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MBC:

PDAC:



Reversible and Irreversible Covalent Inhibitors: 

Molecular Glue/Complex Targeted Inhibitors:

Targeted Protein Degraders: 

 





 Agreement and Plan of Merger with Confluence 



NDA Approval Processes  
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• Phase 1.

• Phase 2.

• Phase 3.



Post-approval Requirements
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Orange Book Listing 



Patent Term Extension 





Our business is subject to numerous risks. You should carefully consider the following risks and all other 
information contained in this Annual Report, as well as general economic and business risks, together with any other 
documents we file with the SEC. If any of the following events actually occur or risks actually materialize, it could have a 
material adverse effect on our business, operating results and financial condition and cause the trading price of our 
common stock to decline. 
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We have incurred significant losses since our inception. We expect to incur losses over the next several years 
and may never achieve or maintain profitability.

•

•
•
•
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We will need substantial additional funding to meet our financial obligations and to pursue our business 
objectives. If we are unable to raise capital when needed, we could be forced to curtail our planned operations. 

•



•

•
•
•

•

•

Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to 
relinquish rights to our technologies, intellectual property, potential future revenue streams or drug candidates.

We have a limited history as a clinical-stage biopharmaceutical company developing and partnering our drug 
candidates, which may make it difficult to evaluate the success of our business to date and to assess our future viability.

We may not be successful in our efforts to identify and develop additional drug candidates leveraging our KINect 
drug discovery platform.  



•

•

•

 
If we are unable to successfully develop our drug candidates and to pursue strategic alternatives, including 

identifying and consummating transactions with third-party partners, to further develop, obtain marketing approval 
for and/or commercialize our drug candidates, or experience significant delays in doing so, our business will be harmed.
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Clinical drug development involves a lengthy and expensive process, with an uncertain outcome. We may incur 
additional costs or experience delays in completing, or ultimately be unable to complete, the development of and pursue 
strategic alternatives, including identifying and consummating transactions with third-party partners, to further 
develop, obtain marketing approval for and/or commercialize our drug candidates.
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If we experience delays or difficulties in the enrollment of subjects in clinical trials, our ability to pursue 
strategic alternatives, including identifying and consummating transactions with third-party partners, to further 
develop, obtain marketing approval for and/or commercialize our drug candidates could be delayed or prevented.
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Our clinical trials may fail to demonstrate the safety and efficacy of our drug candidates, or serious adverse 
or unacceptable side effects may be identified during the development of our drug candidates, which could increase 
our costs or necessitate the abandonment or limitation of the development of our drug candidates or prevent or delay 
our ability to pursue strategic alternatives, including identifying and consummating transactions with third-party 
partners, to further develop, obtain marketing approval for and/or commercialize our drug candidates.
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Interim, topline and preliminary data from our clinical trials that we announce or publish from time to time 
may change as more subject data become available and are subject to audit and verification procedures that could 
result in material changes in the final data. 

 
Changes in methods of drug candidate manufacturing or formulation may result in additional costs or delay.

We have conducted and may in the future conduct clinical trials for our drug candidates outside the United 
States. The FDA, EMA or comparable foreign regulatory authorities may not accept data from such trials. 



We may not be successful in our efforts to increase our pipeline of drug candidates, including by in-licensing 
or acquiring additional drug candidates.

We may expend our limited resources to pursue a particular drug candidate or indication and fail to capitalize 
on drug candidates or indications that may be more profitable or for which there is a greater likelihood of success.

For any of our drug candidates that receive marketing approval, our potential third-party partners may fail to 
achieve the degree of market acceptance by physicians, patients, third-party payors and others in the medical 
community necessary for commercial success.
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We face substantial competition, which may result in others discovering, developing or commercializing drugs 
before or more successfully than we do.

The success of our drug candidates, if approved, will depend significantly on coverage and adequate 
reimbursement or the willingness of patients to pay for these products.



Product liability lawsuits against us could cause us to incur substantial liabilities and to limit 
commercialization of any of our drug candidates that we may develop and are commercialized by our potential third-
party partners or impact any commercial products that we have previously sold or are being sold by third-party partners.
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•
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We rely on third parties to conduct clinical trials for our drug candidates, and those third parties may not 
perform satisfactorily, including failing to meet deadlines for the completion of such trials.



We contract with third parties for the manufacture and supply of our drug candidates for preclinical and 
clinical testing. This reliance on third parties increases the risk that we will not have sufficient quantities of our drug 
candidates or such quantities at an acceptable cost, which could delay, prevent or impair our development efforts.



•
•
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We intend to pursue strategic alternatives, including identifying and consummating transactions with third-
party partners, to further develop, obtain marketing approval for and/or commercialize our drug candidates. If those 
arrangements are not successful, we may not be able to capitalize on the market potential of these drug candidates.
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•
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If we are not able to establish partnerships, we may have to alter our development and commercialization 
plans.



We may not have access to all information regarding our drug candidates that are subject to partnership 
agreements. Consequently, our ability to inform our stockholders about the status of our drug candidates that are 
subject to these agreements, and our ability to make business and operational decisions, may be limited.  

 

If we are unable to obtain and maintain patent protection for our drug candidates, or if the scope of the patent 
protection obtained is not sufficiently broad, our competitors could develop and commercialize technology and drugs 
similar or identical to ours, and ability to successfully identify a potential third-party partner to commercialize our 
technology and drug candidates may be impaired.

inter partes



We may become involved in lawsuits to protect or enforce our patents or other intellectual property, which 
could be expensive, time-consuming and unsuccessful. Further, our issued patents could be found invalid or 
unenforceable if challenged in court.

ex parte inter 
partes



We may not be able to protect our intellectual property rights throughout the world.

We may need to license intellectual property from third parties, and such licenses may not be available or may 
not be available on commercially reasonable terms.

Third parties may initiate legal proceedings alleging that we are infringing their intellectual property rights, 
the outcome of which would be uncertain and could have a material adverse effect on the success of our business.



We may be subject to claims by third parties asserting that we, our employees or our licensors have 
misappropriated their intellectual property, or claiming ownership of what we regard as our own intellectual property.

Intellectual property litigation could cause us to spend substantial resources and distract our personnel from 
their normal responsibilities.

If we are unable to protect the confidentiality of our trade secrets, our business and competitive position would 
be harmed.



The validity, scope and enforceability of any of our patents that cover any of our drug candidates can be 
challenged by competitors.

inter partes

If we do not obtain protection under the Hatch-Waxman Act by extending the patent term and obtaining data 
exclusivity for our drug candidates, our business may be materially harmed.



Any trademarks we have obtained or may obtain may be infringed or successfully challenged, resulting in 
harm to our business.

Outside of the United States we cannot be certain that any country’s patent or trademark office will not 
implement new rules that could seriously affect how we draft, file, prosecute and maintain patents, trademarks and 
patent and trademark applications.

Intellectual property rights do not necessarily address all potential threats to our competitive advantage.
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•

If our potential third-party partners are not able to obtain, or if there are delays in obtaining, required 
regulatory approvals, our drug candidates will not be able to be commercialized, and our ability to earn revenue from 
arrangements with such third-party partners will be materially impaired.

Failure to obtain marketing approval in international jurisdictions would prevent our drug candidates from 
being marketed abroad.



A variety of risks associated with marketing our drug candidates by our potential third-party partners 
internationally could harm our business.
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Any drug candidate for which our potential third-party partners obtain marketing approval could be subject 
to post-marketing restrictions or recall or withdrawal from the market, and our potential third-party partners may be 
subject to penalties if they fail to comply with regulatory requirements or if they experience unanticipated problems 
with our drug candidates, when and if any of them are approved.
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Our potential third-party partners’ relationships with third-party payors, health care professionals and 
customers in the United States and elsewhere may be subject, directly or indirectly, to applicable anti-kickback, fraud 
and abuse, false claims, physician payment transparency, health information privacy and security and other health 
care laws and regulations, and any failure to comply with such laws and regulations could have a material adverse 
effect on our ability to earn revenue from arrangements with such third-party partners for our drug candidates.
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•

•

•

•

•



Recently enacted and future legislation may increase the difficulty and cost for our potential third-party 
partners to obtain marketing approval of our drug candidates and commercialize our drug candidates, if approved, and 
affect the prices our potential third-party partners may obtain.





Governments outside the United States tend to impose strict price controls, which may adversely affect our 
revenue.

If we fail to comply with environmental, health and safety laws and regulations, we could become subject to 
fines or penalties or incur costs that could harm our business.

We are subject to stringent and evolving U.S. and foreign laws, regulations, and rules, contractual obligations, 
industry standards, policies and other obligations related to data privacy and security.  Our actual or perceived failure 
to comply with such obligations could lead to regulatory investigations or actions; litigation (including class claims) 
and mass arbitration demands; fines and penalties; disruptions of our business operations; reputational harm; loss of 
revenue or profits; and other adverse business consequences. 





 
We are subject to governmental economic sanctions and export and import controls that could impair our 

potential third-party partners’ ability to compete in international markets or subject us or our potential third-party 
partners to liability if we or they are not in compliance with applicable laws.



We and our potential third-party partners are subject to anti-corruption and anti-money laundering laws with 
respect to our and their operations and non-compliance with such laws can subject us to criminal and/or civil liability 
and harm our business.

Our future success depends on our ability to retain key executives and to attract, retain and motivate qualified 
personnel.

Our employees, independent contractors, consultants, third-party partners, principal investigators, CROs and 
vendors may engage in misconduct or other improper activities, including non-compliance with regulatory standards 
and requirements.



The trading price of the shares of our common stock has been and is likely to continue to be volatile.
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If we fail to maintain compliance with the listing requirements of the Nasdaq Global Select Market, we may 
be delisted and the price of our common stock and our ability to access the capital markets could be negatively 
impacted.

Sales of a substantial number of shares of our common stock into the market could cause the market price of 
our common stock to drop significantly, even if our business is doing well.

Provisions in our corporate charter documents and under Delaware law may prevent or frustrate attempts by 
our stockholders to change our management and hinder efforts to acquire a controlling interest in us, and the market 
price of our common stock may be lower as a result.



•
•
•
•
•

If we fail to maintain proper and effective internal controls, our ability to produce accurate financial 
statements on a timely basis could be impaired.

We might not be able to utilize a significant portion of our net operating loss carryforwards and research and 
development tax credit carryforwards. 



We do not anticipate paying any cash dividends on our common stock in the foreseeable future and our stock 
may not appreciate in value.

Exclusive forum provisions in our amended and restated certificate of incorporation and amended and restated 
bylaws could limit our stockholders’ ability to obtain a favorable judicial forum for disputes with us or our directors, 
officers or other employees. 

 

If our information technology systems, those of third parties upon which we rely, or our data are or were 
compromised, we could experience adverse consequences resulting from such compromise, including but not limited 
to regulatory investigations or actions; litigation; fines and penalties; disruptions of our business operations; 
reputational harm; loss of revenue or profits; and other adverse consequences. 





An active trading market for our common stock may not be sustained.

 
If equity research analysts do not publish research or reports, or publish unfavorable research or reports, 

about us, our business or our market, our stock price and trading volume could decline.

Environmental, social and governance matters may impact our business and reputation. 
 



Unfavorable conditions, including inflationary pressure, in the global economy could limit our ability to grow 
our business and negatively affect our operating results. 

 

The issuance of additional stock in connection with financings, acquisitions, investments, our equity incentive 
plan or otherwise will dilute all other stockholders.

 
Changes in tax laws or regulations that are applied adversely to us may have a material adverse effect on our 

business, cash flow, financial condition or results of operations. 

 
We incur significant costs and demands upon management as a result of being a public company.



Risk Management and Strategy 



Governance  









You should read the following discussion and analysis of our financial condition and results of operations in 
conjunction with the consolidated financial statements and the related notes to those statements included later in this 
Annual Report. In addition to historical financial information, the following discussion contains forward - looking 
statements that reflect our plans, estimates, beliefs and expectations that involve risks and uncertainties. Our actual results 
and the timing of events could differ materially from those discussed in these forward - looking statements. Factors that 
could cause or contribute to these differences include those discussed below and elsewhere in this Annual Report, 
particularly in Part I, Item 1A. “Risk Factors,” and “Special Note Regarding Forward - Looking Statements.” 



 



License Agreement with Sun Pharmaceutical Industries, Inc. 

License Agreement with Pediatrix Therapeutics, Inc.  

License Agreement with Eli Lilly and Company  

Asset Purchase Agreement with EPI Health, LLC 



 
Agreement and Plan of Merger with Confluence 

Contract Research 

Licensing 



Other

Cost of Revenue 

•
•
•
•
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Research and Development  

•

•

•
•
•
•
•
•

•
•
•
•
•
•



General and Administrative  

Licensing

Revaluation of Contingent Consideration 

Intangible Asset Impairment







Contract Research 

Licensing 
 

Cost of Revenue 

Research and Development  
 

Zunsemetinib 



ATI-1777 

ATI-2138 

ATI-2231 
 

Discovery  

Personnel and stock-based compensation 

General and Administrative  
 

Personnel and stock-based compensation



Professional and legal fees

Facility and support services 

Bad debt 

Licensing 

Revaluation of Contingent Consideration 

Intangible Asset Impairment 
 



Sale of Common Stock under At-the-Market Facility



Operating Activities 

Investing Activities 

 
Financing Activities 



•
•
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Leases 

Agreement and Plan of Merger – Confluence 

R&D Obligations 



Foreign currency risk

Inflation Risk 
 





Opinions on the Financial Statements and Internal Control over Financial Reporting 

Internal Control - Integrated Framework

Internal 
Control - Integrated Framework

Basis for Opinions 

Definition and Limitations of Internal Control over Financial Reporting 



Critical Audit Matters 

 
Fair Value of the Contingent Consideration Liability 

 

 



 

 













Contract Research 



Licensing Revenue 
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Agreements for Office and Laboratory Space 







 





Rosi v. Aclaris 
Therapeutics, Inc., et al.

Fulcher v. Aclaris Therapeutics, Inc., et al.



Evaluation of Disclosure Controls and Procedures 
 

Management’s Report on Internal Control over Financial Reporting  

Internal Control—Integrated Framework

Changes in Internal Control over Financial Reporting 
 

Limitations on Effectiveness of Disclosure Controls and Procedures and Internal Control over Financial 
Reporting 

 

Director and Officer Trading Arrangements 







(a)    The following documents are filed as part of this report: 

(1)    Financial Statements 

(2)    Financial Statement Schedules 

Exhibits 

(b)    Exhibits 
 







 (Principal Executive Officer)

 (Principal Financial Officer and Principal 
Accounting Officer)
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Dr. Neal Walker
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Anand Mehra, M.D.
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Director

Andrew Powell1

Director

Bryan Reasons2

Director

Andrew Schiff, M.D.

Director

1 Mr. Powell is resigning from the Board 
effective as of the 2024 Annual Meeting of 
Shareholders.

2 Mr. Reasons will not stand for re-election to 
the Board upon the expiration of his term, 
which expires at the 2024 Annual Meeting of 
Shareholders.

OFFICERS

Dr. Neal Walker

Interim President and 
Chief Executive Officer  

Kevin Balthaser

Chief Financial Officer

Joseph Monahan, Ph.D. 

Chief Scientific Officer 

James Loerop

Chief Business Officer

SHAREHOLDER REFERENCE 

Annual Meeting 

The annual meeting of shareholders 
will be held virtually at www.
virtualshareholdermeeting.com/
ACRS2024, at 9:00 a.m. Eastern Time on 
Thursday, June 6, 2024.

Registrar and Transfer Agent

Broadridge Corporate Issuer 
Solutions
P.O. Box 1342
Brentwood, NY 11717
www.broadridge.com 

Investor Information 

Exchange: Nasdaq Global Select Market 
Ticker Symbol: ACRS 

Investor Relations 

A copy of the Form 10-K for 2023 filed with 
the Securities and Exchange Commission 
accompanies this Annual Report. Copies of 
the announcements and quarterly earnings 
are available without charge to any 
shareholder, beneficial owner or interested 
investor upon request to:

701 Lee Road
Suite 103
Wayne, PA 19087
Tel: 484-324-7933
Email: investors@aclaristx.com.

Legal Counsel 

Cooley LLP
One Freedom Square 
Reston Town Center 
11951 Freedom Drive
Reston, VA 20190 

Independent Auditors 

PricewaterhouseCoopers LLP 
Two Commerce Square 
2001 Market Street | Suite 1800
Philadelphia, PA 19103 

Forward–Looking Statement 

This annual report to shareholders 
contains forward-looking information 
about Aclaris’ future operating and 
financial performance, business plans 
and prospects, and drug candidates that 
involve substantial risk and uncertainties. 
Please refer to the special note regarding 
forward-looking statements in the Form 
10-K found in this annual report and on 
our website for additional risk factors 
affecting our forward-looking statements.
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