We plan to restart enrollment as soon as possible.”

About the Phase 1/2 Ewing sarcoma and other FET-rearranged sarcomas trial
The Phase 1/2 trial currently is in its dose-expansion stage, which includes three pa�ent arms. The first pa�ent arm is enrolling up to 30
pa�ents with Ewing sarcoma, a rare and deadly pediatric bone cancer, and will inves�gate seclidemstat in combina�on with topotecan
and cyclophosphamide, a commonly used second- and third-line chemotherapy regimen. Salarius believes data released during ASCO
2021 demonstrated synergy in a Ewing sarcoma cell line when seclidemstat was used in combina�on with these agents. Salarius also
believes this treatment combina�on and its use as a second- and third-line therapy could greatly expand the addressable pa�ent
popula�on for seclidemstat and improve outcomes by allowing physicians to introduce seclidemstat earlier in the Ewing sarcoma
con�nuum of care.

The trial’s second pa�ent arm is inves�ga�ng seclidemstat as a single agent in up to 15 pa�ents with myxoid liposarcoma. The third
pa�ent arm is inves�ga�ng seclidemstat as a single agent in up to 15 pa�ents with select sarcomas that share a similar biology to Ewing
sarcoma, also referred to as FET-rearranged or Ewing-related sarcomas. In data released at ASCO 2021, a subset of pa�ents with
advanced FET-rearranged sarcomas treated with single-agent seclidemstat resulted in stable disease and prolonged �me to progression,
which Salarius believes suggests disease control, a clinically relevant endpoint for so� �ssue sarcomas.

All three pa�ent arms are designed to evaluate safety and efficacy in pa�ents with advanced disease. Per protocol design, new pa�ent
enrollment will be stopped, or paused, when 1) any death or life-threatening adverse experience deemed possibly or definitely related
to the inves�ga�onal product is observed, or 2) it is determined that the protocol precipitates mul�ple pa�ent non-compliance beyond
reasonably missed visits.



About Salarius Pharmaceu�cals
Salarius Pharmaceu�cals, Inc. is a clinical-stage biopharmaceu�cal company developing therapies for pa�ents with cancer in need of
new treatment op�ons. Salarius’ product por�olio includes seclidemstat, the company’s lead candidate, which is being studied as a
poten�al treatment for pediatric cancers, sarcomas and other cancers with limited treatment op�ons, and SP-3164, an oral small
molecule protein degrader. Seclidemstat is currently in a Phase 1/2 clinical trial for relapsed/refractory Ewing sarcoma and certain
addi�onal sarcomas that share a similar biology, also referred to as Ewing-related or FET-rearranged sarcomas. Seclidemstat has received
fast track, orphan drug and rare pediatric disease designa�ons for Ewing sarcoma from the U.S. Food and Drug Administra�on. Salarius is
also exploring seclidemstat’s poten�al in several cancers with high unmet medical need, with an inves�gator-ini�ated Phase 1/2 clinical
study in hematologic cancers underway at MD Anderson Cancer Center. Salarius has received financial support from the Na�onal
Pediatric Cancer Founda�on to advance the Ewing sarcoma clinical program and was a recipient of a Product Development Award from
the Cancer Preven�on and Research Ins�tute of Texas (CPRIT). For more informa�on, please visit salariuspharma.com or follow Salarius
on Twi�er and LinkedIn.

Forward-Looking Statements
This le�er contains “forward-looking statements” within the meaning of the Private Securi�es Li�ga�on Reform Act of 1995. All
statements, other than statements of historical facts, included in this le�er are forward-looking statements. These forward-looking
statements may be iden�fied by terms such as “believe,” “developing,” “expect,” “may,” “progress,” “poten�al,” “could,” “look forward,”
“might,” “should,” and similar terms or expressions or the nega�ve thereof. Examples of such statements include, but are not limited to,
statements rela�ng to the following: the future of the company’s Phase 1/2 trial of seclidemstat as a treatment for Ewing sarcoma and
FET-rearranged sarcomas following the SUSAR; impact that the addi�on of new clinical sites will have on the development of Salarius’
product candidates; the �ming of Salarius’ IND submissions to the U.S. Food and Drug Administra�on and subsequent �ming for
ini�a�ng clinical trials; interim data related to Salarius’ clinical trials, including the �ming of when such data is available and made public;
Salarius’ growth strategy; the value of seclidemstat as a treatment for Ewing sarcoma, Ewing-related sarcomas, and other cancers and its
ability to improve the life of pa�ents; expanding the scope of Salarius’ research and focus to high unmet need pa�ent popula�ons;
milestones of Salarius’ current and future clinical trials, including the �ming of data readouts. Salarius may not actually achieve the
plans, carry out the inten�ons or meet the expecta�ons or objec�ves disclosed in the forward-looking statements. You should not place
undue reliance on these forward-looking statements. These statements are subject to risks and uncertain�es which could cause actual
results and performance to differ materially from those discussed in the forward-looking statements. These risks and uncertain�es
include, but are not limited to, the following: FDA may impose addi�onal restric�ons on the company’s Phase 1/2 trial of seclidemstat as
a treatment for Ewing sarcoma and FET-rearranged sarcomas following the SUSAR, including a par�al or full clinical hold; Salarius’ ability
to resume enrollment in the clinical trial following its review of the available data surrounding the SUSAR; the sufficiency of Salarius’
capital resources; the ability of, and need for, Salarius to raise addi�onal capital to meet Salarius’ business opera�onal needs and to
achieve its business objec�ves and strategy; future clinical trial results and impact of results on Salarius; that the results of studies and
clinical trials may not be predic�ve of future clinical trial results; risks related to the drug development and the regulatory approval
process; the compe��ve landscape and other industry-related risks; and other risks described in Salarius’ filings with the Securi�es and
Exchange Commission, including its Annual Report on Form 10-K for the fiscal year ended December 31, 2021, as revised or
supplemented by its Quarterly Reports on Form 10-Q and other documents filed with the SEC. The forward-looking statements
contained in this le�er speak only as of the date of this le�er and are based on management’s assump�ons and es�mates as of such
date. Salarius disclaims any intent or obliga�on to update these forward-looking statements to reflect events or circumstances that exist
a�er the date on which they were made.
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