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Item 7.01 Regulation FD Disclosure.

On November 13, 2023, Aclaris Therapeutics, Inc. (the “Company”) will hold a conference call to discuss top-line results for its Phase 2b clinical trial of zunsemetinib (ATI-
450), an investigational oral MK2 inhibitor, in subjects with moderate to severe rheumatoid arthritis (the “Top-line Results”), and related matters.  A copy of the presentation that will
accompany the conference call is furnished herewith as Exhibit 99.1 to this Current Report on Form 8-K.

In accordance with General Instruction B.2. of Form 8-K, the information in this Item 7.01 and Exhibit 99.1 hereto shall not be deemed “filed” for purposes of Section 18 of the
Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liability of that section, nor shall it be deemed incorporated by reference in 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, regardless of any incorporation language in such a
filing, except as expressly set forth by specific reference in such a filing.

Item 8.01 Other Events.

On November 13, 2023, the Company issued a press release announcing the Top-line Results and related matters. A copy of this press release is filed as Exhibit 99.2 to this
Current Report on Form 8-K and is incorporated herein by reference.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit  
Number Exhibit Description

99.1 Company Presentation.
99.2 Press Release, dated November 13, 2023.
104 The cover page from Aclaris Therapeutics, Inc.’s Form 8-K filed on November 13, 2023, formatted in 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.

ACLARIS THERAPEUTICS, INC.

By: /s/ Douglas Manion
Date:  November 13, 2023 Douglas Manion

Chief Executive Officer and President

































Exhibit 99.2

Aclaris Therapeu�cs Announces Top-line Results from 12-Week Phase 2b Trial of Oral Zunseme�nib (ATI-450) for Moderate to
Severe Rheumatoid Arthri�s and Provides Corporate Update

- Study Did Not Meet Primary or Secondary Efficacy Endpoints in Rheumatoid Arthri�s –

- Efficacy Results Do Not Support Further Development of Zunseme�nib –

- Company to Host Conference Call and Webcast Today at 8:00 AM ET –

WAYNE, Pa., Nov. 13, 2023 (GLOBE NEWSWIRE) -- Aclaris Therapeu�cs, Inc. (NASDAQ: ACRS), a clinical-stage biopharmaceu�cal company focused on developing novel
drugs for immuno-inflammatory diseases, today announced top-line results from a Phase 2b study of zunseme�nib (ATI-450), an inves�ga�onal oral MK2 inhibitor, in
subjects with moderate to severe rheumatoid arthri�s (RA; ATI-450-RA-202).

ATI-450-RA-202 is a Phase 2b, randomized, mul�center, double-blind, placebo-controlled, dose-ranging study to inves�gate the efficacy, safety, tolerability, 
pharmacokine�cs and pharmacodynamics of two doses of zunseme�nib plus methotrexate (MTX) versus placebo plus MTX in pa�ents with moderate to severe RA who 
have had an inadequate response to MTX alone.  The study enrolled 251 pa�ents across three treatment arms (ATI-450 20mg BID, ATI-450 50mg BID, Placebo BID) at 
approximately 40 trial sites in the United States, Poland, Bulgaria and Czech Republic.  The primary efficacy endpoint is the propor�on of pa�ents achieving an ACR20 
response following 12 weeks of treatment. Secondary efficacy endpoints included ACR50 response, ACR70 response, DAS28-CRP and other per�nent RA measures.

Results
In the trial, pa�ents administered either the 20mg or 50mg dose did not meet the primary endpoint of ACR20 response or any of the secondary efficacy endpoints at 12 
weeks, including ACR50 response, ACR70 response, and DAS28-CRP. There was no notable differen�a�on between zunseme�nib and placebo across any measures of 
efficacy at week 12.  No meaningful safety findings were observed.

Based on the overall program results, Aclaris will discon�nue further development of the ATI-450 program, including hal�ng enrollment of Aclaris’ ongoing Phase 2a trial
of zunseme�nib in psoria�c arthri�s.

“We are deeply disappointed with the results of this trial and for pa�ents suffering from rheumatoid arthri�s. We would like to thank the pa�ents and inves�gators for 
their par�cipa�on in the trial, and I am proud of our team for their commitment to its execu�on,” stated Doug Manion, M.D., Aclaris’ Chief Execu�ve Officer.  “Despite this 
setback, we con�nue to look forward to the upcoming results of our Phase 2b trial of ATI-1777 in atopic derma��s and ini�a�ng our Phase 2 clinical development program 
for ATI-2138.”

Addi�onal Pipeline Updates
· ATI-1777 (Topical “So�” JAK1/3 Inhibitor): In June 2021, Aclaris announced posi�ve results from its Phase 2a trial in pa�ents with moderate to severe atopic 

derma��s.  ATI-1777 was designed to provide maximal ac�vity against skin lesions whilst minimizing poten�al toxici�es related to systemic exposure.  Around the 
end of the year, Aclaris expects to provide the results of its 250 pa�ent, 6-arm, Phase 2b study in pa�ents with mild, moderate or severe atopic derma��s, 
including adults and children as young as 12 years old, across approximately 30 clinical trial sites in the United States.



· ATI-2138 (Oral Covalent ITK/JAK3 Inhibitor): Aclaris recently reported results of a mul�ple ascending dose study of ATI-2138 in healthy volunteers showing 
promising pharmacokine�c and pharmacodynamic proper�es that could posi�vely impact T cell-mediated diseases.  Aclaris an�cipates beginning the Phase 2 
program in early 2024 with ulcera�ve coli�s as the ini�al indica�on, with other indica�ons under considera�on.

· ATI-2231 (Oral MK2 Inhibitor):  ATI-2231 is a poten�al treatment for pancrea�c cancer and metasta�c breast cancer as well as in preven�ng bone loss in pa�ents 
with metasta�c breast cancer. Aclaris is suppor�ng Washington University in a first-in-human inves�gator-ini�ated Phase 1a trial of ATI-2231 in pa�ents with 
advanced solid tumor malignancies. Aclaris is discon�nuing its current efforts on ATI-2231 as a poten�al treatment for immuno-inflammatory diseases.

· Confluence Discovery Technologies and KINect® Pla�orm:  Aclaris’ world class discovery team con�nues to innovate by targe�ng the human kinome to address 
areas of high unmet medical need.

· Cash Posi�on: As of September 30, 2023, Aclaris had aggregate cash, cash equivalents and marketable securi�es of $187.0 million.

Conference Call and Webcast

Management will host a conference call and webcast, with an accompanying slide presenta�on of the data from the Phase 2b trial, at 8:00 AM ET today to review the
results of the trial. To access the live webcast of the call and the accompanying slide presenta�on, please visit the “Events” page of the “Investors” sec�on of Aclaris’
website, www.aclaristx.com. The webcast will be archived for at least 30 days on the Aclaris website.

About Aclaris Therapeu�cs, Inc.

Aclaris Therapeu�cs, Inc. is a clinical-stage biopharmaceu�cal company developing a pipeline of novel drug candidates to address the needs of pa�ents with immuno-
inflammatory diseases who lack sa�sfactory treatment op�ons. The company has a mul�-stage por�olio of drug candidates powered by a robust R&D engine exploring
protein kinase regula�on. For addi�onal informa�on, please visit www.aclaristx.com.

Cau�onary Note Regarding Forward-Looking Statements

Any statements contained in this press release that do not describe historical facts may cons�tute forward-looking statements as that term is defined in the Private
Securi�es Li�ga�on Reform Act of 1995. These statements may be iden�fied by words such as “believe,” “an�cipate,” “expect,” “intend,” “may,” “plan,” “poten�al,” “will,”
and similar expressions, and are based on Aclaris’ current beliefs and expecta�ons. These forward-looking statements include Aclaris’ expecta�ons regarding its future
development plans, including its plans to discon�nue further development of the ATI-450 program, and the �ming of trials and repor�ng results from trials for its other
drug candidates. These statements involve risks and uncertain�es that could cause actual results to differ materially from those reflected in such statements. Risks and
uncertain�es that may cause actual results to differ materially include uncertain�es inherent in the conduct of clinical trials, Aclaris’ reliance on third par�es over which it
may not always have full control, Aclaris’ ability to enter into strategic partnerships on commercially reasonable terms, the uncertainty regarding the macroeconomic
environment and other risks and uncertain�es that are described in the Risk Factors sec�on of Aclaris’ Annual Report on Form 10-K for the year ended December 31, 2022
and other filings Aclaris makes with the U.S. Securi�es and Exchange Commission from �me to �me. These documents are available under the “SEC Filings” page of the
“Investors” sec�on of Aclaris’ website at www.aclaristx.com. Any forward-looking statements speak only as of the date of this press release and are based on informa�on
available to Aclaris as of the date



of this release, and Aclaris assumes no obliga�on to, and does not intend to, update any forward-looking statements, whether as a result of new informa�on, future events
or otherwise.

Aclaris Therapeu�cs Contact:

Robert A. Doody Jr.
Senior Vice President, Investor Rela�ons
484-639-7235
rdoody@aclaristx.com


