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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:

· 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:
	
	
	

	
	
	
	Trading
	

	
	Title of Each Class:
	Symbol(s)
	Name of Each Exchange on which Registered

	
	Common Stock, $0.00001 par value
	
	ACRS
	
	The Nasdaq Stock Market, LLC



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. ☐
[image: ][image: ][image: ]

Item 2.02 Results of Operations and Financial Condition.

On February 27, 2025, Aclaris Therapeutics, Inc. (the “Registrant”) issued a press release announcing its financial results for the quarter and full year ended December 31, 2024. A copy of this press release is furnished herewith as Exhibit 99.1 to this Current Report.

In accordance with General Instruction B.2. of Form 8-K, the information in this Item 2.02 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 Registrant’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 9.01 Financial Statements and Exhibits.

(d) Exhibits

	Exhibit
	Exhibit Description
	

	Number
	
	
	

	
	
	
	
	
	

	99.1
	
	
	Press Release, dated February 27, 2025.
	



104 The cover page from Aclaris Therapeutics, Inc.’s Form 8-K filed on February 27, 2025, 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.

	Date: February 27, 2025
	By: /s/ Kevin Balthaser

	
	
	Kevin Balthaser

	
	
	Chief Financial Officer

	
	3

	
	
	



Exhibit 99.1
[image: ]






Aclaris Therapeutcs Reports Fourth Quarter and Full Year 2024 Financial Results and Provides a Corporate Update

- Rich Catalyst Calendar Expected in 2025 Including Phase 2 Data in Multple Immuno-Infammatory Disease Indicatons -

· Data from CTTQ’s Phase 2 Studies of Bosakitug (ATI-045) in Chinese Patents with Severe Asthma and Chronic Rhinosinusits with Nasal Polyps (CRSwNP) Expected in the First Half of 2025 to Inform Internal Development Programs -

· Initaton of Enrollment in Phase 2b Trial for Bosakitug in Atopic Dermatts (AD) on Track for the First Half of 2025 -

· Cash Runway Expected into 2028 -

WAYNE, Pa., Feb. 27, 2025 -- Aclaris Therapeutcs, Inc. (NASDAQ: ACRS), a clinical-stage biopharmaceutcal company focused on developing novel drug candidates for immuno-infammatory diseases, today announced its fnancial results for the fourth quarter and full year ended 2024 and provided a corporate update.

“2024 was a transformatve year that has positoned Aclaris with multple clinical catalysts expected in 2025 across our expanded pipeline,” stated Dr. Neal Walker, Chief Executve Ofcer and Chair of the Board of Directors of Aclaris. “We are partcularly excited about the upcoming Phase 2 data for bosakitug in both severe asthma and chronic rhinosinusits with nasal polyps antcipated from our partner CTTQ, which we expect will provide important insights into our future development of bosakitug in respiratory diseases. We also antcipate top-line data from our Phase 2a trial of ATI-2138 in atopic dermatts in the frst half of 2025. With multple clinical catalysts expected throughout 2025 across our pipeline of diferentated assets with mechanisms shown to have proven actvity in the diseases we are addressing, we look to drive contnued innovaton for the patents we seek to treat.”

Fourth Quarter 2024 Highlights and Recent Updates

Pipeline:

· Announced Exclusive, Global License Agreement with Biosion, Inc., Adding Potental Best-in-Class Biologic Assets to Pipeline: Aclaris acquired worldwide rights (excluding Greater China) to bosakitug (ATI-045), a potental best-in-class, clinical-stage, novel ant-TSLP monoclonal antbody, and ATI-052, a potental best-in-class, pre-clinical stage, novel bispecifc antbody that is directed against both TSLP and IL4R. As a result of this license agreement, the Company recorded a one-tme $86.9 million in-process research and development charge. (press release here)

· Confrmed Expectaton of Phase 2 Data in the First Half of 2025 for Bosakitug in Chinese Patents with Certain Pulmonary Disorders: Aclaris’ regional partner, Chia Tai Tianqing Pharmaceutcal Group, Co., Ltd. (CTTQ), is conductng concurrent Phase 2 studies in China for patents with severe asthma, CRSwNP, and chronic obstructve pulmonary disease. Data from trials in severe asthma and CRSwNP expected in frst half of 2025 to inform internal development programs.

· Initated Clinical Trial Actvites for a Phase 2b Trial of Bosakitug in Atopic Dermatts (AD); Enrollment Expected to Begin in the First Half of 2025: This trial will investgate the safety, tolerability, pharmacokinetcs, efcacy, and pharmacodynamics of bosakitug in patents with moderate to severe AD.
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· Confrmed Expectaton of Top Line Results in the First Half of 2025 for Phase 2a Trial in AD of ATI-2138, an Investgatonal Oral Covalent ITK/JAK3 Inhibitor: This ongoing Phase 2a open-label trial is being conducted to investgate the safety, tolerability, pharmacokinetcs, efcacy, and pharmacodynamics of ATI-2138 in patents with moderate to severe AD.

· Announced Plan to File an Investgatonal New Drug (IND) Applicaton for ATI-052 in the First Quarter of 2025: Following allowance of the IND, Aclaris expects to initate a Phase 1 clinical trial evaluatng single ascending doses and multple ascending doses of ATI-052.

· Announced New Publicaton Highlightng the Unique Propertes of ATI-2138: New publicaton provides important clinical and non-clinical evidence of the potental for ATI-2138 to be a best-in-class inhibitor of key signal transducton kinases due to its unique mechanism of acton. (press release here)

Corporate:

· Completed $80 Million Private Placement in November 2024 to Bolster Cash Runway: Aclaris’ cash runway expected into 2028. (press release here)

· Provided Update on Senior Leadership:

· Dr. Neal Walker, formerly interim Chief Executve Ofcer, has been named Chief Executve Ofcer. Dr. Walker is a co-founder of Aclaris and has served as a member of the Board of Directors since its incepton. He previously served as Aclaris’ Chief Executve Ofcer untl 2022 before being appointed as interim Chief Executve Ofcer in January 2024. Dr. Walker serves as Chair of the Board of Directors of Aclaris.

· Hugh Davis, Ph.D. joined Aclaris as President and Chief Operatng Ofcer. Dr. Davis brings over 35 years of experience in biologics development, clinical pharmacology, and business development to Aclaris. He most recently served as Biosion’s Chief Business & Development Ofcer and President.

· William Roberts has been appointed as Senior Vice President, Corporate Communicatons and Investor Relatons. Mr. Roberts brings 30 years of corporate communicatons, investor relatons, and scientfc experience in the biotech/biopharma industry to the Company. He most recently served as the Communicatons Ofcer of G1 Therapeutcs, which was recently acquired by Pharmacosmos Group.

Fourth Quarter and Full Year 2024 Financial Results

As of December 31, 2024, Aclaris had aggregate cash, cash equivalents and marketable securites of $203.9 million compared to $181.9 million as of December 31, 2023. The Company believes that its cash, cash equivalents and marketable securites as of December 31, 2024 will be sufcient to fund its operatons into 2028, without giving efect to any potental business development transactons or fnancing actvites.

Net loss was $96.6 million for the fourth quarter of 2024 compared to $1.5 million for the fourth quarter of 2023. Net loss was $132.1 million for the year ended December 31, 2024 compared to $88.5 million for the year ended December 31, 2023.

Total revenue was $9.2 million for the fourth quarter of 2024 compared to $17.6 million for the fourth quarter of 2023. The decrease was primarily driven by a one-tme upfront payment under the license agreement with Sun Pharmaceutcal Industries, Inc. received in the fourth quarter of 2023, ofset by the achievement of a commercial milestone under the license agreement with Eli Lilly and Company in the fourth quarter of 2024. Total revenue was $18.7 million for the year ended December 31, 2024 compared to $31.2 million for the year ended December 31, 2023.
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Research and development (R&D) expenses were $9.0 million for the quarter ended December 31, 2024 compared to $26.6 million for the prior year period. The $17.6 million decrease was primarily the result of lower zunsemetnib development expenses, lepzacitnib preclinical and clinical development actvites, and compensaton-related expenses. For the year ended December 31, 2024, R&D expenses were $33.6 million compared to $98.4 million for the year ended December 31, 2023.

General and administratve (G&A) expenses were $5.0 million for the quarter ended December 31, 2024 compared to $8.2 million for the corresponding prior year period. The decrease was primarily due to a reducton in personnel and stock-based compensaton expenses. For the year ended December 31, 2024, G&A expenses were $22.2 compared to $32.4 million for the year ended December 31, 2023, primarily due to lower compensaton-related costs.

Licensing expenses were $8.6 million for the quarter ended December 31, 2024 compared to $5.7 million for the prior year period. The increase was primarily atributable to a milestone achieved during the fourth quarter of 2024, the entrety of which was payable to a third party. For the year ended December 31, 2024, licensing expenses were $12.7 million compared to $14.7 million for the year ended December 31, 2023.

Revaluaton of contngent consideraton resulted in a $1.3 million gain for the quarter ended December 31, 2024 compared to a $26.3 million gain for the prior year period. For the year ended December 31, 2024, revaluaton of contngent consideraton resulted in a charge of $2.5 million compared to a $26.9 million gain for the year ended December 31, 2023.

During the quarter and year ended December 31, 2024, the Company recorded $86.9 million of in-process research and development expenses, representng the fair value of consideraton expensed in connecton with the in-license of bosakitug (ATI-045) and ATI-052, as well as transacton costs incurred. During the quarter ended December 31, 2023, the Company recorded an intangible asset impairment charge of $6.6 million representng the full balance of its in-process research and development intangible asset.

About Aclaris Therapeutcs, Inc.

Aclaris Therapeutcs, Inc. is a clinical-stage biopharmaceutcal company developing a pipeline of novel drug candidates to address the needs of patents with immuno-infammatory diseases who lack satsfactory treatment optons. The company has a mult-stage portolio of drug candidates powered by a robust R&D engine. For additonal informaton, please visit www.aclaristx.com and follow Aclaris on X (formerly Twiter) at @AclarisTx and on LinkedIn.

Cautonary Note Regarding Forward-Looking Statements

Any statements contained in this press release that do not describe historical facts may consttute forward-looking statements as that term is defned in the Private Securites Litgaton Reform Act of 1995. These statements may be identfed by words such as “antcipate,” “believe,” “expect,” “intend,” “may,” “plan,” “potental,” “will,” and similar expressions, and are based on Aclaris’ current beliefs and expectatons. These forward-looking statements include expectatons regarding its plans for its development programs, the clinical development of its product candidates, including enrolling trials, the tming of data from trials and the tming of submitng an IND for ATI-052, and the sufciency of its cash, cash equivalents and marketable securites to fund its operatons into 2028. These statements involve risks and uncertaintes that could cause actual results to difer materially from those refected in such statements. Risks and uncertaintes that may cause actual results to difer materially include uncertaintes inherent in the conduct of clinical trials, Aclaris’ reliance on third partes 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 uncertaintes that are described in the Risk Factors secton of Aclaris’ Annual Report on Form 10-K for the year ended December
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31, 2024, and other flings Aclaris makes with the U.S. Securites and Exchange Commission from tme to tme. These documents are available under the “SEC Filings” page of the “Investors” secton 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 informaton available to Aclaris as of the date of this release, and Aclaris assumes no obligaton to, and does not intend to, update any forward-looking statements, whether as a result of new informaton, future events or otherwise.

Aclaris Therapeutcs Contacts:

Kevin Balthaser
Chief Financial Ofcer

(484) 329-2178 kbalthaser@aclaristx.com

Will Roberts
Senior Vice President
Corporate Communicatons and Investor Relatons

(484) 329-2125 wroberts@aclaristx.com
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Aclaris Therapeutcs, Inc.
Consolidated Statements of Operatons
(unaudited, in thousands, except share and per share data)

	
	
	
	
	Three Months Ended
	
	
	Year Ended
	

	
	
	
	
	December 31,
	
	
	December 31,
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	2024
	
	
	2023
	
	
	2024
	
	
	2023
	

	
	Revenues:
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Contract research
	$
	615
	$
	566
	$
	2,541
	$
	3,035
	

	
	Licensing
	
	
	8,596
	
	
	17,004
	
	
	16,179
	
	
	28,214
	

	
	Total revenue
	
	
	9,211
	
	
	17,570
	
	
	18,720
	
	
	31,249
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Costs and expenses:
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Cost of revenue (1)
	
	
	705
	
	
	725
	
	
	2,792
	
	
	3,423
	

	
	Research and development (1)
	
	
	9,026
	
	
	26,646
	
	
	33,586
	
	
	98,384
	

	
	General and administratve (1)
	
	
	4,954
	
	
	8,214
	
	
	22,203
	
	
	32,412
	

	
	Licensing
	
	
	8,596
	
	
	5,703
	
	
	12,666
	
	
	14,658
	

	
	Revaluaton of contngent consideraton
	
	
	(1,300)
	
	
	(26,300)
	
	
	2,500
	
	
	(26,900)
	

	
	In-process research and development
	
	
	86,905
	
	
	6,629
	
	
	86,905
	
	
	6,629
	

	
	Total costs and expenses
	
	
	108,886
	
	
	21,617
	
	
	160,652
	
	
	128,606
	

	
	Loss from operatons
	
	
	(99,675)
	
	
	(4,047)
	
	
	(141,932)
	
	
	(97,357)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other income:
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Interest income
	
	
	2,103
	
	
	2,189
	
	
	7,953
	
	
	8,509
	

	
	Non-cash royalty income
	
	
	1,020
	
	
	—
	
	
	1,914
	
	
	—
	

	
	Total other income
	
	
	3,123
	
	
	2,189
	
	
	9,867
	
	
	8,509
	

	
	Loss before income taxes
	
	
	(96,552)
	
	
	(1,858)
	
	
	(132,065)
	
	
	(88,848)
	

	
	Income tax beneft
	
	
	—
	
	
	(367)
	
	
	—
	
	
	(367)
	

	Net loss
	
	$
	(96,552)
	
	$
	(1,491)
	
	$
	(132,065)
	
	$
	(88,481)
	

	
	Net loss per share, basic and diluted
	
	$
	(1.01)
	
	$
	(0.02)
	
	$
	(1.71)
	
	$
	(1.27)
	

	
	Weighted average common shares outstanding,
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	basic and diluted
	
	
	95,305,768
	
	
	70,866,315
	
	
	77,296,665
	
	
	69,808,855
	



(1) Amounts include stock-based compensaton expense as follows:

	Cost of revenue
	$
	231
	$
	337
	$
	938
	
	$
	1,456

	Research and development
	
	
	943
	
	
	(2,367)
	
	
	3,135
	
	
	
	6,801

	General and administratve
	
	
	1,686
	
	
	3,296
	
	
	6,783
	
	
	
	12,285

	Total stock-based compensaton expense
	
	$
	2,860
	
	$
	1,266
	
	$
	10,856
	
	
	$
	20,542
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Aclaris Therapeutcs, Inc.
Selected Consolidated Balance Sheet Data
(unaudited, in thousands, except share data)

	
	
	
	
	December 31, 2024
	
	
	December 31, 2023

	
	
	
	
	
	
	
	
	

	
	Cash, cash equivalents and marketable securites
	
	$
	203,896
	
	$
	181,877
	

	
	Total assets
	$
	220,327
	$
	197,405
	

	
	Total current liabilites
	$
	31,596
	$
	30,952
	

	
	Total liabilites
	$
	64,773
	$
	40,226
	

	
	Total stockholders’ equity
	$
	155,554
	$
	157,179
	

	
	Common stock outstanding
	
	
	107,850,124
	
	
	70,894,889
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Aclaris Therapeutcs, Inc.
Selected Consolidated Cash Flow Data
(unaudited, in thousands)

	
	
	
	
	Year Ended
	
	
	Year Ended
	

	
	
	
	
	December 31, 2024
	
	
	December 31, 2023
	

	
	
	
	
	
	
	
	
	
	

	
	Net loss
	
	$
	(132,065)
	
	$
	(88,481)
	
	

	
	Depreciaton and amortzaton
	
	
	807
	
	
	863
	
	

	
	Stock-based compensaton expense
	
	
	10,856
	
	
	20,542
	
	

	
	Revaluaton of contngent consideraton
	
	
	2,500
	
	
	(26,900)
	
	

	
	In-process research and development expense
	
	
	86,905
	
	
	6,629
	
	

	
	Deferred taxes
	
	
	—
	
	
	(367)
	
	

	
	Changes in operatng assets and liabilites
	
	
	10,922
	
	
	9,389
	
	

	Net cash used in operatng actvites
	
	$
	(20,075)
	
	$
	(78,325)
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