
 
NOTICE OF ANNUAL MEETING OF STOCKHOLDERS 

To Be Held on June 4, 2026 

Dear Stockholders of Capricor Therapeutics, Inc.: 

You are cordially invited to attend the Annual Meeting of Stockholders (the “Annual Meeting”) of Capricor 
Therapeutics, Inc., a Delaware corporation (the “Company”), which will be held on June 4, 2026 at 10:00 a.m. (PDT), or 
any adjournment or postponement thereof. The Annual Meeting will be held at the Company’s principal executive office 
located at 10865 Road to the Cure, Suite 150, San Diego, California 92121.  

The Annual Meeting will be held for the following purposes, which are more fully described in the accompanying proxy 
statement: 

1. To elect the eight (8) nominees named in this proxy statement to the Company’s board of directors to serve for a one-
year term expiring at our 2027 Annual Meeting of Stockholders; 

2. To ratify the appointment of Rose, Snyder & Jacobs LLP as the Company’s independent registered public accounting 
firm for the fiscal year ending December 31, 2026; 

3. To approve, by non-binding advisory vote, the resolution approving named executive officer compensation;  
4. To approve a non-binding resolution on the frequency of future votes on our named executive officer compensation; 
5. To consider and act upon approval of an amendment to the Certificate of Incorporation regarding officer exculpation; 

and 
6. To transact such other business as may properly come before the Annual Meeting or any adjournment or postponement 

thereof. 

The Company’s board of directors has set the Record Date (as defined below) as April 6, 2026. Only stockholders that 
owned Capricor Therapeutics, Inc. common stock at the close of business on that day are entitled to notice of and may 
vote at the Annual Meeting or any adjournments or postponements thereof.  

Important Notice Regarding the Availability of Proxy Materials for the Annual Meeting to be Held on June 4, 
2026: 

The proxy statement and the enclosed proxy card are available at 
https://www.capricor.com/investors/sec-filings 

 
Under rules issued by the Securities and Exchange Commission, we are providing access to our proxy materials both by 
sending you this full set of proxy materials and by notifying you of the availability of our proxy materials on the Internet.  
 
  



You may vote your shares at the Annual Meeting only if you are present in person or if you are represented by proxy. All 
stockholders are invited to attend the Annual Meeting in person. Whether or not you plan to attend the Annual Meeting in 
person, please complete, date and sign the enclosed proxy and return it in the enclosed envelope as promptly as possible. 
We urge you to carefully read this entire Proxy Statement, including the documents that we refer to in this Proxy Statement. 
If you attend the Annual Meeting, you may withdraw the proxy and vote in person. If you have any questions regarding 
the completion of the enclosed proxy or would like directions to the Annual Meeting, please call (858) 727-1755. 
 
We hope that you will be able to participate in the Annual Meeting. Thank you for your continued support.  

By Order of the Board of Directors, 
    

CAPRICOR THERAPEUTICS, INC. 
    
  /s/ Linda Marbán, Ph.D. 
  Linda Marbán, Ph.D. 
  Chief Executive Officer and a Director 
 
San Diego, California 
April 10, 2026 
 



TABLE OF CONTENTS 
  

COMMONLY ASKED QUESTIONS AND ANSWERS ABOUT THE ANNUAL MEETING 5
INFORMATION REGARDING THE BOARD OF DIRECTORS AND CORPORATE GOVERNANCE 10
PROPOSAL 1 – ELECTION OF DIRECTORS 11
INFORMATION REGARDING EXECUTIVE OFFICERS 23
EXECUTIVE COMPENSATION 24
NON-EMPLOYEE DIRECTOR COMPENSATION 32
CERTAIN RELATIONSHIPS AND RELATED PARTY TRANSACTIONS 33
PROPOSAL 2 – RATIFICATION OF APPOINTMENT OF INDEPENDENT REGISTERED PUBLIC 
ACCOUNTING FIRM 36
AUDIT COMMITTEE REPORT 38
PROPOSAL 3 – ADVISORY VOTE ON THE COMPENSATION OF OUR NAMED EXECUTIVE OFFICERS 39
PROPOSAL 4 – ADVISORY VOTE ON THE FREQUENCY OF FUTURE NON-BINDING ADVISORY 
VOTES ON THE RESOLUTION APPROVING NAMED EXECUTIVE OFFICER COMPENSATION 40
PROPOSAL 5 – CERTIFICATE OF INCORPORATION AMENDMENT REGARDING OFFICER 
EXCULPATION 41
STOCK OWNERSHIP INFORMATION 43
OTHER INFORMATION 46
 
  



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

(This page has been left blank intentionally.) 



5 

PROXY STATEMENT 
FOR THE 2026 ANNUAL MEETING OF THE STOCKHOLDERS 

TO BE HELD ON JUNE 4, 2026 
 

COMMONLY ASKED QUESTIONS AND ANSWERS ABOUT THE ANNUAL MEETING 

Why am I receiving these materials? 

We have sent you these proxy materials because the board of directors (the “Board”) of Capricor 
Therapeutics, Inc. (sometimes referred to as “we”, “us”, or the “Company”) is soliciting your proxy to vote at the 2026 
Annual Meeting of Stockholders (the “Annual Meeting”), including at any adjournments or postponements of the Annual 
Meeting. You are invited to attend the Annual Meeting in person to vote on the proposals described in this proxy statement. 

We intend to mail the proxy solicitation materials, combined with the Annual Report on Form 10-K for our fiscal 
year ended December 31, 2025, including financial statements, to stockholders on or about April 16, 2026.  

How do I attend the Annual Meeting? 

The Annual Meeting will be held on June 4, 2026, at 10:00 a.m. PDT. You may attend in person, at our principal 
executive offices located at 10865 Road to the Cure, Suite 150, San Diego, California 92121. Information on how to vote 
in person at the Annual Meeting is discussed below. 

You will need to have a government-issued photo identification along with either your Notice and Access Card 
or proof of ownership of our shares of common stock as of the Record Date in order to enter the Annual Meeting. Proof 
of ownership may be any of the following: 

A brokerage statement or letter from a bank or broker indicating ownership on the Record Date; 
A printout of the proxy distribution email (if you received your materials electronically); or 
A voting instruction form received from your bank, broker or nominee. 

Who can vote at the Annual Meeting? 

Only stockholders of record at the close of business on April 6, 2026 (the “Record Date”) will be entitled to vote 
at the Annual Meeting. On the Record Date, there were 57,840,102 shares of our common stock outstanding and entitled 
to vote. Stockholders will be entitled to one (1) vote on each matter to be voted on for each share of common stock owned 
as of the close of business on the Record Date. There is no cumulative voting. No other securities are entitled to be voted 
at the Annual Meeting. 

Stockholder of Record: Shares Registered in Your Name 

If at the close of business on the Record Date, your shares were registered directly in your name with our transfer 
agent, Equiniti Trust Company, LLC, then you are a stockholder of record. As a stockholder of record, you may vote in 
person at the Annual Meeting or vote by proxy. Whether or not you plan to attend the Annual Meeting in person, we urge 
you to vote by proxy as instructed below to ensure your vote is counted. 

Beneficial Owner: Shares Registered in the Name of a Broker, Bank or Other Agent 

If at the close of business on the Record Date your shares were held, not in your name, but rather in an account 
at a brokerage firm, bank, dealer or other similar organization, then you are the beneficial owner of shares held in “street 
name” and the Notice is being forwarded to you by that organization. The organization holding your account is considered 
to be the stockholder of record for purposes of voting at the Annual Meeting. As a beneficial owner, you have the right to 
direct your broker, bank or other agent regarding how to vote the shares in your account. You are also invited to attend the 
Annual Meeting in person. However, since you are not the stockholder of record, you may not vote your shares in person 
at the Annual Meeting unless you request and obtain a valid proxy from your broker, bank or other agent. 
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What am I voting on? 

There are five (5) matters scheduled for a vote: 

1. Election of eight (8) nominees named in this proxy statement to the Board (“Proposal No. 1”); 

2. Ratification of the Audit Committee’s selection of Rose, Snyder & Jacobs LLP as the Company’s 
independent registered public accounting firm for the fiscal year ending December 31, 2026 (“Proposal 
No. 2”);  

3. To approve a non-binding resolution on our named executive officer compensation (“Proposal No. 3”);  

4. To approve a non-binding resolution on the frequency of future votes on our named executive officer 
compensation (“Proposal No. 4”); and 

5. To consider and act upon approval of an amendment to the Certificate of Incorporation regarding officer 
exculpation (“Proposal No. 5”). 

What if another matter is properly brought before the Annual Meeting? 

The Board knows of no other matters that will be presented for consideration at the Annual Meeting. If any other 
matters are properly brought before the Annual Meeting, it is the intention of the persons named in the accompanying 
proxy to vote on those matters in accordance with their best judgment. 

What is the Board’s voting recommendation? 

The Board recommends that you vote your shares: 

• “For” the election of each of the eight (8) nominees named in this proxy statement to the Board; 

• “For” the ratification of the Audit Committee’s selection of Rose, Snyder & Jacobs LLP as the Company’s 
independent registered public accounting firm for the fiscal year ending December 31, 2026;  

• “For” the approval, on a non-binding basis, of the Company’s named executive officer compensation;  

• For the approval, on a non-binding basis, of the “One Year” option with respect to the frequency of future 
votes on the Company’s named executive officer compensation; and 

• “For” the approval of an amendment to the Certificate of Incorporation regarding officer exculpation. 

How do I vote? 

With respect to the election of directors, you may either vote “For” all the nominees to the Board or you may 
“Withhold” your vote for any nominee you specify. For the ratification of the Audit Committee’s selection of Rose, 
Snyder & Jacobs LLP as the Company’s independent registered public accounting firm for the fiscal year ending 
December 31, 2026, for the approval of the Company’s named executive officer compensation, and for the approval of an 
amendment to the Certificate of Incorporation regarding officer exculpation, you may vote “For” or “Against” or abstain 
from voting. For the approval on the frequency of future votes on our named executive officer compensation, you may 
vote “Three Years”, “Two Years”, “One Year”, or abstain from voting. The procedures for voting are fairly simple and 
depend upon whether your shares are registered in your name or are held by a bank, broker or other agent. 
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Stockholder of Record: Shares Registered in Your Name 

If you are a stockholder of record, you may vote in person at the Annual Meeting or vote by proxy. Whether or 
not you plan to attend the Annual Meeting in person, we urge you to vote by proxy to ensure your vote is counted. You 
may still attend the Annual Meeting and vote in person even if you have already voted by proxy. 

• To vote in person, come to the Annual Meeting and we will give you a ballot when you arrive. 
• To vote using the proxy card, simply complete, sign and date the proxy card and return it promptly in the 

envelope provided. If you return your signed proxy card to us before the Annual Meeting, we will vote your 
shares as you direct. 

Beneficial Owner: Shares Registered in the Name of Broker, Bank or Other Agent 

If you are a beneficial owner of shares registered in the name of your broker, bank or other agent, you should 
have received a notice containing voting instructions from that organization rather than from us. Simply follow the voting 
instructions in the notice to ensure that your vote is counted. To vote in person at the Annual Meeting, you must obtain a 
valid proxy from your broker, bank or other agent. Follow the instructions from your broker, bank or other agent included 
with these proxy materials, or contact your broker, bank or other agent to request a proxy form. 

How many votes do I have? 

On each matter to be voted upon, you have one (1) vote for each share of common stock you own as of the close 
of business on April 6, 2026, the Record Date. 

What if I return a proxy card or otherwise vote but do not make specific choices? 

If you return a signed and dated proxy card without marking any voting selections, your shares will be voted in 
accordance with the recommendations of the Board. 

Who is paying for this proxy solicitation? 

We will pay for the entire cost of soliciting proxies. In addition to these proxy materials, our directors and 
employees may also solicit proxies in person, by mail, by telephone, by email or by other means of communication. 
Directors and employees will not be paid any additional compensation for soliciting proxies. We may also reimburse 
brokerage firms, banks and other agents for the cost of forwarding proxy materials to beneficial owners. In addition, we 
have retained Campaign Management, LLC to assist with the solicitation of proxies for an estimated fee of $10,000, plus 
reasonable expenses. 

If you have any questions or need assistance voting your shares, please call our proxy solicitor, Campaign 
Management: 

Strategic Stockholder Advisor and Proxy Solicitation Agent 
15 West 38th Street, Suite #747 
New York, New York 10018 

 

 
 

North American Toll-Free Phone: 
1-855-422-1042 
Email: info@campaign-mgmt.com 
Call Collect Outside North America: +1 (212) 632-8422 
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What does it mean if I receive more than one Notice? 

If you receive more than one Notice, your shares may be registered in more than one name or in different accounts. 
Please follow the voting instructions on each Notice to ensure that all of your shares are voted. 

Can I revoke or change my vote after submitting my proxy? 

Yes. You can revoke your proxy at any time before the final vote at the Annual Meeting. If you are the record 
holder of your shares, you may revoke your proxy in any one of the following ways: 

• You may submit another properly completed proxy card with a later date; 
• You may send a timely written notice that you are revoking your proxy to our Corporate Secretary at 10865 

Road to the Cure, Suite 150, San Diego, California 92121; or 
• You may attend the Annual Meeting and vote in person. Simply attending the Annual Meeting will not, by 

itself, revoke your proxy. 

Your most current proxy card is the one that is counted. 

If your shares are held by your broker, bank or other agent, you should follow the instructions provided by your 
broker, bank or other agent. 

How are votes counted? 

Votes will be counted by the inspector of election appointed for the Annual Meeting, who will separately count, 
for Proposal No. 1, “For,” “Withhold” and broker non-votes; for Proposal No. 2, “For,” “Against” and abstentions; for 
Proposal No. 3, “For,” “Against,” abstentions and broker non-votes; for Proposal No. 4, “3 Years,” “2 Years,” “1 Year,” 
abstentions and broker non-votes; and for Proposal No. 5, “For,” “Against,” abstentions and broker non-votes. 

What are “broker non-votes”? 

Broker non-votes occur when a beneficial owner of shares held in “street name” does not give instructions to the 
broker, bank or other agent holding the shares as to how to vote on matters deemed “non-routine.” Generally, if shares are 
held in street name, the beneficial owner of the shares is entitled to give voting instructions to the broker, bank or other 
agent holding the shares. If the beneficial owner does not provide voting instructions, the broker, bank or other agent can 
still vote the shares with respect to matters that are considered to be “routine,” but not with respect to “non-routine” matters. 
Under the rules and interpretations of the New York Stock Exchange, which generally apply to all brokers, banks or other 
nominees, including with respect to Nasdaq-listed companies, “non-routine” matters are matters that may substantially 
affect the rights or privileges of stockholders, such as mergers, stockholder proposals, elections of directors (even if not 
contested), amendments to equity plans, and executive compensation, including advisory stockholder votes on executive 
compensation and on the frequency of stockholder votes on executive compensation. We believe that Proposal No. 2, the 
ratification of the selection of the independent registered public accounting firm will generally be considered to be a 
“routine” matter for which brokers, banks or other nominees generally have discretionary voting power. The other 
proposals are considered non-routine matters that may result in broker non-votes.  

Broker non-votes will be counted for the purpose of determining whether a quorum is present at the Annual 
Meeting. However, as described below, broker non-votes will otherwise have no effect on any of the proposals except 
Proposal No. 5.  

How many votes are needed to approve each proposal? 

• Proposal No. 1: Directors are elected by a plurality of the votes of the shares present in person or represented 
by proxy at the Annual Meeting and entitled to vote for directors. Therefore, for the election of directors, the 
eight (8) nominees receiving the most “For” votes (from the holders of the votes of the shares present in 
person or represented by proxy and entitled to vote for directors) will be elected. Only votes “For” or 
“Withheld” will affect the outcome. Broker non-votes will have no effect. 
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• Proposal No. 2: To be approved, Proposal No. 2, the ratification of the Audit Committee’s selection of Rose, 
Snyder & Jacobs LLP as our independent registered public accounting firm for our fiscal year ending 
December 31, 2026, requires the affirmative vote of a majority of the votes cast on the proposal, meaning 
that the proposal must receive more votes “For” the proposal than votes “Against” the proposal. Abstentions 
will have no effect. Brokers generally have discretionary authority to vote shares on this proposal. Therefore, 
we do not expect any broker non-votes on Proposal No. 2. 

• Proposal No. 3: To be approved, Proposal No. 3, the advisory approval of the compensation of our named 
executive officers, requires the affirmative vote of a majority of the votes cast on the proposal, meaning that 
the proposal must receive more votes “For” the proposal than votes “Against” the proposal. Abstentions and 
broker non-votes will have no effect. Although the advisory vote on Proposal No. 3 is non-binding, the Board 
will review the results of the votes and will consider the results in making a determination concerning future 
executive compensation.  

• Proposal No. 4: A plurality of the votes cast for Proposal No. 4 will be considered the stockholders’ preferred 
frequency for future votes on the Company’s named executive officer compensation. Therefore, the option 
receiving the most votes (from the holders of the votes of the shares present in person or represented by proxy 
and entitled to vote) will be selected as the stockholders’ preferred frequency. Abstentions and broker non-
votes will have no effect. Although the advisory vote on Proposal No. 4 is non-binding, the Board will review 
the results of the votes and will consider the results in making a determination concerning the frequency of 
future votes on executive compensation. 

• Proposal No. 5: To be approved, Proposal No. 5, the approval of an amendment to the Certificate of 
Incorporation regarding officer exculpation, requires the affirmative vote of a majority of all issued and 
outstanding shares of our common stock. Accordingly, an abstention or broker non-vote will have the same 
effect as a vote “Against” the proposal. 
 

What is the quorum requirement? 

A quorum of stockholders is necessary to hold a valid meeting. A quorum will be present if stockholders holding 
a majority of the voting power of the outstanding shares entitled to vote on a matter are present at the Annual Meeting in 
person or represented by proxy.  

Your shares will be counted towards the quorum only if you submit a valid proxy (or one is submitted on your 
behalf by your broker, bank or other agent) or if you vote in person at the Annual Meeting. Abstentions and broker non-
votes will be counted towards the quorum requirement. If there is no quorum, the holders of a majority of shares present 
at the Annual Meeting in person or represented by proxy may adjourn the Annual Meeting to another date. 

How can I find out the results of the voting at the Annual Meeting? 

Preliminary voting results will be announced at the Annual Meeting. In addition, final voting results will be 
published in a Current Report on Form 8-K that we expect to file with the Securities and Exchange Commission (the 
“SEC”) within four (4) business days after the Annual Meeting. If final voting results are not available to us in time to file 
a Form 8-K with the SEC within four (4) business days after the Annual Meeting, we intend to file a Form 8-K to publish 
preliminary results and, within four (4) business days after the final results are known to us, file an additional Form 8-K 
to publish the final results. 

I also have received a copy of the Company’s Annual Report on Form 10-K for the fiscal year ended December 31, 
2025. Is that a part of the proxy materials? 

We filed our Annual Report on Form 10-K for the fiscal year ended December 31, 2025, with the SEC on 
March 17, 2026. A copy of our Annual Report on Form 10-K accompanies this proxy statement. Our Annual Report on 
Form 10-K constitutes our Annual Report to Stockholders, and is being made available to all stockholders entitled to 
receive notice of and to vote at the Annual Meeting. Except as otherwise stated, the Annual Report on Form 10-K is not 
incorporated into this proxy statement and should not be considered proxy solicitation material. 

When are stockholder proposals due for next year’s annual meeting? 

Stockholders may submit proposals on matters appropriate for stockholder action at the 2027 Annual Meeting of 
Stockholders consistent with Rule 14a-8 promulgated under the Securities Exchange Act of 1934, as amended (the 
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“Exchange Act”). To be timely and considered for inclusion in proxy materials for our 2027 Annual Meeting of 
Stockholders, a stockholder proposal must be submitted in writing no later than December 11, 2026 to our Corporate 
Secretary at 10865 Road to the Cure, Suite 150, San Diego, California 92121. However, if the date of the 2027 Annual 
Meeting of Stockholders is convened more than 30 days before, or delayed by more than 30 days after, June 4, 2027, to 
be considered for inclusion in proxy materials for our 2027 Annual Meeting of Stockholders, a stockholder proposal must 
be submitted in writing to our Corporate Secretary at 10865 Road to the Cure, Suite 150, San Diego, California 92121 a 
reasonable time before we begin to print and send our proxy materials for our 2027 Annual Meeting of Stockholders. If 
you would like to submit a matter for consideration at our 2027 Annual Meeting of Stockholders. Please review our 
Bylaws, which contain requirements regarding advance notice of stockholder proposals. You may view our Bylaws by 
visiting the SEC’s Internet website at www.sec.gov. In addition to satisfying the foregoing requirements under our Bylaws, 
to comply with the universal proxy rules stockholders who intend to solicit proxies in support of director nominees other 
than management’s nominees must provide notice that sets forth the information required by Rule 14a-19 under the 
Exchange Act no later than April 5, 2027. 

INFORMATION REGARDING THE BOARD OF DIRECTORS AND CORPORATE GOVERNANCE 
 

The following table sets forth each member of our Board: 
 

 
 

Name      Positions 
Linda Marbán, Ph.D.  President, Chief Executive Officer and Director 
Frank Litvack, M.D.  Executive Chairman and Director 
David B. Musket  Director 
George W. Dunbar Jr., M.B.A.  Director 
Karimah Es Sabar  Director 
Paul Auwaerter, M.D., M.B.A.  Director 
Philip Gotwals, Ph.D.  Director 
Michael Kelliher  Director 

 
We believe that in order for our Board to effectively guide us through our continued growth as a development-

stage biopharmaceutical company, it should be composed of individuals with sophistication and experience in the many 
disciplines that impact our business. In order to best serve our stockholders, we seek to have a Board, as a whole, that is 
competent in key corporate disciplines, including accounting and financial acumen, business judgement, governance, 
leadership, risk management, social responsibility and reputational issues, strategy and strategic planning. Additionally, 
we desire that the Board have specific knowledge related to our industry, such as expertise in healthcare, medical 
technology, and manufacturing. While we do not have a formal policy on diversity, when considering the selection of 
director nominees, the Nominating and Governance Committee considers individuals with diverse backgrounds, 
viewpoints, accomplishments, cultural backgrounds and professional expertise, among other factors. Further, our Board is 
committed to actively seeking highly qualified women and individuals from underrepresented minority groups to include 
in the pool from which new candidates are selected. Of our eight director nominees, two directors self-identify as female 
and one director self-identifies as a racial or ethnic minority. 
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PROPOSAL NO. 1:  

ELECTION OF DIRECTORS  

Our Board recommends that the nominees below be elected as member of the Board at the Annual Meeting: 

Name 
     

Age* 
     

Positions Held 
 Director of 

Company Since 
Linda Marbán, Ph.D.  62  President, Chief Executive Officer and Director  2013 
Frank Litvack, M.D.  70  Executive Chairman and Director  2013 
David B. Musket  68  Director  2013 
George W. Dunbar Jr., M.B.A.  79  Director  2013 
Karimah Es Sabar  68  Director  2021 
Paul Auwaerter, M.D., M.B.A.  64  Director  2023 
Philip Gotwals, Ph.D.  63  Director  2023 
Michael Kelliher  49  Director  2023 
*Ages as of March 18, 2026. 
 

The Nominating and Corporate Governance Committee recommended, and the Board approved, each of the 
nominees for election to the Board at the 2026 Annual Meeting of Stockholders. There are no family relationships between 
or among any of our executive officers, directors or nominees for director. 

Directors are elected by a plurality of the votes of the shares present in person or represented by proxy and entitled 
to vote for directors. The eight (8) nominees receiving the highest number of affirmative votes will be elected. Shares 
represented by executed proxies will be voted, if authority to do so is not withheld, for the election of the eight (8) nominees 
named below. Broker non-votes will have no effect on whether any nominee is elected.  

If elected by our stockholders, each nominee will serve for a one-year term expiring at our 2027 Annual Meeting 
of Stockholders. Each director will hold office until his or her successor has been elected and qualified or until the 
director’s earlier resignation, removal or disqualification. If any nominee becomes unavailable for election as a result of 
an unexpected occurrence, your shares will be voted for the election of a substitute nominee proposed by the Board. Each 
person nominated for election has agreed to serve if elected. Our management has no reason to believe that any nominee 
will be unable to serve. 

THE BOARD OF DIRECTORS UNANIMOUSLY RECOMMENDS THAT YOU VOTE “FOR” EACH 
NAMED NOMINEE. 

We look to our directors to lead us through our continued growth as a development-stage public 
biopharmaceutical company. Our directors bring their leadership experience from a variety of life science and other 
companies and professional backgrounds which we require to continue to grow and bring value to our stockholders. 

Director Nominees 

The Nominating and Corporate Governance Committee seeks to assemble a Board that, as a whole, possesses the 
appropriate balance of professional and industry knowledge, financial expertise and high-level management experience 
necessary to oversee and direct our business. The brief biographies below include information, as of the date of this proxy 
statement, regarding the specific and particular experience, qualifications, attributes or skills of each nominee that led the 
Nominating and Corporate Governance Committee to recommend that person as a nominee, and for the Board as a whole 
to approve the nomination of that person to the Board. 

Linda Marbán, Ph.D. Dr. Marbán is our Chief Executive Officer, and has served in that capacity and on the 
Board since November 2013. Dr. Marbán is a co-founder of Capricor, Inc. (wholly-owned subsidiary of Capricor 
Therapeutics, Inc.) and has been with the Company since 2005 and became its Chief Executive Officer in 2010. Dr. Marbán 
has been in the biotechnology field for more than 20 years and brings extensive experience across research, product 
development and business development to the Company. From 2003-2009, Dr. Marbán held various senior roles at 
Excigen, Inc., a gene therapy biotechnology company, where she was responsible for operations and business development 
and where she oversaw the development of a biologic pacemaker for the heart. Prior to Excigen, Dr. Marbán worked in 
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academic science, first at the Cleveland Clinic Foundation working on the development of contractile dysfunction in heart 
failure due to myocarditis, followed by a postdoctoral fellowship at Johns Hopkins University. While at Johns Hopkins, 
she advanced to the rank of Research Assistant Professor in the Department of Pediatrics, specializing in the mechanism 
of the biophysical properties of cardiac muscle. Her tenure at Johns Hopkins ran from 2000 to 2003. Dr. Marbán earned a 
Ph.D. from Case Western Reserve University in cardiac physiology and her Bachelor of Science from the University of 
Maryland. 

Dr. Linda Marbán was selected to serve as a member of the Board in part due to her wealth of knowledge in 
research and development, especially for the treatment of cardiovascular diseases, her experience in early-stage life 
sciences companies spanning over a decade, as well as her business development expertise. 

Frank Litvack, M.D., FACC. Dr. Litvack joined the Capricor, Inc. Board in 2012 and since November 2013 has 
been serving as the Company’s Executive Chairman and is currently a member of the Company’s Nominating and 
Corporate Governance Committee. Dr. Litvack is a native of Canada. He completed medical school and residency at 
McGill University in Montreal and a Cardiovascular Fellowship at Cedars-Sinai Medical Center in Los Angeles, where 
he subsequently became co-director of the Cardiovascular Intervention Center and Professor of Medicine at UCLA. There 
he led a prominent clinical and research program known for its excellence in innovation, care, and leadership in 
Translational Medicine. Dr. Litvack was board-certified in Internal Medicine, Cardiovascular Diseases, and Interventional 
Cardiology. He has published more than one hundred research articles and chapters and is the recipient of several awards, 
including an American Heart Association Young Investigator Award, the Leon Goldman Medical Excellence Award for 
contributions to the field of biomedical optics, and the United States Space Technology and Space Foundation Hall of 
Fame for pioneering work with the excimer laser. Dr. Litvack left full-time practice and academics in 2000 to concentrate 
on entrepreneurial activities. Dr. Litvack has founded and operated several healthcare ventures, both as chairman and/or 
chief executive officer, including Progressive Angioplasty Systems Inc., a medical device company that was acquired by 
United States Surgical Corp. in 1998; Savacor, Inc., a medical device company that was acquired by St. Jude Medical in 
2005; Conor Medsystems, Inc., a publicly-traded medical device company that was acquired by Johnson & Johnson in 
2007 and V-Wave Ltd. (sold to Johnson & Johnson in 2024). He presently sits on the boards of Credence MedSystems, a 
drug delivery company and Levation Pharma, a specialty pharmaceutical company in the area of facial aesthetics which 
he co-founded. Dr. Litvack was formerly a Member of the Management Company of Pura Vida Investments, LLC, a 
healthcare hedge fund that he exited in 2023. Since 2023, he is the Managing Member of Wilhareka Partners LLC. He is 
serving as a director on the board of Cardiovascular Research Foundation, a non-profit research and education entity. 

Dr. Frank Litvack, our Executive Chairman, was selected to serve as a member of the Board in part due to his 
wealth of business-building experience and medical expertise that anchors our activities in sound scientific research and 
solid business planning and practices. Additionally, as an accomplished veteran of the healthcare industry who has 
orchestrated the founding, development, financing and sale of several medical technology companies, we believe that 
Dr. Litvack provides invaluable knowledge and leadership to the Company. 

David B. Musket. Mr. Musket has been a member of the Capricor, Inc. Board since 2012 and a member of the 
Company’s Board since November 2013. He currently services as the Chairman of the Company’s Audit and 
Compensation Committees. Mr. Musket has vast experience in strategic finance and has been following developments in 
the pharmaceutical and medical device industries for over 30 years. Mr. Musket began his investment career as an equities 
research analyst at Goldman Sachs & Co. following the pharmaceutical industry. From 1991 through 2016 he served as 
President of Musket Research Associates, a registered broker/dealer focused exclusively on venture banking transactions 
for emerging healthcare companies. From 1996 to 2022 he was a General Partner of ProMed Management, a healthcare-
focused investment management company. He has served on the boards of several private and public companies 
throughout his career. From 1999 to 2007, Mr. Musket served on the board of directors of publicly-traded Conor 
MedSystems, Inc. a medical device company sold to Johnson & Johnson in 2007 for $1.4 billion. Mr. Musket holds a 
Bachelor of Arts degree in Biology and Psychology from Boston College. 

Mr. Musket was selected to serve as a member of the Board in part due to his venture capital and investment 
banking backgrounds and expertise in financing and growing early-stage biopharmaceutical companies. Additionally, 
Mr. Musket has significant experience with early stage private and public companies and brings a depth of knowledge in 
building stockholder value, growing a company from inception and navigating significant corporate transactions and the 
public company process. 
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George W. Dunbar Jr. Mr. Dunbar has been a member of the Capricor, Inc. Board since 2012 and a member of 
the Company’s Board since November 2013. He is currently a member of the Company’s Audit and Compensation 
Committees. He has been a Managing Partner of The Dunbar Group, LLC since 2011, and provides advisory services to 
healthcare and life science investors and companies who recognize they need short-term or interim industry expertise as 
they grow and remain capital efficient. Mr. Dunbar has extensive healthcare and life sciences operating experience and 
has served as a director or chief executive officer with private and public life science companies specializing in diagnostics, 
specialty pharma, cell therapy and biologics, two as chief executive officer, where he led initial public offerings. He served 
as chief executive officer of ISTO Technologies and ISTO Biologics, two private orthobiologics companies acquired by 
Thompson Street Capital Partners. Prior to ISTO, Mr. Dunbar served as a Venture Partner with Arboretum Ventures, a 
leading healthcare venture capital firm. Mr. Dunbar attended Auburn University where he graduated with a Bachelor of 
Science degree in Electrical Engineering, and later received his M.B.A. He served on the Harbert College of Business 
M.B.A. Advisory Board and is currently an advisor with Life Science Tennessee, and to Vanderbilt University’s Center 
for Technology Transfer and Commercialization. 

Mr. Dunbar was selected to serve as a member of the Board in part due to his significant experience with early 
stage private and public companies and depth of knowledge in building stockholder value, growing a company from 
inception and navigating significant corporate transactions and the public company process. Additionally, Mr. Dunbar has 
extensive experience in the pharmaceutical industry, allowing him to contribute significant operational experience. 

Karimah Es Sabar. Ms. Es Sabar joined the Company’s Board in July 2021 and is currently the Chairman of the 
Company’s Nominating and Corporate Governance Committee. She is a corporate director and strategic advisor for private 
and not for profit organizations. From 2016-2025 she has been the CEO and General Partner at Quark Venture LP, a 
venture capital investment firm, leading their global health sciences enterprise. Prior to Quark Venture, Ms. Es Sabar was 
President and CEO at the Centre for Drug Research and Development (CDRD), Canada’s national drug development and 
commercialization center, responsible for developing and executing on the overall strategic direction. Ms. Es Sabar has 
held senior management positions with multinational pharmaceutical companies, most notably as Director International 
Division, and later Global Head Marketing and Business Development at Sanofi Pasteur based in Toronto. She holds 
degrees in Neurochemistry from the Institute of Psychiatry, University of London, in Biochemistry and Chemistry from 
the University of Salford Manchester, and an Executive Certificate in Management and Leadership from the MIT Sloan 
School of Management. Ms. Es Sabar is also the Chair of the Health Biosciences Economic Strategy Table (Government 
of Canada) and she serves on the board of directors of several biosciences companies. She is a Member of the Order of 
British Columbia, and recipient of Canada’s Most Powerful Women: Top 100 Award and Canada’s Gold Award for 
Business Excellence amongst others. 

Ms. Es Sabar was selected to serve as a member of the Board in part due to her significant experience with early 
stage private and public companies and brings a depth of knowledge in building stockholder value, growing a company 
from inception and navigating significant corporate transactions and the public company process. Additionally, Ms. Es 
Sabar has expertise in the innovation ecosystem and has extensive experience in the pharmaceutical industry, allowing her 
to contribute significant operational experience. 

Paul G. Auwaerter, M.D., M.B.A., FIDSA. Dr. Paul Auwaerter joined the Company’s Board in July 2023 and is 
currently a member of the Company’s Nominating and Corporate Governance Committee. He is the Sherrilyn and Ken 
Fisher Professor of Medicine at the Johns Hopkins University School of Medicine, where he also serves as Director of the 
Division of Infectious Diseases and Director of the Sherrilyn and Ken Fisher Center for Environmental Infectious Diseases. 
Dr. Auwaerter is the Executive Director and Chief Medical Officer of the Johns Hopkins Point-of-Care Information 
Technology (POC-IT) Center, a globally recognized clinical decision support initiative that develops widely used digital 
tools, including the Johns Hopkins ABX Guide, HIV Guide, and other specialty resources. He has served as Editor-in-
Chief of the ABX Guide since 2017. An internationally recognized clinician-scientist with training in virology and 
immunology, Dr. Auwaerter has authored more than 130 peer-reviewed publications focused on improving the diagnosis 
and management of infectious diseases, with particular expertise in Lyme disease, fever of unknown origin, and complex 
multisystem infections. He chaired therapeutic guidance for the Johns Hopkins Health System response to COVID-19. His 
work bridges clinical medicine, digital health innovation, and translational research relevant to therapeutic development 
and real-world evidence generation. Dr. Auwaerter is a past President of the Infectious Diseases Society of America (2017–
2018) and former Chair of the IDSA Foundation. He has participated in FDA anti-infective advisory and review activities 
and has contributed to clinical guideline development and therapeutic evaluation efforts relevant to regulatory and clinical 
trial frameworks. He currently serves on the Board of Directors of the American Lyme Disease Foundation. He received 
his A.B. and M.D. from Columbia University and completed his residency and fellowship training in internal medicine 
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and infectious diseases at Johns Hopkins, where he has been on faculty for over three decades. He also holds an M.B.A. 
from Johns Hopkins University. 

Dr. Paul Auwaerter was selected to serve as a member of the Board in part due to his extensive medical 
background, including expertise in infectious diseases. 

Philip J. Gotwals, Ph.D. Dr. Philip Gotwals joined the Company’s Board in July 2023 and is currently a member 
of the Company’s Compensation Committee. Dr. Gotwals has experience in drug development, research, corporate 
strategy and business development with a career spanning nearly 30 years in the biotechnology industry. Dr. Gotwals has 
been a Partner at RedSky Partners, LLC, which provides advisory services to the biotechnology industry in the areas of 
corporate strategy and business development since 2023. Previously, Dr. Gotwals served as the Global Head, Vice 
President of Business Development and Licensing at Novartis Institutes for Biomedical Research (NIBR) from 2019 to 
2023, where he oversaw business development efforts for all disease areas and technology platforms. Prior to that, Dr. 
Gotwals was Global Head of Search and Evaluation of NIBR from 2017 to 2019.  Dr. Gotwals also served as Executive 
Director, Immuno-Oncology, at NIBR from 2009 to 2017. Under Dr. Gotwals’ leadership, NIBR business development 
and licensing executed over 50 major strategic transactions which included licensing deals, collaborations, acquisitions 
and new company creations. These transactions led to significant corporate evolution and growth. During his 13 years at 
NIBR, Dr. Gotwals was instrumental in building the company’s immuno-oncology strategic research area and 
spearheading the collaboration with the University of Pennsylvania to develop chimeric antigen receptor (CAR) T-cell 
therapies. Prior to NIBR, he was Vice President of Program Management at Altus Pharmaceuticals from 2006 to 2009, 
where he was responsible for all product development project management activities. Prior to Altus, he was Senior Director 
of Program and Alliance Management at Biogen, from 1994 to 2006, where he oversaw leadership of internal and allied 
early product development teams in the autoimmune, neurology and oncology therapeutic areas. Dr. Gotwals has a B.A. 
in Biology from Amherst College, holds a Ph.D. in Genetics from the University of California at Berkeley, completed 
postdoctoral research at the Massachusetts Institute of Technology, business training at Harvard Business School and has 
published extensively in the area of integrin biology. 

Dr. Gotwals was selected to serve as a member of the Board in part due to his significant experience with  
early stage private and public companies and brings a depth of knowledge in building stockholder value, growing a 
company from inception and navigating significant corporate transactions and the public company process. Additionally, 
Dr. Gotwals has extensive experience in the pharmaceutical industry, allowing him to contribute significant operational 
experience. 

Michael Kelliher. Michael Kelliher joined the Company’s Board in September 2023 and is currently a member 
of the Company’s Audit Committee. Mr. Kelliher is an experienced business development and finance professional with 
expertise in corporate strategy, mergers and acquisitions, strategic partnerships and licensing, with a career spanning more 
than 20 years with leading biotechnology and global pharmaceutical companies. He joined Ardelyx (Nasdaq: ARDX) in 
2024, a company focused on discovering, developing and commercializing first-in-class targeted therapies that advance 
patient care, as Executive Vice President of Corporate Development and Strategy and currently services as Chief Business 
Officer. There, he has responsibility for strategy, business development, and M&A. Prior to Ardelyx, Mr. Kelliher served 
as Group Vice President, M&A and Business Development, at Horizon Therapeutics (now Amgen), a global biotechnology 
company focused on researching, developing and commercializing medicines for rare, autoimmune and severe 
inflammatory diseases. During Mr. Kelliher’s 9-year tenure at Horizon, he led an aggressive growth and expansion agenda 
through acquisitions, development collaborations and other transactions. He was instrumental in transforming Horizon 
into a $28.0 billion innovation-driven biotech company. Prior to his time at Horizon, from 2009 to 2014, Mr. Kelliher held 
progressive financial roles at Elan Corporation (now Perrigo Company), a leading global pharmaceutical company where 
he oversaw strategic partnerships and collaborations and advised its board of directors and senior leadership on 
investments, business development, product commercialization and asset monetization. Mr. Kelliher began his career in 
banking, public accounting and corporate finance and holds a Bachelor of Commerce degree from the University College 
Cork (Ireland). He is also an Associated Chartered Accountant. 

Mr. Kelliher was selected to serve as a member of the Board in part due to his significant experience with early 
stage private and public companies and brings a depth of knowledge in building stockholder value, growing a company 
from inception and navigating significant corporate transactions and the public company process. Additionally, 
Mr. Kelliher has extensive experience in the pharmaceutical industry, allowing him to contribute significant operational 
experience. 
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Independence of the Board of Directors 

Pursuant to the independence rules of The Nasdaq Stock Market LLC (“Nasdaq”), a majority of the members of 
a listed company’s board of directors must qualify as “independent,” as affirmatively determined by the board of directors. 
The Board consults with our counsel to ensure that the Board’s determinations are consistent with relevant securities and 
other laws and regulations regarding the definition of “independent,” including those set forth in pertinent listing standards 
of Nasdaq, as in effect from time to time. 

Consistent with these considerations, after review of all relevant identified transactions or relationships between 
each director, or any of his or her family members, and us, our senior management and our independent auditors, the Board 
has affirmatively determined that the following seven directors are independent directors within the meaning of the 
applicable Nasdaq listing standards: Dr. Frank Litvack, Mr. David Musket, Mr. George Dunbar, Ms. Es Sabar, Dr. Paul 
Auwaerter, Dr. Philip Gotwals and Mr. Michael Kelliher. In making this determination, the Board found that none of these 
directors had a material or other disqualifying relationship with us. In addition to transactions required to be disclosed 
under SEC rules, the Board considered certain other relationships in making its independence determinations, and 
determined in each case that such other relationships did not impair the director’s ability to exercise independent judgment 
on our behalf. Each of our standing Board committees entirely consist of, and throughout fiscal year 2025 consisted of, 
independent directors. 

Dr. Linda Marbán, our President and Chief Executive Officer, is not an independent director by virtue of her 
employment with the Company. 

Board Meetings and Committees 

During the last fiscal year, the Board met fourteen (14) times and took action by unanimous written consent six 
(6) times. All directors attended at least 75% of the aggregate number of meetings of the Board and of the committees on 
which they served that were held during the portion of the last fiscal year for which they were directors or committee 
members, respectively. 

It is our policy to invite directors and nominees for director to attend the Annual Meeting of Stockholders either 
in person or by telephone. Dr. Linda Marbán attended the 2025 Annual Meeting of Stockholders. 

As required under applicable Nasdaq listing standards, our independent directors periodically meet in executive 
session at which only they are present. 
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The Board has three primary committees: an Audit Committee, a Compensation Committee and a Nominating 
and Corporate Governance Committee. Each committee operates pursuant to a written charter, which are available in the 
Corporate Governance section of our website at www.capricor.com. The information contained on, or that can be accessed 
through, our website is not incorporated by reference and is not a part of this proxy statement. 

 
The following table provides membership and meeting information for each of the standing committees of the 

Board during the last fiscal year. In June 2025, the Board approved certain changes to committee memberships and 
leadership, which are reflected in the table below:  
 
        

      Nominating and   
Name    Audit      Compensation     Corporate Governance   
Linda Marbán, Ph.D.   —  —  —  
Frank Litvack, M.D. †   —  —  X  
David B. Musket   X * X * —  
George W. Dunbar Jr., M.B.A. †   X  X  X  
Karimah Es Sabar ††  X  —  X **
Paul Auwaerter, M.D., M.B.A. †  —  —  X  
Philip Gotwals, Ph.D. †††  —  X  —  
Michael Kelliher ††  X  —  —  
Total meetings held in 2025    4   3   1  
Total actions by unanimous written consent in 2025   —   2  —  

 
† Mr. Litvack, Mr. Auwaerter have been appointed to the Nominating and Corporate Governance Committee, effective 
June 13, 2025, replacing Mr. Dunbar, who will no longer serve on the Nominating and Corporate Governance Committee 
as of such date 
†† Mr. Kelliher has been appointed to the Audit Committee, effective June 13, 2025, replacing Ms. Es Sabar, who will no 
longer serve on the Audit Committee as of such date 
††† Mr. Gotwals has been appointed to the Compensation Committee, effective June 13, 2025 
* Committee Chairperson 
** Committee Chairperson beginning June 13, 2025 
 

Below is a description of each primary committee of the Board. Each of these committees has authority to engage 
legal counsel or other experts or consultants, as it deems appropriate to carry out its responsibilities. The Board has 
determined that each member of each of these committees meets the applicable Nasdaq listing standards and regulations 
regarding “independence” and that the members of the Audit Committee and Compensation Committee meet the 
heightened independence standards applicable to those committees under the rules promulgated by the SEC and the Nasdaq 
listing standards. The Board has additionally determined that each committee member is free of any relationship that would 
impair his or her individual exercise of independent judgment with regard to us. 

Audit Committee 

The current members of our Audit Committee are Mr. David Musket (Chair), Mr. George Dunbar and 
Mr. Michael Kelliher. The Board has determined that Mr. Musket qualifies as an “audit committee financial expert,” as 
defined by the applicable rules of the SEC.  

The Audit Committee of the Board is a separately-designated standing audit committee established by the Board 
in accordance with Section 3(a)(58)(A) of the Exchange Act. 

The Audit Committee acts on behalf of the Board in fulfilling the Board’s oversight responsibilities with respect 
to our accounting and financial reporting processes and audits of financial statements, and also assists the Board in its 
oversight of the quality and integrity of our financial statements and reports and the qualifications, independence and 
performance of our independent registered public accounting firm. For this purpose, the Audit Committee performs several 
functions. A summary of the responsibilities of the Audit Committee include: 

• selecting, appointing, determining the compensation of, retaining and overseeing the work of our independent 
registered public accounting firm and any other registered public accounting firm engaged for the purpose 
of preparing or issuing an audit report or performing other audit, review or attest services for us; 
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• prior to engagement of any prospective registered public accounting firm, reviewing and discussing with the 
prospective independent registered public accounting firm a written disclosure by the prospective 
independent registered public accounting firm of all relationships between us, or persons in financial 
oversight roles, and such independent registered public accounting firm or their affiliates; 

• pre-approving engagements of the independent registered public accounting firm, prior to commencement 
of the engagement, and the scope of and plans for the audit; 

• monitoring the rotation of partners of the independent registered public accounting firm on our audit 
engagement team; 

• reviewing with management and the independent registered public accounting firm any fraud, whether or not 
material, that includes management or employees who have a significant role in our internal control over 
financial reporting and any significant changes in internal controls or other factors that could significantly 
affect internal controls, including any corrective actions in regards to significant deficiencies or material 
weaknesses; 

• establishing procedures for the receipt, retention and treatment of complaints received by us regarding 
accounting, internal accounting controls or other auditing matters and the confidential and anonymous 
submission by our employees of concerns regarding questionable accounting or auditing matters; 

• reviewing our compliance with applicable laws and regulations and reviewing and overseeing any policies, 
procedures or programs designed to monitor such compliance; 

• reviewing any transactions between the Company and a related person (as defined in Item 404 of Regulation 
S-K) on an ongoing basis; 

• reviewing and discussing with management and the independent registered public accounting firm the annual 
audited financial statements (including the related notes) and any major issues regarding accounting 
principles and financial statement presentation and all other matters required to be discussed under generally 
accepted accounting standards, the results of the independent registered public accounting firm’s review of 
our quarterly financial information prior to public disclosure and our disclosures in our periodic reports filed 
with the SEC; and 

• performing, at least annually, an evaluation of the performance of the Audit Committee and its members, 
including a review of the Audit Committee’s compliance with its charter. 

The Audit Committee reviews, discusses and assesses its own performance at least annually, including a review 
of its compliance with its charter. The Audit Committee also, at least annually, reviews and assesses its charter and 
recommends any proposed changes to the charter to the Board for its consideration. 

Compensation Committee 

The current members of our Compensation Committee are Mr. David Musket (Chair), Mr. George Dunbar and 
Dr. Philip Gotwals.  

The Compensation Committee acts on behalf of the Board to discharge the Board’s responsibilities relating to the 
compensation of our executives, including by designing, recommending to the Board for approval and evaluating our 
compensation plans, policies and programs. The Compensation Committee is also responsible for reviewing, discussing 
with management and approving our disclosures relating to executive compensation for use in our reports filed with the 
SEC. A summary of the responsibilities of the Compensation Committee include: 

• reviewing, at least annually, our compensation philosophy; 
• determining and approving (or, if the Compensation Committee deems appropriate, recommending to the 

Board for determination and approval) corporate goals and objectives relating to the compensation of the 
Chief Executive Officer, evaluating the performance of the Chief Executive Officer in light of those goals, 
and determining or recommending the compensation of our Chief Executive Officer, including seeking to 
achieve an appropriate level of risk and reward in determining the long-term incentive component of the 
Chief Executive Officer’s compensation; 

• determining and approving (or, if the Compensation Committee deems appropriate, recommending to the 
Board for determination and approval) the compensation for all other executive officers and senior 
management, taking into consideration such person’s success in achieving his or her individual goals and 
objectives and the corporate performance goals and objectives deemed relevant to such executive officers 
and senior management; 
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• reviewing and approving (or, if it deems appropriate, making recommendations to the Board regarding) the 
terms of employment agreements, severance agreements, change-of-control protections and other 
compensatory arrangements for our executive officers and senior management; 

• reviewing the type and amount of compensation to be paid or awarded to non-employee directors; 
• reviewing and approving the adoption, amendment and termination of our stock option plans, stock 

appreciation rights plans, pension and welfare benefit plans, incentive plans, stock bonus plans, stock 
purchase plans, bonus plans, deferred compensation plans and similar programs, as applicable, and 
administering all such plans, setting performance targets, selecting participants, approving grants and awards 
and exercising such other power and authority as may be permitted or required under such plans; 

• establishing and reviewing policies concerning perquisite benefits; 
• reviewing our incentive compensation arrangements to determine whether such arrangements encourage 

excessive risk-taking, and reviewing and discussing the relationship between our risk management policies 
and practices and compensation, and evaluating compensation policies and practices that could mitigate any 
such risk, at least annually; 

• reviewing and recommending to the Board for approval the frequency with which we conduct a vote on 
executive compensation, taking into account the results of the most recent stockholder advisory vote on the 
frequency of the vote on executive compensation, and reviewing and approving the proposals and frequency 
of the vote on executive compensation to be included in our annual meeting proxy statements, when 
necessary; 

• determining the Company’s policy with respect to change of control or parachute payments; 
• managing and reviewing executive officer indemnification and insurance matters; and 
• evaluating the Committee’s own performance and reviewing and assessing the Compensation Committee 

Charter. 

The Compensation Committee holds regular or special meetings as its members deem necessary or appropriate. 
The Compensation Committee, through the chairperson of the Compensation Committee, reports all material activities of 
the Compensation Committee to the Board from time to time, or whenever so requested by the Board. The charter of the 
Compensation Committee grants the Compensation Committee authority to select, retain and obtain, at our expense, advice 
and assistance from internal and external legal, accounting or other advisors and consultants and other external resources 
that the Compensation Committee considers necessary or appropriate in the performance of its duties. In particular, the 
Compensation Committee has the sole authority to retain and terminate any compensation consultants to assist in its 
evaluation of director, chief executive officer or senior executive compensation, including sole authority to approve the 
consultant’s reasonable fees and other retention terms. The Compensation Committee is directly responsible for the 
appointment, compensation and oversight of the work of any internal or external legal, accounting or other advisors and 
consultants retained by the Compensation Committee. The Compensation Committee may select an internal or external 
legal, accounting or other advisor or consultant only after considering the independence of such internal or external legal, 
accounting or other advisor or consultant using factors established by law and the rules and regulations of the SEC and 
Nasdaq. 

In 2025, our Compensation Committee engaged Pay Governance LLC, an independent executive compensation 
consultant, to provide guidance with respect to a review of our board of director compensation program. Our Compensation 
Committee performs an annual assessment of its compensation consultant’s independence to determine whether the 
consultant is independent and determined that Pay Governance LLC is independent pursuant to the Nasdaq listing 
standards and SEC rules and has determined that no conflict of interest has arisen as a result of the work performed. 

Under its charter, the Compensation Committee may form, and delegate authority to, one or more subcommittees 
as appropriate. 
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Nominating and Corporate Governance Committee 

The current members of our Nominating and Corporate Governance Committee are Ms. Karimah Es Sabar 
(Chair), Dr. Paul Auwaerter, and Dr. Frank Litvack.  

The Nominating and Corporate Governance Committee acts on behalf of the Board to fulfill the Board’s 
responsibilities in overseeing all aspects of our nominating and corporate governance functions. A summary of the 
responsibilities of the Nominating and Corporate Governance Committee include: 

• determining the minimum qualifications, qualities, skills and other expertise required for service on the 
Board; 

• identifying, reviewing and evaluating candidates to serve on the Board, including prior to each annual 
meeting of stockholders at which directors are to be elected, recommending to the Board for nomination such 
candidates as the Nominating and Corporate Governance Committee has found to be well qualified and 
willing and available to serve, and after a vacancy arises on the Board or a director advises the Board of his 
or her intention to resign, recommending to a prospective member for appointment to the Board; 

• developing and recommending to the Board for approval standards for determining whether a director has a 
relationship with the Company that would impair his or her independence; 

• evaluating the performance of the members of the committees of the Board, reviewing the composition of 
such committees and recommending to the Board annually the chairmanship and membership of each 
committee; 

• considering and recommending the removal of a director for cause, in accordance with the applicable 
provisions of the Company’s Certificate of Incorporation and Bylaws; 

• overseeing the Board in its annual review of its performance and making appropriate recommendations to 
improve performance; 

• developing and recommending to the Board such policies and procedures with respect to the nomination of 
directors or other corporate governance matters as may be required to be disclosed pursuant to any 
rules promulgated by the SEC or otherwise considered to be desirable and appropriate; 

• developing and reviewing corporate governance principles to be applicable to the Company and periodically 
reviewing Company policy statements to determine their adherence to the Company’s Code of Business 
Conduct and Ethics; 

• overseeing and reviewing the processes and procedures used by the Company to provide information to the 
Board and its committees; 

• developing and recommending to the Board plans for succession to the offices of the Company’s Chief 
Executive Officer and other executive officers and making recommendations to the Board with respect to the 
selection of appropriate individuals to succeed to these positions; and 

• reviewing and reassessing its Charter at least annually and submitting any recommended changes to the 
Board for its consideration. 

It is the responsibility of the Nominating and Corporate Governance Committee to periodically, and at least 
annually, review, discuss and assess the performance of the Board and committees of the Board. In fulfilling this 
responsibility, the Nominating and Corporate Governance Committee seeks input from senior management, the full Board 
and others. In assessing the Board, the Nominating and Corporate Governance Committee evaluates the overall 
composition of the Board, the Board’s contribution as a whole and its effectiveness in serving our best interests and the 
best interests of our stockholders. 

The Nominating and Corporate Governance Committee believes that candidates for director should have certain 
minimum qualifications, including having the ability to read and understand basic financial statements, being over 21 years 
of age and having the highest personal integrity and ethics. The Nominating and Corporate Governance Committee also 
considers such factors as possessing relevant expertise upon which to be able to offer advice and guidance to management, 
having sufficient time to devote to our affairs, demonstrated excellence in his or her field, having the ability to exercise 
sound business judgment and having the commitment to rigorously represent the long-term interests of our stockholders. 
However, the Nominating and Corporate Governance Committee retains the right to modify these qualifications from time 
to time. Candidates for director nominees are reviewed in the context of the current composition of the Board, our operating 
requirements and the long-term interests of our stockholders. 
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In conducting this assessment, the Nominating and Corporate Governance Committee considers such factors as 
it deems appropriate given the current needs of the Board and us, to maintain a balance of knowledge, experience and 
capability, as well as diversity. The Nominating and Corporate Governance Committee views diversity broadly to include 
diversity of experience, skills and viewpoint, as well as traditional diversity concepts such as race or gender, and sexual 
orientation. In the case of new director candidates, if applicable, the Nominating and Corporate Governance Committee 
also determines whether the nominee is independent for Nasdaq purposes, which determination is based upon applicable 
Nasdaq listing standards, applicable SEC rules and regulations and the advice of counsel, if necessary. The Nominating 
and Corporate Governance Committee conducts any appropriate and necessary inquiries into the backgrounds and 
qualifications of possible candidates after considering the function and needs of the Board. The Nominating and Corporate 
Governance Committee meets to discuss and consider the candidates’ qualifications and then selects a nominee for 
recommendation to the Board by majority vote. 

At least annually, the Nominating and Corporate Governance Committee will review, discuss and assess its own 
performance and composition and review and assess the adequacy of its charter, including its roles and responsibilities as 
outlined in its charter, and recommend any proposed changes to the Board for its consideration and approval. 

It is the policy of the Nominating and Corporate Governance Committee to consider director candidates 
recommended by our stockholders in accordance with the procedures described under “When are stockholder proposals 
due for next year’s annual meeting?” above. The Nominating and Corporate Governance Committee does not intend to 
alter the manner in which it evaluates candidates, including the minimum criteria set forth above, based on whether or not 
the candidate was recommended by a stockholder.  

Board Leadership Structure 

The Board may choose to combine or separate the positions of Executive Chairman of the Board and Chief 
Executive Officer. While our Bylaws do not require the position of Executive Chairman of the Board and Chief Executive 
Officer to be separate, our Board believes that separation of these positions reinforces the independence of our Board from 
management, creates an environment that encourages objective oversight of management’s performance and enhances the 
effectiveness of our Board as a whole. As such, Dr. Linda Marbán serves as our Chief Executive Officer and President, 
while Dr. Frank Litvack serves as our Executive Chairman of the Board. Our Board has concluded that our current 
leadership structure is appropriate at this time. However, our Board continues to periodically review our leadership 
structure and may make such changes in the future as it deems appropriate. 

The duties of our Executive Chairman of the Board include the following: 

• Approve board of directors meeting agenda; 
• Work with committee chairs on committee matters, considering strategic issues facing the Company, and 

with input from other directors and the Chief Executive Officer; 
• Preside over board of directors’ meetings; 
• Attend committee meetings as appropriate; 
• Coordinate effective communication between respective committee chairs and management; 
• Oversee orientation for new directors; 
• Oversee that the board of directors receives accurate, timely, and clear information on: 

o The Company’s performance; 
o The issues, challenges, and opportunities facing the Company; and 
o Matters reserved to it for decision; 

• Facilitate effective communication and constructive relationships between the board of directors and 
management; and 

• Meet with stockholders when engagement is requested. 
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Insider Trading Policy 

We have adopted an insider trading policy which governs transactions in our securities by the Company and its 
directors, officers, employees, consultants, contractors and agents. We believe this policy is reasonably designed to 
promote compliance with insider trading laws, rules and regulations, and applicable listing standards. A copy of our insider 
trading policy is included as Exhibit 19.1 to our Annual Report on Form 10-K filed on March 17, 2026.  

Hedging and Pledging Policies 

As part of our Insider Trading Policy, our officers, directors, employees and consultants are prohibited from 
engaging in short sales of our securities and our officers, directors and employees are prohibited from engaging in hedging 
transactions involving our securities. Our Insider Trading Policy further prohibits officers, directors and employees from 
pledging securities as collateral for a loan unless pre-cleared by the compliance officer for the Insider Trading Policy. 

Role of the Board in Risk Oversight 

We face a variety of risks, including operational risks, such as cybersecurity risks, as well as risks associated with 
the significant financial needs to operate our business. The Board and each of its committees are involved in overseeing 
risk associated with our business operations. The Audit Committee reviews and discusses with management and the 
independent registered public accounting firm our guidelines and policies with respect to risk assessment and risk 
management, including our major financial risk exposures and the steps taken by management to monitor and control such 
exposures. The Audit Committee determines and approves, prior to commencement of the audit engagement, the scope 
and plan for the internal audit and confers with management and the independent registered public accounting firm 
regarding the scope, adequacy and effectiveness of internal controls over financial reporting, including any special audit 
steps taken in the event of a material control deficiency. The Audit Committee also reviews with management and the 
independent registered public accounting firm any fraud, whether or not material, that includes management or other 
employees who have a significant role in our internal controls over financial reporting and any significant changes in 
internal controls or other factors that could significantly affect internal controls, including any corrective actions in regard 
to significant deficiencies or material weaknesses. Furthermore, the Audit Committee establishes procedures for the 
receipt, retention and treatment of complaints that we receive regarding accounting, internal accounting controls or 
auditing matters and the confidential and anonymous submission by our employees of concerns regarding questionable 
accounting or auditing matters. 

It is the role of the Nominating and Corporate Governance Committee to review, discuss and assess, along with 
input from senior management, the performance of the Board and the committees of the Board at least annually. The 
Nominating and Corporate Governance Committee is responsible for developing and making recommendations to the 
Board for approval, and periodically reviewing with our Chief Executive Officer, the plans for succession to the offices of 
our Chief Executive Officer and other executive officers and the selection of appropriate individuals to succeed to 
executive positions. 

It is the role of the Compensation Committee to review, at least annually, our compensation philosophy and to 
review and approve (or, if it deems appropriate, recommend to the Board for determination and approval) the compensation 
of our executive officers, senior management and non-employee directors, taking into consideration the individual’s 
success in achieving his or her individual performance goals and objectives and the corporate performance goals and 
objectives deemed relevant to him or her, as established by the Compensation Committee, in addition to other factors. The 
Compensation Committee reviews and recommends to the Board for approval the frequency with which we conduct say-
on-pay votes, taking into account the results of the most recent stockholder advisory vote on the frequency of such say-
on-pay votes, and reviews and approves the proposals regarding the say-on-pay vote and the frequency of the say-on-pay 
vote to be included in each of our annual meeting proxy statements, as applicable. It is also the role of the Compensation 
Committee to review, at least annually, our incentive compensation arrangements to determine whether they encourage 
excessive risk-taking, review and discuss the relationship between our risk management policies and practices and 
compensation, and evaluate compensation policies and practices that could mitigate such risk. 

Code of Business Conduct and Ethics 

The Board has adopted a Code of Business Conduct and Ethics (the “Code of Ethics”) that applies to all directors, 
officers, employees, and consultants, wherever they are located and whether they work for us on a full- or part-time basis. 
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Supervisors are also expected to ensure that all agents, consultants, and contractors conform to Code of Ethics standards 
when providing services to or on behalf of the Company. The Code of Ethics was designed to help such directors, 
employees and other agents to resolve ethical issues encountered in the business environment. The Code of Ethics covers 
topics such as conflicts of interest, compliance with laws, confidentiality of Company information, encouraging the 
reporting of any violations of the Code of Ethics, fair dealing and protection and use of Company assets. 

A copy of the Code of Ethics, as adopted by the Board, and revised in April 2021, is available at the Corporate 
Governance page of our website at www.capricor.com. We may post amendments to or waivers of the provisions of the 
Code of Ethics, if any, made with respect to any directors and employees on that website. Please note that information 
contained on, or that can be accessed through, our website is not incorporated by reference and is not a part of this proxy 
statement. 

Stockholder Communications with the Board of Directors 

Historically, we have not adopted a formal process related to stockholder communications with the Board. 
Nevertheless, every effort has been made to ensure that the views of our stockholders are heard by the Board or individual 
directors, as applicable, and that appropriate responses are provided to our stockholders in a timely manner. In order to 
communicate with the Board as a whole, with non-management directors or with specified individual directors, 
correspondence may be directed to our Corporate Secretary at 10865 Road to the Cure, Suite 150, San Diego, California 
92121. Each communication will be reviewed by our Corporate Secretary to determine whether it is appropriate for 
presentation to the Board or such director. Communications determined by our Corporate Secretary to be appropriate for 
presentation to the Board or such director will be submitted to the Board or the director on a periodic basis. 
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INFORMATION REGARDING EXECUTIVE OFFICERS 

Below is a list of the names, ages, positions, and a description of the business experience of each of our executive 
officers as of March 18, 2026: 
 
Name      Age      Positions 
Linda Marbán, Ph.D.  62  President, Chief Executive Officer and Director 
Anthony Bergmann, M.B.A.  40  Chief Financial Officer 
Karen G. Krasney, J.D.  73  Executive Vice President and General Counsel 
 

A description of the business experience of Linda Marbán is provided above under the heading “Proposal No. 1: 
Election of Directors.” 

Anthony Bergmann, M.B.A. Mr. Bergmann has served as Capricor Therapeutics’ Chief Financial Officer since 
2018 and has been involved in the biotechnology industry for approximately 15 years. He joined Capricor in 2011 and has 
held roles of increasing responsibility, playing a key role in the Company’s strategic development and growth into a 
publicly traded biotechnology company. Mr. Bergmann oversaw Capricor’s entry into the public markets, including its 
reverse merger and subsequent uplisting to the Nasdaq Capital Market. He has also led equity financings totaling over 
$500 million to date as well as guided business development efforts resulting in multiple strategic partnerships throughout 
his tenure. Prior to Capricor, Mr. Bergmann was with Gettleson, Witzer and O’Connor, a Beverly Hills-based business 
and financial management firm, where he oversaw accounting and finance functions for several production studios with 
global box office revenue exceeding $1 billion. His clients included actors, musicians, directors, and international 
foundations in the entertainment industry. Prior to that he held roles in accounting, finance, and operations across start-
ups and mid-sized companies. Mr. Bergmann earned his Bachelor of Science from Providence College and his M.B.A. 
from the University of Southern California’s Marshall School of Business. He is actively engaged in venture and 
entrepreneurial initiatives in the Southern California area and serves on the board of a privately-held commercial real estate 
company. 

Karen G. Krasney, J.D. Ms. Krasney has served as our Executive Vice President, Secretary and General Counsel 
since 2012. Ms. Krasney’s career spans over 40 years serving as general counsel for numerous corporations and private 
companies engaged in a wide variety of industries. Her extensive background and vast experience has been focused on 
domestic and international corporate and business law, as well as litigation. Ms. Krasney has been involved in the medical 
technology arena since the mid-1990s, representing several medical technology companies developing products for the 
treatment of cardiovascular disease. Commencing in 2002, Ms. Krasney served as legal counsel for Biosensors 
International Group Ltd., a multinational medical device company that developed, manufactured and sold medical devices 
for cardiology applications. In 2006, she accepted the position of General Counsel and Executive Vice President of 
Biosensors and served in that capacity until 2010. During her tenure at Biosensors Ms. Krasney, among other things, 
headed the legal team that facilitated the company’s successful initial public offering in Singapore and was responsible for 
negotiating and documenting all agreements for the company worldwide, including licensing agreements with major 
medical device companies and agreements required for the company’s international clinical trials. During her tenure at 
Capricor, Ms. Krasney has been responsible for overseeing all legal matters involving the Company including, business 
transactions, corporate governance, and intellectual property and has played an integral role in all transactional matters 
involving the Company. Ms. Krasney also serves as a director on the board of Cardiovascular Research Foundation, a non-
profit research and education entity, and as a director for a private non-profit charitable foundation. Ms. Krasney received 
her Bachelor of Arts degree from the University of California, Los Angeles and her Juris Doctorate from the University 
of Southern California.  
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EXECUTIVE COMPENSATION 

The following is a discussion and analysis of compensation arrangements of our named executive officers. As an 
“smaller reporting company” as defined in the JOBS Act, we are not required to include a Compensation Discussion and 
Analysis section and have elected to comply with the scaled disclosure requirements. 

Overview 

Our current executive compensation program is intended to align executive compensation with our business 
objectives and to enable us to attract, retain and reward executive officers who contribute to our long-term success. The 
compensation paid or awarded to our executive officers is generally based on the assessment of each individual’s 
performance compared against the business objectives established for the fiscal year as well as our historical compensation 
practices. For 2025, the material elements of our executive compensation program were base salary, annual cash bonuses 
and equity awards in the form of options and RSUs. 

This section provides a discussion of the compensation paid or awarded to our Chief Executive Officer and our 
two other most-highly compensated executive officers as of December 31, 2025. We refer to these individuals as our 
“named executive officers.” For 2025, our named executive officers were: 

• Linda Marbán, Ph.D., Chief Executive Officer and President 
• Anthony Bergmann, M.B.A., Chief Financial Officer 
• Karen Krasney, J.D., Executive Vice President and General Counsel 

 
Competitive Market Review for 2025 

In evaluating compensation decisions for 2025 base salaries, cash bonus opportunities, and equity awards for our 
named executive officers, the Compensation Committee considered competitive market data derived from a selected peer 
group of companies (the “2025 Peer Group”), established based on factors such as industry sector, stage of development, 
employee headcount, and market capitalization. 

The Compensation Committee assessed the competitiveness of our executive compensation program by 
comparing key elements of compensation, including base salary, target bonus, and equity incentives, against corresponding 
data from the 2025 Peer Group. Based on this review, the Compensation Committee determined that the compensation of 
our named executive officers for 2025 was generally aligned with market practices. 

In addition, the Compensation Committee reviewed data from third-party life sciences compensation surveys and 
industry analyses in evaluating relevant compensation metrics.   

Compensation of Named Executive Officers 

Base Salary. Base salaries are intended to provide a level of compensation sufficient to attract and retain an 
effective management team, when considered in combination with the other components of our executive compensation 
program. The relative levels of base salary for our named executive officers are designed to reflect each executive officer’s 
scope of responsibility and accountability with us. Please see the “Salary” column in the 2025 Summary Compensation 
Table for the base salary amounts earned by each named executive officer in 2025. 

Annual Cash Bonuses. Historically, we have provided our leadership team with short-term incentive 
compensation through our annual cash bonus plan. Annual bonus compensation holds executives accountable, rewards the 
executives based on actual business results and helps create a “pay for performance” culture. The Compensation 
Committee considers each named executive officer’s individual contributions towards reaching our annual corporate goals. 
There is no minimum bonus percentage or amount established for the named executive officers and, thus, the bonus 
amounts vary from year to year based on corporate and individual performance. Our annual cash bonus plan provides cash 
incentive award opportunities for the achievement of performance goals established by our board of directors at the 
beginning of each fiscal year, with each named executive officer being assigned corporate and department goals. Corporate 
goals for 2025 were tied to regulatory and clinical progress for the Deramiocel program, stock price performance and the 
completion of a successful financing. The target bonus for each named executive officer was up to 40% of base salary. 
After evaluating performance against these objectives, the Compensation Committee awarded bonuses ranging from 25% 
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to 90% of base salary, with amounts above target reflecting exceptional individual and Company performance, including 
significant regulatory and clinical achievements, successful financing execution and strong stock price performance.   

Additionally, in connection with the Company’s 2025 performance and consistent with the objectives of the 
annual bonus program, the Board approved supplemental incentive compensation for certain executives, with the value 
delivered in the form of equity at the election of the executive. In recognition of exceptional individual and Company 
performance, particularly regulatory achievements related to the Deramiocel program, Dr. Marbán and Mr. Bergmann 
elected to receive this additional compensation in equity. In January 2025, Dr. Marbán received stock options covering 
20,566 shares, Mr. Bergmann received 6,170 shares, and Mr. Bergmann received restricted stock units covering 
3,342 shares, in each case fully vested at the time of grant. This compensation was provided in addition to other equity 
awards granted to these executives and reflects performance outcomes aligned with the Company’s incentive framework. 

Equity Compensation. To align the interests of our executive officers with those of our stockholders and promote 
a long-term performance focus, we primarily grant equity compensation in the form of stock options and, from time to 
time, additional equity awards, including restricted stock units, in recognition of significant Company achievements. As 
part of the 2025 annual equity awards, Dr. Marbán received stock options exercisable for 210,000 shares, Ms. Krasney 
received stock options exercisable for 60,000 shares, and Mr. Bergmann received stock options exercisable for 75,000 
shares. Each award has an exercise price per share equal to the fair market value of our common stock on the grant date 
and vests in equal monthly installments over 48 months, commencing February 1, 2025. 

All Other Compensation. Our named executive officers are eligible to participate, on the same basis as our other 
employees, in our employee benefit plans, including our medical, dental, vision, life and disability plans, and our 401(k) 
plan.  

2025 Summary Compensation Table 
 

The following summary compensation table reflects cash and non-cash compensation for the 2025 and 2024 
fiscal years awarded to or earned by our named executive officers. 
 
                     

                       Option      Stock  All Other        
Name and Principal Position  Year  Salary ($)  Bonus ($)  Awards($)(1)  Awards($)(2)  Compensation ($)(3) Total ($) 
Linda Marbán, Ph.D.   2025  $ 300,000  $  270,000  $ 2,940,920  $  —  $  10,645  $  3,521,565 
Chief Executive Officer   2024  $ 229,300   $  150,680 (4) $ 1,150,000  $  —  $  9,882  $  1,539,862 
               
Karen Krasney, J.D.   2025  $ 391,768  $  97,950  $  768,840  $  —  $  11,000  $  1,269,558 
Executive Vice President & 
General Counsel   2024  $ 376,700  $  113,010  $  368,000  $  —  $  11,850  $  869,560 
               
Anthony Bergmann, M.B.A.  2025  $ 425,000  $  148,750  $ 1,036,046  $  49,996  $  11,000  $  1,670,792 
Chief Financial Officer  2024  $ 376,700  $  150,680  $  391,000  $  —  $  11,850  $  930,230 

 
(1) Amounts reflect the grant date fair value of awards granted under our various Equity Incentive Plans, computed 

pursuant to Financial Accounting Standards Board’s Accounting Standards Codification 718 (“ASC 718”) 
“Compensation – Stock Compensation.” Assumptions used in the calculation of these amounts are included in 
Note 11 – “Stock-Based Compensation,” of the Notes to Consolidated Financial Statements included in the Annual 
Report on Form 10-K as filed with the Securities and Exchange Commission on March 17, 2026. For additional 
information, see the “Outstanding Equity Awards at Fiscal Year-End” table for information regarding all option 
awards outstanding as of December 31, 2025. 

(2) Amounts reflect the grant date fair value of restricted stock awards granted under the 2021 Equity Incentive Plan, 
computed pursuant to ASC 718. Assumptions used in the calculation of these amounts are included in Note 11 – 
“Stock-Based Compensation,” of the Notes to Consolidated Financial Statements included in the Annual Report on 
Form 10-K as filed with the Securities and Exchange Commission on March 17, 2026.  

(3) Represents premiums contributed by the Company for the employee’s health reimbursement account and matching 
contributions contributed by the Company to each NEO’s account in the Company’s 401(k) Plan. 

(4) This amount reflects the cash bonus that Dr. Marbán was awarded with respect to 2024. Dr. Marbán elected to convert 
$100,000 of her cash bonus into stock options. Pursuant to this election, she received an option award for 14,396 shares 
of common stock that were deemed fully vested upon the grant date of January 2, 2025. 
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Employment Agreements and Potential Payments Upon Termination or Change in Control 

Linda Marbán, Ph.D. — President and Chief Executive Officer 

Dr. Linda Marbán’s employment as our Chief Executive Officer is subject to the terms of that certain restated 
and amended employment agreement dated June 5, 2019, by and between Capricor, Inc. and Dr. Marbán. Effective January 
1, 2025, Dr. Marbán’s annual base salary was set at $300,000. Dr. Marbán received a $270,000 bonus for 2025 services, 
which was paid on January 30, 2026. Dr. Marbán’s employment is at will and she has also signed an employee invention 
assignment, non-disclosure, non-solicitation and non-competition agreement. In the event Dr. Marbán’s employment is 
terminated by the Company other than for cause, death or disability, or if Dr. Marbán resigns for good reason, she would 
be entitled to receive a severance payment equal to twelve months’ (increased from six months in March 2025) salary then 
in effect (ignoring any decrease that forms the basis of Dr. Marbán’s resignation for good reason, if applicable). 

Karen Krasney, J.D. — Executive Vice President, General Counsel 

Karen Krasney’s employment as our Executive Vice President and General Counsel is subject to the terms of that 
certain employment agreement dated May 14, 2019. Effective January 1, 2025, Ms. Krasney’s annual base salary was set 
at $391,768. Ms. Krasney received a $97,950 bonus for 2025 services which was paid on January 30, 2026. In addition, 
Ms. Krasney has signed an at-will employment, confidential information, invention assignment and arbitration agreement. 
In the event Ms. Krasney’s employment is terminated by the Company other than for cause, death or disability, or if 
Ms. Krasney resigns for good reason, she would be entitled to receive a severance payment equal to twelve  months’ 
(increased from six months in March 2025) salary then in effect (ignoring any decrease that forms the basis of 
Ms. Krasney’s resignation for good reason, if applicable). 

Anthony Bergmann, M.B.A. — Chief Financial Officer 

Anthony Bergmann’s employment as our Chief Financial Officer is subject to the terms of that certain 
employment agreement dated May 14, 2019. Effective January 1, 2025, Mr. Bergmann’s annual base salary was set at 
$425,000. Mr. Bergmann received a $148,750 bonus for 2025 services which was paid on January 30, 2026. In addition, 
Mr. Bergmann has signed an at-will employment, confidential information, invention assignment and arbitration 
agreement. In the event Mr. Bergmann’s employment is terminated by the Company other than for cause, death or 
disability, or if Mr. Bergmann resigns for good reason, he would be entitled to receive a severance payment equal to 
twelve  months’ (increased from six months in March 2025) salary then in effect (ignoring any decrease that forms the 
basis of Mr. Bergmann’s resignation for good reason, if applicable).  
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2025 Outstanding Equity Awards at Fiscal Year-End 

The following table sets forth information concerning unexercised stock options held by the named executive 
officers at December 31, 2025. The options issued under the 2012 Restated Equity Incentive Plan, 2020 Equity Incentive 
Plan and 2021 Equity Incentive Plan are subject to early exercise. If the option holder elects to take advantage of the early 
exercise feature and purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will 
be subject to a repurchase option in favor of the Company if the option holder’s service to the Company terminates prior 
to vesting. As of December 31, 2025, none of our named executive officers have early exercised their stock options. 
            

                Equity Incentive              
      Plan Awards:       
  Number of  Number of  Number of       
  Securities  Securities  Securities       
  Underlying  Underlying  Underlying       
  Unexercised  Unexercised  Unexercised  Option     
  Options  Options  Unearned  Exercise  Option   
Name  Exercisable  Unexercisable Options  Price ($) Expiration Date  
Linda Marbán, Ph.D.    19,999   —   —   1.39  01/03/2027  

    9,998   —   —   1.39  01/02/2028  

    25,000   —   —   1.39  08/08/2029  

    368,449   —   —   1.39  02/12/2030  

    458,693   —   —   3.74  01/04/2031  

   369,958   7,872   —   3.18  01/03/2032 (1)

   98,437   36,563   —   3.85  01/03/2033 (2)

    9,633   —   —   5.12  01/02/2034 (3)

   119,791   130,209   —   5.12  01/02/2034 (4)

   48,125   161,875   —   14.96  01/02/2035 (5)

   20,566   —   —   14.96  01/02/2035 (6)

   14,396   —   —   14.96  01/02/2035 (6)

            

Karen Krasney, J.D.    3,500   —   —   1.39  01/02/2028  

    14,000   —   —   1.39  08/08/2029  

    104,908   —   —   1.39  02/12/2030  

    95,693   —   —   3.74  01/04/2031  

    82,328   1,752   —   3.18  01/03/2032 (1)

    11,878   —   —   3.85  01/03/2033 (7)

   58,333   21,667   —   3.85  01/03/2033 (2)

   7,140   —   —   5.12  01/02/2034 (3)

   38,333   41,667   —   5.12  01/02/2034 (4)

   13,750   46,250   —   14.96  01/02/2035 (5)

            

Anthony Bergmann, M.B.A.    3,000   —   —   1.39  06/02/2026  

    3,500   —   —   1.39  01/03/2027  

    5,000   —   —   1.39  01/02/2028  

    14,000   —   —   1.39  08/08/2029  

    120,003   —   —   1.39  02/12/2030  

    95,693   —   —   3.74  01/04/2031  

   163,501   3,479   —   3.18  01/03/2032 (1)

   61,979   23,021   —   3.85  01/03/2033 (2)

   9,692   —   —   5.12  01/02/2034 (3)

   40,729   44,271   —   5.12  01/02/2034 (4)

   17,187   57,813   —   14.96  01/02/2035 (5)

    6,170   —   —   14.96  01/02/2035 (6)

 
(1) Vesting schedule is as follows: The shares of common stock subject to this option vest 1/48th per month commencing 

February 1, 2022. 
(2) Vesting schedule is as follows: The shares of common stock subject to this option vest 1/48th per month commencing 

February 1, 2023.  
(3) Vesting schedule is as follows: Fully vested upon issuance on January 2, 2024. 



28 

(4) Vesting schedule is as follows: The shares of common stock subject to this option vest 1/48th per month commencing 
February 1, 2024. 

(5) Vesting schedule is as follows: The shares of common stock subject to this option vest 1/48th per month commencing 
February 1, 2025. 

(6) Vesting schedule is as follows: Fully vested upon issuance on January 2, 2025. 
(7) Vesting schedule is as follows: Fully vested upon issuance on January 3, 2023. 
 
Pay Versus-Performance Table and Discussion 

The following table sets forth additional compensation information of our Principal Executive Officer (“PEO”) 
and our non-PEO named executive officers, along with total stockholder return, and net loss results for our fiscal years 
ending in 2025, 2024 and 2023: 
 
                   

              Value of Initial Fixed $100 Investment    
              Based On:    
      Summary      Compensation      Average Summary      Average Compensation     Total      
  Compensation Table Actually  Compensation Table Total Actually Paid to  Stockholder  Net  
Year  Total for PEO (1)  Paid to PEO (2) for Non-PEO NEO (1)  Non-PEO NEO (2)  Return (3)  Income/(Loss) (4) 
2025  $  3,521,565  $  7,230,676  $  1,470,175  $  2,768,393  $  748  $ (105,043,946)
2024     1,539,862     5,107,710     899,895    2,204,070     358     (40,467,186)
2023     774,300     1,150,789     740,639    778,238     127     (22,287,542)

 
(1) Linda Marbán served as our CEO for the entirety of 2025, 2024 and 2023. The other NEOs for 2025, 2024 and 2023 

were Anthony Bergmann and Karen Krasney. 
(2) The SEC’s rules require certain adjustment be made to the “Summary Compensation Table” totals to determine 

“compensation actually paid” as reported in the “Pay Versus Performance Table” above. For purposes of the equity 
award adjustments shown below, no equity awards were cancelled due to a failure to meet vesting conditions and no 
dividends or other earnings paid on stock or option awards in the covered fiscal year prior to the vesting date were not 
otherwise included in the total compensation for the covered fiscal year. In calculating the “compensation actually 
paid” amounts reflected in these columns, the fair value or change in fair value, as applicable, of the equity award 
adjustments included in such calculations was computed in accordance with FASB ASC Topic 718. The valuation 
assumptions used to calculate such fair values did not materially differ from those disclosed at the time of grant. The 
following tables detail the applicable adjustments that were made to the determine “compensation actually paid” (all 
amounts are averages for the NEOs other than the PEO). 

(3) Cumulative total shareholder return (“TSR”) assumes an initial investment of $100 on December 31, 2022. 
(4) As reported in the Company’s consolidated financial statements.  
 
Compensation Actually Paid to PEO: 
 
             

Year      

Summary 
Compensation 
Table Total for 

PEO      
Deduct Option 

Awards (A)      
Equity Award 
Adjustment (B)      

Compensation 
Actually Paid 

to PEO 
2025  $  3,521,565  $  2,940,920  $  6,650,031  $  7,230,676 
2024     1,539,862     1,150,000    4,717,848     5,107,710 
2023     774,300     466,695    843,184     1,150,789 

 
(A) Represents the amounts reported in the Option Awards column in the Summary Compensation Table for the applicable 

year.  
(B) Represents the stock award adjustments (deductions and additions) for PEO stock awards for each applicable year 

calculated as follows: 
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PEO Equity Award Adjustment: 
 
                

Year      

Year-End 
Fair Value of 
Outstanding 

and 
Unvested 

Equity 
Awards 
Granted 

during the 
Year      

 Change in 
Fair Value of 
Outstanding 

and 
Unvested 

Equity 
Awards      

Fair Value as 
of Vesting 

Date of 
Equity 
Awards 

Granted and 
Vested in the 

Year      

 Change in 
Fair Value of 

Equity 
Awards 

Granted in 
Prior Years 
that Vested 
in the Year      

Total Equity 
Award 

Adjustments 
2025  $  3,912,028  $  2,572,366  $  840,267  $  (674,630) $  6,650,031 
2024     2,162,002     1,393,479    415,580    746,787     4,717,848 
2023     409,592     328,818    111,307    (6,533)    843,184 
 
Average Compensation Actually Paid to Non-PEO NEO (all amounts are averages): 
 
             

Year      

Summary 
Compensation 
Table Total for 
Non-PEO NEO      

Deduct Option 
Awards (A)      

Equity Award 
Adjustment (B)      

Compensation 
Actually Paid to 
Non-PEO NEO 

2025  $  1,470,175  $  902,443  $  2,200,661  $  2,768,393 
2024     899,895     379,500    1,683,675     2,204,070 
2023     740,639     285,203    322,802     778,238 

 
(A) Represents the amounts reported in the Option Awards column in the Summary Compensation Table for the applicable 

year.  
(B) Represents the stock award adjustments (deductions and additions) for Non-PEO NEO stock awards for each 

applicable year calculated as follows: 
 
Average Non-PEO NEO Equity Award Adjustment:  
 
                

Year      

Year-End 
Fair Value of 
Outstanding 
and Unvested 

Equity 
Awards 
Granted 

during the 
Year      

 Change in 
Fair Value of 
Outstanding 
and Unvested 

Equity 
Awards      

Fair Value as 
of Vesting 

Date of 
Equity 
Awards 

Granted and 
Vested in the 

Year      

 Change in 
Fair Value of 

Equity 
Awards 

Granted in 
Prior Years 

that Vested in 
the Year      

Total Equity 
Award 

Adjustments 
2025  $  1,257,444  $  1,003,583  $  196,036  $  (256,402) $  2,200,661 
2024     713,461     592,711    162,397    215,106    1,683,675 
2023     250,306     (11,570)   86,764    (2,698)   322,802 
 
Pay Versus Performance Comparative Disclosure 

The Company uses several measures to reward achievement of our specific annual and long-term strategic goals, 
however, all of those performance measures are not presented in the Pay Versus Performance Table set forth above. In 
accordance with Item 402(v) of Regulation S-K, the Company is providing the following descriptions of the relationships 
between information presented in the Pay Versus Performance Table. 
 
Compensation Actually Paid and Net Loss 
 

The SEC’s rules require that net loss be presented as a performance measure in the Pay Versus Performance Table 
above. The graph below shows the relationship between compensation actually paid to our PEO and the average of the 
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compensation actually paid to our other NEOs and net loss attributable to the Company over the three fiscal years ending 
December 31, 2025, as reported in the Company consolidated financial statements. 

 

Compensation Actually Paid and Company TSR 

The SEC’s rules require that TSR be presented as a performance measure in the Pay Versus Performance Table 
above. The graph below shows the relationship between (1) compensation actually paid to our PEO and the average of the 
compensation actually paid to our other NEOs and (2) our cumulative TSR, over the three fiscal years ending December 31, 
2025. 

 

Policies and Practices Regarding the Grant of Equity Awards 

We do not schedule the grant of any equity awards in anticipation of the disclosure of material, non-public 
information and we do not schedule the disclosure of material, non-public information based on the timing of granting 
equity awards. We have not adopted a formal policy that dictates the timing of equity award grants. We generally grant 
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broad-based equity awards on the first business day of each year. In addition, we may choose to grant equity awards outside 
of the annual broad-based awards (e.g., as part of a new hire package or as a retention or promotional incentive). Stock 
options may be granted only with an exercise price at or above the closing market price of our common stock on the date 
of grant. During 2025, no stock option grants were made to any of our NEOs during any period beginning four business 
days before the filing or furnishing of a periodic report or current report and ending one business day after the filing or 
furnishing of any such report with the SEC. 

Securities Authorized for Issuance Under Equity Compensation Plans 

We have four equity-incentive plans that have been approved by stockholders: (i) the 2012 Restated Equity 
Incentive Plan; (ii) the 2020 Equity Incentive Plan (the “2020 Plan”); (iii) the 2021 Equity Incentive Plan (the “2021 
Plan”); and (iv) the 2025 Equity Incentive Plan (the “2025 Plan”).  

The following table sets forth additional information with respect to the shares of common stock that may be 
issued upon the exercise of options and other rights under our existing equity compensation plans and arrangements in 
effect as of December 31, 2025. The information includes the number of shares covered by, and the weighted average 
exercise price of, outstanding options, warrants and rights, and the number of shares remaining available for future grant, 
excluding the shares to be issued upon exercise of outstanding options, warrants and rights. 

Equity Compensation Plan Information 
 
         

      Number of      Weighted-            
  securities to  average  Number of securities   
  be issued  exercise  remaining available for   
  upon exercise  price of  future issuance   
  of outstanding  outstanding  under equity   
  options,  options,  compensation plans   
  warrants and  warrants  (excluding securities   
  rights  and rights  reflected in column   
Plan Category  (A)  (B)  (A))(C)   
Equity compensation plans approved by security holders:         
The 2012 Restated Equity Incentive Plan(1)    169,796  $  1.46    —  
The 2020 Equity Incentive Plan    3,144,438  $  3.14    588  
The 2021 Equity Incentive Plan   8,933,873  $  7.46    200,694  
The 2025 Equity Incentive Plan    65,000  $  6.54    3,435,000 (2) 

Total    12,313,107  $  4.38    3,636,282  
 

(1) The 2012 Restated Equity Incentive Plan expired in November 2022, therefore, no additional stock option awards 
may be granted from the 2012 Restated Equity Incentive Plan. 

(2) The number of shares available for future issuance under the 2025 Plan shall automatically increase on January 1 of 
each year by an amount equal to the lesser of (i) 5% of the outstanding shares of our common stock as of the last day 
of the immediately preceding fiscal year (rounded down to the nearest whole share), or (ii) such number of shares of 
our common stock determined by our Compensation Committee. 

  



32 

NON-EMPLOYEE DIRECTOR COMPENSATION 

We have adopted a non-employee director compensation program comprised of cash and equity components, 
designed to attract and retain highly qualified directors and align their interests with the long-term interests of our 
stockholders. The Compensation Committee  oversees this program and, when appropriate, recommends changes to the 
Board of Directors. In conducting its review, the Compensation Committee may engage an independent compensation 
consultant; however, it retains full discretion and decision-making authority with respect to director compensation.  

Non-Employee Directors  

Under our current director compensation program, non-employee directors (excluding our Executive Chairman) 
receive an annual cash retainer of $40,000. Additionally, non-employee directors receive the following additional 
compensation for service as chairperson or non-chair members of the committees of the Board: 

Committee Chair Fees 
• Audit Committee Chair: $20,000  
• Compensation Committee Chair: $15,000  
• Nominating and Corporate Governance Committee Chair: $7,500  

 
Committee Member Fees (Non-Chair) 

• Audit Committee: $10,000  
• Compensation Committee: $7,500  
• Nominating and Corporate Governance Committee: $7,500  

 
From time to time, the Board may request that certain directors participate in finance or research and development 

related activities, initiatives or working groups that are not formal standing committees. Directors providing such services 
may receive additional compensation, including $10,000 for participation and $15,000 for certain leadership roles related 
to research and development matters. 

Beginning in 2026, Directors may elect to receive all or a portion of their cash compensation, including retainers 
and committee fees, in the form of stock options. Any such stock options will be granted at a premium to the cash amount 
elected for conversion, with the number of options determined based on the grant-date fair value of the award. 

Equity Awards for Non-Employee Directors 

In prior years, upon initial election to the Board, new non-employee directors were granted 115,000 stock options 
(the “Initial Grant”). The Initial Grant vests over four years, with 25% vesting after one year and the remainder vesting in 
equal monthly installments over the following three years, subject to continued service. 

Thereafter, in January of each year, each continuing non-employee director is granted an annual equity award 
with a target grant-date fair value of approximately $250,000 (the “Annual Grant”). Annual Grants are delivered in stock 
options and vest in equal monthly installments over one year, subject to continued service through each vesting date.   

Our non-employee directors’ compensation program did not materially change from 2024. 

Executive Chairman  

In 2014, we entered into a consulting agreement with Dr. Litvack for $10,000 per month, for an aggregate of 
$120,000 per year which remains in effect. The consulting services are primarily related to strategic, finance and business 
development services provided to the Company. For 2025 and 2024 services, as executive chairman, Dr. Litvack was 
granted a stock option in January 2026 and 2025 respectively to purchase 50,000 shares, which vest monthly over a one-
year period from the grant date. 
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Expense Reimbursement 

Our non-employee directors are also reimbursed for their reasonable out-of-pocket travel expenses to cover in-
person attendance at and participation in board of directors and committee meetings. 

2025 Director Compensation Table 

The following table sets forth the compensation received by our directors in fiscal year 2025. Dr. Marbán is not 
listed below because she is an employee of the Company and receives no additional compensation for serving on our Board 
or its committees. Please see the 2025 Summary Compensation Table for the compensation received by Dr. Marbán for 
her service as our Chief Executive Officer. 
             

      Fees Earned or          All Other       
Name  Paid in Cash  Option Awards(1)(2) Compensation  Total 
Frank Litvack, M.D.   $ —  $  615,350  $  120,000 (3) $  735,350 
David B. Musket   $  85,000  $  295,601  $ —  $  380,601 
George W. Dunbar Jr., M.B.A.  $  65,000  $  260,595  $ —  $  325,595 
Karimah Es Sabar  $  52,500  $  247,467  $ —  $  299,967 
Paul Auwaerter, M.D., M.B.A.  $  50,000 (4) $  234,340  $ —  $  284,340 
Philip Gotwals, Ph.D.  $  58,750  $  243,092  $ —  $  301,842 
Michael Kelliher  $  55,000  $  234,340  $ —  $  289,340 

 
(1) Amounts reflect the grant date fair value of awards granted under the 2021 Equity Incentive Plan computed pursuant 

to Financial Accounting Standards Board’s Accounting Standards Codification 718 “Compensation – Stock 
Compensation.” Assumptions used in the calculation of these amounts are included in Note 11 – “Stock-Based 
Compensation” of the Notes to the Consolidated Financial Statements included in the Annual Report on Form 10-K 
as filed with the Securities and Exchange Commission on March 17, 2026. 

(2) Options granted for the following number of shares were outstanding as of December 31, 2025: Dr. Litvack – 
1,215,532 shares; Mr. Musket – 411,466 shares; Mr. Dunbar – 366,924 shares; Ms. Es Sabar – 251,220 shares; 
Dr. Auwaerter – 171,030 shares; Dr. Gotwals – 171,800 shares; and Mr. Kelliher – 199,000 shares. 

(3) Pursuant to the terms of a Consulting Agreement, dated March 24, 2014, Capricor, Inc. paid to Dr. Litvack $10,000 
per month, for an aggregate of $120,000, during the year ended December 31, 2025, as consideration for consulting 
services. 

(4) This amount reflects the cash award that Dr. Auwaerter earned with respect to 2025. Dr. Auwaerter elected to convert 
$50,000 of his cash award earned into stock options. Pursuant to this election, he received an option award for 6,780 
shares of common stock that were deemed fully vested upon the grant date of January 5, 2026. 
 

Risk Assessment of Compensation Programs 

We do not believe that our compensation programs create risks that are reasonably likely to have a material 
adverse effect on our Company. We believe that the combination of different types of compensation as well as the overall 
amount of compensation, together with our internal controls and oversight by our Board, mitigates potential risks. 

CERTAIN RELATIONSHIPS AND RELATED PARTY TRANSACTIONS 

Except as reported below, since January 1, 2025, there have been no transactions to which we were a party in 
which the amount involved exceeded $120,000 and in which any related person had a direct or indirect material interest. 
For purposes of this section, a related person includes any director, director nominee, executive officer, holder of more 
than 5% of our outstanding common stock, or any immediate family member of any of the foregoing. 

Nippon Shinyaku Co., Ltd. 

Nippon Shinyaku Co., Ltd. ("Nippon Shinyaku"), a Japanese corporation, is a beneficial owner of approximately 
12% of our outstanding common stock as of February 28, 2026, and is therefore a related party. We have entered into the 
following material agreements with Nippon Shinyaku, each of which remains in effect and involves ongoing rights and 
obligations: 
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Commercialization and Distribution Agreement (Nippon Shinyaku - United States) 

On January 24, 2022, Capricor entered into a Commercialization and Distribution Agreement (the “U.S. 
Distribution Agreement”) with Nippon Shinyaku, a Japanese corporation. Under the terms of the U.S. Distribution 
Agreement, Capricor appointed Nippon Shinyaku as its exclusive distributor in the United States of Deramiocel for the 
treatment of DMD.  

Under the terms of the U.S. Distribution Agreement, Capricor will be responsible for the clinical development 
and manufacturing of Deramiocel. Nippon Shinyaku and NS Pharma, Inc. (its wholly-owned U.S. subsidiary) will be 
responsible for the distribution of Deramiocel in the United States. Pursuant to the U.S. Distribution Agreement, Capricor 
received an upfront payment of $30.0 million. The first milestone payment of $10.0 million was paid upon completion of 
the futility analysis of the HOPE-3 trial whereby the outcome was determined to be not futile. The second milestone 
payment of $10.0 million was triggered in December 2024 upon submission of the BLA to the FDA seeking marketing 
approval of Deramiocel in the United States. Additionally, there is another potential milestone of $80.0 million due to 
Capricor upon receipt of marketing approval. The foregoing milestones are considered development milestones under the 
terms of the U.S. Distribution Agreement. Further, there are various potential sales-based milestones, if commercialized, 
tied to the achievement of certain sales thresholds for annual net sales of Deramiocel of up to $605.0 million. Subject to 
regulatory approval, Capricor will have the right to receive a share of product revenue which falls between 30 and 
50 percent. 

Commercialization and Distribution Agreement (Nippon Shinyaku - Japan) 

On February 10, 2023, Capricor entered into a Commercialization and Distribution Agreement (the “Japan 
Distribution Agreement”) with Nippon Shinyaku. Under the terms of the Japan Distribution Agreement, Capricor 
appointed Nippon Shinyaku as its exclusive distributor in Japan of Deramiocel for the treatment of DMD. 

Under the terms of the Japan Distribution Agreement, Capricor received an upfront payment of $12.0 million in 
the first quarter of 2023 and in addition, Capricor may potentially receive additional development and sales-based 
milestone payments of up to approximately $89.0 million, subject to foreign currency exchange rates, and a meaningful 
double-digit share of product revenue. Nippon Shinyaku will be responsible for the distribution of Deramiocel in Japan. 
Capricor will be responsible for the conduct of clinical development and regulatory approval in Japan, as may be required, 
as well as the manufacturing of Deramiocel. In addition, Capricor or its designee will hold the Marketing Authorization in 
Japan if the product is approved in that territory. 

European Region Binding Term Sheet 

On September 16, 2024, Capricor entered into a Binding Term Sheet (the “Term Sheet”) with Nippon Shinyaku 
for the commercialization and distribution of Deramiocel for the treatment of DMD in the European region, as defined in 
the Term Sheet. Subject to finalization of a definitive agreement, under the terms of the Term Sheet, Capricor would be 
responsible for the development and manufacturing of Deramiocel for potential approval in the European region. Nippon 
Shinyaku would be responsible for the sales and distribution of Deramiocel in the European region. Subject to regulatory 
approval, Capricor would receive a double-digit share of product revenue and additional development and sales-based 
milestone payments. If the definitive agreement is entered into, Capricor will receive an upfront payment of $20.0 million 
upon execution of the definitive agreement, with potential additional development and sales-based milestone payments of 
up to $715.0 million. At this time, Capricor and Nippon Shinyaku have entered into various amendments to the Term 
Sheet, pursuant to which the parties agreed to extend the date during which the parties shall negotiate the definitive 
agreement to April 1, 2026, which at this time has not been extended further. 

September 2024 Private Placement 

On September 16, 2024, the Company entered into a Subscription Agreement with Nippon Shinyaku pursuant to 
which the Company agreed to issue and sell to Nippon Shinyaku in a private placement (the “Private Placement”), an 
aggregate of 2,798,507 shares of the common stock of the Company at a price per Share of $5.36, which was issued at a 
20% premium to the 60-day volume-weighted average price, for an aggregate purchase price of approximately 
$15.0 million. The Subscription Agreement also includes lock-up provisions restricting Nippon Shinyaku from selling or 
otherwise disposing of shares of the Company’s common stock until the six-month anniversary of the Closing Date which 
occurred on March 15, 2025. 
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In connection with the Private Placement, the Company also entered into a Registration Rights Agreement with 
Nippon Shinyaku on September 16, 2024 (the “Registration Rights Agreement”). Pursuant to the terms of the Registration 
Rights Agreement, the Company has filed with the SEC a registration statement to register for resale the shares sold in the 
Private Placement, which registration statement was declared effective on November 8, 2024. 

Employment Agreements 

Information regarding our executive employment agreements for certain officers is located under the caption, 
“Employment Agreements and Potential Payments Upon Termination or Change in Control” above. 

Director and Officer Indemnification Agreements 

In addition to the indemnification provisions contained in our Certificate of Incorporation and Bylaws, we have 
entered into separate indemnification agreements with certain of our directors and executive officers. These agreements 
require us, among other things, to indemnify the director or executive officer against specified expenses and liabilities, 
such as attorneys’ fees, judgments, fines and settlements, paid by the individual in connection with any action, suit or 
proceeding arising out of the individual’s status or service as our director or executive officer, other than liabilities arising 
from willful misconduct or conduct that is knowingly fraudulent or deliberately dishonest, and to advance expenses 
incurred by the individual in connection with any proceeding against the individual with respect to which the individual 
may be entitled to indemnification by us. We may also enter into these agreements with our future directors and executive 
officers. 

Policies and Procedures for Related Party Transactions 

Our Board of Directors is responsible for reviewing and approving related party transactions involving an amount 
exceeding $120,000 in which the Company is a participant and a related person has a direct or indirect material interest. 
Transactions subject to this review are presented to the Board for approval prior to being entered into or, where advance 
approval is not practicable, for ratification following completion. Any director or officer with a material personal interest 
in a transaction under review does not participate in the deliberations or vote regarding that transaction. The Board 
approves or ratifies a transaction if it determines that the transaction is in, or is not inconsistent with, the best interests of 
the Company and its stockholders. 
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PROPOSAL NO. 2:  

RATIFICATION OF THE SELECTION OF THE INDEPENDENT REGISTERED ACCOUNTING FIRM 

The Audit Committee of the Board has selected Rose, Snyder & Jacobs LLP as our independent registered public 
accounting firm for the fiscal year ending December 31, 2026 and has further directed that management seek stockholder 
ratification of the selection of the independent registered public accounting firm at the Annual Meeting. Rose, Snyder & 
Jacobs LLP was appointed our registered public accounting firm on January 17, 2014, and has served as our independent 
registered public accounting firm for each year since the year ended December 31, 2013. 

Representatives of Rose, Snyder & Jacobs LLP are expected to be present at the Annual Meeting. They will have 
an opportunity to make a statement if they so desire and will be available to respond to appropriate questions. 

Neither our Bylaws nor other governing documents or law requires stockholder ratification of the selection of 
Rose, Snyder & Jacobs LLP as our independent registered public accounting firm. However, the Audit Committee is 
submitting the selection of Rose, Snyder & Jacobs LLP to our stockholders for ratification as a matter of good corporate 
practice. If our stockholders fail to ratify the selection, the Audit Committee will reconsider whether or not to retain that 
firm. Even if the selection is ratified, the Audit Committee of the Board in its discretion may direct the appointment of 
different independent auditors at any time during the year if they determine that such a change would be in our best interests 
as well as the best interest of our stockholders. 

Services provided to the Company and its subsidiaries by Rose, Snyder & Jacobs LLP for the years ended 
December 31, 2025 and 2024 are described below and under “Audit Committee Report.” 

Principal Accountant Fees and Services 

In connection with the audit of the 2025 financial statements, we entered into an engagement agreement with 
Rose, Snyder & Jacobs LLP which sets forth the terms by which Rose, Snyder & Jacobs LLP would perform audit services 
for us. 

The following is a summary of the approximate fees billed to us by Rose, Snyder & Jacobs LLP, our independent 
registered public accounting firm, for professional services rendered for the fiscal years ended December 31, 2025 and 
2024 which includes Capricor, Inc. and Capricor Therapeutics, Inc.: 
 
       

  Fiscal Year Ended 
  December 31,  
Service Category      2025      2024 
Audit Fees  $  107,000  $  94,000 
Audit-Related Fees     103,500     65,000 
Tax Fees*     16,900     12,200 
All Other Fees     15,000     12,200 

Total Fees  $  242,400  $  183,400 
* The amount disclosed for 2025 reflects fees paid to Rose, Snyder & Jacobs LLP during the year for tax services rendered. 
The Company has engaged Baker Tilly to prepare its 2025 federal and state income tax returns in 2026. 

 
In the above table, in accordance with the SEC’s definitions and rules, “audit fees” are fees for professional 

services for the audit and review of our annual financial statements, as well as the audit and review of our financial 
statements included in our registration statements filed under the Securities Act and issuance of consents and for services 
that are normally provided by the accountant in connection with statutory and regulatory filings or engagements, except 
those not required by statute or regulation; “audit-related fees” are fees for assurance and related services that were 
reasonably related to the performance of the audit or review of our financial statements, including attestation services that 
are not required by statute or regulation, due diligence and services related to acquisitions; “tax fees” are fees for tax 
compliance, tax advice and tax planning; and “all other fees” are fees for any services not included in the first three 
categories which include foreign tax research and consents necessary for applicable filings with the SEC. 
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Pre-Approval Policies and Procedures. 

Pursuant to our Audit Committee Charter, before the independent registered public accounting firm is engaged 
by the Company or its subsidiaries to render audit or non-audit services, the Audit Committee pre-approves the 
engagement. Audit Committee pre-approval of audit and non-audit services is not required if the engagement for the 
services is entered into pursuant to pre-approval policies and procedures established by the Audit Committee regarding 
the Company’s engagement of the independent registered public accounting firm, provided the policies and procedures 
are detailed as to the particular service, the Audit Committee is informed of each service provided and such policies and 
procedures do not include delegation of the Audit Committee’s responsibilities under the Exchange Act to the Company’s 
management. The Audit Committee may delegate to one or more designated members of the Audit Committee the 
authority to grant pre-approvals, provided such approvals are presented to the full Audit Committee at a subsequent 
meeting. If the Audit Committee elects to establish pre-approval policies and procedures regarding non-audit services, the 
Audit Committee must be informed of each non-audit service provided by the independent registered public accounting 
firm. Audit Committee pre-approval of non-audit services (other than review and attest services) also is not required if 
such services fall within available exceptions established by the SEC. None of the services provided by our independent 
registered public accounting firm for fiscal 2025 or 2024 were obtained in reliance on the waiver of the pre-approval 
requirement afforded in SEC regulations. 

The affirmative vote of a majority of the shares cast on Proposal No. 2 at the Annual Meeting will be required to 
ratify the selection of Rose, Snyder & Jacobs LLP as the Company’s independent registered public accounting firm for 
the fiscal year ending December 31, 2026. Abstentions will have no effect on whether this proposal is approved. Under 
the rules of the New York Stock Exchange, brokers have discretionary authority to vote shares on this proposal. Therefore, 
we do not expect any broker non-votes on Proposal No. 2. 

THE BOARD OF DIRECTORS UNANIMOUSLY RECOMMENDS THAT YOU VOTE “FOR” PROPOSAL 
NO. 2 
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AUDIT COMMITTEE REPORT* 
 

The Audit Committee has reviewed and discussed the audited financial statements for the fiscal year ended 
December 31, 2025, with our management. The Audit Committee has discussed with the independent registered public 
accounting firm the matters required to be discussed by Auditing Standard No. 1301 adopted by the Public Company 
Accounting Oversight Board (United States) (the “PCAOB”) regarding "Communications with Audit Committees." The 
Audit Committee has also received the written disclosures and the letter from the independent registered public accounting 
firm required by applicable requirements of the PCAOB regarding the accounting firm’s communications with the Audit 
Committee concerning independence, and has discussed with the independent registered public accounting firm the firm’s 
independence. Based on the foregoing, the Audit Committee has recommended to the Board that the audited financial 
statements be included in our Annual Report on Form 10-K for the fiscal year ended December 31, 2025. 

Respectively submitted by: 
Mr. Musket 
Mr. Dunbar 
Mr. Kelliher 

*The material in this report is not “soliciting material,” is not deemed “filed” with the SEC and is not to be incorporated 
by reference in any of our filings under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, 
as amended, whether made before or after the date hereof and irrespective of any general incorporation language in any 
such filing.  
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PROPOSAL NO. 3: 

TO APPROVE, BY NON-BINDING ADVISORY VOTE, THE RESOLUTION APPROVING NAMED 
EXECUTIVE OFFICER COMPENSATION 

Under the Dodd-Frank Wall Street Reform and Consumer Protection Act and Section 14A of the Exchange Act, 
our stockholders are entitled to vote to approve, on an advisory basis, the compensation of our named executive officers 
as disclosed in this proxy statement in accordance with SEC rules. Consistent with the preference expressed by our 
stockholders at the last advisory vote on the frequency of our “say-on-pay” vote, we are conducting such vote annually. 
This vote is not intended to address any specific item of compensation, but rather the overall compensation of our named 
executive officers and the philosophy, policies and practices described in this proxy statement. 

Our compensation policies are designed to align our key executives’ compensation with both our business 
objectives and the interests of our stockholders. We also seek to provide compensation policies that attract, motivate and 
retain key executives who are critical to our success. 

We recommend that our stockholders review the application of our compensation philosophy and the elements 
of compensation provided to each named executive officer as reflected in the discussion and tables included in the 
“Executive Compensation” section of this proxy statement. 

We believe our executive compensation policies are designed appropriately and are functioning as intended to 
produce long-term value for our stockholders. Accordingly, we are asking our stockholders to approve the overall 
application of our compensation policies to our named executive officers through this advisory vote. 

Accordingly, the Board is asking our stockholders to indicate their support for the compensation of our named 
executive officers as described in this proxy statement by casting a non-binding advisory vote “FOR” the following 
resolution: 

“RESOLVED, that the compensation paid to Capricor Therapeutics’ named executive officers, as disclosed in the proxy 
statement for the 2026 Annual Meeting of Stockholders of Capricor Therapeutics pursuant to the compensation disclosure 
rules of the Securities and Exchange Commission, including the 2025 Executive Compensation, compensation tables and 
related narrative discussion, is hereby APPROVED on an advisory, non-binding basis.” 

Because the vote is advisory, it is not binding on the Board or us. Nevertheless, the views expressed by our 
stockholders, whether through this vote or otherwise, are important to management and the Board and, accordingly, the 
Board and the Compensation Committee intend to consider the results of this vote in making determinations in the future 
regarding executive compensation arrangements. 

Advisory approval of this Proposal No. 3 requires the affirmative vote of a majority of the shares cast on Proposal No. 3 
at the Annual Meeting. Abstentions and broker non-votes will have no effect on whether this proposal is approved. 
 

THE BOARD OF DIRECTORS UNANIMOUSLY RECOMMENDS THAT YOU VOTE “FOR” PROPOSAL 
NO. 3. 
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PROPOSAL NO. 4: 

TO APPROVE, BY NON-BINDING ADVISORY VOTE, THE FREQUENCY OF FUTURE 
NON-BINDING ADVISORY VOTES ON THE RESOLUTION APPROVING NAMED EXECUTIVE 

OFFICER COMPENSATION 
 

In Proposal No. 3 above, the Company is asking its stockholders to vote on a non-binding advisory resolution on 
named executive officer compensation, and the Company currently provides this type of advisory vote every year. Pursuant 
to Section 14A of the Exchange Act, in this Proposal 4 the Company is asking its stockholders to vote on the frequency of 
future non-binding advisory votes on named executive officer compensation. 

We believe that an annual advisory vote on named executive officer compensation provides the opportunity for 
more frequent stockholder feedback on our compensation disclosures and named executive officer compensation program, 
which will be considered by the board of directors and the Compensation Committee. Therefore, our board of directors 
has determined that holding an advisory vote on named executive officer compensation every year is the most appropriate 
policy for us at this time, and recommends that stockholders vote for future advisory votes on named executive officer 
compensation to occur each year. 

Pursuant to this non-binding advisory vote on the frequency of future non-binding advisory votes on named 
executive officer compensation, stockholders will be able to specify one of four choices for this proposal on the proxy card 
or voting instruction: three years, two years, one year or abstain. Stockholders are not voting to approve or disapprove the 
Board’s recommendation. The vote is non-binding on the Board. Nevertheless, the Board and the Compensation 
Committee will carefully review the voting results. Notwithstanding the Board’s recommendation and the outcome of the 
stockholder vote, the Board may in the future decide to conduct advisory votes on a more or less frequent basis and may 
vary its practice based on factors such as discussions with stockholders and the adoption of material changes to named 
executive officer compensation. 

A plurality of the votes cast for Proposal No. 4 will be considered the stockholders’ preferred frequency for future 
votes on the Company’s named executive officer compensation, on a non-binding, advisory basis. Therefore, the option 
receiving the most votes (from the holders of the votes of the shares present in person or represented by proxy and entitled 
to vote) will be selected as the stockholders’ preferred frequency. Abstentions and broker non-votes are counted towards 
a quorum, but are not counted for any purpose in determining whether this matter has been approved. 

THE BOARD OF DIRECTORS UNANIMOUSLY RECOMMENDS A VOTE FOR “ONE YEAR” AS THE 
PREFERRED FREQUENCY FOR FUTURE NON-BINDING ADVISORY VOTES ON THE COMPANY’S 

NAMED EXECUTIVE OFFICER COMPENSATION. 
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PROPOSAL NO. 5: 

TO APPROVE AN AMENDMENT TO THE CERTIFICATE OF INCORPORATION REGARDING OFFICER 
EXCULPATION 

Background 

The State of Delaware, which is the Company’s state of incorporation, enacted legislation, effective August 1, 
2022, that amends the Delaware General Corporation Law (the “DGCL”) to enable Delaware corporations to limit the 
personal monetary liability of officers for breach of fiduciary duty in limited circumstances. In light of this legislation and 
for the reasons set forth below, we are proposing to amend the exculpation provisions within the Company’s Certificate 
of Incorporation to limit the liability of the Company’s officers in specific circumstances, as permitted by the DGCL (the 
“Proposed Amendment”). The Company submitted the Proposed Amendment for approval at the Company’s 2023 annual 
meeting of stockholders and, while it received significant support, it did not receive the affirmative votes of a majority of 
the shares of our common stock issued and outstanding required for adoption. Because brokers are not expected to be able 
to cast a vote on this proposal without your instruction, it is important that you vote your shares. 

The Delaware legislation only permits, and our Proposed Amendment would only permit, exculpation of officers 
of the Company for direct claims brought by shareholders for breach of an officer’s fiduciary duty of care, including class 
actions. The Proposed Amendment would not eliminate any officer’s monetary liability for: 

• breach of the officer’s duty of loyalty to the Company or its stockholders; 
• acts or omissions not in good faith or which involve intentional misconduct or a knowing violation of law; 
• any transaction from which the officer derived an improper personal benefit; or 
• claims brought by the Company itself or for derivative claims brought by shareholders in the name of the 

Company. 

Article NINTH of the Company’s Certificate of Incorporation, as amended, currently provides for exculpation of 
directors to the extent permitted by the DGCL but does not include a similar provision that would allow for the exculpation 
of officers. We are asking that the shareholders approve an amendment to the exculpation provision to include exculpation 
of officers to the fullest extent permitted by the DGCL. The Proposed Amendment would result in Article NINTH reading 
in its entirety as follows, with new language in underlined text: 

“NINTH:  A director or officer of the Corporation shall not be liable to the Corporation or its stockholders for 
monetary damages for breach of fiduciary duty as a director or officer, except to the extent that such exemption 
from liability or limitation thereof is not permitted under the DGCL as currently in effect or as the same may 
hereafter be amended. If the DGCL is hereafter amended to eliminate or limit further the liability of a director or 
officer, then, in addition to the elimination and limitation of liability provided by the preceding sentence, the 
liability of each director or officer shall be eliminated or limited to the fullest extent permitted by the DGCL as 
so amended. For purposes of this Article Ninth, “officer” shall have the meaning provided in Section 102(b)(7) 
of the DGCL, as it presently exists or may hereafter be amended from time to time. Any amendment, modification 
or repeal of this Article Ninth shall be prospective only and shall not adversely affect any right or protection of a 
director or officer of the Corporation that exists at the time of such amendment, modification or repeal.” 

Reasons for the Proposed Amendment 

The DGCL has long permitted Delaware corporations to exculpate directors from certain liabilities, and the 
Company’s Certificate of Incorporation has included such an exculpatory provision. Until the changes to the DGCL were 
enacted, Delaware corporations were not able to provide similar protection to officers. After careful consideration, the 
Board believes that it is in the Company’s and its stockholders’ interest that officers receive exculpatory protection from 
certain liabilities and expenses that is similar to what directors receive. In the absence of such protection, particularly 
amidst the recent trend of plaintiffs increasingly naming corporate officers as defendants in shareholder litigation, qualified 
officers might be deterred from serving as officers or, while officers, from making business decisions that involve risk, 
due to potential exposure to personal monetary liability for business decisions that in hindsight are not successful. 

The nature of the role of officers often requires them to make difficult decisions on crucial matters, frequently in 
response to time-sensitive opportunities and challenges. These decisions can create substantial risk of investigations, 
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claims, actions, suits, or proceedings seeking to impose liability on the basis of hindsight. The Board believes that it is 
reasonable to limit our officers’ concern about personal risk and will empower them to better exercise their business 
judgment in furtherance of shareholder interests. The Board believes this will help limit litigation that names officers as 
defendants, when directors cannot be named because of their exculpatory protection, as a litigation strategy to compel 
settlement offers. It is important to note that, as set forth in the Proposed Amendment and in accordance with the DGCL, 
the exculpation that would be afforded to our officers is more limited than what may be afforded to our directors in that 
officers may not be exculpated from liability in any action brought in the right of the Company. 

The Board expects that exculpation clauses applicable to officers will continue to be widely used by public 
corporations, including our peers, and that failing to adopt the Proposed Amendment could negatively impact our ability 
to recruit (and retain) exceptional officer candidates who value the protection from potential exposure to liabilities, costs 
of defense and other risks of proceedings that would be afforded by protection similar to that afforded by the Proposed 
Amendment. Additionally, the Proposed Amendment will align the protections for our officers with those protections 
already afforded to our directors. All of this will in turn benefit our shareholders by reducing threatened litigation, 
attorneys’ fees and costs of litigation while enhancing the recruiting and retention of skilled officers. 

For the reasons stated above, the Board believes that it is in the interests of the Company and its shareholders that 
the Proposed Amendment be approved. 

The Proposed Amendment is not being proposed in response to any specific resignation, threat of resignation or 
refusal to serve by any officer or as a result of any pending litigation. 

Effect of the Proposed Amendment 

Approval of this Proposal No. 5 constitutes approval of the Proposed Amendment of Article NINTH as set forth 
above. This description of the Proposed Amendment is a summary and is qualified by the complete text of the Proposed 
Amendment. 

Any amendments to our Certificate of Incorporation that are approved by the stockholders will become effective 
upon filing of a certificate of amendment to our Certificate of Incorporation with the Delaware Secretary of State, which 
the Company anticipates filing promptly following the annual meeting. 

Vote Required and Recommendation of the Board of Directors 

The affirmative vote of the holders of a majority of the shares of our common stock issued and outstanding will 
be required to approve the amendment to the Certificate of Incorporation of the Company reflected in the Proposed 
Amendment. Abstentions and broker non-votes will have the same effect as a vote against this proposal. 

THE BOARD OF DIRECTORS UNANIMOUSLY RECOMMENDS THAT YOU VOTE “FOR” PROPOSAL 
NO. 5. 
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STOCK OWNERSHIP INFORMATION 

Security Ownership of Certain Beneficial Owners and Management 

The following table sets forth certain information known to us regarding the beneficial ownership of our common 
stock as of February 28, 2026 by: 

• each of our current directors; 
• each named executive officer as defined and named in this proxy statement, and included in the Summary 

Compensation Table; 
• all of our current directors and executive officers as a group; and 
• each person known by us to beneficially own more than five percent of our common stock (based on 

information supplied in Schedules 13D and 13G filed with the SEC). 

Except as indicated by footnote, and subject to applicable community property laws, each person identified in the 
table possesses sole voting and dispositive power with respect to all capital stock shown to be held by that person. The 
address of each named executive officer and director, unless indicated otherwise, is c/o Capricor Therapeutics, Inc., 10865 
Road to the Cure, Suite 150, San Diego, California 92121. 
 

     

      Shares of Common    Percentage of Common
  Stock Beneficially  Stock Beneficially 
Name of Beneficial Owner  Owned(1)  Owned(1) 
Named Executive Officers and Directors:     
Frank Litvack, M.D.(2)    1,281,961    2.2 
David B. Musket(3)    504,129   * 
George W. Dunbar Jr., M.B.A.(4)    385,105   * 
Karimah Es Sabar(5)    255,095   * 
Paul Auwaerter, M.D., M.B.A.(6)    148,351   * 
Philip Gotwals, Ph.D.(7)   137,341  * 
Michael Kelliher(8)   162,145  * 
Anthony Bergmann, M.B.A.(9)    574,134   * 
Linda Marbán, Ph.D.(10)    1,835,649    3.1 
Karen Krasney, J.D.(11)    481,902   * 
Directors and executive officers as a group (10 
individuals)    5,765,812    9.2 
5% Stockholders:    
Nippon Shinyaku Co., Ltd.(12)    7,090,351    11.9 
Suvretta Capital Management, LLC(13)   3,417,891    6.0 
Tang Capital Management, LLC(14)    3,399,900    5.9 
BlackRock, Inc.(15)   2,925,146   5.1 

 
*Represents less than 1%. 

(1) We have based percentage ownership of our common stock on 57,401,127 shares of our common stock outstanding 
as of February 28, 2026. Beneficial ownership is determined in accordance with Rule 13d-3 under the Exchange Act 
and includes any shares as to which the security holder has sole or shared voting power or dispositive power, and also 
any shares which the security holder has the right to acquire within sixty (60) days of February 28, 2026, whether 
through the exercise or conversion of any stock option, convertible security, warrant or other right. The indication 
herein that shares are beneficially owned is not an admission on the part of the security holder that he, she or it is a 
direct or indirect beneficial owner of those shares. 

(2) Includes (i) 129,839 shares held by Dr. Litvack; (ii) 46,278 shares held by the Litvack Curtis Family Trust; and 
(iii) 1,105,844 shares issuable upon the exercise of stock options held directly by Dr. Litvack that are exercisable or 
will become exercisable within sixty (60) days of February 28, 2026. The shares issuable upon the exercise of stock 
options issued to Dr. Litvack are subject to early exercise under the 2025 Plan, the 2021 Plan, the 2020 Plan, and the 
2012 Plan. As of February 28, 2026, Dr. Litvack has not indicated his intent to exercise early. If the option holder 
elects to take advantage of the early exercise feature and purchase shares prior to the vesting of such shares, the shares 
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will be deemed restricted stock and will be subject to a repurchase option in favor of the Company if the option 
holder’s service to the Company terminates prior to vesting. 

(3) Includes (i) 7,096 shares held by SEP FBO David B. Musket, Pershing LLC as Custodian; (ii) 81,692 shares held by 
David B. Musket; and (iii) 415,341 shares issuable upon the exercise of stock options held directly by David B. 
Musket, which are exercisable or will become exercisable within sixty (60) days of February 28, 2026. The shares 
issuable upon the exercise of stock options issued to Mr. Musket are subject to early exercise under the 2025 Plan, the 
2021 Plan, the 2020 Plan, and the 2012 Plan. As of February 28, 2026, Mr. Musket has not indicated his intent to 
exercise early. If the option holder elects to take advantage of the early exercise feature and purchase shares prior to 
the vesting of such shares, the shares will be deemed restricted stock and will be subject to a repurchase option in 
favor of the Company if the option holder’s service to the Company terminates prior to vesting. 

(4) Includes (i) 14,306 shares held by Mr. Dunbar; and (ii) 370,799 shares issuable upon the exercise of stock options that 
are exercisable or will become exercisable within sixty (60) days of February 28, 2026. The shares issuable upon the 
exercise of stock options issued to Mr. Dunbar are subject to early exercise under the 2025 Plan, the 2021 Plan, the 
2020 Plan, and the 2012 Plan. As of February 28, 2026, Mr. Dunbar has not indicated his intent to exercise early. If 
the option holder elects to take advantage of the early exercise feature and purchase shares prior to the vesting of such 
shares, the shares will be deemed restricted stock and will be subject to a repurchase option in favor of the Company 
if the option holder’s service to the Company terminates prior to vesting. 

(5) Includes 255,095 shares issuable upon the exercise of stock options which are exercisable or will become exercisable 
within sixty (60) days of February 28, 2026. The shares issuable upon the exercise of stock options issued to Ms. Es 
Sabar are subject to early exercise under the 2025 Plan and the 2021 Plan. As of February 28, 2026, Ms. Es Sabar has 
not indicated her intent to exercise early. If the option holder elects to take advantage of the early exercise feature and 
purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will be subject to a 
repurchase option in favor of the Company if the option holder’s service to the Company terminates prior to vesting. 

(6) Includes (i) 5,000 shares held by Dr. Auwaerter, and (ii) 143,351 shares issuable upon the exercise of stock options 
which are exercisable or will become exercisable within sixty (60) days of February 28, 2026. The shares issuable 
upon the exercise of stock options issued to Dr. Auwaerter are subject to early exercise under the 2025 Plan and the 
2021 Plan. As of February 28, 2026, Dr. Auwaerter has not indicated his intent to exercise early. If the option holder 
elects to take advantage of the early exercise feature and purchase shares prior to the vesting of such shares, the shares 
will be deemed restricted stock and will be subject to a repurchase option in favor of the Company if the option 
holder’s service to the Company terminates prior to vesting. 

(7) Includes 137,341 shares issuable upon the exercise of stock options which are exercisable or will become exercisable 
within sixty (60) days of February 28, 2026. The shares issuable upon the exercise of stock options issued to 
Dr. Gotwals are subject to early exercise under the 2025 Plan and the 2021 Plan. As of February 28, 2026, Dr. Gotwals 
has not indicated his intent to exercise early. If the option holder elects to take advantage of the early exercise feature 
and purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will be subject 
to a repurchase option in favor of the Company if the option holder’s service to the Company terminates prior to 
vesting. 

(8) Includes 162,145 shares issuable upon the exercise of stock options which are exercisable or will become exercisable 
within sixty (60) days of February 28, 2026. The shares issuable upon the exercise of stock options issued to 
Mr. Kelliher are subject to early exercise under the 2025 Plan and the 2021 Plan. As of February 28, 2026, Mr. Kelliher 
has not indicated his intent to exercise early. If the option holder elects to take advantage of the early exercise feature 
and purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will be subject 
to a repurchase option in favor of the Company if the option holder’s service to the Company terminates prior to 
vesting. 

(9) Includes (i) 8,223 shares held by Mr. Bergmann and (ii) 565,911 shares issuable upon the exercise of stock options 
held directly by Mr. Bergmann that are exercisable or will become exercisable within sixty (60) days of February 28, 
2026. The shares issuable upon the exercise of stock options issued to Mr. Bergmann are subject to early exercise 
under the 2025 Plan, the 2021 Plan, the 2020 Plan, and the 2012 Plan. As of February 28, 2026, Mr. Bergmann has 
not indicated his intent to exercise early. If the option holder elects to take advantage of the early exercise feature and 
purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will be subject to a 
repurchase option in favor of the Company if the option holder’s service to the Company terminates prior to vesting. 

(10) Includes (i) 211,104 shares held by Dr. Linda Marbán; (ii) 920 shares held by Linda and Eduardo Marbán as joint 
tenants with rights of survivorship; and (iii) 1,623,625 shares issuable upon the exercise of stock options held directly 
by Dr. Linda Marbán which are exercisable or will become exercisable within sixty (60) days of February 28, 2026. 
Certain shares issuable upon the exercise of stock options issued to Dr. Linda Marbán are subject to early exercise 
under the 2025 Plan, the 2021 Plan, the 2020 Plan, and the 2012 Plan. As of February 28, 2026, Dr. Linda Marbán 
has not indicated her intent to exercise early. If the option holder elects to take advantage of the early exercise feature 
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and purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will be subject 
to a repurchase option in favor of the Company if the option holder’s service to the Company terminates prior to 
vesting. 

(11) Includes (i) 30,547 shares held by Ms. Krasney and (ii) 451,355 shares issuable upon the exercise of stock options 
held directly by Ms. Krasney that are exercisable or will become exercisable within sixty (60) days of February 28, 
2026. The shares issuable upon the exercise of stock options issued to Ms. Krasney are subject to early exercise under 
the 2025 Plan, the 2021 Plan, the 2020 Plan, and the 2012 Plan. As of February 28, 2026, Ms. Krasney has not 
indicated her intent to exercise early. If the option holder elects to take advantage of the early exercise feature and 
purchase shares prior to the vesting of such shares, the shares will be deemed restricted stock and will be subject to a 
repurchase option in favor of the Company if the option holder’s service to the Company terminates prior to vesting. 

(12) Includes (i) 4,944,429 shares held by Nippon Shinyaku Co., Ltd.; and (ii) 2,145,922 shares issuable upon the exercise 
of warrants held directly by Nippon Shinyaku Co., Ltd. which are exercisable or will become exercisable within sixty 
(60) days of February 28, 2026. Nippon Shinyaku Co., Ltd reports that it holds sole voting power and sole dispositive 
power with respect to all shares held by it. The address for Nippon Shinyaku Co., Ltd. is 14, Nishinosho-Monguchi-
cho, Kisshoin, Minami-ku, Kyoto 601-8550, Japan. Based solely on information set forth in a Schedule 13G/A filed 
with the SEC on September 24, 2024. 

(13) Includes 3,417,891 shares held by Suvretta Capital Management, LLC and affiliated entities. Suvretta Capital 
Management, LLC reports that it holds shared voting power and shared dispositive power with respect to all shares 
held by it. The address for Suvretta Capital Management, LLC is 540 Madison Avenue, 7th Floor, New York, New 
York 10022. Based solely on information set forth in a Schedule 13G/A filed with the SEC on February 26, 2026. 

(14) Includes 3,399,900 shares held by Tang Capital Management, LLC and affiliated entities. Tang Capital Management, 
LLC reports that it holds shared voting power and shared dispositive power with respect to all shares held by it. The 
address for Tang Capital Management, LLC is 4747 Executive Drive, Suite 210, San Diego, California 92121. Based 
solely on information set forth in a Schedule 13G/A filed with the SEC on January 26, 2026. 

(15) Includes 2,925,146 shares held by BlackRock, Inc. BlackRock, Inc. reports that it holds sole voting power and sole 
dispositive power with respect to all shares held by it. The address for BlackRock is 50 Hudson Yards, New York, 
New York 10001. Based solely on information set forth in a Schedule 13G/A filed with the SEC on February 5, 2025. 

 
Delinquent Section 16(a) Reports 

Section 16(a) of the Exchange Act, requires the Company’s directors and officers and persons who own more 
than 10% of a registered class of the Company’s equity securities to file reports of ownership and reports of changes in 
the ownership with the SEC. Such persons are required by SEC regulations to furnish the Company with copies of all 
Section 16(a) forms they file. Based solely on its review of the copies of the forms submitted to it during the last fiscal 
year, the Company believes that, during the last fiscal year, all such reports were timely filed, except as follows: 

The Company inadvertently failed to timely file a Form 4 to report the purchase of 2,500 shares of Capricor 
Therapeutics, Inc. common stock on December 31, 2025 pursuant to the exercise of a previously granted stock options for 
Ms. Karen Krasney, our Executive Vice President and General Counsel. The transaction was ultimately reported on Form 
4 filed on March 27, 2026.  
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OTHER INFORMATION 

Householding of Proxy Materials 

The SEC has adopted rules that permit companies and intermediaries (e.g., brokers) to satisfy the delivery 
requirements for Notices and other Annual Meeting materials with respect to two or more stockholders sharing the same 
address by delivering a single Notice, Proxy Statement, Annual Report and other Annual Meeting materials addressed to 
those stockholders. This process, which is commonly referred to as “householding,” potentially means extra convenience 
for stockholders and cost savings for companies. 

This year, a number of brokers with account holders who are our stockholders will be “householding” our proxy 
materials. A single Notice, Proxy Statement and Annual Report will be delivered to multiple stockholders sharing an 
address unless contrary instructions have been received from the affected stockholders. Once you have received notice 
from your broker that they will be “householding” communications to your address, “householding” will continue until 
you are notified otherwise or until you revoke your consent. If, at any time, you no longer wish to participate in 
“householding” and would prefer to receive a separate Notice, Proxy Statement and Annual Report, please notify your 
broker or us. Direct your written request to the Company’s Corporate Secretary at 10865 Road to the Cure, Suite 150, San 
Diego, California 92121 or contact the Company’s Corporate Secretary at (858) 727-1755. Stockholders who currently 
receive multiple copies of the Notices, Proxy Statements, Annual Reports and other Annual Meeting materials at their 
addresses and would like to request “householding” of their communications should contact their broker or our Corporate 
Secretary in the same manner described above. In addition, we will promptly deliver, upon written or oral request to the 
address or telephone number above, a separate copy of the Notice, Proxy Statement, Annual Report and other Annual 
Meeting materials to a stockholder at a shared address to which a single copy of the documents was delivered. 

Where You Can Find More Information 

We file annual, quarterly and current reports, proxy statements and other information with the SEC. You may 
read and copy any reports, statements or other information that we have filed with the SEC at the SEC’s public reference 
room at the following location: 

Public Reference Room 
100 F Street, N.E. 

Washington, DC 20549 

Please call the SEC at 1-800-SEC-0330 for further information on the public reference room. These SEC filings 
are also available to the public from commercial document retrieval services and at the Internet World Wide Web site 
maintained by the SEC at “http://www.sec.gov.” Copies of our SEC filings are also available through our website 
(www.capricor.com) as soon as reasonably practicable after we electronically file the material with, or furnish it to, the 
SEC. The information contained on, or that can be accessed through, our website is not incorporated by reference and is 
not a part of this proxy statement. 

The Board knows of no other matters that will be presented for consideration at the Annual Meeting. If any other 
matters are properly brought before the Annual Meeting, it is the intention of the persons named in the accompanying 
proxy to vote on such matters in accordance with their best judgment. 
  

  By Order of the Board of Directors 
    
 CAPRICOR THERAPEUTICS, INC.  
  
  /s/ Linda Marbán, Ph.D. 
  Linda Marbán, Ph.D. 
  Chief Executive Officer and a Director 
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References to “the Company,” “Capricor Therapeutics,” “we,” “us” or “our” in this Annual Report on Form 10-K 
refer to Capricor Therapeutics, Inc., a Delaware corporation, and its subsidiaries, unless the context indicates otherwise. 
References to “Capricor” in this Annual Report on Form 10-K refer to our wholly owned subsidiary, Capricor, Inc., unless 
the context indicates otherwise. 

FORWARD-LOOKING STATEMENTS 

This Annual Report on Form 10-K contains “forward-looking statements” within the meaning of Section 27A of 
the Securities Act of 1933, or the Securities Act, and Section 21E of the Securities Exchange Act of 1934, or the Exchange 
Act. The forward-looking statements are only predictions and provide our current expectations or forecasts of future events 
and financial performance and may be identified by the use of forward-looking terminology, including the terms 
“believes,” “estimates,” “anticipates,” “expects,” “plans,” “potential,” “projects,” “intends,” “may,” “will” or 
“should” or, in each case, their negative, or other variations or comparable terminology, though the absence of these 
words does not necessarily mean that a statement is not forward-looking. Forward-looking statements include all matters 
that are not historical facts and include, without limitation, statements about the development of our product candidates, 
including when we expect to undertake, initiate and complete clinical trials of our product candidates; expectation of or 
dates for commencement of clinical trials; timing of study or trial results; manufacturing capabilities, investigational new 
drug filings, similar plans or projections; the regulatory approval of our drug candidates and dates for regulatory 
meetings; our ability to achieve product milestones and to receive milestone payments from commercial partners; our use 
of clinical research centers, third-party manufacturers and other contractors; our ability to find collaborative partners 
for research, development and commercialization of potential products; our ability to enter into definitive agreements with 
third parties for the distribution of our product candidates; our or a designated third-party’s ability to manufacture 
products for clinical and commercial use; our ability to protect our patents and other intellectual property; our ability to 
market any of our products; our projected operating losses and ability to operate as a going concern; the impact of taxes 
on our business, including our ability to utilize net operating losses; our ability to compete against other companies and 
research institutions; the potential impact of reductions in force of governmental authorities who regulate our industry 
and of government agencies who may provide funding for, and may sponsor clinical trials using, our product and vaccine 
candidates; the effect of potential strategic transactions on our business; acceptance of our products by doctors, patients 
or payors and the potential level and availability of reimbursement for our product candidates; our ability to attract and 
retain key personnel; the volatility of our stock price; our ability to continue as a going concern; and other risks and 
uncertainties detailed in the section of this Annual Report on Form 10-K entitled “Risk Factors”. These statements are 
subject to risks and uncertainties that could cause actual results and events to differ materially from those expressed or 
implied by such forward-looking statements. We caution the reader not to place undue reliance on these forward-looking 
statements, which reflect management’s analysis only as of the date of this Annual Report on Form 10-K. 

We intend that all forward-looking statements be subject to the safe-harbor provisions of the Private Securities 
Litigation Reform Act of 1995. Forward-looking statements are subject to many risks and uncertainties that could cause 
our actual results to differ materially from any future results expressed or implied by the forward-looking statements. 
Pharmaceutical and biotechnology companies have suffered significant setbacks in advanced clinical trials, even after 
obtaining promising earlier trial results and preclinical studies. Data obtained from such clinical trials are susceptible to 
varying interpretations, which could delay, limit or prevent regulatory approval. Readers are expressly advised to review 
and consider certain risk factors, which include risks associated with (1) our ability to successfully conduct clinical trials 
and preclinical studies for our product candidates, (2) our ability to obtain required regulatory approvals to develop, 
manufacture and market our product candidates, either on an accelerated basis or at all, (3) our ability to market and sell 
products, including the ability of our products (if approved) to be eligible for government and other reimbursement 
programs, and the levels of reimbursement, (4) our ability to raise additional capital or to license our products or enter 
into other collaborations on favorable terms, (5) our ability to execute our product development and commercialization 
plans on time and on budget, (6) our ability to identify and obtain additional product candidates, (7) our ability to raise 
enough capital to fund our operations, (8) our ability to protect our intellectual property rights, and (9) our compliance 
with legal and regulatory requirements as a public company. Although we believe that the assumptions underlying the 
forward-looking statements contained in this Annual Report on Form 10-K are reasonable, any of the assumptions could 
be inaccurate, and therefore there can be no assurance that such statements will be accurate. In light of the significant 
uncertainties inherent in the forward-looking statements included herein, the inclusion of such information should not be 
regarded as a representation by us or any other person that the results or conditions described in such statements or our 
objectives and plans will be achieved. Furthermore, past performance in operations and share price is not necessarily 
indicative of future performance. Except to the extent required by applicable laws or rules, we do not undertake to update 
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any forward-looking statements or to announce publicly revisions to any of our forward-looking statements, whether 
resulting from new information, future events or otherwise. 

The following discussion should be read together with our consolidated financial statements and related 
consolidated notes contained in this Annual Report on Form 10-K. Results for the year ended December 31, 2025 are not 
necessarily indicative of results that may be attained in the future. 
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PART I 

ITEM 1. BUSINESS 

Overview 

Capricor Therapeutics, Inc. is a biotechnology company focused on the development and potential 
commercialization of cell and exosome-based therapeutics for the treatment of Duchenne muscular dystrophy (“DMD”), 
a rare genetic disorder characterized by progressive muscle degeneration and premature death, as well as other diseases 
with significant unmet medical need. Since our inception, we have devoted substantial resources to the development of 
our lead product candidate, Deramiocel, a cell therapy designed to address the cardiac and skeletal muscle complications 
associated with DMD, as well as to advancing our exosome-based platform, developing manufacturing capabilities and 
supporting our research and development activities. Our Biologics License Application (“BLA”) for Deramiocel for the 
treatment of DMD is currently under review by the U.S. Food and Drug Administration (“FDA”), with a Prescription Drug 
User Fee Act (“PDUFA”) target action date of August 22, 2026, for potential approval in the United States. We currently 
have no products approved for commercial sale. Our ability to generate product revenue and achieve profitability will 
depend on the successful development, regulatory approval and commercialization of Deramiocel and any other product 
candidates we may develop. If approved, we intend to commercialize Deramiocel in the United States and may seek 
commercialization through strategic partners in other select international markets. 

Our development efforts for Deramiocel for the treatment of DMD have progressed through multiple clinical 
studies, and we continue activities to support regulatory review and potential approval in the United States, as well as 
commercialization preparation, if approved. 

Technology and Platforms 

Cell Therapy (Deramiocel)  

Our core program is focused on the development and commercialization of Deramiocel, a cell therapy product 
candidate comprised of cardiosphere-derived cells (“CDCs”), a population of cardiac-derived stromal cells isolated from 
qualified donated human hearts, for the treatment of Duchenne muscular dystrophy. Deramiocel is designed to slow disease 
progression through the immunomodulatory, anti-inflammatory, pro-angiogenic and anti-fibrotic activities of CDCs. 
These effects are mediated in part by exosomes secreted by CDCs that contain bioactive molecules, including microRNAs 
and other signaling factors, which may influence gene expression and cellular pathways involved in  inflammation, 
fibrosis, and tissue repair.  

 
This mechanism of action is distinct from mutation-targeted approaches such as exon-skipping oligonucleotides 

and gene therapies, which aim to restore dystrophin expression in muscle cells. DMD is caused by mutations in the 
dystrophin gene that impair production of functional dystrophin, a structural protein important for maintaining muscle 
integrity. The absence of functional dystrophin leads to progressive skeletal and cardiac muscle damage, muscle cell death 
and replacement of muscle tissue with fibrosis. Cardiac involvement is a major component of disease progression in DMD. 
In patients with DMD, heart muscle cells progressively deteriorate and are replaced with scar tissue, leading to 
cardiomyopathy and ultimately heart failure, which is a leading cause of mortality in individuals with DMD. While several 
therapies have been developed to address certain genetic mutations associated with DMD, significant unmet medical need 
remains, particularly in patients with established skeletal and cardiac muscle disease. 

 
Our clinical development program for Deramiocel has focused primarily on adolescents and young adults with 

DMD, including many patients who are non-ambulatory and experiencing progressive cardiac and skeletal muscle decline. 
We believe therapies that address inflammatory and fibrotic processes contributing to muscle degeneration may provide 
potential benefit across a broad population of individuals with DMD. 
 
Exosomes Platform Technology (StealthXTM) 
 

Extracellular vesicles (“EVs”), including exosomes and microvesicles, are nano-scale membrane-enclosed 
vesicles secreted by many cell types that contain characteristic lipids, proteins and nucleic acids, including messenger 
RNA (“mRNA”) and microRNAs. These vesicles facilitate intercellular communication through the binding and activation 
of membrane receptors or through the delivery of molecular cargo into target cells. Through these mechanisms, EVs may 
influence a variety of biological processes, including cell survival, proliferation, inflammation and tissue repair. 
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Exosomes in particular have attracted increasing interest as potential therapeutic and diagnostic platforms. Their 
small size, generally low immunogenicity, and ability to deliver biologically active molecules to recipient cells may allow 
them to modulate complex biological pathways. Because exosomes are cell-free vesicles, they may be stored, handled, 
and administered using approaches similar to those used for certain established biologic therapies. 

 
Our exosome platform is supported by internal research and external collaborations. Our collaborations and 

research around exosomes include the National Institutes of Health (“NIH”), the National Institute of Allergy and 
Infectious Diseases (“NIAID”), Johns Hopkins University (“JHU”), the Department of Defense (“DoD”), the U.S. Army 
Institute of Surgical Research (“USAISR”), and Cedars-Sinai Medical Center (“CSMC”). Our platform leverages advances 
in RNA biology, protein engineering and targeted delivery technologies to support the development of exosome-based 
therapeutics and vaccines. We are currently exploring exosome-based approaches for infectious diseases, monogenic 
diseases and other potential indications. 

 
Our current strategy is focused on advancing these programs through collaborations and partnerships that may 

provide additional development resources and capital to support potential clinical development. 
 

Objectives and Business Strategy 
 
We believe that our cell therapy and exosome-based platforms have the potential to enable the development of 

novel therapeutics for a broad range of diseases. We intend to leverage our technology platforms, collaborations and 
internal capabilities to develop therapeutics for diseases with significant unmet medical need. Our current strategic 
priorities include the following: 

 
• advancing Deramiocel through the regulatory process and preparing for potential commercialization in the United 

States and other key markets; 
• continuing the development of our Deramiocel program for the treatment of DMD and preparing for potential 

commercialization, including expanding manufacturing capabilities to support commercial supply, further 
developing our commercial infrastructure, and securing additional partners in select international markets, subject 
to the rights of Nippon Shinyaku as our exclusive distributor for DMD in the United States and Japan; 

• evaluating potential additional therapeutic indications for Deramiocel beyond DMD; 
• advancing our exosome platform for therapeutic development through internal research, strategic collaborations 

and partnerships; and 
• selectively pursuing strategic collaborations and partnerships to accelerate development and commercialization 

timelines and potentially expand our pipeline within our core areas of focus. 
 
Our History 

 
Capricor, Inc., a wholly-owned subsidiary of Capricor Therapeutics, Inc., was founded in 2005 as a Delaware 

corporation to develop therapeutic applications based on the discovery of cardiosphere-derived cells by its founder, 
Eduardo Marbán, M.D., Ph.D. The CDC technology was first identified in the academic laboratory of Dr. Marbán while 
he served as Chief of Cardiology at Johns Hopkins University. Since the initial scientific publication describing CDCs in 
2007, research related to CDCs has been reported in more than 250 scientific publications, and CDC-based therapies have 
been administered to more than 250 subjects across multiple clinical studies. 

 
Subsequent research suggested that many of the therapeutic effects of CDCs are mediated through the secretion 

of extracellular vesicles, including exosomes, which led us to begin exploring the potential therapeutic applications of 
exosome-based technologies. 

 
To support our research and clinical development activities, we have assembled a scientific advisory board 

consisting of experts in cardiology, neurology and Duchenne muscular dystrophy. Members of our advisory board include 
clinicians and researchers with expertise in both the cardiac and skeletal muscle manifestations of DMD, including 
physicians affiliated with leading DMD clinical centers in the United States. 

 
Capricor became a public company following the completion of a merger between Capricor and a subsidiary of 

Nile Therapeutics, Inc., a Delaware corporation (“Nile”), in 2013. Upon completion of the merger, Capricor became a 
wholly-owned subsidiary of Nile and Nile changed its name to Capricor Therapeutics, Inc. Capricor Therapeutics was 
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subsequently listed on the Nasdaq Capital Market and currently trades under the symbol “CAPR” on the Nasdaq Global 
Select Market. 

 
Since our inception, we have received approximately $600 million in funding through a combination of equity 

financings, strategic collaborations, grants and government-supported programs. These sources include our collaboration 
with Nippon Shinyaku Co., Ltd. (“Nippon Shinyaku”), as well as funding from organizations such as the National Institutes 
of Health and the California Institute for Regenerative Medicine (“CIRM”). 

 
Core Therapeutic Areas 

 
Duchenne muscular dystrophy: DMD is a rare, monogenic, X-linked muscle disease characterized by progressive 

degeneration of skeletal and cardiac muscle, with mortality typically occurring in the third decade of life. There is currently 
no cure for DMD, and available therapies remain limited in their ability to slow overall disease progression. It is estimated 
that DMD occurs in approximately one in every 3,500 to 5,000 live male births and that the patient population is 
approximately 15,000 individuals in the United States and approximately 200,000 worldwide. 

 
DMD is caused by mutations in the dystrophin gene that impair the production of functional dystrophin, a 

structural protein that helps maintain muscle cell integrity. The absence or reduction of dystrophin leads to repeated cycles 
of muscle damage, inflammation and fibrosis, ultimately resulting in progressive muscle degeneration and replacement of 
muscle tissue with fibrotic and fatty tissue. Disease severity and progression may vary among patients, but the condition 
typically follows a predictable clinical course that includes: 

 
• early muscle damage and inflammation beginning in early childhood; 
• progressive muscle weakness and loss of muscle function during childhood; 
• decline in ambulation and respiratory function typically beginning around school age; 
• loss of independent ambulation during the pre-teen or early teenage years; 
• progressive loss of upper extremity function during adolescence; and 
• progressive respiratory and cardiac complications, including cardiomyopathy that may lead to heart failure. 

 
Glucocorticoids remain a commonly used component of the standard of care and have been shown to temporarily 

improve muscle strength and prolong the period of ambulation. However, long-term glucocorticoid therapy is associated 
with well-recognized adverse effects, including weight gain, growth suppression, reduced bone density (osteoporosis) and 
metabolic complications. 

 
DMD is associated with substantial medical and economic burden. The cost of care typically increases as the 

disease progresses and may include hospitalizations, medications, frequent physician visits, assistive devices and 
supportive respiratory or cardiac care. Additional indirect costs may arise from caregiver burden, reduced productivity and 
other quality-of-life impacts associated with progressive neuromuscular disease. Cardiac disease, particularly 
cardiomyopathy associated with Duchenne muscular dystrophy, has emerged as a leading cause of mortality in individuals 
with DMD, highlighting the need for therapeutic approaches that address both skeletal muscle degeneration and cardiac 
dysfunction associated with the disease. 

 
Becker Muscular Dystrophy: Becker muscular dystrophy (“BMD”) is a related dystrophinopathy caused by 

mutations in the dystrophin gene, the same gene implicated in Duchenne muscular dystrophy. BMD typically presents 
later in life and generally follows a slower disease progression than DMD. It is estimated to affect approximately 5,000 
individuals in the United States. Despite its comparatively milder course, many individuals with BMD develop progressive 
cardiac complications, including cardiomyopathy, which can significantly impact morbidity and mortality. 

 
Given the role of cardiac dysfunction in BMD, we are exploring the potential use of Deramiocel in this indication. 
 
SARS-CoV-2: SARS-CoV-2 is the novel coronavirus responsible for coronavirus disease 2019 (“COVID-19”). 

Coronaviruses are a family of viruses that can cause respiratory illness in humans, ranging from mild infections such as 
the common cold to more severe diseases including severe acute respiratory syndrome (“SARS”) and Middle East 
respiratory syndrome (“MERS”). Although the acute phase of the COVID-19 pandemic has subsided in many regions, 
SARS-CoV-2 continues to circulate globally and remains a public health concern, particularly for vulnerable populations. 
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We are developing an exosome-based vaccine candidate targeting SARS-CoV-2 using our exosome platform 
technology. This program is currently being evaluated in a Phase 1 clinical study conducted in collaboration with the 
National Institutes of Health. Our strategy for this program is to pursue strategic partnerships that may provide additional 
resources and capital to support further clinical development. 
 
Our Pipeline – Key Programs 

 
Deramiocel: Duchenne Muscular Dystrophy Program: Deramiocel is Capricor’s lead product candidate and 

is being developed for the treatment of DMD, a rare, progressive genetic disease characterized by degeneration of skeletal 
and cardiac muscle. Deramiocel is designed to slow disease progression in DMD through the immunomodulatory, 
anti-inflammatory, pro-angiogenic and anti-fibrotic actions of CDCs. Through these mechanisms, Deramiocel is designed 
to slow disease progression and preserve both skeletal and cardiac muscle function in patients with DMD. 

We have conducted a comprehensive clinical development program evaluating Deramiocel in patients with DMD, 
including randomized controlled trials and long-term follow-up studies designed to assess safety and efficacy across 
multiple measures of disease progression. These studies include the Phase 3 HOPE-3 trial, the Phase 2 HOPE-2 trial and 
its ongoing open-label extension, and the earlier Phase I/II HOPE-Duchenne clinical trial. 

Biologics License Application: In late 2024, we completed our submission of a BLA to the FDA seeking approval 
of Deramiocel for the treatment of Duchenne muscular dystrophy. The FDA accepted the BLA for review, granted Priority 
Review, and assigned a PDUFA target action date of August 31, 2025. In July 2025, we received a Complete Response 
Letter (“CRL”) from the FDA stating that the application did not meet the statutory requirement for substantial evidence 
of effectiveness and requesting additional clinical data.  

Following a Type A meeting with the FDA in August 2025, we aligned with the Agency on a regulatory path 
forward to address the CRL, including the submission of additional clinical data from the Phase 3 HOPE-3 trial. We 
subsequently submitted our response to the CRL, which the FDA accepted as a complete response and classified as a Class 
2 resubmission, assigning a new Prescription Drug User Fee Act target action date of August 22, 2026. If approved, 
Deramiocel has the potential to become the first therapy designed to address both skeletal and cardiac muscle 
manifestations of Duchenne muscular dystrophy. 

In parallel with our U.S. regulatory activities, we have initiated regulatory engagement in Europe and Japan and 
are working with the relevant health authorities to determine the most appropriate regulatory pathway for Deramiocel in 
those regions. 

The clinical trials supporting the development of Deramiocel are summarized below. 

Phase 3 (HOPE-3) Clinical Trial: HOPE-3 is a Phase 3, multi-center, randomized, double-blind, placebo-controlled 
clinical trial consisting of two cohorts evaluating the safety and efficacy of Deramiocel in participants with DMD and 
impaired skeletal muscle function who are on a stable regimen of systemic glucocorticoids. Non-ambulatory and 
ambulatory boys and young men who meet eligibility criteria were randomly assigned to receive either intravenous 
Deramiocel at 150 million cells per infusion or placebo every three months for a 12-month period. The study randomized 
106 participants across 20 U.S. clinical sites and the average age of participants was approximately 15 years. Baseline 
demographics were well balanced between treatment arms, approximately 90 percent were receiving cardiac medications 
at baseline, and approximately 75% had a clinical diagnosis of cardiomyopathy.   

The primary outcome measure of the HOPE-3 study was the Performance of the Upper Limb (“PUL”) v2.0, a 
validated tool specifically designed for assessing high (shoulder), mid (elbow) and distal (wrist and hand) functions, with 
a conceptual framework reflecting weakness progression in upper limb function. In HOPE-3 we also measured various 
secondary endpoints including cardiac function assessments.  

In December, 2025, we announced positive topline results from this study showing that the primary endpoint of 
PUL v2.0 and the key secondary cardiac endpoint of left ventricular ejection fraction (“LVEF”) achieved statistical 
significance (p=0.03 and p=0.04, respectively). Additionally, the study showed statistical significance in all type 1 error 
controlled secondary endpoints. Furthermore, Deramiocel maintained a safety and tolerability profile consistent with prior 
clinical experience. 
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Topline Efficacy Results 
     

Endpoint    
% Slowing of Progression3 
(Deramiocel vs. Placebo)    p-value 

Performance of Upper Limb (PUL v2.0) Total Score¹ 
(Primary endpoint, n=106)  54%  p=0.029 

Left Ventricular Ejection Fraction (LVEF %)²
(Key secondary endpoint, n=83)   91%  p=0.041 

 
¹n reflects the number of patients in the ITT population with evaluable PUL v2.0 assessments. 
²n reflects the number of patients in the ITT population with centrally reviewed and evaluable cardiac MRI LVEF 
assessments at baseline and at 12 months. 
3 Percent slowing is calculated as the treatment difference divided by the placebo change from baseline. 
 

 
 

 
 

In March 2026, additional analyses and new functional outcomes data from the HOPE-3 trial were presented in 
a late-breaking oral presentation at the 2026 Muscular Dystrophy Association Clinical & Scientific Conference. Cardiac 
MRI analyses demonstrated a statistically significant reduction in myocardial fibrosis as measured by late gadolinium 
enhancement (“LGE”), corresponding to a three-segment treatment difference compared to placebo at 12 months 
(p=0.022). In patients with baseline cardiomyopathy, treatment resulted in a 3.3 percentage-point improvement in left 
ventricular ejection fraction compared to placebo (p=0.017). A Global Statistical Test (“GST”), a composite including 
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PUL v2.0, LVEF and Patient Global Impression of Severity (“PGI-S”), demonstrated a statistically significant overall 
treatment effect favoring Deramiocel (p=0.017). Additional functional outcomes were also reported including data from 
the Duchenne Video Assessment (“DVA”) showed the “eat 10 bites” task demonstrated approximately 83% slowing of 
disease progression compared to placebo (p=0.018).  

Phase 2 (HOPE-2) Clinical Trial: HOPE-2 was a randomized, double-blind, placebo-controlled clinical trial 
conducted at multiple sites in the United States and was completed in 2021. The clinical trial was designed to evaluate the 
safety and efficacy of repeated, intravenous doses of Deramiocel, in boys and young men with evidence of skeletal muscle 
impairment regardless of ambulatory status. Approximately 90% of the patients in the study were non-ambulant and all 
patients were on a stable regimen of steroids. Demographic and baseline characteristics were similar between the two 
treatment groups. The final one-year results from HOPE-2 were published in The Lancet in March 2022, showing that the 
trial met its primary efficacy endpoint of the mid-level dimension of the PUL v1.2 (p=0.01) and additional positive 
endpoints of full PUL v2.0 (p=0.04). Left ventricular ejection fraction, a global measure of cardiac pump function, 
decreased in the placebo group over time, but stabilized in the Deramiocel group, showing a 107% slowing of the 
progression of cardiac disease (p=0.002). Additionally, the data suggested statistically significant benefits in cardiac 
function as measured by indexed volumes (LVESVi, LVEDVi). These are surrogate measures of cardiac function and are 
considered significant in relevance to long-term outcomes. Furthermore, the data showed a reduction in the 
biomarker CK-MB, an enzyme that is only released when there is cardiac muscle cell damage. In normal human subjects, 
there is typically no CK-MB measurable in the blood. It is well accepted that continuous muscle cell damage in DMD 
leads to pathologically high enzyme levels associated with cardiac muscle cell loss. To our knowledge, this is the first 
clinical study in DMD that correlates cardiac functional stabilization with a reduction of a biomarker of cell damage. With 
the exception of steroids, preservation of function in DMD is uncommon. The results of the placebo patients were 
consistent with natural history, but in the treated group, most patients were stable or improved on these endpoints 
throughout the one-year treatment period. Deramiocel was generally safe and well tolerated throughout the study. With 
the exception of hypersensitivity reactions early in the clinical trial, which were mitigated with a common pre-medication 
regimen, there were no serious safety signals identified by the HOPE-2 Data Safety and Monitoring Board (“DSMB”). 

Phase 2 (HOPE-2-Open Label Extension) (“OLE”) Clinical Trial: We are currently conducting an OLE clinical 
trial available to all patients who participated in the HOPE-2 study which includes those patients who received placebo. 
Initially, 13 patients elected to continue treatment. Data from the study suggests disease modification with statistically 
significant differences in the PUL v2.0 scale in the Deramiocel original treatment group when compared to the original 
placebo group from HOPE-2. The HOPE-2-OLE study previously met its primary efficacy endpoint at the one-year 
timepoint on the PUL v2.0 scale. The study remains ongoing and the four-year data continue to show sustained functional 
improvements in multiple measures of skeletal and cardiac function. Deramiocel treatment during the OLE portion of the 
study continues to yield a consistent safety profile and has been well-tolerated throughout the study.  

Phase I/II (HOPE-Duchenne) Clinical Trial: HOPE-Duchenne was a randomized, controlled, multi-center Phase 
I/II clinical trial which was designed to evaluate the safety and exploratory efficacy of Deramiocel in patients with 
cardiomyopathy associated with DMD. Twenty-five patients were randomized in a 1:1 ratio to receive either Deramiocel 
on top of usual care or usual care only. In patients receiving Deramiocel, 25 million cells were infused into each of their 
three main coronary arteries for a total dose of 75 million cells. It was a one-time treatment, and the last patient was infused 
in September 2016. Patients were observed over the course of 12 months. Efficacy was evaluated according to several 
exploratory outcome measures. This study was funded in part through a grant award from CIRM. In 2019, this study was 
published in Neurology, the medical journal of the American Academy of Neurology. As shoulder function had already 
been lost in most of the HOPE-Duchenne participants, investigators used the combined mid-distal PUL subscales to assess 
changes in skeletal muscle function and found significant improvement in those treated with Deramiocel in a defined post-hoc 
analysis. Additionally, we reported improvements in systolic thickening of the left ventricular wall as well as reduction in 
scarring of the heart muscle among those treated with Deramiocel relative to the control group. Deramiocel was generally 
safe and well-tolerated in the HOPE-Duchenne trial. There was no significant difference in the incidences of treatment-emergent 
adverse events in either group. There were no early study discontinuations due to adverse events. 

StealthX™ Exosome Platform: Our StealthX™ exosome platform program consists of engineered exosomes for 
vaccine and therapeutic development.  

Exosome Platform: Engineered Exosome-Based Vaccines: The StealthX™ vaccine is a proprietary vaccine 
developed internally by Capricor utilizing exosomes that were engineered to express either spike or nucleocapsid proteins 
on the surface. Preclinical results from murine and rabbit models published in the peer-reviewed journal, Microbiology 
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Spectrum, showed the StealthX™ vaccine resulted in robust antibody production, potent neutralizing antibodies, a strong 
T-cell response and a favorable safety profile. These effects were obtained with administration of only nanogram amounts 
of protein and without adjuvant or synthetic lipid nanoparticles. Exosomes offer a new antigen delivery system that could 
potentially be utilized to rapidly generate multivalent protein-based vaccines. In 2024, we were selected to be part of 
Project NextGen, an initiative by the U.S. Department of Health and Human Services to advance a pipeline of new, 
innovative vaccines providing broader and more durable protection for COVID-19. As part of Project NextGen, the 
National Institute of Allergy and Infectious Diseases, part of the National Institutes of Health, is conducting a Phase 1 
clinical study with our StealthX™ vaccine which is currently ongoing. Preliminary data indicate the StealthX™ vaccine 
has been generally well tolerated and demonstrated a favorable safety profile across all dose levels tested. Early analyses 
showed limited neutralizing antibody responses at the evaluated dose levels, which may reflect prior vaccination or 
infection among trial participants. Final results from the trial, including cellular immune response data, are expected in the 
second quarter of 2026, subject to completion of the study by NIAID. If NIAID finds that our StealthX™ vaccine meets 
its criteria for safety and efficacy, they may consider our program for a funded Phase 2 study, for which we are actively 
preparing should that trial be initiated. 

Exosome Platform: Engineered Exosome-Based Therapeutics: We are focused on developing a precision-
engineered exosome platform technology that has the potential to deliver defined sets of effector molecules that exert their 
effects through defined mechanisms of action. At this time, we are exploring the use of our proprietary StealthX™ exosome 
platform for a broad range of therapeutic applications including targeted RNA, protein and small molecule therapeutics to 
treat or prevent a variety of diseases. 

These programs represent our core technology and products.  
 
The following table summarizes our active product development programs: 

 
       

Product Candidate    Indication    Development Stage    Distributor/Collaborator 
Deramiocel 

(allogeneic CDCs) 
  Duchenne muscular 

dystrophy* 
  BLA under U.S. FDA review 

(PDUFA target action date 
August 22, 2026) 

 Nippon Shinyaku Co., Ltd. 
(U.S. and Japan rights) 

Deramiocel  Becker muscular 
dystrophy** 

 Discovery   

Exosome-based vaccine   SARS-CoV-2   Phase 1  National Institute of 
Allergy and Infectious 

Diseases 
Engineered exosomes (RNA, 
protein and small molecule 

delivery) 

  Evaluating   Discovery   

 
* Deramiocel has received FDA Orphan Drug, Rare Pediatric Disease, and RMAT designations for DMD, and Orphan 
Drug and ATMP designations in Europe for DMD. 
** Deramiocel has received FDA Orphan Drug designation for BMD. 

Manufacturing, Supply and Distribution 

We have developed proprietary Chemistry, Manufacturing and Controls (“CMC”) and manufacturing capabilities 
that support the production, testing and release of our product candidates for use in both clinical development and potential 
commercialization. Our CMC platform includes proprietary manufacturing processes, quality systems and analytical 
methods designed to ensure the identity, purity, potency and consistency of our cell-based therapeutic product candidates. 
These activities include process development, analytical method development, product characterization and stability 
testing, as well as implementation of quality control and quality assurance procedures. 

Manufacturing of biological products is subject to extensive regulation by governmental authorities, including 
the FDA and comparable foreign regulatory agencies, which impose procedural, documentation and reporting 
requirements. These regulations govern record keeping, manufacturing processes and controls, personnel qualifications, 
facility standards, quality control and quality assurance systems, and product testing. Compliance with these regulations 
requires ongoing monitoring, documentation and inspection of our manufacturing operations. We continue to enhance, 
refine and optimize our manufacturing processes and quality systems to support the advancement of our clinical programs 



10 

and potential future commercial supply. We are required to obtain and maintain certain licenses and permits in connection 
with our manufacturing facilities and activities. At this time, we maintain Drug Manufacturing and Tissue Bank Licenses 
issued by the State of California for both our San Diego manufacturing facility and our Cedars-Sinai Medical Center 
(“CSMC”) facility in Los Angeles, California.  

We currently maintain two manufacturing facilities for the production of Deramiocel. Our primary manufacturing 
facility is located in San Diego, California within our corporate headquarters. This facility supports clinical and potential 
commercial manufacturing activities for Deramiocel and was designed and constructed to comply with U.S. Food and 
Drug Administration and European Medicines Agency (“EMA”) requirements, as well as current Good Manufacturing 
Practice (“cGMP”) standards. The facility contains controlled cleanroom suites, quality control laboratories, and 
supporting infrastructure necessary for cell therapy manufacturing, testing, and release. We believe this facility is capable 
of supporting initial commercial supply of Deramiocel, subject to regulatory approval. 

In mid-2025, the FDA completed its Pre-License Inspection (“PLI”) of this facility in connection with our 
Biologics License Application for Deramiocel. Following the inspection, the FDA issued Form 483 observations, to which 
we provided responses. At this time, the FDA has accepted all of our responses to the observations noted during the PLI. 
As part of our preparation for potential commercialization, in 2025 we entered into an amendment to our lease for our San 
Diego headquarters, adding approximately 22,000 square feet of additional space. This expansion is intended to support 
future manufacturing scale-up, additional production suites, and expanded quality control and operational capabilities to 
accommodate enhanced capacity and anticipated commercial demand, subject to regulatory approval. 

Our second manufacturing facility is located within our leased facilities at Cedars-Sinai Medical Center in Los 
Angeles, California. In the portion of the leased premises where we manufacture Deramiocel, we believe that we follow 
current good manufacturing practices to the extent applicable to the stage of our clinical programs, although this facility 
is not cGMP-qualified for commercial manufacturing. At this time, we do not plan to extend our lease at CSMC beyond 
mid-2026.  

Manufacturing Process for Deramiocel 

The manufacturing process for Deramiocel begins with material from an entire heart from a donor that was 
collected from an organ procurement organization (“OPO”). This tissue is then taken to the lab where the cells are isolated, 
expanded, and processed through a series of proprietary unit operations. After expanding, processing, release testing and 
quality review, the Deramiocel product becomes available for administration to patients. Deramiocel is cryo-preserved, 
enabling us to produce large lots that can be frozen and then administered to patients as needed.  
 
Manufacturing Process for Engineered-Exosome Technologies 

We have also made significant progress planning the next steps for the manufacturing process for our exosome 
product candidates. These developments have enabled us to scale up our manufacturing capabilities and allowed us to 
manufacture enough material for early-stage clinical development. We have explored the use of various cell sources to 
generate our exosomes for preclinical and potential clinical use.  

Material Agreements, License Agreements & Collaborations 
 
To accelerate the advancement of our technologies, we have entered into, and intend to seek other opportunities 

to form collaborations with a diverse group of strategic partners. We have forged productive collaborations with 
pharmaceutical and biotechnology companies, government agencies, academic laboratories, and research institutes with 
diverse area expertise and resources in as effort to advance our programs. 

 
Commercialization and Distribution Agreement (Nippon Shinyaku - United States) 

 
On January 24, 2022, Capricor entered into a Commercialization and Distribution Agreement (the “U.S. 

Distribution Agreement”) with Nippon Shinyaku, a Japanese corporation. Under the terms of the U.S. Distribution 
Agreement, Capricor appointed Nippon Shinyaku as its exclusive distributor in the United States of Deramiocel for the 
treatment of DMD.  
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Under the terms of the U.S. Distribution Agreement, Capricor will be responsible for the clinical development 
and manufacturing of Deramiocel. Nippon Shinyaku and NS Pharma, Inc. (its wholly-owned U.S. subsidiary) will be 
responsible for the distribution of Deramiocel in the United States. Pursuant to the U.S. Distribution Agreement, Capricor 
received an upfront payment of $30.0 million. The first milestone payment of $10.0 million was paid upon completion of 
the futility analysis of the HOPE-3 trial whereby the outcome was determined to be not futile. The second milestone 
payment of $10.0 million was triggered in December 2024 upon submission of the BLA to the FDA seeking marketing 
approval of Deramiocel in the United States. Additionally, there is another potential milestone of $80.0 million due to 
Capricor upon receipt of marketing approval. The foregoing milestones are considered development milestones under the 
terms of the U.S. Distribution Agreement. Further, there are various potential sales-based milestones, if commercialized, 
tied to the achievement of certain sales thresholds for annual net sales of Deramiocel of up to $605.0 million. Subject to 
regulatory approval, Capricor will have the right to receive a share of product revenue which falls between 30 and 50 
percent. 

 
Commercialization and Distribution Agreement (Nippon Shinyaku - Japan) 

 
On February 10, 2023, Capricor entered into a Commercialization and Distribution Agreement (the “Japan 

Distribution Agreement”) with Nippon Shinyaku. Under the terms of the Japan Distribution Agreement, Capricor 
appointed Nippon Shinyaku as its exclusive distributor in Japan of Deramiocel for the treatment of DMD. 

 
Under the terms of the Japan Distribution Agreement, Capricor received an upfront payment of $12.0 million in 

the first quarter of 2023 and in addition, Capricor may potentially receive additional development and sales-based 
milestone payments of up to approximately $89.0 million, subject to foreign currency exchange rates, and a meaningful 
double-digit share of product revenue. Nippon Shinyaku will be responsible for the distribution of Deramiocel in Japan. 
Capricor will be responsible for the conduct of clinical development and regulatory approval in Japan, as may be required, 
as well as the manufacturing of Deramiocel. In addition, Capricor or its designee will hold the Marketing Authorization in 
Japan if the product is approved in that territory. 
 
European Region Binding Term Sheet 
 

On September 16, 2024, Capricor entered into a Binding Term Sheet (the “Term Sheet”) with Nippon Shinyaku 
for the commercialization and distribution of Deramiocel for the treatment of DMD in the European region, as defined in 
the Term Sheet. Subject to finalization of a definitive agreement, under the terms of the Term Sheet, Capricor would be 
responsible for the development and manufacturing of Deramiocel for potential approval in the European region. Nippon 
Shinyaku would be responsible for the sales and distribution of Deramiocel in the European region. Subject to regulatory 
approval, Capricor would receive a double-digit share of product revenue and additional development and sales-based 
milestone payments. If the definitive agreement is entered into, Capricor will receive an upfront payment of $20.0 million 
upon execution of the definitive agreement, with potential additional development and sales-based milestone payments of 
up to $715.0 million. At this time, Capricor and Nippon Shinyaku have entered into various amendments to the Term 
Sheet, pursuant to which the parties agreed to extend the date during which the parties shall negotiate the definitive 
agreement to April 1, 2026. 
 
Collaboration Agreement with NIH 

 
In 2023, we were notified by the NIH that we had been selected to be part of Project NextGen, an initiative by 

the U.S. Department of Health and Human Services to advance a pipeline of new, innovative vaccines providing broader 
and more durable protection for COVID-19. As part of Project NextGen, the National Institute of Allergy and Infectious 
Diseases, part of the National Institutes of Health, is conducting a Phase 1 clinical study with our StealthX™ vaccine. 
NIAID's DMID is overseeing the study. Under the terms of the collaboration, Capricor is responsible for supplying 
investigational product for the trial. 
 
Intellectual Property Rights for Capricor’s Technology - Deramiocel and Exosomes 

Capricor has entered into exclusive license agreements for intellectual property rights related to certain 
cardiac-derived cells with Università Degli Studi Di Roma La Sapienza (the “University of Rome”), Johns Hopkins 
University and Cedars-Sinai Medical Center. Capricor is also a party to an exclusive license agreement for intellectual 
property rights related to exosomes with CSMC. In addition, Capricor has filed solely-owned patent applications related 
to the CDC and exosomes technology developed by its own scientists. 
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The Johns Hopkins University License Agreement for CDCs 

Capricor and JHU entered into an Exclusive License Agreement, effective June 22, 2006 (the “JHU License 
Agreement”), which provides for the grant of an exclusive, world-wide, royalty-bearing license by JHU to Capricor (with 
the right to sublicense) to develop and commercialize licensed products and licensed services under the licensed patent 
rights in all fields and a nonexclusive right to the know-how. Various amendments were entered into to revise certain 
provisions of the JHU License Agreement. Under the JHU License Agreement, Capricor is required to exercise 
commercially reasonable and diligent efforts to develop and commercialize licensed products covered by the license from 
JHU. 

 
Pursuant to the JHU License Agreement, JHU was paid an initial license fee and, thereafter, Capricor is required 

to pay minimum annual royalties on the anniversary dates of the JHU License Agreement. The minimum annual royalties 
are creditable against a low single-digit running royalty on net sales of products and net service revenues, which Capricor 
is also required to pay under the JHU License Agreement, which running royalty may be subject to further reduction in 
the event that Capricor is required to pay royalties on any patent rights to third parties in order to make or sell a licensed 
product. In addition, Capricor is required to pay a low double-digit percentage of the consideration received by it from 
sublicenses granted and is required to pay JHU certain defined development milestone payments upon the successful 
completion of certain phases of its clinical studies and upon receiving approval from the FDA. The maximum aggregate 
amount of milestone payments payable under the JHU License Agreement, as amended, is $1,850,000. In December 2025, 
Capricor accrued the $500,000 development milestone related to the Phase 3 study pursuant to the terms of the JHU 
License Agreement. Capricor’s next milestone payments will be triggered, if at all, upon receipt of a full FDA market 
approval for which a payment of $1,000,000 will be due. 

 
The JHU License Agreement will, unless sooner terminated, continue in effect in each applicable country until 

the date of expiration of the last to expire patent within the patent rights, or, if no patents are issued, then for twenty years 
from the effective date. Under the terms of the JHU License Agreement, either party may terminate the agreement should 
the other party become insolvent or file a petition in bankruptcy or fail to cure a material breach within 30 days after notice. 
In addition, Capricor may terminate for any reason upon 60 days’ written notice. 
 
Cedars-Sinai Medical Center License Agreements 

License Agreement for CDCs 

On January 4, 2010, Capricor entered into an Exclusive License Agreement with CSMC (the “Original CSMC 
License Agreement”), for certain intellectual property related to its CDC technology. In 2013, the Original CSMC License 
Agreement was amended twice resulting in, among other things, a reduction in the percentage of sublicense fees which 
would have been payable to CSMC. Effective December 30, 2013, Capricor entered into an Amended and Restated 
Exclusive License Agreement with CSMC (the “Amended CSMC License Agreement”), which amended, restated, and 
superseded the Original CSMC License Agreement, pursuant to which, among other things, certain definitions were added 
or amended, the timing of certain obligations was revised and other obligations of the parties were clarified. 

The Amended CSMC License Agreement provides for the grant of an exclusive, world-wide, royalty-bearing 
license by CSMC to Capricor (with the right to sublicense) to conduct research using the patent rights and know-how and 
develop and commercialize products in the field using the patent rights and know-how. In addition, Capricor has the 
exclusive right to negotiate for an exclusive license to any future rights arising from related work conducted by or under 
the direction of Dr. Eduardo Marbán on behalf of CSMC. In the event the parties fail to agree upon the terms of an exclusive 
license for any future rights, Capricor will have a non-exclusive license to such future rights, subject to royalty obligations. 

Pursuant to the Original CSMC License Agreement, CSMC was paid a license fee and Capricor was obligated to 
reimburse CSMC for certain fees and costs incurred in connection with the prosecution of certain patent rights. 
Additionally, Capricor is required to meet certain spending and development milestones. 

Pursuant to the Amended CSMC License Agreement, Capricor remains obligated to pay low single-digit royalties 
on sales of royalty-bearing products as well as a low double-digit percentage of the consideration received from any 
sublicenses or other grant of rights. The above-mentioned royalties are subject to reduction in the event Capricor becomes 
obligated to obtain a license from a third party for patent rights in connection with the royalty-bearing product.  



13 

The Amended CSMC License Agreement will, unless sooner terminated, continue in effect on a country by 
country basis until the last to expire of the patents covering the patent rights or future patent rights. Under the terms of the 
Amended CSMC License Agreement, unless waived by CSMC, the agreement shall automatically terminate: (i) if 
Capricor ceases, dissolves or winds up its business operations; (ii) in the event of the insolvency or bankruptcy of Capricor 
or if Capricor makes an assignment for the benefit of its creditors; (iii) if performance by either party jeopardizes the 
licensure, accreditation or tax exempt status of CSMC or the agreement is deemed illegal by a governmental body; 
(iv) within 30 days for non-payment of royalties; (v) after 90 days’ notice from CSMC if Capricor fails to undertake 
commercially reasonable efforts to exploit the patent rights or future patent rights; (vi) if a material breach has not been 
cured within 90 days; or (vii) if Capricor challenges any of the CSMC patent rights. If Capricor fails to undertake 
commercially reasonable efforts to exploit the patent rights or future patent rights and fails to cure that breach after 
90 days’ notice from CSMC, instead of terminating the license, CSMC has the option to convert any exclusive license to 
Capricor to a non-exclusive or co-exclusive license. Capricor may terminate the agreement if CSMC fails to cure any 
material breach within 90 days after notice. 

Capricor and CSMC have entered into several amendments to the Amended CSMC License Agreement, pursuant 
to which the parties agreed to add and delete certain patent applications from the list of scheduled patents and extend the 
timing of certain development milestones, among other things. Capricor reimbursed CSMC for certain attorneys’ fees and 
filing fees incurred in connection with the additional patent applications. 

License Agreement for Exosomes 

On May 5, 2014, Capricor entered into an Exclusive License Agreement with CSMC (the “Exosomes License 
Agreement”), for certain intellectual property rights related to CDC-derived exosomes technology. The Exosomes License 
Agreement provides for the grant of an exclusive, world-wide, royalty-bearing license by CSMC to Capricor (with the 
right to sublicense) in order to conduct research using the patent rights and know-how and to develop and commercialize 
products in the field using the patent rights and know-how. In addition, Capricor has the exclusive right to negotiate for 
an exclusive license to any future rights arising from related work conducted by or under the direction of Dr. Eduardo 
Marbán on behalf of CSMC. In the event the parties fail to agree upon the terms of an exclusive license, Capricor shall 
have a non-exclusive license to such future rights, subject to royalty obligations. 

Pursuant to the Exosomes License Agreement, CSMC was paid a license fee and Capricor reimbursed CSMC for 
certain fees and costs incurred in connection with the preparation and prosecution of certain patent applications. 
Additionally, Capricor is required to meet certain non-monetary development milestones and is obligated to pay low 
single-digit royalties on sales of royalty-bearing products as well as a single-digit percentage of the consideration received 
from any sublicenses or other grant of rights. The above-mentioned royalties are subject to reduction in the event Capricor 
becomes obligated to obtain a license from a third party for patent rights in connection with the royalty bearing product. 

The Exosomes License Agreement will, unless sooner terminated, continue in effect on a country by country 
basis until the last to expire of the patents covering the patent rights or future patent rights. Under the terms of the Exosomes 
License Agreement, unless waived by CSMC, the agreement shall automatically terminate: (i) if Capricor ceases, dissolves 
or winds up its business operations; (ii) in the event of the insolvency or bankruptcy of Capricor or if Capricor makes an 
assignment for the benefit of its creditors; (iii) if performance by either party jeopardizes the licensure, accreditation or 
tax exempt status of CSMC or the agreement is deemed illegal by a governmental body; (iv) within 30 days for non-
payment of royalties; (v) after 90 days if Capricor fails to undertake commercially reasonable efforts to exploit the patent 
rights or future patent rights; (vi) if a material breach has not been cured within 90 days; or (vii) if Capricor challenges 
any of the CSMC patent rights. If Capricor fails to undertake commercially reasonable efforts to exploit the patent rights 
or future patent rights and fails to cure that breach after 90 days’ notice from CSMC, instead of terminating the license, 
CSMC has the option to convert any exclusive license to Capricor to a non-exclusive or co-exclusive license. Capricor 
may terminate the agreement if CSMC fails to cure any material breach within 90 days after notice. 

Capricor and CSMC have entered into several amendments to the Exosomes License Agreement. Collectively, 
these amendments added additional patent applications and patent families to the Exosomes License Agreement, added 
certain defined product development milestone payments, modified certain milestone deadlines, added certain 
performance milestones with respect to product candidates covered by certain future patent rights in order to maintain an 
exclusive license to those future patent rights, and converted certain exclusive rights to co-exclusive rights. These 
amendments also obligated Capricor to reimburse CSMC for certain attorneys’ fees and filing fees in connection with the 
additional patent applications and patent families. 
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Cell Line License Agreement with Life Technologies 

On March 7, 2022, Capricor entered into a non-exclusive cell line license agreement with Life Technologies 
Corporation, a subsidiary of Thermo Fisher Scientific, Inc., for the supply of certain cells which we are utilizing in 
connection with the development of our exosomes platform. An initial license fee payment was made and additional 
milestone fees may become due based on the progress of our development program.  

University of Rome License Agreement 

Capricor and the University of Rome entered into a License Agreement, dated June 21, 2006 (the “Rome License 
Agreement”), which provides for the grant of an exclusive, world-wide, royalty-bearing license by the University of Rome 
to Capricor (with the right to sublicense) to develop and commercialize licensed products under the licensed patent rights 
in all fields.  

 
Pursuant to the Rome License Agreement, Capricor paid the University of Rome a license issue fee, is currently 

paying minimum annual royalties in the amount of 20,000 Euros per year, and is obligated to pay a lower-end of a 
mid-range double-digit percentage on all royalties received as a result of sublicenses granted, which are net of any royalties 
paid to third parties under a license agreement from such third-party to Capricor until expiration of the license. The 
minimum annual royalties are creditable against future royalty payments. 

 
The Rome License Agreement remained in effect until the later of the last claim of any patent or until any patent 

application comprising licensed patent rights has expired or been abandoned. The last-to-expire patent licensed under the 
Rome License Agreement expired on January 4, 2026. 

 
Patents and Proprietary Rights 

Our goal is to obtain, maintain and enforce patent rights for our products, formulations, manufacturing processes, 
methods of use and other proprietary technologies, preserve our trade secrets, and operate without knowingly infringing 
on the valid and enforceable proprietary rights of other parties, both in the United States and abroad. Our policy is to 
actively seek to obtain, where appropriate, the broadest and focused intellectual property protection possible for our current 
product candidates and any future product candidates, proprietary information and proprietary technology through a 
combination of contractual arrangements and patents, both in the United States and abroad. Even patent protection, 
however, may not always afford us with complete protection against competitors who seek to circumvent our patents. If 
we fail to adequately protect or enforce our intellectual property rights or secure rights to own or otherwise use the patents 
of others, the value of our intellectual property rights would diminish. To this end, we require all of our employees, 
consultants, advisors and other contractors to enter into confidentiality agreements that prohibit the disclosure and use of 
confidential information and, where applicable, require disclosure and assignment to us of the ideas, developments, 
discoveries and inventions relevant to our technologies and important to our business. 

The development of complex biotechnology products such as ours typically includes the early discovery of a 
technology platform – often in an academic institution – followed by increasingly focused development around a product 
opportunity, including identification and definition of a specific product candidate and development of manufacturing 
processes, formulations, patient selection and treatment regimens, and delivery and dosage regimens. As a result, 
biotechnology products are often protected by several families of patent filings that are made at different times in the 
development cycle and cover different aspects of the product. Earlier filed broad patent applications directed to the 
discovery of the platform technology thus usually expire ahead of patents covering later developments such as 
manufacturing processes, specific formulations, additional indications and dosing regimens. Patent expirations on products 
may therefore span several years and vary from country to country based on the scope of available coverage. Our patents, 
or patent applications, if issued and upon payment of patent maintenance fees, would expire as early as 2025 and as late 
as 2045 or beyond depending on any patent term adjustment or patent term extension. There are also limited opportunities 
to obtain extensions of patent terms in certain countries. The earlier expiring patents are generally directed to precursor 
cell populations or early non-DMD indications and administration methods. We have patents directed to Deramiocel for 
the treatment of DMD that expire in 2038 unless otherwise extended under the Hatch-Waxman Act. We continue to file 
patents on processes, indications, dosage forms and formulations directed to extend the patent portfolio related to 
Deramiocel and our exosome technologies as our technology progresses. 
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Our product candidates and our technologies are primarily protected by composition of matter and process 
(methods of use and methods of making) patents and patent applications as well as trade secrets. As of the date of this 
filing, we have over 150 granted patents and pending patent applications covering processes and compositions of matter 
related to the CDC (Deramiocel) technology as well as processes and compositions of matter related to exosome 
technologies. 

Regulatory Designations 

Regulatory Designations for Deramiocel for the treatment of DMD and BMD 

DMD: In 2015, the FDA granted Orphan Drug Designation to Deramiocel for the treatment of DMD. Orphan 
drug designation is granted by the FDA’s Office of Orphan Drug Products to drugs intended to treat a rare disease or 
condition affecting fewer than 200,000 people in the United States or a disease or condition that affects more than 200,000 
people in the United States for which there is no reasonable expectation that the cost of developing and making the drug 
available in the United States will be recovered from sales in the United States. This designation confers certain incentives 
to the drug developer, including potential tax credits for qualified clinical testing expenses, waiver of certain prescription 
drug user fees, and the potential for seven years of market exclusivity in the United States following FDA approval. 

In Europe, Deramiocel has received Orphan Drug Designation as well as Advanced Therapy Medicinal Product 
(“ATMP”) designation. 

In 2017, the FDA granted Rare Pediatric Disease Designation to Deramiocel for the treatment of DMD. The FDA 
defines a “rare pediatric disease” as a serious or life-threatening disease in which the serious or life-threatening 
manifestations primarily affect individuals aged from birth to 18 years and that affects fewer than 200,000 individuals in 
the United States, or a disease or condition that affects more than 200,000 individuals in the United States for which there 
is no reasonable expectation that development costs will be recovered from sales. Under the FDA’s Rare Pediatric Disease 
Priority Review Voucher program, upon approval of a qualifying New Drug Application (“NDA”) or Biologics License 
Application for the treatment of a rare pediatric disease, the sponsor may be eligible to receive a Rare Pediatric Disease 
Priority Review Voucher. Such a voucher may be used to obtain priority review for a subsequent NDA or BLA and may 
be transferred or sold. If Capricor were to receive FDA approval for Deramiocel, we may become eligible to receive a 
Priority Review Voucher based on this designation. 

In 2018, we were granted Regenerative Medicine Advanced Therapy (“RMAT”) designation for Deramiocel for 
the treatment of DMD. The FDA grants RMAT designation to regenerative medicine therapies intended to treat, modify, 
reverse, or cure a serious or life-threatening disease or condition and for which preliminary clinical evidence indicates the 
potential to address unmet medical needs. RMAT designation provides opportunities for increased interaction with the 
FDA to facilitate development and review of the product candidate, including frequent meetings with the FDA, early 
discussions of potential surrogate or intermediate endpoints, and the potential eligibility for accelerated approval and 
priority review. We received RMAT designation based on clinical data from the HOPE-Duchenne clinical trial. 

BMD: Deramiocel has received Orphan Drug Designation from the FDA for the treatment of Becker muscular 
dystrophy.  

Trademarks 

Our trademarks are generally filed to protect our corporate brand, our products and our platform technologies. 
We typically file trademark applications and pursue their registration in the U.S., Europe and other markets in which we 
anticipate using such trademarks. We are the owner of several common law, and federal trademark registrations or 
applications in the U.S. including, but not limited to, Capricor®, Capricor Therapeutics, StealthX™, and the Capricor 
logo. Trademark protection varies in accordance with local law, and continues in some countries as long as the trademark 
is used and in other countries as long as the trademark is registered. Trademark registrations generally are for fixed but 
renewable terms. 
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Research and Development 

Our ongoing research and development activities primarily concern Deramiocel and exosomes and are focused 
on the characterization of their composition and actions, the evaluation of their therapeutic potential in selected disease 
settings, the development of next generation product candidates, and the identification of new technologies and indications. 

Competition 

We are engaged in fields that are characterized by extensive worldwide research and competition. We operate in 
highly competitive areas of biotechnology and pharmaceutical development characterized by extensive worldwide 
research conducted by pharmaceutical companies, biotechnology companies, academic institutions, government agencies 
and research organizations. Many of these organizations have substantially greater financial resources, larger research and 
development staffs and facilities, longer histories of obtaining regulatory approvals and greater manufacturing and 
commercialization capabilities than we do. 

Duchenne Muscular Dystrophy 

There are numerous companies and research groups developing therapies for the treatment of DMD, including 
approaches that target the underlying genetic cause of the disease as well as therapies designed to address downstream 
muscle degeneration and associated complications. Similar competitive dynamics exist for Becker muscular dystrophy, a 
related dystrophinopathy caused by mutations in the dystrophin gene that generally follows a slower disease progression 
but is also associated with progressive muscle degeneration and cardiomyopathy. 

Several exon-skipping therapies have been approved by the FDA for the treatment of certain subsets of patients 
with DMD who have specific genetic mutations, including EXONDYS 51® (eteplirsen), AMONDYS 45® (casimersen), 
and VYONDYS 53® (golodirsen), which are phosphorodiamidate morpholino oligomers (“PMOs”) developed by Sarepta 
Therapeutics, Inc., and VILTEPSO® (viltolarsen), developed by Nippon Shinyaku Co., Ltd. and marketed in the United 
States through its subsidiary NS Pharma, Inc. These therapies are designed to restore partial dystrophin expression but are 
applicable only to certain genetically defined subsets of the DMD population. Gene therapy approaches have also been 
developed with the goal of delivering functional microdystrophin genes to muscle cells. ELEVIDYS® (delandistrogene 
moxeparvovec-rokl), developed by Sarepta Therapeutics, Inc., has been approved in the United States for certain 
individuals with DMD aged four years and older. 

Despite recent therapeutic advances, DMD remains a progressive disease with significant unmet medical need, 
particularly with respect to preserving both skeletal muscle and cardiac function. Deramiocel is designed to target 
inflammatory and fibrotic pathways that contribute to disease progression and may be complementary to mutation-targeted 
approaches. 

Other Areas of Development 

Competition also exists in other areas in which we are developing technologies, including exosome-based vaccines and 
therapeutics targeting infectious diseases such as SARS-CoV-2. These programs compete with established pharmaceutical 
companies and biotechnology firms developing vaccines and biologics targeting similar pathogens. 

More broadly, the biotechnology and pharmaceutical industries are subject to rapid technological change. Our 
product candidates will compete with existing and future therapies based on factors including efficacy, safety, time to 
market, price, side-effect profile and convenience of administration. Companies developing alternative technologies may 
also compete with us for clinical trial participants, qualified personnel and potential collaborators or strategic partners.  

Government Regulation 

The research, development, testing, manufacture, quality control, approval, labeling, packaging, storage, 
recordkeeping, serialization and tracking, promotion, advertising, distribution and marketing, post-approval monitoring 
and reporting, and export and import, among other things, of our product candidates are extensively regulated by 
governmental authorities in the United States and other countries. In the United States, the FDA regulates drugs under the 
Federal Food, Drug, and Cosmetic Act (the “FDCA”), and its implementing regulations. Failure to comply with the 
applicable U.S. requirements may subject us to administrative or judicial sanctions, such as the FDA’s refusal to approve 
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a pending NDA or a pending BLA, warning letters, product recalls, product seizures, total or partial suspension of 
production or distribution, injunctions and/or criminal prosecution. We would also be facing additional regulations and 
requirements from regulatory authorities in other countries outside the U.S. if we seek approval of our product candidates 
for sale or distribution within such countries.  

FDA Approval Process for Drugs and Biologics 

Pharmaceutical products, including biological products such as ours, may not be commercially marketed without 
prior approval from the FDA and comparable regulatory agencies in other countries. In the United States, the process for 
receiving such approval is long, expensive and risky, and includes the following steps: 

• preclinical laboratory tests, animal studies, and formulation studies; 
• submission to the FDA of an IND for human clinical testing, which must become effective before human 

clinical trials may begin; 
• approval by an Institutional Review Board (“IRB”) at each clinical site before each trial may be initiated; 
• adequate and well-controlled human clinical trials to establish the safety and efficacy of the drug for each 

indication; 
• submission to the FDA of an NDA, for a drug, or BLA, for a biological product; 
• satisfactory completion of an FDA advisory committee review, if applicable; 
• satisfactory completion of an FDA inspection of the manufacturing facility or facilities at which the drug is 

produced to assess compliance with cGMP; 
• a potential FDA audit of the pre-clinical and clinical trial sites that generated the data in support of the NDA 

or BLA; 
• the ability to obtain clearance or approval of companion diagnostic tests, if required, on a timely basis, or at 

all; 
• FDA review and approval of the NDA or BLA prior to any commercial marketing or sale of the drug in the 

United States; and 
• compliance with any post-approval requirements, including the potential requirement to implement a Risk 

Evaluation and Mitigation Strategy (“REMS”), and the potential requirement to conduct post-approval 
studies. 

Sponsors submit NDAs in order to obtain marketing approval for drugs. Sponsors submit BLAs in order to obtain 
marketing approval for biologics, which include, among other product classes, vaccines. 

Regulation by U.S. and foreign governmental authorities is a significant factor affecting our ability to 
commercialize any of our products, as well as the timing of such commercialization and our ongoing research and 
development activities. The commercialization of drug products requires regulatory approval by governmental agencies 
prior to commercialization. Various laws and regulations govern or influence the research and development, non-clinical 
and clinical testing, manufacturing, processing, packaging, validation, safety, labeling, storage, record keeping, 
registration, listing, distribution, advertising, sale, marketing and post-marketing commitments of our products. The 
lengthy process of seeking these approvals, and compliance with applicable laws and regulations, require expending 
substantial resources. 

The results of preclinical testing, which include laboratory evaluation of product chemistry, formulation, toxicity 
and carcinogenicity animal studies to assess the potential safety and efficacy of the product and its formulations, details 
concerning the drug manufacturing process and its controls, and a proposed clinical trial protocol and other information 
must be submitted to the FDA as part of an IND that must be reviewed and become effective before clinical testing can 
begin. The study protocol and informed consent information for patients in clinical trials must also be submitted to an 
independent IRB for approval covering each institution at which the clinical trial will be conducted. Once a sponsor 
submits an IND, the sponsor must wait 30 calendar days before initiating any clinical trials. If the FDA has comments or 
questions within this 30-day period, the issue(s) must be resolved to the satisfaction of the FDA before a clinical trial can 
begin. In addition, the FDA or IRB may impose a clinical hold on ongoing clinical trials if, among other things, it believes 
that a clinical trial either is not being conducted in accordance with FDA requirements or presents an unacceptable and 
significant risk to clinical trial patients. If the FDA imposes a clinical hold, clinical trials can only proceed under terms 
authorized by the FDA. If applicable, our preclinical and clinical studies must conform to the FDA’s Good Laboratory 
Practice (“GLP”), and Good Clinical Practice (“GCP”) requirements, respectively, which are designed to ensure the quality 
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and integrity of submitted data and protect the rights and well-being of study patients. Information for certain clinical trials 
also must be publicly disclosed within certain time limits on the clinical trial registry and results databank maintained by 
the NIH. 

Typically, clinical testing involves a three-phase process; however, the phases may overlap or be combined: 

• Phase 1 clinical trials typically are conducted in a small number of volunteers or patients to assess the early 
tolerability and safety profile, the pattern of drug absorption, distribution and metabolism, the mechanism of 
action in humans, and may include studies where investigational drugs are used as research to explore 
biological phenomena or disease processes; 

• Phase 2 clinical trials typically are conducted in a limited patient population with a specific disease in order 
to assess appropriate dosages and dose regimens, expand evidence of the safety profile and evaluate 
preliminary efficacy; and 

• Phase 3 clinical trials typically are larger scale, multicenter, well-controlled trials conducted on patients with 
a specific disease to generate enough data to statistically evaluate the efficacy and safety of the product, to 
establish the overall benefit-risk relationship of the drug and to provide adequate information for the labeling 
of the drug. 

A therapeutic product candidate being studied in clinical trials may be made available for treatment of individual 
patients, intermediate-size patient populations, or for widespread treatment use under an expanded access protocol, under 
certain circumstances. Pursuant to the 21st Century Cures Act (the “Cures Act”), which was signed into law in 
December 2016, the manufacturer of one or more investigational products for the diagnosis, monitoring, or treatment of 
one or more serious diseases or conditions is required to make available, such as by posting on its website, its policy on 
evaluating and responding to requests for individual patient access to such investigational product. 

Additionally, on May 30, 2018, the Trickett Wendler, Frank Mongiello, Jordan McLinn, and Matthew Bellina 
Right to Try Act of 2017 was signed into law. The law, among other things, provides a federal framework for certain 
patients to access certain investigational new drug products that have completed a Phase 1 clinical trial and that are 
undergoing investigation for FDA approval. Under certain circumstances, eligible patients can seek treatment without 
enrolling in clinical trials and without obtaining FDA authorization under an FDA expanded access program; however, 
manufacturers are not obligated to provide investigational new drug products under the current federal right to try law. 

The results of the preclinical and clinical testing, chemistry, manufacturing and control information, proposed 
labeling and other information are then submitted to the FDA in the form of either an NDA or BLA for review and potential 
approval to begin commercial sales. Within 60 days following submission of the application, the FDA reviews an 
application submission to determine if it is substantially complete before the agency accepts it for filing. The FDA may 
refuse to file any application that it deems incomplete or not properly reviewable at the time of submission and may request 
additional information. In this event, the application must be resubmitted with the additional information. The resubmitted 
application also is subject to review before the FDA accepts it for filing. Once the submission is accepted for filing, the 
FDA begins an in-depth substantive review of the application. In responding to an NDA or BLA, the FDA may grant 
marketing approval, or issue a Complete Response Letter (“CRL”). A CRL generally contains a statement of specific 
conditions that must be met in order to secure final approval of an NDA or BLA and may require substantial additional 
testing or information. If and when those conditions have been met to the FDA’s satisfaction, the FDA will typically issue 
an approval letter, which authorizes commercial marketing of the product with specific prescribing information for specific 
indications, and sometimes with specified post-marketing commitments and/or distribution and use restrictions imposed 
under a Risk Evaluation and Mitigation Strategy program. Any approval required from the FDA might not be obtained on 
a timely basis, if at all. 

Disclosure of Clinical Trial Information 

Sponsors of certain clinical trials of FDA-regulated products are required to register and disclose certain clinical 
trial information. Information related to the product, patient population, phase of investigation, trial sites and investigators, 
and other aspects of the clinical trial are then made public as part of the registration. Sponsors are also obligated to disclose 
the results of their clinical trials after completion. Disclosure of the results of these trials can be delayed in certain 
circumstances for up to two years after the date of completion of the trial. Competitors may use this publicly available 
information to gain knowledge regarding the progress of development programs. 
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Orphan Drugs 

Under the Orphan Drug Act, the FDA may grant orphan drug designation to therapeutic candidates intended to 
treat a rare disease or condition, which is a disease or condition that affects fewer than 200,000 individuals in the U.S. or 
more than 200,000 individuals in the U.S. and for which there is no reasonable expectation that the cost of developing and 
making available in the U.S. a therapeutic candidate for this type of disease or condition will be recovered from sales in 
the U.S. for that therapeutic candidate. Orphan drug designation must be requested before submitting a marketing 
application for the therapeutic candidate for that particular disease or condition. After the FDA grants orphan drug 
designation, the identity of the therapeutic agent and its potential orphan use are disclosed publicly by the FDA. Orphan 
drug designation does not convey any advantage in or shorten the duration of the regulatory review and approval process. 
Among the other benefits of orphan drug designation are tax credits for certain research and an exemption from the NDA 
or BLA application fee. The FDA may revoke orphan drug designation, and if it does, it will publicize that the drug is no 
longer designated as an orphan drug. 

If a therapeutic candidate with orphan drug designation subsequently receives the first FDA approval for such 
drug for the disease for which it has such designation, the therapeutic candidate is entitled to orphan product exclusivity, 
which means that the FDA may not approve any other applications to market the same therapeutic candidate for the same 
indication, for seven years, unless the sponsor of the subsequent application demonstrates clinical superiority, in the form 
of a greater efficacy, greater safety, or a major contribution to patient care. Orphan drug exclusivity, however, could also 
block the approval of one of our therapeutic candidates for seven years if a competitor obtains orphan drug designation 
and FDA approval of the same therapeutic candidate for the same condition or disease as our orphan-designated drug. For 
macromolecules, FDA considers a drug to be the same drug as an orphan-designated macromolecule if it contains the same 
principal molecular structural features, but not necessarily all of the same structural features. 

In addition, as the FDA has interpreted the Orphan Drug Act, even if a previously approved same drug does not 
have unexpired orphan exclusivity, a demonstration of clinical superiority is required for a subsequent marketing 
application for the same orphan-designated drug for the same disease or condition to be awarded a 7-year period of orphan 
exclusivity upon marketing approval. In recent years, there have been multiple legal challenges to this FDA interpretation, 
and in August 2017, Congress amended the orphan drug provisions of the FDCA through enactment of the FDA 
Reauthorization Act of 2017 to codify FDA’s longstanding interpretation. Section 527 of the FDCA now expressly 
provides that if a sponsor of an orphan-designated drug that is otherwise the same as an already approved drug for the 
same rare disease or condition is seeking orphan exclusivity, FDA shall require such sponsor to demonstrate that such drug 
is clinically superior to any already approved or licensed drug that is the same drug in order to obtain orphan drug 
exclusivity. Orphan drug exclusivity does not prevent the FDA from approving a different drug for the same disease or 
condition, or the same drug for a different disease or condition. 

Expedited Development and Review Programs 

The FDA has a Fast Track program that is intended to expedite or facilitate the process for reviewing new drugs 
and biological products that meet certain criteria. Specifically, new drugs and biological products are eligible for Fast 
Track designation if they are intended to treat a serious or life-threatening condition and demonstrate the potential to 
address unmet medical needs for the condition. Fast Track designation applies to the combination of the product and the 
specific indication for which it is being studied. The sponsor of a new drug or biologic may request the FDA to designate 
the drug or biologic as a Fast Track product at any time during the clinical development of the product. Unique to a Fast 
Track product, the FDA may consider for review sections of the marketing application on a rolling basis before the 
complete application is submitted, if the sponsor provides a schedule for the submission of the sections of the application, 
the FDA agrees to accept sections of the application and determines that the schedule is acceptable, and the sponsor pays 
any required user fees. Upon submission of the first section of the application FDA may revoke the Fast Track designation 
if it believes that the designation is no longer supported by data emerging in the clinical trial process. 

Products may also be eligible for other types of FDA programs intended to expedite development and review, 
such as Breakthrough Therapy designation, priority review and accelerated approval. Under the Breakthrough Therapy 
program, products intended to treat a serious or life-threatening disease or condition may be eligible for the benefits of the 
Fast Track program when preliminary clinical evidence demonstrates that such product may have substantial improvement 
on one or more clinically significant endpoints over existing therapies. Additionally, FDA will seek to ensure the sponsor 
of a breakthrough therapy product receives timely advice and interactive communications to help the sponsor design and 
conduct a development program as efficiently as possible. 
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A product is eligible for priority review if it is intended to treat a serious condition and, if approved, it would 
provide a significant improvement in safety or effectiveness. The FDA intends to take action on a priority review marketing 
application within 6 months of filing, compared to 10 months of filing for regular review submissions. 

Additionally, a product may be eligible for accelerated approval if it is intended to treat a serious or life-threatening 
disease or condition and would provide meaningful therapeutic benefit over existing treatments. Eligible products may 
receive accelerated approval on the basis of adequate and well-controlled clinical studies establishing that the product has 
an effect on a surrogate endpoint that is reasonably likely to predict a clinical benefit, or on a clinical endpoint that can be 
measured earlier than irreversible morbidity or mortality and is reasonably likely to predict an effect on irreversible 
morbidity, mortality, or other clinical benefit. As a condition of approval, the FDA may require that a sponsor of a drug 
or biological product receiving accelerated approval diligently perform adequate and well-controlled post-marketing 
clinical studies demonstrating clinical benefit. In addition, the FDA requires as a condition for accelerated approval the 
submission of promotional materials, which could adversely impact the timing of the commercial launch of the product. 
Fast Track designation, Breakthrough Therapy designation, priority review and accelerated approval do not change the 
standards for full approval but may expedite the development or approval process. 

Regenerative Medicine Advanced Therapies (RMAT) Designation 

The FDA has established a RMAT designation as part of its implementation of the Cures Act. The RMAT 
designation program is intended to fulfill the Cures Act requirement that the FDA facilitate an efficient development 
program for, and expedite review of, any drug that meets the following criteria: (1) it qualifies as an RMAT, which is 
defined as a cell therapy, therapeutic tissue engineering product, human cell and tissue product, or any combination product 
using such therapies or products, with limited exceptions; (2) it is intended to treat, modify, reverse, or cure a serious or 
life-threatening disease or condition; and (3) preliminary clinical evidence indicates that the drug has the potential to 
address unmet medical needs for such a disease or condition. Like breakthrough therapy designation, RMAT designation 
provides potential benefits that include more frequent meetings with FDA to discuss the development plan for the product 
candidate, and eligibility for rolling review and priority review. Products granted RMAT designation may also be eligible 
for accelerated approval on the basis of a surrogate or intermediate endpoint reasonably likely to predict long-term clinical 
benefit, or reliance upon data obtained from a meaningful number of sites, including through expansion to additional sites. 
RMAT-designated products that receive accelerated approval may, as appropriate, fulfill their post-approval requirements 
through the submission of clinical evidence, clinical studies, patient registries, or other sources of real-world evidence 
(such as electronic health records); through the collection of larger confirmatory data sets; or via post-approval monitoring 
of all patients treated with such therapy prior to approval of the therapy. 

Rare Pediatric Disease Priority Review Voucher 

The FDA generally defines a “rare pediatric disease” as a serious or life-threatening disease that affects fewer 
than 200,000 individuals in the U.S. primarily under the age of 18 years old. Under the FDA's Rare Pediatric Disease 
Priority Review Voucher (PRV) program, upon the approval of an application for a product for the treatment of a rare 
pediatric disease, the sponsor of such application is eligible for a Rare Pediatric Disease Priority Review Voucher. 
Currently, the Priority Review Voucher can be used to obtain priority review for any subsequent application and may be 
sold or transferred an unlimited number of times. Congress has currently authorized the rare pediatric disease priority 
review voucher program until September 30, 2029. 

Post-Approval Requirements 

FDA Requirements 

Drugs manufactured or distributed pursuant to FDA approvals are subject to pervasive and continuing regulation 
by the FDA, including, among other things, requirements relating to recordkeeping, periodic reporting, product sampling 
and distribution, advertising and promotion with the product. After approval, most changes to the approved product, such 
as adding new indications or other labeling claims, are subject to prior FDA review and approval. There also are continuing, 
annual user fee requirements for any marketed products and the establishments at which such products are manufactured, 
as well as new application fees for supplemental applications with clinical data. 

Oftentimes, even after a drug has been approved by the FDA for sale, the FDA may require that certain post-
approval requirements be satisfied, including the conduct of additional clinical studies. If such post-approval requirements 
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are not satisfied, the FDA may withdraw its approval of the drug. In addition, holders of an approved NDA or BLA are 
required to report certain adverse reactions to the FDA, comply with certain requirements concerning advertising and 
promotional labeling for their products, and continue to have quality control and manufacturing procedures conform to 
cGMP after approval. In addition, drug manufacturers and other entities involved in the manufacture and distribution of 
approved drugs are required to register their establishments with the FDA and state agencies and are subject to periodic 
unannounced inspections by the FDA and these state agencies for compliance with cGMP requirements. Changes to the 
manufacturing process are strictly regulated and often require prior FDA approval before being implemented. FDA 
regulations also require investigation and correction of any deviations from cGMP and impose reporting and 
documentation requirements upon the sponsor and any third-party manufacturers that the sponsor may decide to use. 
Accordingly, manufacturers must continue to expend time, money, and effort in the area of production and quality control 
to maintain cGMP compliance. 

Among the conditions for an NDA or BLA approval is the requirement that the manufacturing operations conform 
on an ongoing basis with cGMP. In complying with cGMP, we must expend time, money and effort in the areas of training, 
production and quality control within our own organization and at our contract manufacturing facilities. A successful 
inspection of the manufacturing facility by the FDA is usually a prerequisite for final approval of a pharmaceutical product. 
Following approval of the NDA or BLA, we and our manufacturers will remain subject to periodic inspections by the FDA 
to assess compliance with cGMP requirements and the conditions of approval. We will also face similar inspections 
coordinated by foreign regulatory authorities if we are selling or manufacturing in foreign countries. The FDA periodically 
inspects the sponsor’s records related to safety reporting and/or manufacturing facilities; this latter effort includes 
assessment of compliance with cGMP. Accordingly, manufacturers must continue to expend time, money, and effort in 
the area of production and quality control to maintain cGMP compliance. 

Once an approval is granted, the FDA may withdraw the approval if compliance with regulatory requirements 
and standards is not maintained or if problems occur after the product reaches the market. Later discovery of previously 
unknown problems with a product, including adverse events of unanticipated severity or frequency, or with manufacturing 
processes, or failure to comply with regulatory requirements, may result in revisions to the approved labeling to add new 
safety information; imposition of post-market studies or clinical trials to assess new safety risks; or imposition of 
distribution or other restrictions under an REMS program. Other potential consequences include, among other things: 

• restrictions on the marketing or manufacturing of the product, including total or partial suspension of 
production, complete withdrawal of the product from the market or product recalls; 

• fines, warning letters or holds on post-approval clinical trials; 
• refusal of the FDA to approve pending NDAs or supplements to approved NDAs, or suspension or revocation 

of product license approvals; 
• product seizure or detention, or refusal to permit the import or export of products; or 
• injunctions or the imposition of civil or criminal penalties. 

The FDA strictly regulates marketing, labeling, advertising and promotion of products that are placed on the 
market. Drugs may be promoted only for the approved indications and in accordance with the provisions of the approved 
labeling. The FDA and other agencies actively enforce the laws and regulations prohibiting the promotion of off label 
uses, and a company that is found to have improperly promoted off label uses may be subject to significant liability. 

In addition, the distribution of prescription drug products is subject to the Prescription Drug Marketing Act (the 
“PDMA”) which regulates the distribution of drugs and drug samples at the federal level and sets minimum standards for 
the registration and regulation of drug distributors by the states. Both the PDMA and state laws limit the distribution of 
prescription drug product samples and impose requirements to ensure accountability in distribution. 

Pricing, Coverage and Reimbursement 

Significant uncertainty exists as to the coverage and reimbursement status of any of our products, if and when 
approved. Sales of pharmaceutical products depend, in part, on the availability of sufficient coverage and adequate 
reimbursement from third-party payors, which include government health programs, such as Medicare, Medicaid, 
TRICARE, and the Veterans Administration, as well as commercial insurance, and managed healthcare organizations. 
Prices at which we or our customers seek reimbursement for our therapeutic product candidates may be subject to 
challenge, reduction, or denial by payors. Third-party payors may limit coverage to specific products on an approved list 
or formulary, which might not include all of the FDA-approved products for a particular indication. Also, third-party 
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payors may refuse to include a particular branded drug on their formularies or otherwise restrict patient access to a branded 
drug when a less costly generic equivalent or another alternative is available. Third-party payors are increasingly 
challenging the prices charged for medical products and services.  

The process for determining whether a payor will provide coverage for a product is typically separate from the 
process for setting the reimbursement rate that the payor will pay for the product. A payor’s decision to provide coverage 
for a product does not imply reimbursement will be available at a rate that covers our costs, including research, 
development, manufacture, and sales and distribution costs. Additionally, in the United States there is no uniform policy 
among payors for determining coverage or reimbursement. Many third-party payors often rely upon Medicare coverage 
policy and payment limitations in setting their own coverage and reimbursement policies, but also have their own methods 
and approval processes. Therefore, coverage and reimbursement for products can differ significantly from payor to payor. 
One third-party payor’s decision to cover a particular medical product or service does not ensure that other payors will 
also provide coverage for the medical product or service or will provide coverage at an adequate reimbursement rate. As 
a result, the coverage determination process will require us to provide scientific and clinical support for the use of our 
products to each payor separately and will likely be a time-consuming process. If coverage and adequate reimbursement 
are not available, or are available only at limited levels, successful commercialization of, and obtaining a satisfactory 
financial return on, any product we develop may not be possible. 

Third-party payors are increasingly challenging the prices and examining the medical necessity and cost-effectiveness 
of medical products and services, in addition to their safety and efficacy. In order to obtain coverage and reimbursement 
for any product that might be approved for marketing, we may need to conduct expensive studies in order to demonstrate 
the medical necessity and cost-effectiveness of any products, which would be in addition to the costs expended to obtain 
regulatory approvals. Third-party payors may not consider our product candidates to be medically necessary or cost-effective 
compared to other available therapies, or payor negotiations may not enable us to maintain price levels sufficient to realize 
an appropriate return on our investment in drug development. If these third-party payors do not consider our products to 
be cost-effective compared to other therapies, they may not cover our products once approved as a benefit under their 
plans or, if they do, the level of reimbursement may not be sufficient to allow us to sell our products on a profitable basis. 
Decreases in third-party reimbursement for our products once approved or a decision by a third-party payor to not cover 
our products could reduce or eliminate utilization of our products and have an adverse effect on our sales, results of 
operations, and financial condition. 

Additionally, efforts to contain healthcare costs (including drug prices) have become a priority of federal and 
state governments. The U.S. government, state legislatures, and foreign governments have shown significant interest in 
implementing cost-containment programs, including price controls, restrictions on reimbursement, and requirements for 
substitution by generic products. There has also been heightened governmental scrutiny recently over the manner in which 
drug manufacturers set prices for their marketed products, which has resulted in several Congressional inquiries and 
proposed and enacted federal and state legislation designed to, among other things, bring more transparency to product 
pricing, review the relationship between pricing and manufacturer patient programs, and reform government program 
reimbursement methodologies for drug products. Several federal healthcare reform efforts have been adopted in recent 
years which aim to restrict drug product pricing and limit reimbursement. For further details, See Part I, Item 1- Healthcare 
Reform. We anticipate additional state and federal healthcare reform measures will be adopted in the future. These may 
include price controls and cost-containment measures, or more restrictive policies in jurisdictions with existing controls 
and measures, any of which could limit the amounts that federal and state governments will pay for healthcare products 
and services, and potentially could reduce demand for our products once approved, create additional pricing pressures, or 
ultimately limit our net revenue and results. 

In addition, in some non-U.S. jurisdictions, the proposed pricing for a product candidate must be approved before 
it may be lawfully marketed. The requirements governing drug pricing vary widely from country to country. For example, 
the EU provides options for its member states to restrict the range of medicinal products for which their national health 
insurance systems provide reimbursement and to control the prices of medicinal products for human use. A member state 
may approve a specific price for the medicinal product or it may instead adopt a system of direct or indirect controls on 
the profitability of the company placing the medicinal product on the market. There can be no assurance that any country 
that has price controls or reimbursement limitations for pharmaceutical products will allow favorable reimbursement and 
pricing arrangements for any of our product candidates. Historically, product candidates launched in the EU do not follow 
price structures of the U.S. and generally tend to have price structures that are significantly lower. 
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In Japan, almost all medical-use drugs that have been approved (i.e., whose efficacy and safety have been 
confirmed) under the Pharmaceuticals and Medical Devices Act may be covered by the National Health Insurance (“NHI”). 
In order to be covered by the NHI, a drug must be listed on the NHI drug price standard within 60 or 90 days after approval 
for marketing. After the NHI drug price is listed, the NHI price, which is the official price of drugs, will be reviewed and 
updated on a regular basis. In principle, NHI price revisions are conducted once every two years in conjunction with the 
April revision of medical fees. When NHI drug prices are revised, most drugs will be priced lower than before the revision. 
The reason for this is that between pharmaceutical wholesalers and medical institutions and pharmacies, drugs are sold at 
prices lower than the NHI price, and the basic principle of NHI price revision is to reduce the NHI price in line with the 
prevailing market price. Accordingly, the NHI drug price revisions every two years may lead to the cut of the drug price 
in Japan. 

Other U.S. Healthcare Laws and Compliance Requirements 

Although we currently do not have any products on the market and do not make patient referrals or bill Medicare, 
Medicaid, or other government or commercial third-party payors, our activities, including current and future arrangements 
with investigators, healthcare professionals, consultants, third-party payors and customers, may be subject to additional 
healthcare laws, regulations and enforcement by the federal government and by authorities in the states and foreign 
jurisdictions in which we conduct our business. Such laws include, without limitation, state and federal anti-kickback, 
fraud and abuse, false claims, privacy and security, price reporting, and physician sunshine laws. Some of our pre-commercial 
activities also may be subject to some of these laws. 

The U.S. federal Anti-Kickback Statute prohibits, among other things, any person or entity, including a 
prescription drug manufacturer or a party acting on its behalf, from knowingly and willfully offering, paying, soliciting or 
receiving any remuneration, directly or indirectly, overtly or covertly, in cash or in kind, to induce or in return for 
purchasing, leasing, ordering or arranging for the purchase, lease or order of any item or service that may be reimbursable, 
in whole or in part, under Medicare, Medicaid, or other federal healthcare programs. The term “remuneration” has been 
interpreted broadly to include anything of value. The Anti-Kickback Statute has been interpreted to apply to arrangements 
between therapeutic product manufacturers on one hand and prescribers, purchasers, and formulary managers, among 
others, on the other, including, for example, arrangements relating to consulting/speaking arrangements, discount and 
rebate offers, grants, charitable contributions, and patient support offerings. Although there are a number of statutory 
exceptions and regulatory safe harbors protecting some common business activities from prosecution under the Anti-
Kickback Statute. Several courts have interpreted the statute’s intent requirement to mean that if any one purpose of an 
arrangement involving remuneration is to induce referrals of federal healthcare covered business, the Anti-Kickback 
Statute has been violated. Additionally, the intent standard under the Anti-Kickback Statute was amended by the Patient 
Protection and Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of 2010 
(collectively, the “Affordable Care Act” or the “ACA”), to a stricter standard such that a person or entity no longer needs 
to have actual knowledge of the statute or specific intent to violate it in order to have committed a violation. In addition, 
the ACA codified case law that a claim including items or services resulting from a violation of the federal Anti-Kickback 
Statute constitutes a false or fraudulent claim for purposes of the federal False Claims Act. A violation of the federal Anti-Kickback 
Statue includes per violation civil monetary penalties and significant criminal fines under the statute, additional civil 
penalties and treble damages under the False Claims Act, as discussed in more detail below, possible imprisonment, and 
mandatory exclusion from participation in the federal healthcare programs, meaning that federal healthcare programs 
would no longer reimburse (directly or indirectly) for products or services furnished by the excluded entity or individuals.  

The U.S. federal civil False Claims Act, prohibits, among other things, any person or entity from knowingly 
presenting, or causing to be presented, for payment to, or approval by, federal programs, including Medicare and Medicaid, 
claims for items or services, including drugs, that are false or fraudulent or not provided as claimed. Persons and entities 
can be held liable under these laws if they are deemed to “cause” the submission of false or fraudulent claims by, for 
example, providing inaccurate billing or coding information to customers or promoting a product off-label. In addition, 
certain of our future activities relating to the reporting of wholesaler or estimated retail prices for our products, the reporting 
of prices used to calculate Medicaid rebate information, and other information affecting federal, state, and third-party 
reimbursement for our products, and the sale and marketing of our products, are subject to scrutiny under this law. Penalties 
for federal civil False Claims Act violations may include up to three times the actual damages sustained by the government, 
plus mandatory civil penalties of between $14,308 and $28,619 per false claim or statement for penalties assessed after 
July 3, 2025 with respect to violations occurring after November 2, 2015. Other penalties include the potential for exclusion 
from participation in federal healthcare programs. Additionally, although the federal False Claims Act is a civil statute, 
False Claims Act violations may also implicate various federal criminal statutes. 
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There is also the U.S. federal criminal False Claims Act, which is similar to the federal civil False Claims Act 
and imposes criminal liability on those that make or present a false, fictitious or fraudulent claim to the federal government. 
The Federal Criminal Statute on False Statements Relating to Health Care Matters makes it a crime to knowingly and 
willfully falsify, conceal, or cover up a material fact, make any materially false, fictitious, or fraudulent statements or 
representations, or make or use any materially false writing or document knowing the same to contain any materially false, 
fictitious, or fraudulent statement or entry in connection with the delivery of or payment for healthcare benefits, items, or 
services. 

The U.S. Federal Civil Monetary Penalties Law (the “CMPL") authorizes the imposition of substantial monetary 
penalties against an entity, such as a pharmaceutical manufacturer, that engaged in activities including, among others (1) 
knowingly presenting, or causing to be presented, a claim for services not provided as claimed or that is otherwise false or 
fraudulent in any way; (2) arranging for or contracting with an individual or entity that is excluded from participation in 
federal healthcare programs to provide items or services reimbursable by a federal healthcare program; (3) violations of 
the federal Anti-Kickback Statute; or (4) failing to report and return a known overpayment. 

The federal Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) created additional federal 
criminal statutes that prohibit, among other things, knowingly and willfully executing, or attempting to execute, a scheme 
to defraud or to obtain, by means of false or fraudulent pretenses, representations or promises, any money or property 
owned by, or under the control or custody of, any healthcare benefit program, including private third-party payors, willfully 
obstructing a criminal investigation of a healthcare offense, and knowingly and willfully falsifying, concealing or covering 
up by trick, scheme or device, a material fact or making any materially false, fictitious or fraudulent statement in connection 
with the delivery of or payment for healthcare benefits, items or services. Like the Anti-Kickback Statute, the ACA 
amended the intent standard for certain healthcare fraud statutes under HIPAA such that a person or entity no longer needs 
to have actual knowledge of the statute or specific intent to violate it in order to have committed a violation. 

We may be subject to data privacy and security regulations by both the federal government and the states in which 
we conduct our business. HIPAA, as amended by the Health Information Technology for Economic and Clinical Health 
Act (“HITECH”), and its implementing regulations, imposes requirements relating to the privacy, security and 
transmission of individually identifiable health information. Among other things, HITECH makes HIPAA’s privacy and 
security standards directly applicable to business associates, independent contractors, or agents of covered entities that 
receive or obtain protected health information in connection with providing a service on behalf of a covered entity. 
HITECH also created four new tiers of civil monetary penalties, amended HIPAA to make civil and criminal penalties 
directly applicable to business associates, and gave state attorneys general new authority to file civil actions for damages 
or injunctions in federal courts to enforce HIPAA and seek attorneys’ fees and costs associated with pursuing federal civil 
actions. Regulatory guidance and obligations continue to evolve. For example, on December 10, 2020, the Office for Civil 
Rights (“OCR”) issued a proposed rule aimed at reducing regulatory burdens that may exist in discouraging coordination 
of care, among other changes. Finally, pursuant to legislation passed in 2021, OCR recently issued guidance on recognized 
security practices for covered entities and business associates.  OCR indicated that recognized security practices will not 
be an aggravating factor in OCR investigations, but that implementation of recognized security practices strengthen an 
organization’s cybersecurity and regulatory posture, as well as possibly lessening enforcement penalties in a potential 
regulatory enforcement. As HIPAA and HITECH requirements evolve, we may be required to update our compliance 
strategies or modify our business processes to comply. 

The Federal Trade Commission (“FTC”) and many state attorneys general are interpreting existing federal and 
state consumer protection laws to impose evolving standards for the collection, use, dissemination and security of 
health-related and other personal information. Privacy laws require us to publish statements that describe how we handle 
personal information and choices individuals may have about the way we handle their personal information. Violating 
individuals’ privacy rights, publishing false or misleading information about security practices, or failing to take 
appropriate steps to keep individuals’ personal information secure may constitute unfair or deceptive acts or practices in 
violation of Section 5 of the FTC Act. Additionally, the FTC recently published an advance notice of proposed rule making 
on “commercial surveillance” and data security, and is seeking comment on whether it should implement new trade 
regulation rules or other regulatory alternatives concerning the ways in which companies (1) collect, aggregate, protect, 
use, analyze, and retain consumer data, as well as (2) transfer, share, sell, or otherwise monetize that data in ways that are 
unfair or deceptive. Federal regulators, state attorneys general and plaintiffs’ attorneys have been and will likely continue 
to be active in this space, and if we do not comply with existing or new laws and regulations related to patient health 
information, we could be subject to criminal or civil sanctions. 
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In addition, many state laws govern the privacy and security of health information in specified circumstances, 
many of which differ from each other in significant ways, are often not pre-empted by HIPAA, and may have a more 
prohibitive effect than HIPAA, thus complicating compliance efforts. For instance, the California Consumer Privacy Act 
(“CCPA”) became effective on January 1, 2020, giving California residents expanded privacy rights, and requiring 
businesses to provide detailed information about their data practices. The CCPA provides for civil penalties for violations, 
as well as a private right of action for data breaches that is expected to increase data breach litigation. Although there are 
limited exemptions for PHI and certain clinical trial data, the CCPA’s implementation standards and enforcement practices 
may increase our compliance costs and legal risks. Additionally, the California Privacy Rights Act (“CPRA”) was passed 
in November 2020 and amended the CCPA beginning in 2023. The CPRA imposes additional data protection obligations 
on companies doing business in California, including additional consumer rights processes, limitations on data uses, new 
audit requirements for higher risk data, and opt outs for certain uses of sensitive data. It also created a new California data 
protection agency authorized to issue substantive regulations and could result in increased privacy and information security 
enforcement. Similar laws have been adopted in other states or proposed in other states and at the federal level, and if 
passed, such laws may have potentially conflicting requirements that would make compliance challenging. Additional 
compliance investment and potential business process changes may be required to respond to this rapidly changing privacy 
law landscape. If we fail to comply with existing or new privacy laws and regulations, we could face legal liability from 
regulatory actions or litigation, as well as reputational damage. 

Additionally, the U.S. federal Physician Payments Sunshine Act (the “Sunshine Act”) and its implementing 
regulations, require that certain manufacturers of drugs, devices, biological and medical supplies for which payment is 
available under Medicare, Medicaid, or the Children’s Health Insurance Program, among others, track and report annually 
to the Centers for Medicare and Medicaid Services (“CMS”) information related to all payments or other transfers of value 
made to U.S.-licensed physicians (defined to include doctors, dentists, optometrists, podiatrists, and licensed 
chiropractors), physician assistants, nurse practitioners, clinical nurse specialists, anesthesiologist assistants, certified 
nurse anesthetists, certified nurse-midwives and U.S. teaching hospitals, as well as track and report annually certain 
ownership and investment interests held by U.S.-licensed physicians and their immediate family members, unless an 
exception applies. Failure to submit timely, accurately and completely the required information for all payments, transfers 
of value and ownership or investment interests may result in civil monetary penalties of up to an aggregate of $150,000 
(adjusted annually for inflation) per year and up to an aggregate of $1,000,000 (adjusted annually for inflation) per year 
for “knowing failures.” Covered manufacturers are required to submit reports on aggregate payment data to the Secretary 
of the U.S. Department of Health and Human Services on an annual basis.  

Many states have similar statutes or regulations to the above federal laws that may be broader in scope and may 
apply regardless of payor. We may also be subject to state laws that require pharmaceutical companies to comply with the 
pharmaceutical industry’s voluntary compliance guidelines and the relevant compliance guidance promulgated by the 
federal government, and/or state laws that require drug manufacturers to report information related to payments and other 
transfers of value to physicians and other healthcare providers, drug pricing or marketing expenditures. These laws may 
differ from each other in significant ways and may not have the same effect, further complicating compliance efforts. 
Additionally, to the extent that we have business operations in foreign countries or sell any of our products in foreign 
countries and jurisdictions, including Japan or the European Union, we may be subject to additional regulations. 

Although we do not currently have any products on the market, once our product candidates or clinical trials are 
covered by federal healthcare programs, we will be subject to additional healthcare statutory and regulatory requirements 
and enforcement by the federal and state governments of the jurisdictions in which we conduct our business. Because we 
intend to commercialize products that could be reimbursed under a federal healthcare program and other governmental 
healthcare programs, we intend to develop a comprehensive compliance program that establishes internal controls to 
facilitate adherence to the rules and program requirements to which we will or may become subject. Although the 
development and implementation of compliance programs can mitigate the risk of violating these laws, and the subsequent 
investigation, prosecution, and penalties assessed for violations of these laws, the risks cannot be entirely eliminated. 

If our operations are found to be in violation of any of such laws or any other governmental regulations that apply 
to us, we may be subject, without limitation, to significant civil, criminal and administrative penalties, damages, fines, 
individual imprisonment, disgorgement, exclusion from participation in federal and state healthcare programs, reputational 
harm, diminished profits and future earnings, additional oversight and reporting obligations pursuant to a corporate 
integrity agreement or similar agreement to resolve allegations of non-compliance with applicable laws and regulations, 
and the curtailment or restructuring of our operations, any of which could adversely affect our ability to operate our 
business and our financial results. 
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Additionally, we expect our products, if and when approved, may be eligible for coverage under Medicare, the 
federal healthcare program that provides health care benefits to the aged and disabled, and covers outpatient services and 
supplies, including certain pharmaceutical products, that are medically necessary to treat a beneficiary’s health condition. 
In addition, our products may be covered and reimbursed under other government programs, such as Medicaid and the 
340B Drug Pricing Program. The Medicaid Drug Rebate Program requires pharmaceutical manufacturers to enter into and 
have in effect a national rebate agreement with the Secretary of the Department of Health and Human Services as a 
condition for states to receive federal matching funds for the manufacturer’s outpatient drugs furnished to Medicaid 
patients. Under the 340B Drug Pricing Program, the manufacturer must extend discounts to statutorily defined covered 
entities that participate in the program. As part of the requirements to participate in certain government programs, many 
pharmaceutical manufacturers must calculate and report certain price reporting metrics to the government, such as average 
manufacturer price (“AMP”) and best price. Any failure to comply with price reporting and rebate payment obligations 
under federal healthcare programs could negatively impact our financial results. Civil monetary penalties can be applied 
if we are found to have knowingly submitted any false pricing information to the government, if we are found to have 
made a misrepresentation in the reporting of any pricing metrics, or if we fail to submit the required pricing data on a 
timely basis. Such conduct also could provide a basis for other potential liability under other federal laws such as the False 
Claims Act. 

Healthcare Reform 

In the United States and foreign jurisdictions, there have been, and we expect there will continue to be, a number 
of legislative and regulatory changes to healthcare systems that could affect our future results of operations.  

In the United States, the pharmaceutical industry has been a particular focus of healthcare reform efforts and has 
been significantly affected by major legislative and regulatory initiatives. For example, the ACA included significant 
changes to the coverage and payment for pharmaceutical products under government healthcare programs. This law was 
designed to expand access to health insurance coverage for uninsured and underinsured individuals while at the same time 
containing overall healthcare costs. 

The ACA and certain of its provisions have been subject to judicial challenges as well as legislative and regulatory 
efforts to repeal or replace them or to alter their interpretation or implementation. For example, on June 17, 2021, the U.S. 
Supreme Court dismissed a judicial challenge to the ACA brought by several states who argued that without the individual 
mandate, the entire ACA was unconstitutional. The Supreme Court’s dismissal of the lawsuit did not specifically rule on 
the constitutionality of the ACA. 

Other legislative changes have been proposed and adopted in the United States since the ACA was enacted. For 
example, through the process created by the Budget Control Act of 2011, there are automatic reductions of Medicare 
payments to providers of up to 2% per fiscal year, which went into effect on April 1, 2013 and, due to subsequent 
legislation, will stay in effect through the first eleven months of fiscal year 2032, unless additional Congressional action 
is taken (with the exception of a temporary suspension, and subsequent reduction, due to the COVID-19 pandemic). 
Additionally, the American Taxpayer Relief Act of 2012, among other things, further reduced Medicare payments to 
several providers and increased the statute of limitations period for the government to recover overpayments to providers 
from three to five years. 

Moreover, there have been several recent U.S. Congressional inquiries and proposed federal legislation designed 
to, among other things, bring more transparency to pharmaceutical and biological product pricing, reduce the cost of 
prescription drugs and biological products under Medicare, and reform government program reimbursement 
methodologies for drug and biological products. For example, in August 2022, former President Biden signed into law the 
IRA, which implements substantial changes to the Medicare program, including drug pricing reforms and changes to the 
Medicare Part D benefit design. Among other reforms, the IRA imposes inflation rebates on drug and biological product 
manufacturers for products reimbursed under Medicare Parts B and D if the prices of those products increase faster than 
inflation; implements changes to the Medicare Part D benefit that cap beneficiary annual out-of-pocket spending at $2,000 
(adjusted annually for inflation), with new discount obligations for pharmaceutical manufacturers; and establishes a 
“maximum fair price” for a fixed number of high expenditure pharmaceutical and biological products covered under 
Medicare Parts B and D following a price negotiation process with the CMS. CMS continues to take steps to implement 
the IRA. This includes, without limitation, negotiating and publishing “maximum fair prices” for drugs selected under the 
IRA’s price negotiation framework and releasing quarterly lists of Medicare Part B products and annual lists of Medicare 
Part D products that are subject to adjusted coinsurance rates based on the inflationary rebate provisions of the IRA. While 
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it remains to be seen how the drug pricing provisions imposed by the IRA will affect the broader pharmaceutical industry, 
several pharmaceutical manufacturers and other industry stakeholders have challenged the law, including through lawsuits 
brought against the U.S. Department of Health and Human Services, the Secretary of the Department of Health and Human 
Services, CMS, and the CMS Administrator challenging the constitutionality and administrative implementation of the 
IRA’s drug price negotiation provisions. Additionally, when originally enacted, the IRA explicitly excluded from price 
negotiation orphan drugs designated for only one rare disease or condition and for which the only active approved 
indication is for such disease or condition. However, the One Big Beautiful Bill Act (“OBBBA”) signed into law on July 
4, 2025, amended the applicable statute to broaden the orphan drug exclusion such that products with more than one orphan 
designation and more than one approved indication will remain exempt from price negotiation, so long as each approved 
indication is for a rare disease or condition. The OBBBA also postpones the start of price negotiation requirements for 
drugs and biologics with orphan designations until the product receives approval for a non-orphan indication. 

The current presidential administration has also signaled its intent to pursue additional healthcare reform 
measures, including those aimed at reducing prescription drug prices, through various means, including presidential 
executive orders and agency action. These efforts include, among other things, proposals to establish a “most favored 
nation” drug pricing policy that would tie U.S. drug prices to the prices paid for drugs in other countries. It remains to be 
seen how these drug pricing initiatives will affect the broader pharmaceutical industry. 

At the state level, individual states in the U.S. have increasingly passed legislation and implemented regulations 
designed to control biopharmaceutical and biologic product pricing, including price or patient reimbursement constraints, 
discounts, restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some 
cases, designed to encourage importation from other countries and bulk purchasing. The implementation of cost 
containment measures or other healthcare reforms may prevent us from being able to generate revenue, attain profitability, 
or commercialize any product that is ultimately approved. In addition, several state laws require disclosures related to state 
agencies and/or commercial purchasers with respect to certain price increases and new product launches that exceed certain 
pricing thresholds as identified in the relevant statutes. Some states have also established prescription drug affordability 
boards that are tasked with identifying certain high-cost prescription products that may pose affordability challenges for 
consumers and payers, conducting cost reviews on such products, and, in some circumstances, imposing upper payment 
limits on such products. Some of these laws and regulations contain ambiguous requirements that government officials 
have not yet clarified. Given the lack of clarity in the laws and their implementation, our future reporting actions could be 
subject to the penalty provisions of the pertinent federal and state laws and regulations. 

Finally, the regulatory environment governing the biopharmaceutical industry may be subject to significant and 
abrupt change, including due to judicial challenges, election cycles, and resulting regulatory updates and changes in policy 
priorities. For example, on June 28, 2024, the U.S. Supreme Court issued an opinion holding that courts reviewing agency 
action pursuant to the Administrative Procedure Act (“APA”) “must exercise their independent judgment” and “may not 
defer to an agency interpretation of the law simply because a statute is ambiguous.” The decision may have a significant 
impact on how lower courts evaluate challenges to agency interpretations of law, including those by CMS and other 
agencies with significant oversight of the healthcare industry. The new framework is likely to increase both the frequency 
of such challenges and their odds of success by eliminating one way in which the government previously prevailed in such 
cases. As a result, significant regulatory policies may be subject to increased litigation and judicial scrutiny. In addition, 
federal agency priorities, leadership, policies, rulemaking, communications, spending, and staffing may be significantly 
impacted by election cycles. For example, the current presidential administration has signaled its continued commitment 
to significantly reduce government spending through cuts to federal healthcare programs and reductions in the workforces 
of key government agencies, such as the U.S. Department of Health and Human Services, FDA, and CMS. Efforts by the 
current administration to further limit federal agency budgets or personnel may lead to slower response times and longer 
review periods, potentially affecting our ability to progress development of our product candidates or obtain regulatory 
approval for our product candidates. Any resulting changes in regulation may result in unexpected delays, increased costs, 
or other negative impacts on our business that are difficult to predict. 

Human Capital Resources 

As of December 31, 2025, we had 231 employees, all of whom were full-time employees, and 59 of whom held 
advanced degrees. Our employees support research and development, technical operations and manufacturing, quality, 
regulatory, clinical, commercial readiness, and general and administrative activities. 
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Our business and future growth depend on our ability to attract, develop and retain highly qualified personnel in 
a competitive market for scientific, technical, manufacturing, quality, regulatory, and commercial talent. Consistent with 
this objective, we seek to provide competitive compensation and benefits, performance-based incentives, equity, and 
professional development opportunities intended to support employee engagement and retention. We also utilize third-party 
consultants and service providers in selected areas to supplement internal capabilities and provide specialized expertise, 
while continuing to evaluate the appropriate balance between internal resources and outsourced support based on business 
needs. 

None of our employees are represented by a labor union or covered by a collective bargaining agreement. We 
have not experienced any material work stoppages and believe our relations with our employees are satisfactory. 

Corporate Information 

Our corporate and research headquarters are located at 10865 Road to the Cure, San Diego, California 92121. 
Our telephone number is (858) 727-1755 and our internet address is www.capricor.com. The information on, or accessible 
through, our website is not incorporated into this Annual Report on Form 10-K or any other filings we make with the U.S. 
Securities and Exchange Commission (the “SEC”). We have included our website address in this Annual Report on 
Form 10-K solely as an inactive textual reference. 
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ITEM 1A. RISK FACTORS 

Investment in our common stock involves significant risk. You should carefully consider the information described 
in the following risk factors, together with the other information appearing elsewhere in this Annual Report on Form 10-K, 
before making an investment decision regarding our common stock. If any of the events or circumstances described in 
these risks actually occur, our business, financial condition, results of operations and future growth prospects would likely 
be materially and adversely affected. In these circumstances, the market price of our common stock could decline, and 
you may lose all or a part of your investment in our common stock. Moreover, the risks described below are not the only 
ones that we face. 

Summary Risk Factors 

Our business is subject to a number of risks, including risks that may prevent us from achieving our business 
objectives or adversely affect our business, financial condition, results of operations and prospects. These risks include 
those related to the development, regulatory approval and potential commercialization of our product candidates, our 
manufacturing activities, intellectual property, third-party relationships, competitive factors, product and environmental 
liability, and our common stock. These risks are discussed more fully below and include, but are not limited to, risks 
related to: 

Risks Related to Our Business 

• substantial additional funding may be required to complete the development and potential commercialization 
of our product candidates in the United States and internationally; 

• the Company has incurred significant losses and may never achieve or sustain profitability; 
• the occurrence of security breaches, improper access to or disclosure of our data or third-party data, and other 

cyber incidents or undesirable cyber activity related to our systems or those of our third-party vendors; and 
• we may not have adequate personnel and may not be able to attract or retain personnel necessary to develop 

and potentially commercialize our product candidates. 
 

Risks Related to Clinical and Commercialization Activities 

• our success depends upon the viability of our product candidates, which require regulatory approval prior to 
commercialization, and we cannot be certain that any of them will receive such approval; 

•  delays in the commencement, enrollment or completion of clinical testing could result in increased costs to 
us and may delay or limit our ability to obtain regulatory approval for our product candidates; 

•  we may not be able to manufacture Deramiocel in sufficient quantities or at acceptable cost to meet market 
demand; 

•  product candidates can fail to meet safety or efficacy endpoints at any time during the clinical development 
process, which would likely prevent them from becoming commercial products; 

•  we may not be able to satisfy clinical or regulatory requirements necessary for the approval of our product 
candidates in the U.S., Europe, Japan or other select territories; 

•  we may not be able to reach the milestones set forth in our distribution agreements and therefore may not 
receive the financial benefits associated with those agreements; 

•  our exosome technologies may not demonstrate sufficient biological activity or scalability in development;  
• our partners may not perform as expected and therefore we may not realize the anticipated benefits of those 

agreements; and 
• the successful commercialization of our product candidates will depend in part on the extent to which 

governmental authorities and health insurers establish coverage, adequate reimbursement levels and pricing 
policies, including potential most-favored-nation pricing pilots or proposals that could require additional 
rebates for our product candidates, if approved. 
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Risks Related to the Manufacturing of our Product Candidates 

• the manufacturing of our product candidates is dependent on complex supply chains, including the 
availability of donor hearts and other raw materials that are critical for the manufacturing of our product 
candidates; 

• we may need to rely upon third-party manufacturers to expand our manufacturing capabilities for later-stage 
clinical trials and potential commercialization; 

• we may not have sufficient manufacturing capacity or facilities required for any future scale-up of 
manufacturing; 

• we may not be able to successfully replicate or scale our manufacturing processes; 
• we may not be able to comply with current Good Manufacturing Practice (“cGMP”) regulations; 
• we may not be able to identify or retain necessary manufacturing personnel; and 
• the FDA may not ultimately determine that our manufacturing processes are comparable or acceptable, or 

approve our manufacturing facilities for commercial production.  
 
Risks Related to Our Intellectual Property 

• we may not be able to obtain, maintain, protect, and enforce our intellectual property rights; 
• we may face potential challenges to the validity, enforceability, or scope of our intellectual property; 
• we may experience claims from third parties that we are infringing their patents or other intellectual property 

rights; and 
• we may not be able to satisfy our obligations under our licensing agreements. 

Risks Related to Our Relationships with Third Parties 

• we depend on our relationships with our licensors, collaborators, and other third parties and these 
relationships may not continue or may not be successful; and 

• we will depend on the ability of Nippon Shinyaku to perform according to the terms of the U.S. Distribution 
and Japan Distribution Agreements and all applicable laws, and to successfully commercialize Deramiocel 
for the treatment of DMD. 

Risks Related to Competitive Factors 

• our products, if approved, will likely face significant competition; and 
• any of our product candidates for which we receive regulatory approval may not achieve broad market 

acceptance, which could limit the revenue we may generate from their sales, if any. 

Risks Related to Product and Environmental Liability 

• our products or product candidates may expose us to potential product liability. 

Risks Related to Our Common Stock 

• we expect that our stock price will continue to fluctuate significantly; and 
• we have never paid dividends and we do not anticipate paying dividends in the future. 

Risks Related to Our Business 

We need additional funding before we can complete the development of our product candidates. If we are unable to 
obtain such additional capital, we will be forced to delay, reduce or eliminate our product development and clinical 
programs and may not have the capital required to otherwise operate our business. 

Developing biopharmaceutical products, including conducting preclinical studies and clinical trials and 
establishing manufacturing capabilities and commercialization infrastructure, is expensive. As of December 31, 2025, we 
had cash, cash equivalents, and marketable securities totaling approximately $318.1 million. We have not generated any 
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revenues from the commercial sale of products. We will not be able to generate any product revenues until, and only if, 
we receive approval to sell our drug candidates from the FDA or other regulatory authorities. 

From inception, we have financed our operations through private and public sales of our equity securities, 
government grants and payments from distribution agreements and collaboration partners. 

We may seek to raise additional funds through various potential sources, such as equity and debt financings, or 
through strategic collaborations and license agreements. We can give no assurances that we will be able to secure such 
additional sources of funds to support our operations or, if such funds are available to us, that such additional financing 
will be sufficient to meet our needs. Moreover, to the extent that we raise additional funds by issuing equity securities, our 
stockholders may experience additional significant dilution, and debt financing, if available, may involve restrictive 
covenants. To the extent that we raise additional funds through collaboration and licensing arrangements, it may be 
necessary to relinquish some rights to our technologies or our product candidates, or grant licenses on terms that may not 
be favorable to us. 

If we are unable to raise sufficient funds to support our current and planned operations, we may elect to 
discontinue certain of our ongoing activities or programs. The inability to raise additional funds could also prevent us from 
taking advantage of opportunities to pursue promising new or existing programs in the future. 

Our forecasts regarding our beliefs in the sufficiency of our financial resources to support our current and planned 
operations are forward-looking statements and involve significant risks and uncertainties, and actual results could vary as 
a result of a number of factors, including the factors discussed elsewhere in this “Risk Factors” section. We have based 
these estimates on assumptions that may prove to be wrong, and we could utilize our available capital resources sooner 
than we currently expect. Our future funding requirements will depend on many factors, including, but not limited to: 

• our ability to receive regulatory approval or commercialize our product candidates, within and outside the 
United States; 

• the next steps in the regulatory and commercial development of our DMD program; 
• the scope, rate of progress, cost and results of our research and development activities, especially our 

Deramiocel and exosomes programs; 
• the costs of developing adequate manufacturing processes and facilities; 
• the costs associated with and timing of regulatory approval; 
• the costs of filing, prosecuting, defending and enforcing any patent claims and other intellectual property 

rights; 
• the costs and risks involved in conducting clinical trials and manufacturing operations in the U.S. and 

internationally; 
• the availability of funding and clinical trial sponsorship from government programs including NIAID, the 

NIH, DoD, and CIRM, if applicable; 
• the effect of competing technological and market developments; 
• the terms and timing of any collaboration, licensing or other arrangements that we may establish; 
• our ability to manufacture commercial-scale GMP Deramiocel product at our San Diego manufacturing 

facility; 
• the cost and timing of technology transfer for, and completion of, clinical and commercial-scale outsourced 

manufacturing activities;  
• the costs of establishing sales, marketing and distribution capabilities, as applicable, for any product 

candidates for which we may receive regulatory approval; and 
• the impact, if any, of any new programs initiated by the Trump administration and the reduction in force of 

government staffing, as well as proposed reductions in funding for programs in support of research and 
development of product and vaccine candidates. 

We have a history of net losses, and we expect losses to continue for the foreseeable future. In addition, a number of 
factors may cause our operating results to fluctuate on a quarterly and annual basis, which may make it difficult to 
predict our future performance. 

We have a history of net losses, expect to continue to incur substantial net losses for the foreseeable future, and 
may never achieve or maintain profitability. Our operations to date have been primarily limited to organizing and staffing 
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our company, developing our technology, and undertaking preclinical studies and clinical trials of our product candidates. 
We have not yet obtained regulatory approval for any of our product candidates. Specifically, our financial condition and 
operating results have varied significantly in the past and will continue to fluctuate from quarter-to-quarter and 
year-to-year in the future due to a variety of factors, many of which are beyond our control. Factors relating to our business 
that may contribute to these fluctuations include the following factors: 

• our need for additional capital to fund our trials and development programs; 
• delays in the commencement, enrollment, and timing of clinical testing; 
• the viability of Deramiocel as a potential product candidate and its development through all stages of clinical 

development; 
• the viability of our exosome technologies as potential product candidates and the advancement of our 

exosome technologies through all stages of their preclinical and clinical development; 
• any delays in regulatory review and approval of our product candidates in clinical development; 
• our ability to receive regulatory approval or commercialize our product candidates, within and outside the 

United States; 
• potential side effects of our current or future products and product candidates that could delay or prevent 

commercialization or cause an approved treatment to be taken off the market; 
• market acceptance of our product candidates; 
• our ability to establish an effective sales and marketing infrastructure once our products are commercialized, 

as necessary or to establish partnerships with other companies who have greater sales and marketing 
capabilities; 

• the ability of our distribution partner, Nippon Shinyaku, to successfully market and sell our Deramiocel 
product if and to the extent it is approved; 

• our ability to establish or maintain collaborations, licensing or other arrangements, including strategic 
partnerships for Deramiocel outside of DMD and our exosome technologies; 

• our ability and third parties’ abilities to obtain and protect intellectual property rights; 
• competition from existing products or new products that may emerge; 
• guidelines and recommendations of therapies published by various organizations; 
• the ability of patients to obtain coverage of, or sufficient reimbursement for, our product candidates; 
• our ability to maintain adequate insurance policies; 
• our ability to successfully manufacture our product candidates in sufficient quantities and on a timely basis 

to meet clinical trial and potential commercial demand; 
• our dependency on third parties to formulate and manufacture our product candidates, as necessary; 
• our ability to maintain and staff our current manufacturing facilities; 
• our ability to build or secure new manufacturing facilities, if necessary, and achieve and maintain cGMP and 

obtain required certifications as required; 
• costs related to and outcomes of potential intellectual property litigation; 
• compliance with obligations under intellectual property licenses with third parties; 
• our ability to implement additional internal systems and infrastructure; 
• our ability to adequately support future growth; 
• if our products are approved for commercial sale, the ability to secure adequate reimbursement levels for our 

products; 
• our ability to attract and retain key personnel to manage our business effectively; and 
• the ability of members of our senior management to manage our business and operations. 

The Company’s cell therapy technology (Deramiocel) is in late-stage development but not yet an approved product, and 
its exosome technology is still in preclinical development. 

The Company’s Deramiocel technology is in late-stage development and may require further clinical testing 
before it may be approved by the FDA, or another regulatory authority in a jurisdiction outside the United States, which 
could take several years to complete, if ever. The Company’s failure to establish efficacy of Deramiocel would have a 
material adverse effect on the Company. Additionally, we cannot predict with any certainty if, or when, we might 
commence any additional clinical trials of our exosome product candidates, whether we will be able to secure additional 
strategic partners, or whether our current trials will yield sufficient data to permit us to proceed with additional clinical 
development and ultimately submit an application for regulatory approval of our exosome product candidates in the United 
States or abroad, or whether such applications will be accepted by the appropriate regulatory agencies.  
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Our business depends entirely on the successful development and commercialization of our product candidates. 
We currently have no products approved for sale and generate no revenues from sales of any products, and we may never 
be able to develop a marketable product. We are not permitted to market or promote our product candidates before we 
receive marketing approval from the FDA and comparable foreign regulatory authorities, and we may never receive such 
marketing approvals. We are also unable to predict whether our preclinical studies of our exosomes products will result in 
a viable clinical development program. 

Our product candidates may, or in some cases, will require additional clinical development, evaluation of clinical, 
preclinical and manufacturing activities, marketing approval in multiple jurisdictions, substantial investment and 
significant marketing efforts before we generate any revenues from product sales.  

The success of our product candidates will depend on several factors, including the following: 

• our ability to demonstrate our products’ safety, tolerability and efficacy to the FDA or any comparable 
foreign regulatory authority for marketing approval; 

• successful and timely completion of our clinical trials; 
• initiation and successful patient enrollment and completion of additional clinical trials on a timely basis; 
• timely receipt of marketing approval for our products; 
• obtaining and maintaining patent protection, trade secret protection and regulatory exclusivity, both in the 

United States and internationally; 
• avoiding and successfully defending against any claims that we have infringed, misappropriated or otherwise 

violated any intellectual property of any third-party; 
• the performance of our current and future distributors or collaborators, if any; 
• the extent of, and our ability to timely complete, any required post-marketing approval commitments imposed 

by FDA or other applicable regulatory authorities; 
• successfully developing a companion diagnostic test on a timely and cost effective basis, if required; 
• establishment of supply arrangements with third-parties for raw materials and product supplies and potential 

manufacturers who are able to manufacture clinical trial and commercial quantities of drug substance and 
drug products; 

• our ability to develop, validate and maintain a commercially viable manufacturing process that is compliant 
with cGMP at a scale sufficient to meet anticipated demand; 

• successful launch of commercial sales following marketing approval; 
• a continued acceptable safety profile following marketing approval; 
• commercial acceptance by patients, the medical community and third-party payors; 
• the availability of coverage and adequate reimbursement and pricing by third-party payors and government 

authorities; 
• the availability, perceived advantages, relative cost, relative safety and relative efficacy of alternative and 

competing treatments; 
• the impact of infectious disease outbreaks or pandemics on our operations, ability to conduct clinical trials 

and on the ability of our regulators to review and approve or authorize our products; 
• our ability to compete with other therapies; and 
• our ability to conduct post-marketing surveillance and comply with requirements of FDA and other 

comparable regulatory authorities after product approval. 

We do not have complete control over many of these factors, including certain aspects of clinical development 
and the regulatory submission process, potential threats to our intellectual property rights and the manufacturing, 
marketing, distribution and sales efforts of our partner or of any future collaborator. Accordingly, we cannot assure you 
that we will ever be able to generate revenue through the sale of our products. If we are not successful in marketing or 
commercializing our products, or are significantly delayed in doing so, our business will be materially harmed. 

Business disruptions such as natural disasters, widespread infectious diseases, or pandemics or geopolitical conflicts 
could seriously harm our future revenues and financial condition and increase our costs and expenses. 

Our corporate headquarters and our manufacturing and research facilities are located in San Diego and in the Los 
Angeles, California area, a region known for seismic activity, as well as being susceptible to drought and fires. A 
significant natural disaster, such as an earthquake, flood or fire, occurring at our headquarters or manufacturing facilities, 
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or at the facilities of any third-party manufacturer or vendor, could have a material adverse effect on our business, financial 
condition and results of operations. In addition, outbreaks of viruses, infectious diseases or pandemics (including, for 
example, the outbreak of the novel coronavirus (COVID-19)), terrorist acts or acts of war targeted at the United States, 
and specifically in the California region, or geopolitical conflicts, such as the Russia-Ukraine conflict, Venezuela, and the 
conflicts in Gaza, Iran, and across the Middle East, could cause damage or disruption to us, our employees, facilities, 
contractors and collaborators, which could have a material adverse effect on our business, financial condition and results 
of operations. 

Tariffs imposed by foreign governments in retaliation for U.S. trade measures could adversely affect our international 
sales, results of operations, and financial condition. 

In response to tariffs and other trade measures imposed by the United States, certain foreign governments have 
implemented, and may in the future implement, retaliatory tariffs or other trade restrictions on products imported from the 
United States. To the extent such measures apply to our products, they may increase the cost of our products to customers 
in affected markets, reduce demand for our products, and make our products less competitive relative to locally sourced 
or other non-U.S. products. 

Retaliatory tariffs and related trade actions could also disrupt our supply chains, require us to modify pricing, 
sourcing, or distribution strategies, or result in the loss of customers or market share in impacted jurisdictions. In addition, 
uncertainty regarding the scope, duration, and potential escalation of trade disputes may negatively affect customer 
purchasing decisions and our ability to forecast demand. 

Any of these factors could adversely affect our revenues, margins, cash flows, and overall financial condition. 
The ultimate impact of retaliatory tariffs and related trade measures will depend on various factors, including the 
magnitude and duration of the tariffs on our products, and broader macroeconomic conditions. 

A breakdown, corruption or breach of our information technology systems or computer systems, or those used or hosted 
by our CROs, contractors, consultants or third-party vendors could subject us to liability or interrupt the operation of 
our business. 

We are increasingly dependent upon information technology systems, computer systems and data, as well as the 
information technology systems, computer systems and data of our current and future clinical research organizations 
(“CROs”), contractors, consultants and third-party vendors, especially if we expand our clinical trials and therefore our 
databases of patient information.  

Our information technology systems, computer systems and data (and those of our current and future CROs, 
contractors, consultants and third-party vendors) are potentially vulnerable to breakdown, corruption, deliberate attacks, 
malicious intrusion or software, as well as unintentional cybersecurity incidents, such as system misconfigurations, 
misuses or human error. Likewise, data privacy or security breaches by individuals authorized to access our information 
technology systems or others may pose a risk that sensitive data, including intellectual property, trade secrets or personal 
information belonging to us, our patients, customers or other business partners, may be exposed to unauthorized persons 
or to the public.  

We utilize and rely on services of third parties in connection with our clinical trials, which services involve the 
collection, use, storage and analysis of personal health information. While we receive assurances from these third parties 
that their systems and services are compliant with HIPAA and other applicable privacy and cybersecurity laws, there can 
be no assurance that such third parties will comply with applicable laws or regulations. Non-compliance by such third 
parties or weaknesses in their cybersecurity programs may result in liability for us which would have a material adverse 
effect on our business, financial condition and results of operations. 

Despite the implementation of security measures, our information technology systems and computer systems, and 
those of our current and future CROs, contractors, consultants and other third parties are potentially vulnerable to 
breakdown, corruption, disruption or cybersecurity incidents. Cyber-attacks are increasing in their frequency, 
sophistication and intensity and are becoming increasingly difficult to detect. While we have not experienced any such 
material system failure or security breach to date, if such an event were to occur and cause interruptions in our operations, 
it could result in a material disruption of our development programs and our business operations. For example, the loss of 
clinical trial data from completed or future clinical trials could result in delays in our regulatory approval efforts and 
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significantly increase our costs to recover or reproduce the data. To the extent that any disruption or security breach were 
to result in a loss of, or damage to, our data or applications, or inappropriate disclosure of confidential or proprietary 
information, we could incur liability and the further development and commercialization of our product candidates could 
be significantly delayed. 

We continue to build and improve our information systems and infrastructure and believe we have taken 
appropriate security measures to minimize these risks to our data, information technology systems and computer systems, 
and we intend to defend against and respond to data security incidents. There can be no assurance that our efforts will 
prevent breakdowns or breaches in our systems, or adequately contain and mitigate risks from a data security incident, 
which could result in a material disruption of our development programs and business operations, and our business, 
financial condition, results of operations and prospects could be adversely impacted. 

If we achieve our near-term product development milestones, we may not be able to manage any subsequent growth. 

Should we achieve our near-term product development milestones, of which no assurance can be given, 
our long-term viability will depend upon the expansion of our operations and the effective management of our growth, 
which will place a significant strain on our management and on our administrative, operational and financial resources, 
especially if we expand our business and operations internationally. To manage this growth, we will need to expand our 
facilities, augment our operational, financial and management systems and hire and train additional qualified personnel, 
including people and companies with expertise in commercialization activities, some of whom may be outside consultants 
who are not our full-time employees. If we are unable to manage our growth effectively, our business would be harmed. 

Risks Related to Clinical and Commercialization Activities 

Our success depends upon the viability of our product candidates and we cannot be certain any of them will receive 
regulatory approval to be commercialized. 

We will need FDA approval to market and sell any of our product candidates in the United States and approvals 
from FDA-equivalent regulatory authorities in foreign jurisdictions to commercialize our product candidates in those 
jurisdictions. In order to obtain FDA approval of Deramiocel for the treatment of DMD, we submitted to the FDA a BLA 
for potential approval of Deramiocel, which currently is under review. This application requires significant research and 
animal testing, which are referred to as preclinical studies, as well as human testing, which are referred to as clinical trials. 
Satisfaction of the FDA’s regulatory requirements typically takes many years, depends upon the type, complexity, and 
novelty of the product candidate, and requires substantial resources for research, development, testing and manufacturing. 
We cannot predict whether our research and clinical approaches will result in drugs that the FDA considers safe for humans 
and effective for indicated uses. The FDA and other foreign regulatory agencies have substantial discretion in the approval 
process and may require us to conduct additional preclinical and clinical testing or to perform post-marketing studies. In 
addition, for biologic and cell therapy products, regulatory review may include scrutiny of our CMC package, 
manufacturing controls and facility readiness, and may require process changes, comparability data, or other remediation 
that could delay approval or limit the scope of an approved indication. The approval process may also be delayed by 
changes in government regulation, future legislation, administrative action or changes in FDA policy that occur prior to or 
during our regulatory review. 

Even if we comply with all FDA requests, the FDA may ultimately reject one or more of our BLAs or NDAs, as 
applicable. We cannot be sure that we will ever obtain regulatory clearance for our product candidates. Failure to obtain 
FDA approval of any of our product candidates will reduce our number of potentially salable products, if any, and, 
therefore, corresponding product revenues, and will have a material and adverse impact on our business. 

We have limited experience in conducting late-stage clinical trials, which are complex and subject to strict regulatory 
oversight. 

We have limited late-stage clinical trial experience with respect to our product candidates. The clinical testing 
process is governed by stringent regulations and is highly complex, costly, time-consuming, and uncertain as to outcome, 
and pharmaceutical products and products used in the regeneration of tissue may invite particularly close scrutiny and 
requirements from the FDA and other regulatory bodies. Our failure or the failure of our collaborators to conduct clinical 
trials successfully or our failure to capitalize on the results of clinical trials for our product candidates would have a 
material adverse effect on the Company. If our clinical trials of our product candidates or future product candidates do not 
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sufficiently enroll or produce results necessary to support regulatory approval in the United States or elsewhere, or if they 
show undesirable side effects, we will be unable to commercialize these product candidates. 

To receive regulatory approval for the commercial sale of our product candidates, we must conduct adequate and 
well-controlled clinical trials to demonstrate efficacy and safety in humans. Clinical failure can occur at any stage of 
testing. Our clinical trials may produce negative or inconclusive results, and we may decide, or regulators may require us, 
to conduct additional clinical and/or non-clinical testing. In addition, the results of our clinical trials may show that our 
product candidates are ineffective or may cause undesirable side effects, which could interrupt, delay or halt clinical trials, 
resulting in the denial of regulatory approval by the FDA and other regulatory authorities. Furthermore, negative, delayed 
or inconclusive results may result in: 

• the withdrawal of clinical trial participants; 
• the termination of clinical trial sites or entire trial programs; 
• costly litigation arising out of the trials; 
• substantial monetary awards to patients or other claimants; 
• the requirement that additional trials be conducted; 
• impairment of our business reputation; 
• loss of potential revenues resulting from the inability to commercialize our product candidates. 

 
As the results of earlier preclinical studies or clinical trials are not necessarily predictive of future results, any product 
candidate we advance into clinical trials may not have favorable results in later clinical trials or receive regulatory 
approval. 

Even if our preclinical studies and clinical trials are completed as planned, we cannot be certain that their results 
will support the claims of our product candidates. Positive results in preclinical testing and early clinical trials do not 
ensure that results from later clinical trials will also be positive, and we cannot be sure that the results of later clinical trials 
will replicate the results of prior clinical trials and preclinical testing. 

Our clinical trial process may fail to demonstrate that our product candidates are safe for humans and effective 
for indicated uses. This failure would cause us to abandon a product candidate and may delay development of other product 
candidates. Any delay in, or termination of, our clinical trials will delay or cause us to refrain from the filing of our BLAs 
and/or NDAs with the FDA and, ultimately, our ability to commercialize our product candidates and generate product 
revenues. In addition, our clinical trials to date involve small patient populations. Because of the small sample size, the 
results of these clinical trials may not be indicative of future results. 

Despite the results reported in earlier clinical trials for our product candidates, we do not know whether any Phase 
2, Phase 3 or other clinical trial which we may conduct will demonstrate adequate efficacy and safety to result in regulatory 
approval to market our product candidates. A number of companies in the pharmaceutical industry, including those with 
greater resources and experience, have suffered significant setbacks in Phase 2 or Phase 3 clinical trials, even after seeing 
promising results in earlier clinical trials. 

Our exosome technologies are based on a novel therapeutic approach which makes it difficult to predict the time and 
cost of development and the probability of subsequently obtaining regulatory approval, if at all. 

Our exosome technologies involve a relatively new therapeutic approach which will face both clinical and 
regulatory challenges. To date, and to the best of our knowledge, no products based on exosomes have been approved in 
the United States for therapeutic use. It is therefore difficult to accurately predict the developmental challenges we may 
face for our exosome technologies as they proceed through preclinical studies and clinical trials. In addition, because we 
have only conducted preclinical studies and, in collaboration with NIAID, recently initiated a Phase 1 clinical study, with 
our exosome technologies, we have not yet been able to assess their safety in humans, and there may be short-term or 
long-term effects from treatment with our exosomes that we cannot predict at this time. Also, animal models for the 
indications we may explore may not exist or may be difficult to obtain for our preclinical studies. As a result of these 
factors, we are unable to predict the time and cost of development of our exosome technologies and we cannot predict 
whether the application of our exosome technologies, or any similar or competitive exosome technologies, will result in 
regulatory approval of any products. There can be no assurance that any development problems we experience in the future 
related to our exosomes or any of our research programs will not cause significant delays or unanticipated costs, or that 
such development problems can be solved. We may also decide to discontinue exosome development programs if we 
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believe that there is excessive competition in a disease target. Any of these factors may prevent us from completing our 
preclinical studies or any clinical trials that we may initiate or commercializing any product candidates we may develop 
on a timely or profitable basis, if at all. 

The clinical trial requirements of the FDA, the EMA, and other regulatory authorities and the criteria these 
regulators use to determine the safety and efficacy of a product candidate vary substantially according to the type, 
complexity and intended use and market of the product candidate. As a result, the regulatory approval process for our 
exosomes is uncertain and may be more expensive and take longer than the approval process for other product candidates. 
It is difficult to determine how long it will take or how much it will cost to obtain regulatory approvals for our exosomes 
in either the United States or the European Union or other regions of the world or how long it will take to commercialize 
our product candidates, if at all. Delay or failure to obtain, or unexpected costs in obtaining, the regulatory approval 
necessary to bring a potential product candidate to market could decrease our ability to generate sufficient product revenue, 
and our business, financial condition, results of operations and prospects may be adversely impacted. 

Negative developments in the field of exosomes could damage public perception of any product candidates that we 
develop, which could adversely affect our ability to conduct our business or obtain regulatory approvals for such 
product candidates. 

Exosome-based therapeutics and vaccines are novel and unproven therapies which may not gain the acceptance 
of the public, patients or the medical community. To date, efforts by others to leverage natural exosomes have generally 
demonstrated an inability to generate exosomes with predictable biologically active properties or to manufacture exosomes 
at suitable scale to treat more than a small number of patients. Our success will depend on our ability to demonstrate that 
our exosome technologies can overcome these challenges. 

Additionally, our success will depend upon physicians who specialize in the treatment of diseases targeted by our 
exosomes prescribing treatments that involve the use of our product candidates in lieu of, or in addition to, existing 
treatments with which they are more familiar and for which greater clinical data may be available. Adverse events in 
clinical trials of our exosomes or in clinical trials of others developing similar products and the resulting publicity, as well 
as any other adverse events in the field of exosome therapeutics, could result in a decrease in demand for any products that 
we may develop. These events could also result in the suspension, discontinuation, or clinical hold of, or modification to, 
our clinical trials. Any future negative developments in the field of exosomes and their use as therapies could also result 
in greater governmental regulation, stricter labeling requirements and potential regulatory delays in the testing or approvals 
of our exosomes or other potential future product candidates. Any increased scrutiny could delay or increase the costs of 
obtaining marketing approval for our exosomes or any other product candidates which we may develop in the future. 

Advancing product candidates based on our exosome platform as novel products creates significant challenges 
for us, including: 

• to our knowledge, obtaining marketing approval from the FDA or comparable foreign regulatory authorities 
has never been done before; 

• educating medical personnel regarding the potential efficacy and safety benefits, as well as the challenges, 
of incorporating our product candidates, if approved, into treatment regimens; and 

• establishing the sales and marketing capabilities to gain market acceptance, if approved. 

We may not be able to file INDs to commence additional clinical trials on the timelines we expect, and even if we are 
able to do so, the FDA may not permit us to proceed. 

We hope to file additional INDs over the next several years, including with respect to our exosome technologies 
in one or more indications as well as potentially in BMD. However, the timing of our filing of these INDs is primarily 
dependent on receiving further data from our preclinical studies, having sufficient processes in place in connection with 
the manufacturing of the exosomes and the availability of necessary funding for any potential clinical trial. 

We cannot be sure that submission of an IND will result in the FDA allowing further clinical trials to begin, or 
that, once begun, issues will not arise that result in the suspension or termination of such clinical trials. Any IND we submit 
could be denied by the FDA or the FDA could place any future investigation of ours on clinical hold until we provide 
additional information, either before or after clinical trials are initiated. Additionally, even if such regulatory authorities 
agree with the design and implementation of the clinical trial set forth in an IND or clinical trial application, we cannot 
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guarantee that such regulatory authorities will not change their requirements in the future. The FDA may also impose 
clinical holds at any time before or during clinical trials due to unacceptable and significant risks to clinical trial subjects 
or non-compliance with FDA requirements. Unfavorable future trial results or other factors, such as insufficient capital to 
continue development of a product candidate or program, could also cause us to voluntarily withdraw an effective IND. 

Delays in the commencement, enrollment, and completion of clinical testing, as well as reduced government funding 
of certain clinical trials, could result in increased costs to us and delay or limit our ability to obtain regulatory approval 
for our product candidates. 

Delays in the commencement, enrollment or completion of clinical testing could significantly affect our product 
development costs. Additionally, a clinical trial may be suspended or terminated by the Company, the FDA, or other 
regulatory authorities due to a number of factors. The commencement and completion of clinical trials require us to identify 
and maintain a sufficient number of trial sites, many of which may already be engaged in other clinical trial programs for 
the same indication as our product candidates or may otherwise be resource constrained. We may be required to withdraw 
from a clinical trial as a result of changing standards of care, or we may become ineligible to participate in clinical studies. 
In addition, clinical trials which were due to receive support from the U.S. government, such as the NIAID clinical trial 
using our StealthXTM vaccine candidate, may be impacted by staffing reductions as well as changes in government 
priorities with a new U.S. presidential administration. We do not know whether planned clinical trials will begin on time 
or be completed on schedule, if at all. The commencement, enrollment and completion of clinical trials can be delayed for 
a number of reasons, including, but not limited to, delays related to: 

• findings in preclinical studies; 
• reaching agreements on acceptable terms with prospective CROs, vendors and trial sites, the terms of which 

can be subject to extensive negotiation and may vary significantly among different CROs, vendors and trial 
sites; 

• obtaining regulatory clearance to commence a clinical trial; 
• complying with conditions imposed by a regulatory authority regarding the scope or term of a clinical trial, 

or being required to conduct additional trials before moving on to the next phase of trials; 
• obtaining IRB approval to conduct a clinical trial at numerous prospective sites; 
• recruiting and enrolling patients to participate in clinical trials for a variety of reasons, including the size of 

the patient population, nature of trial protocol, meeting the enrollment criteria for our studies, screening 
failures, the inability of the sites to conduct trial procedures properly, the inability of the sites to devote their 
resources to the trial, the availability of approved effective treatments for the relevant disease and competition 
from other clinical trial programs for similar indications; 

• the impact of infectious disease outbreaks or pandemics on site personnel availability, patient screening and 
patient enrollment; 

• competition from other companies operating in the same disease setting; 
• developing and validating any companion diagnostic to be used in the trial, to the extent we are required to 

do so; 
• patients failing to comply with the clinical trial protocol or dropping out of a trial; 
• clinical trial sites failing to comply with the clinical trial protocol or dropping out of a trial; 
• addressing any conflicts with new or existing laws or regulations; 
• the need to add new clinical trial sites; 
• retaining patients who have initiated their participation in a clinical trial but may withdraw due to the 

treatment protocol, lack of efficacy, personal issues, or side effects from the therapy, or who are lost to further 
follow-up; 

• manufacturing sufficient quantities of a product candidate for use in clinical trials on a timely basis; 
• obtaining advice from regulatory authorities regarding the statistical analysis plan to be used to evaluate the 

clinical trial data or other trial design issues; 
• demonstrating the bioequivalence of products we manufacture to prior products manufactured by us; 
• complying with design protocols of any applicable special protocol assessment we receive from the FDA; 
• severe or unexpected drug-related side effects experienced by patients in a clinical trial; 
• collecting, analyzing and reporting final data from the clinical trials; 
• breaches in quality of manufacturing runs that compromise all or some of the doses made; positive results in 

FDA-required viral testing; karyotypic abnormalities in our cell product; or contamination in our 
manufacturing facilities, as well as equipment failures, operator error, variability in yields or cell viability, 
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or other deviations that may result in lot failures or product loss, all of which events would necessitate 
disposal of all cells made from that source; 

• availability of materials provided by third parties necessary to manufacture our product candidates; 
• availability of adequate amounts of acceptable tissue for preparation of master cell banks for our products; 
• requirements to conduct additional trials and studies, and increased expenses associated with the services of 

the Company’s CROs and other third parties; and 
• meeting logistical requirements for the delivery of investigational product. 

If we are required to conduct additional clinical trials or other testing of our product candidates beyond those that 
we currently contemplate, we or our development partners, if any, may be delayed in obtaining, or may not be able to 
obtain or maintain, clinical or marketing approval for these product candidates. We may not be able to obtain approval for 
indications that are as broad as intended, or we may be able to obtain approval only for indications that are entirely different 
from those indications for which we sought approval. 

Changes in regulatory requirements and guidance may occur, and we may need to amend clinical trial protocols 
to reflect these changes with appropriate regulatory authorities. In August 2023, the FDA published a guidance document, 
Informed Consent, Guidance for IRBs, Clinical Investigators, and Sponsors, which supersedes past guidance and finalizes 
draft guidance on informed consent. The FDA’s new guidance presents evolving requirements for informed consent which 
may affect recruitment and retention of patients in clinical trials. Further, in December 2023, the FDA published a final 
rule, Institutional Review Board Waiver or Alteration of Informed Consent for Minimal Risk Clinical Investigations, which 
allows exceptions from informed consent requirements when a clinical investigation poses no more than minimal risk to 
the human subject and includes appropriate safeguards to protect the rights, safety, and welfare of human subjects. 
Modifications to informed consent or other clinical trial requirements may affect enrollment or retention of patients, require 
modifications to trial documents and may cause delays to the trial. 

Amendments may require us to resubmit our clinical trial protocols to IRBs for re-examination which may impact 
the costs, timing, or successful completion of a clinical trial. If we experience delays in the completion of, or if we 
terminate, our clinical trials, the commercial prospects for our product candidates will be harmed, and our ability to 
generate product revenues will be delayed or will not be realized. In addition, many of the factors that cause, or lead to, a 
delay in the commencement or completion of clinical trials may also ultimately lead to the denial of regulatory approval 
of a product candidate. Even if we are able to ultimately commercialize our product candidates, other therapies for the 
same or similar indications may have been introduced to the market and already established a competitive advantage. Any 
delays in obtaining regulatory approvals may: 

• delay commercialization of, and our ability to derive product revenues from, our product candidates; 
• impose costly procedures on us; or 
• diminish any competitive advantages that we may otherwise enjoy. 

We may experience numerous unforeseen events during, or as a result of, clinical trials that could delay or prevent 
our ability to receive marketing approval or commercialize our product candidates, including: 

• we may receive feedback from regulatory authorities that requires us to modify the design of our clinical 
trials; 

• clinical trials of our product candidates may produce negative or inconclusive results, and we may decide, or 
regulators may require us, to conduct additional clinical trials or abandon drug development programs; 

• the number of patients required for clinical trials of our product candidates may be larger than we anticipate, 
enrollment in these clinical trials may be slower than we anticipate or participants may drop out of these 
clinical trials at a higher rate than we anticipate; 

• our third-party contractors, including our CROs, may fail to comply with regulatory requirements or meet 
their contractual obligations to us in a timely manner, or at all; 

• we, our investigators, or any of the overseeing IRBs or ethics committees might decide to suspend or 
terminate clinical trials of our product candidates for various reasons, including non-compliance with 
regulatory requirements, a finding that our product candidates have undesirable side effects or other 
unexpected characteristics, or a finding that the participants are being exposed to unacceptable health risks; 

• the cost of clinical trials of our product candidates may be greater than we anticipate; 
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• the supply or quality of our product candidates or other materials necessary to conduct clinical trials of our 
product candidates may be insufficient or inadequate; 

• regulators may revise the requirements for approving our product candidates, or such requirements may not 
be as we anticipate; and 

• any future collaborators that conduct clinical trials may face any of the above issues, and may conduct clinical 
trials in ways they view as advantageous to them but that are suboptimal for us. 

If we are required to conduct additional clinical trials or other testing of our product candidates beyond those that 
we currently contemplate, if we are unable to successfully complete clinical trials of our product candidates or other testing, 
if the results of these trials or tests are not positive or are insufficiently positive to support marketing approval, or if there 
are safety concerns, we may: 

• incur unplanned costs; 
• be delayed in obtaining marketing approval for our product candidates or not obtain marketing approval at 

all; 
• obtain marketing approval in some countries and not in others; 
• obtain marketing approval for indications or patient populations that are narrower or more limited in scope 

than intended or desired; 
• obtain marketing approval subject to significant use or distribution restrictions or with labeling that includes 

significant safety warnings, including boxed warnings; 
• be subject to additional post-marketing testing requirements; or 
• have the drug removed from the market after obtaining marketing approval. 

Our drug development costs will also increase if we experience delays in testing or marketing approvals. We do 
not know whether clinical trials will begin as planned, will need to be restructured or will be completed on schedule, or at 
all. Furthermore, we rely on third-party CROs and clinical trial sites to ensure the proper and timely conduct of our clinical 
trials, and while we have agreements governing their committed activities, we have limited influence over their actual 
performance. Significant clinical trial delays also could shorten any periods during which we may have the exclusive right 
to commercialize our product candidates or allow our competitors to bring drugs to market before we do and impair our 
ability to successfully commercialize our product candidates and may harm our business and results of operations. 

The biopharmaceutical industry is subject to extensive regulatory obligations and policies that may be subject to 
significant and abrupt change, including due to judicial challenges, election cycles, and resulting regulatory updates 
and changes in policy priorities. 

On June 28, 2024, the U.S. Supreme Court issued an opinion holding that courts reviewing agency action pursuant 
to the Administrative Procedure Act (APA) “must exercise their independent judgment” and “may not defer to an agency 
interpretation of the law simply because a statute is ambiguous.” The decision may have a significant impact on how lower 
courts evaluate challenges to agency interpretations of law, including those by the U.S. Department of Health and Human 
Services, CMS, FDA and other agencies with significant oversight of the biopharmaceutical industry.  The new framework 
is likely to increase both the frequency of such challenges and their odds of success by eliminating one way in which the 
government previously prevailed in such cases. As a result, significant regulatory policies may be subject to increased 
litigation and judicial scrutiny. 

In addition, federal agency activities, priorities, leadership, policies, rulemaking, communications, spending, and 
staffing may be significantly impacted by election cycles and legislative developments. For example, the current 
presidential administration has signaled its continued commitment to significantly reduce government spending through 
cuts to federal healthcare programs and reductions in the workforces of key government agencies, such as the U.S. 
Department of Health and Human Services, CMS and FDA.  Efforts by the current administration to further limit federal 
agency budgets or personnel may result in reductions to agency budgets, employees, and operations. The administration 
and agencies have also made abrupt announcements about new or changed regulatory policies, such as policies related to 
use of AI to review product applications.  

 And, federal government shutdowns may prevent the FDA or other regulatory authorities from conducting their 
regular inspections, reviews or other regulatory activities, and may significantly impact the ability of the FDA to timely 
review and process our regulatory submissions. These developments may lead to slower response times and longer review 
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periods, potentially affecting our ability to progress development of our product candidates or obtain regulatory approval 
for our product candidates. Any resulting changes in regulation may result in unexpected delays, increased costs, or other 
negative impacts on our business that are difficult to predict. In addition, changes in the administration’s policies and 
personnel could result in decisions that differ from, or supersede, those made by government personnel under prior 
administrations. 

There are also a number of healthcare-related legislative and regulatory initiatives and reforms in the United 
States that significantly affect the biopharmaceutical industry. For example, there has been heightened governmental 
scrutiny in the U.S. of pharmaceutical pricing practices in light of the rising cost of prescription drugs and biologics. Such 
scrutiny has resulted in several congressional inquiries and proposed and enacted federal and state legislation designed to, 
among other things, bring more transparency to product pricing, review the relationship between pricing and manufacturer 
patient programs, and reform government program reimbursement methodologies for products. Any resulting changes in 
regulation may result in unexpected delays, increased costs, or other negative impacts on our business that are difficult to 
predict. Also, changes in the administration’s policies and personnel may result in decisions contrary to or overriding 
decisions previously made by government personnel under prior administrations. 

The outcome of preclinical testing and early clinical trials may not be predictive of the success of later clinical trials, 
interim results of a clinical trial do not necessarily predict final results, and the results of our clinical trials may not 
satisfy the requirements of the FDA or comparable foreign regulatory authorities. 

We currently have no products approved for sale and we cannot guarantee that we will ever have marketable 
drugs. Clinical failure can occur at any stage of clinical development. Clinical trials may produce negative or inconclusive 
results, and we or any future collaborators may decide, or regulators may require us, to conduct additional clinical trials 
or preclinical studies. We will be required to demonstrate with substantial evidence through adequate and well-controlled 
clinical trials that our product candidates are safe and effective for use in treating specific conditions in order to obtain 
marketing approvals for their commercial sale. Success in preclinical studies and early-stage clinical trials does not mean 
that future larger registration clinical trials will be successful because product candidates in later-stage clinical trials may 
fail to demonstrate safety and efficacy to the satisfaction of the FDA and non-U.S. regulatory authorities despite having 
progressed through preclinical studies and early-stage clinical trials. Product candidates that have shown promising results 
in preclinical studies and early-stage clinical trials may still suffer significant setbacks in subsequent registration clinical 
trials. Additionally, the outcome of preclinical studies and early-stage clinical trials may not be predictive of the success 
of later-stage clinical trials. 

From time to time, we may publish or report interim or preliminary data from our clinical trials, once initiated. 
Interim or preliminary data from clinical trials that we may conduct may not be indicative of the final results of the trial 
and are subject to the risk that one or more of the clinical outcomes may materially change as patient enrollment continues 
and more patient data become available. Interim or preliminary data also remain subject to audit and verification 
procedures that may result in the final data being materially different from the interim or preliminary data. As a result, 
interim or preliminary data should be viewed with caution until the final data are available. 

In addition, the design of a clinical trial can determine whether its results will support approval of a drug and 
flaws in the design of a clinical trial may not become apparent until the clinical trial is well advanced. We have limited 
experience in designing late-stage clinical trials and may be unable to design and conduct a clinical trial to support 
marketing approval. Further, if our product candidates are found to be unsafe or lack efficacy, we will not be able to obtain 
marketing approval for them and our business would be harmed. A number of companies in the pharmaceutical industry, 
including those with greater resources and experience than us, have suffered significant setbacks in advanced clinical trials, 
even after obtaining promising results in preclinical studies and earlier clinical trials. 

In some instances, there can be significant variability in safety and efficacy results between different clinical trials 
of the same product candidate due to numerous factors, including changes in trial protocols, differences in size and type 
of the patient populations, differences in and adherence to the dosing regimen and other trial protocols and the rate of 
dropout among clinical trial participants. We do not know whether any clinical trials we may conduct will demonstrate 
consistent or adequate efficacy and safety sufficient to obtain marketing approval to market our product candidates. 

In the event that an adverse safety issue, clinical hold or other adverse finding occurs in one or more of our clinical 
trials, once initiated, or in a clinical trial conducted by a third-party sponsor or investigator using the same product 
candidate, such event could adversely affect our other clinical trials and ability to obtain marketing approval. Moreover, 
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there is a relatively limited safety data set for product candidates using an exosome platform. An adverse safety issue or 
other adverse finding in a clinical trial conducted by a third-party with a product candidate similar to ours could adversely 
affect our clinical trials. 

Further, our product candidates may not be approved even if they achieve their primary endpoints in Phase 3 
clinical trials or registration trials. The FDA or comparable foreign regulatory authorities may disagree with our trial design 
and our interpretation of data from preclinical studies and clinical trials. In addition, any of these regulatory authorities 
may change requirements for the approval of a product candidate even after reviewing and providing comments or advice 
on a protocol for a pivotal clinical trial that has the potential to result in approval by the FDA or comparable foreign 
regulatory authorities. In addition, any of these regulatory authorities may also approve a product candidate for fewer or 
more limited indications than we request or may grant approval contingent on the performance of costly post-marketing 
clinical trials. In addition, the FDA or other comparable foreign regulatory authorities may not approve the labeling claims 
that we believe would be necessary or desirable for the successful commercialization of our product candidates. 

Before obtaining marketing approval for the commercial sale of any product candidate for a target indication, we 
must demonstrate with substantial evidence gathered in preclinical studies and adequate and well-controlled clinical trials, 
and, with respect to approval in the United States, to the satisfaction of the FDA and elsewhere to the satisfaction of other 
comparable foreign regulatory authorities, that the product candidate is safe and effective for use for that target indication. 
There is no assurance that the FDA or other comparable foreign regulatory authorities will consider our future clinical 
trials to be sufficient to serve as the basis for approval of one of our product candidates for any indication. The FDA and 
other comparable foreign regulatory authorities retain broad discretion in evaluating the results of our clinical trials and in 
determining whether the results demonstrate that a product candidate is safe and effective. If we are required to conduct 
additional clinical trials of a product candidate than we expect prior to its approval, we will need substantial additional 
funds and there is no assurance that the results of any such additional clinical trials will be sufficient for approval in our 
target markets, including the United States and Japan. 

The regulatory pathway for COVID-19 or other infectious disease vaccines is continually evolving and may result in 
unexpected or unforeseen challenges. 

The speed at which select parties have acted to create and test many therapeutics and vaccines for COVID-19 or 
other infection diseases is atypical. Further, changing plans or priorities within the FDA, other government departments, 
or the regulatory authorities in other jurisdictions, including changes based on new knowledge of COVID-19 or other 
infectious diseases, and new variants of the virus, may significantly affect the regulatory timeline for further authorizations 
or approvals. We cannot anticipate or predict with certainty the timelines or regulatory processes that may be required for 
the development of our potential COVID-19 vaccine that may be developed to fight against variants of the SARS-CoV-2 
virus. We may also decide to discontinue exosome development programs if we believe that there is excessive competition 
in a disease target. 

We may not be successful in our efforts to identify or discover additional potential product candidates or additional 
indications for our existing product candidates. 

Our research programs may initially show promise in identifying potential product candidates or potential 
additional indications for existing product candidates, yet fail to lead to successful clinical development for a number of 
reasons, including: 

• the research methodology used may not be successful in identifying potential product candidates; 
• potential product candidates may, on further study, be shown to have harmful side effects or other 

characteristics that indicate that they are unlikely to be drugs that will receive marketing approval and/or 
achieve market acceptance; and 

• potential product candidates may not be safe or effective in treating their targeted diseases. 

Research programs to identify new product candidates require substantial technical, financial and human 
resources. If we are unable to identify suitable compounds for preclinical and clinical development, our business would 
be harmed. 
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If any of our product candidates receives marketing approval and we, or others, later discover that the drug is less 
effective than previously believed or causes undesirable side effects that were not previously identified, our ability, or 
that of any future distributors or collaborators, to market the drug could be compromised. 

Clinical trials of our product candidates must be conducted in carefully defined subsets of patients who have 
agreed to enter into clinical trials. Consequently, it is possible that our clinical trials, or those of any future collaborator, 
may indicate an apparent positive effect of a product candidate that is greater than the actual positive effect, if any, or 
alternatively fail to identify undesirable side effects. If one or more of our product candidates receives marketing approval 
and we, or others, discover that the drug is less effective than previously believed or causes undesirable side effects that 
were not previously identified, a number of potentially significant negative consequences could result, including: 

• regulatory authorities may withdraw their approval of the drug or seize the drug; 
• we, or any future collaborators, may be required to recall the drug, change the way the drug is administered 

or conduct additional clinical trials; 
• additional restrictions may be imposed on the marketing of, or the manufacturing processes for, the particular 

drug; 
• we may be subject to fines, injunctions or the imposition of civil or criminal penalties; 
• regulatory authorities may require the addition of labeling statements, such as a “black box” warning or a 

contraindication; 
• we, or any future collaborators, may be required to create a Medication Guide outlining the risks of the 

previously unidentified side effects for distribution to patients; 
• we, or any future collaborators, could be sued and held liable for harm caused to patients; 
• the drug may become less competitive in the marketplace; and 
• our reputation may suffer. 

Any of these events could have a material and adverse effect on our operations and business and could adversely 
impact our stock price. 

Even if any of our product candidates receive marketing approval, they may fail to achieve the degree of market 
acceptance by physicians, patients, healthcare payors and others in the medical community necessary for commercial 
success. 

If any of our product candidates receive marketing approval, they may nonetheless fail to gain sufficient market 
acceptance by physicians, patients, healthcare payors and others in the medical community. If our product candidates do 
not achieve an adequate level of acceptance, we may not generate sufficient revenues from sales of drugs to cover our 
costs and we may not become profitable. The degree of market acceptance of our product candidates, if approved for 
commercial sale, will depend on a number of factors, including: 

• the efficacy and safety of the product; 
• the potential advantages of the product compared to alternative therapies; 
• the prevalence and severity of any side effects; 
• whether the product is designated under physician and other provider treatment guidelines as a first-, second- 

or third-line therapy; 
• our ability, or the ability of any future collaborators, to offer the product for sale at competitive prices; 
• the product’s convenience and ease of administration for patients and healthcare practitioners compared to 

alternative treatments; 
• site-of-care requirements, infusion logistics, and the ability of treatment centers and payors to support 

administration and access on a timely basis; 
• the willingness of the target patient population to try, and of physicians to prescribe, the product; 
• limitations or warnings, including distribution or use restrictions and safety information contained in the 

product’s approved labeling; 
• the strength of sales, marketing and distribution support; 
• the performance of third-party distributors, such as our exclusive distributor for our lead product candidate, 

Deramiocel; 
• changes in the standard of care for the targeted indications for the product; and 
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• the availability of coverage by, and the amount of reimbursement from, government payors, managed care 
plans and other third-party payors. 

We face substantial competition, which may result in others discovering, developing or commercializing products before 
or more successfully than we do. 

The pharmaceutical and biotechnology industries are highly competitive and characterized by rapidly advancing 
technologies, evolving understanding of disease etiology and a strong emphasis on proprietary drugs. We face competition 
with respect to any product candidates that we may seek to discover and develop or commercialize in the future, from 
major pharmaceutical, specialty pharmaceutical and biotechnology companies. Potential competitors also include 
academic institutions and governmental agencies and public and private research institutions. 

Many of the companies that we compete or may compete against in the future have significantly greater financial 
resources and expertise in research and development, manufacturing, preclinical testing, conducting clinical trials, 
obtaining regulatory approvals and marketing approved drugs than we do. Small or early-stage companies may also prove 
to be significant competitors, particularly through collaborative arrangements with large and established companies. These 
competitors also compete with us in recruiting and retaining qualified scientific and management personnel and 
establishing clinical trial sites and patient registration for clinical trials, as well as in acquiring technologies complementary 
to, or that may be necessary for, our programs. 

There are numerous pharmaceutical and biotechnology companies, academic institutions, government agencies 
and research organizations developing therapies for Duchenne muscular dystrophy (“DMD”) in the United States and 
internationally. If approved, Deramiocel will compete with both currently approved therapies and product candidates in 
development. Several exon-skipping therapies have received accelerated approval from the FDA for genetically defined 
subsets of DMD patients, including EXONDYS 51® (eteplirsen), AMONDYS 45® (casimersen), and VYONDYS 53® 
(golodirsen), which are phosphorodiamidate morpholino oligomers (“PMOs”) marketed by Sarepta Therapeutics, as well 
as VILTEPSO® (viltolarsen), a PMO marketed by Nippon Shinyaku through its U.S. subsidiary, NS Pharma, Inc. In 
addition, gene therapy approaches are being developed to deliver functional microdystrophin to muscle cells, including 
ELEVIDYS® (delandistrogene moxeparvovec), also developed by Sarepta Therapeutics, which is approved in the United 
States for certain individuals with DMD aged four years and older. Numerous other companies are developing genetic and 
non-genetic therapies designed to target dystrophin expression or other mechanisms associated with disease progression 
in DMD.  

Our commercial opportunity could be reduced or eliminated if our competitors develop and commercialize drugs 
that are safer, more effective, have fewer or less severe side effects, are more convenient or are less expensive than any 
drugs that we may develop. Our competitors also may obtain FDA or other comparable foreign regulatory approval for 
their drugs more rapidly than we may obtain approval for ours, which could result in our competitors establishing a strong 
market position before we are able to enter the market. The key competitive factors affecting the success of all of our 
product candidates, if approved, are likely to be their efficacy, safety, convenience, price, the effectiveness of companion 
diagnostics in guiding the use of related therapeutics, the level of generic competition and the availability of reimbursement 
from government and other third-party payors. 

The FDA has granted orphan drug status and an RMAT designation to Deramiocel for the treatment of DMD, but we 
may be unable to maintain or receive the benefits associated with orphan drug status, including market exclusivity, or 
an RMAT designation. 

Under the Orphan Drug Act, the FDA may grant orphan designation to a drug or biologic intended to treat a rare 
disease or condition or for which there is no reasonable expectation that the cost of developing and making available in 
the United States a drug or biologic for a disease or condition will be recovered from sales in the United States for that 
drug or biologic. If a biological product that has orphan drug designation subsequently receives the first FDA approval for 
the disease for which it has such designation, the product is entitled to orphan product exclusivity, which means that the 
FDA may not approve any other applications, including a full BLA, to market the same biologic for the same indication 
for seven years, except in limited circumstances, such as a showing of clinical superiority to the product with orphan drug 
exclusivity. 

We have received orphan drug status for Deramiocel for the treatment of DMD from the U.S. and EMA. Even 
though we have received orphan drug designation (“ODD”) as described above, we may not be the first to obtain marketing 
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approval for the orphan-designated indication due to the uncertainties associated with developing pharmaceutical products. 
For any product candidate for which we have been or will be granted ODD in a particular indication, it is possible that 
another company also holding ODD for the same product candidate will receive marketing approval for the same indication 
before we do. If that were to happen, our applications for that indication may not be approved until the competing 
company’s period of exclusivity expires.  

In addition, our exclusive marketing rights in the United States, if obtained, may be limited if we seek approval 
for an indication broader than the orphan designated indication and may be lost if the FDA later determines that the request 
for designation was materially defective or if we are unable to assure the availability of sufficient quantities of the product 
to meet the needs of patients with the rare disease or condition. Even though we have obtained ODD for Deramiocel for a 
select indication, we may be unable to seek or obtain ODD for our future product candidates and we may not be the first 
to obtain marketing approval for any particular orphan indication. 

In addition, Congress is considering updates to the orphan drug provisions of the FDCA in response to a recent 
11th Circuit decision. Any changes to the orphan drug provisions could change our opportunities for, or likelihood of 
success in obtaining, orphan drug exclusivity and would materially adversely affect our business, financial condition, 
results of operations, cash flows and prospects. 

We have also obtained an RMAT designation for Deramiocel for the treatment of DMD. The RMAT designation 
program is intended to fulfill the Cures Act requirement that the FDA facilitate an efficient development program for, and 
expedite review of, any drug that meets the following criteria: (1) it qualifies as a RMAT, which is defined as a cell therapy, 
therapeutic tissue engineering product, human cell and tissue product, or any combination product using such therapies or 
products, with limited exceptions; (2) it is intended to treat, modify, reverse, or cure a serious or life-threatening disease 
or condition; and (3) preliminary clinical evidence indicates that the drug has the potential to address unmet medical needs 
for such a disease or condition. Like breakthrough therapy designation, RMAT designation provides potential benefits that 
include more frequent meetings with FDA to discuss the development plan for the product candidate, and eligibility for 
rolling review and priority review. Products granted RMAT designation may also be eligible for accelerated approval on 
the basis of a surrogate or intermediate endpoint reasonably likely to predict long-term clinical benefit, or may be able to 
rely upon data obtained from a meaningful number of sites, including through expansion to additional sites. RMAT 
designation does not change the standards for product approval, and there is no assurance that such designation will result 
in expedited review or approval or that the approved indication will not be narrower than the indication covered by the 
RMAT designation. Additionally, RMAT designation can be revoked if the criteria for eligibility cease to be met as clinical 
data emerges. 

Even if we were to obtain approval for Deramiocel for the treatment of DMD with the rare pediatric disease designation, 
the Rare Pediatric Disease Priority Review Voucher Program may no longer be in effect at the time of such approval. 

Deramiocel has received rare pediatric disease designation from the FDA for the treatment of DMD. The FDA 
generally define a "rare pediatric disease" as a serious or life-threatening disease that affects fewer than 200,000 individuals 
in the U.S. primarily under the age of 18 years old. Under the FDA's Rare Pediatric Disease Priority Review Voucher 
program, upon the approval of a BLA or NDA for the treatment of a rare pediatric disease, the sponsor of such application 
would be eligible for a Rare Pediatric Disease Priority Review Voucher that can be used to obtain priority review for a 
subsequent BLA or NDA. The Priority Review Voucher may be sold or transferred an unlimited number of times, as long 
as the sponsor making the transfer has not yet submitted the application. Also, although Priority Review Vouchers may be 
sold or transferred to third parties, there is no guaranty that we will be able to realize any value if we were to sell a Priority 
Review Voucher. The FDA may also revoke any priority review voucher if the rare pediatric disease drug for which the 
voucher was awarded is not marketed in the U.S. within one year following the date of approval. 

Congress had only authorized the rare pediatric disease priority review voucher program until September 30, 2024. 
However, the program was reauthorized by the Consolidated Appropriations Act, 2026, extending the FDA’s authority to 
award rare pediatric disease priority review vouchers until September 30, 2029. Accordingly, the prior sunset deadlines 
tied to designations and approvals have been superseded, and voucher eligibility will depend on satisfaction of applicable 
statutory requirements at the time of approval. 
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Providing product for use in third-party trials or for compassionate use poses risks to our product candidates. 

In addition to manufacturing Deramiocel for its own clinical trials, Capricor provided Deramiocel for 
investigational purposes in two clinical trials sponsored by CSMC. Additionally, we recently were selected to be part of 
Project NextGen, an initiative by the U.S. Department of Health and Human Services to advance a pipeline of new, 
innovative vaccines for COVID-19. As part of Project NextGen, the National Institute of Allergy and Infectious Diseases, 
part of the National Institutes of Health, is conducting a Phase 1 clinical study with our StealthX™ vaccine. NIAID's 
Division of Microbiology and Infectious Diseases (“DMID”) is overseeing the study. 

Providing product for clinical trials sponsored by third parties poses significant risks for the Company as we will 
not have control over the conduct of the trial even though we have used our commercially reasonable efforts to ensure that 
the investigative sites are contractually bound to follow the protocol and other procedures established by Capricor. 
Similarly, providing product for compassionate use can pose risks for the Company as its use will not be subject to the 
same protocol and procedures established in our clinical trials. Additionally, even though the investigative sites have 
experience in conducting clinical trials, any adverse event that may occur during the trial may have a negative impact on 
our efforts to obtain regulatory approval for our product. There are no assurances that the clinical trial sites will perform 
the studies in accordance with the protocol, the manuals provided by Capricor or the sponsor’s instructions, or otherwise 
act in accordance with applicable law. There is no assurance that if research injuries are sustained, any insurance carrier 
will compensate Capricor for any liabilities or other losses sustained by Capricor arising out of these injuries. We have 
been informed by CSMC that both of the Deramiocel (REGRESS and ALPHA) trials have ceased enrollment and that the 
trials have been concluded. Notwithstanding their cessation, there is a risk that injuries could result from the use of the 
product or other claims may arise.  

Our products face a risk of failure due to adverse immunological reactions. 

A potential risk of an allogeneic therapy such as that being tested by the Company with Deramiocel is that patients 
might develop an immune response to the cells being infused. Such an immune response may induce adverse clinical 
effects which would impact the safety and efficacy of the Company’s products and the success of our trials. Additionally, 
if research subjects have pre-existing antibodies or other immune sensitization to our cells, our cells and the therapy could 
potentially be rendered ineffective which could have a negative impact on the regulatory pathway for our product as well 
as the viability for other potential indications. After a patient in the HOPE-2 trial had a serious adverse event in the form 
of anaphylaxis, we put a voluntary hold on dosing in December 2018 to develop a plan to manage potential allergic 
reactions. The investigation suggests that the patient may have been allergic to something contained in the investigational 
product, including possibly an excipient, or inactive ingredient, in the formulation. To reduce the risk of future events, we 
initiated a pre-medication strategy commonly used by physicians to prevent and treat allergic reactions. We cannot provide 
any assurances that similar events will not happen again in our current trials or in any future studies. If these or other 
reactions continue to occur, it could have a material adverse impact on the effectiveness of the product, our ability to 
receive approval of our product candidates, and could result in substantial delays, increased costs and potentially 
termination of the trial. 

Our business faces significant government regulation, and there is no guarantee that our product candidates will 
receive regulatory approval. 

Our research and development activities, preclinical studies, clinical trials, and manufacturing and marketing of 
our potential products are subject to extensive regulation by the FDA and other regulatory authorities in the United States, 
as well as by regulatory authorities in other countries. In the United States, our product candidates are subject to regulation 
as biological products or as combination biological products/medical devices under the Federal Food, Drug and Cosmetic 
Act, the Public Health Service Act and other statutes, and as further provided in the Code of Federal Regulations. Different 
regulatory requirements may apply to our products depending on how they are categorized by the FDA under these laws. 
These regulations can be subject to substantial and significant interpretation, addition, amendment or revision by the FDA 
and by the legislative process. The FDA may determine that we will need to undertake clinical trials beyond those currently 
planned. Furthermore, the FDA may determine that results of clinical trials do not support approval for the product or they 
may determine that our trials were not well-controlled or were deficient in some other way. Similar determinations may 
be encountered in foreign countries including determinations that our manufacturing processes being utilized in the United 
States are not compliant with the regulations adopted in those foreign countries. The FDA will continue to monitor products 
in the market after approval, if any, and may determine to withdraw its approval or otherwise seriously affect the marketing 
efforts for any such product. The same possibilities exist for trials to be conducted outside of the United States that are 
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subject to regulations established by local authorities and local law. Any such determinations would delay or deny the 
introduction of our product candidates to the market and have a material adverse effect on our business, financial condition, 
and results of operations. 

Drug manufacturers are subject to ongoing periodic unannounced inspection by the FDA, the Drug Enforcement 
Agency, other federal agencies and corresponding state agencies to ensure strict compliance with good manufacturing 
practices, and other government regulations and corresponding foreign standards. We do not have control over third-party 
manufacturers’ compliance with these regulations and standards, nor can we guarantee that we will maintain compliance 
with such regulations in regards to our own manufacturing processes. Other risks include: 

• regulatory authorities may require the addition of labeling statements, specific warnings, a contraindication, 
or field alerts to physicians and pharmacies; 

• regulatory authorities may withdraw their approval of the IND or the product or require us to take our 
approved products off the market; 

• we may be required to change the way the product is manufactured or administered, and we may be required 
to conduct additional clinical trials or change the labeling of our products; 

• we will be required to manufacture on our own behalf or retain the services of a commercial manufacturer to 
develop product suitable for commercial sale in compliance with cGMP requirements; 

• we may have limitations on how we or our distributor promote our products;  
• we may be subject to litigation or product liability claims; and 
• the products we manufacture may experience failures in the manufacturing process. 

There are additional risks involved in conducting clinical trials internationally. 

Regulatory authorities in the United States and other jurisdictions may not accept clinical data generated outside 
their jurisdiction, and obtaining foreign approvals may require additional studies or clinical trials. If we decide to expand 
or conduct one or more of our clinical trials to investigative sites in Europe, Japan, or other countries outside of the United 
States, we will have additional regulatory requirements that we will have to meet in connection with our manufacturing, 
distribution, use of data and other matters. For example, if we decide to conduct our trials in Europe, we may have to move 
our manufacturing facility to a facility located in Europe, enter into an agreement with a European manufacturer to 
manufacture our product candidates for us, enter into an agreement with a domestic manufacturer who maintains an 
acceptable cGMP facility or ensure that our facility meets Japanese, European or other foreign specifications. Any of those 
options would involve a significant monetary investment, time delays, and increased risk and may impact the progress of 
our clinical trials and regulatory approvals. 

Further, we have entered into the Japanese Distribution Agreement with Nippon Shinyaku for the distribution of 
Deramiocel in Japan. In order for us to be able to sell Deramiocel in Japan, we will be required to satisfy the requirements 
of and get approval from the Pharmaceuticals and Medical Devices Agency (“PMDA”). At this time, we are uncertain as 
to the type or types of trials that may be required, whether the PMDA in Japan will accept product manufactured at our 
facilities, if approved, the price at which our product may be sold and market acceptance. 

To the extent we conduct business in the European Union (“EU”), or receive information about EU residents, we 
will also have to comply with the EU General Data Protection Regulation (the “GDPR”), which governs data protection 
requirements in the EU. Failure to comply with the requirements of the GDPR can result in (among other things) substantial 
fines for breaches of data protections rules. The GDPR enhances data protection obligations for processors and controllers 
of personal data, including, for example, expanded disclosures about how personal information is to be used, limitations 
on retention of information, mandatory data breach notification requirements and onerous new obligations on services 
providers. Non-compliance with the GDPR may result in monetary penalties of up to €20 million or 4% of worldwide 
revenue, whichever is higher. The GDPR and other changes in laws or regulations associated with the enhanced protection 
of certain types of personal data, such as healthcare data or other sensitive information, could greatly increase our cost of 
providing our products and services or even prevent us from offering certain services in jurisdictions in which we operate. 

Additionally, the U.S. Foreign Corrupt Practices Act (“FCPA”) prohibits U.S. corporations and their 
representatives from offering, promising, authorizing or making payments to any foreign government official, government 
staff member, political party or political candidate in an attempt to obtain or retain business abroad. The scope of the FCPA 
includes interactions with certain healthcare professionals in many countries. Other countries have enacted similar anti-
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corruption laws and/or regulations. As we expand our business outside of the United States, ensuring compliance with the 
FCPA and the laws of other countries will involve additional monetary and time commitments on behalf of the Company. 

Even if our product candidates receive regulatory approval, we may still face future development and FDA regulatory 
difficulties. 

Even if U.S. regulatory approval is obtained, the FDA may still impose significant restrictions on a product’s 
indicated uses or marketing, or impose ongoing requirements for potentially costly post-approval studies. If any of our 
products were granted accelerated approval, the FDA could require post-marketing confirmatory trials to verify and 
describe the anticipated effect on irreversible morbidity or mortality or other clinical benefit. Additional delays may result 
if an FDA Advisory Committee, EMA’s Committee for Medicinal Products for Human Use, or CHMP, or other regulatory 
authority recommends non-approval or restrictions on approval. In addition, we may experience delays or rejections based 
upon additional government regulation from future legislation or administrative action, or changes in regulatory authority 
policy during the period of product development, clinical trials, and the review process. The FDA may withdraw approval 
of a drug or indication approved under the accelerated approval pathway if any of the following were to occur: a trial 
required to verify the predicted clinical benefit of the product fails to verify such benefit; other evidence demonstrates that 
the product is not shown to be safe or effective under the conditions of use; the applicant fails to conduct any required 
post-approval trial of the drug with due diligence; or the applicant disseminates false or misleading promotional materials 
relating to the product. In addition, the FDA currently requires as a condition for accelerated approval the pre-approval of 
promotional materials, which could adversely impact the timing of the commercial launch of the product. 

Given the number of recent high-profile adverse safety events with certain drug products, the FDA may require, 
as a condition of approval, costly risk management programs, which may include safety surveillance, restricted distribution 
and use, patient education, enhanced labeling, special packaging or labeling, expedited reporting of certain adverse events, 
pre-approval of promotional materials, and restrictions on direct-to-consumer advertising. Furthermore, heightened 
Congressional scrutiny on the adequacy of the FDA’s drug approval process and the FDA’s efforts to assure the safety of 
marketed drugs have resulted in the proposal of new legislation addressing drug safety issues. If enacted, any new 
legislation could result in delays or increased costs during the period of product development, clinical trials, and regulatory 
review and approval, as well as increased costs to assure compliance with any new post-approval regulatory requirements. 
Any of these restrictions or requirements could force us to conduct costly studies or increase the time for us to become 
profitable. For example, any labeling approved for any of our product candidates may include a restriction on the term of 
its use, or it may not include one or more of our intended indications. 

Our product candidates will also be subject to ongoing FDA requirements for the labeling, packaging, storage, 
advertising, promotion, record-keeping, and submission of safety and other post-market information on the drug. New 
issues may arise during a product lifecycle that did not exist, or were unknown, at the time of product approval, such as 
adverse events of unanticipated severity or frequency, or problems with the facility where the product is manufactured. 
Since approved products, manufacturers, and manufacturers’ facilities are subject to continuous review and periodic 
inspections, these new issues post-approval may result in voluntary actions by Capricor or may result in a regulatory 
agency imposing restrictions on that product or us, including requiring withdrawal of the product from the market or for 
use in a clinical trial. If our product candidates fail to comply with applicable regulatory requirements, such as good 
manufacturing practices, a regulatory agency may: 

• issue warning or untitled letters; 
• require us to enter into a consent decree, which can include imposition of various fines, reimbursements for 

inspection costs, required due dates for specific actions, and penalties for noncompliance; 
• impose other civil or criminal penalties; 
• suspend regulatory approval; 
• suspend any ongoing clinical trials; 
• refuse to approve pending applications or supplements to approved applications filed by us; 
• impose restrictions on operations, including costly new manufacturing requirements; or 
• seize or detain products or require a product recall. 

In order to market and commercialize any product candidate outside of the United States, we must establish and 
comply with numerous and varying regulatory requirements of other countries regarding manufacturing, safety and 
efficacy. Approval procedures vary among countries and can involve additional product testing and additional 
administrative review periods. The time required to obtain approval in other countries might differ from that required to 
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obtain FDA approval. The regulatory approval process in other countries may include all of the risks detailed above 
regarding FDA approval in the United States as well as other risks. Regulatory approval in one country does not ensure 
regulatory approval in another, but a failure or delay in obtaining regulatory approval in one country may have a negative 
effect on the regulatory approval process in others. Failure to obtain regulatory approval in other countries, or any delay 
or setback in obtaining such approval, could have the same adverse effects detailed above regarding FDA approval in the 
United States. Such effects include the risks that our product candidates may not be approved for all indications requested, 
which could limit the uses of our product candidates and have an adverse effect on product sales and potential royalties, 
and that such approval may be subject to limitations on the indicated uses for which the product may be marketed or 
require costly, post-marketing follow-up studies. 

If we or current or future collaborators, manufacturers, or service providers fail to comply with healthcare laws and 
regulations, we or they could be subject to enforcement actions and substantial penalties, which could affect our ability 
to develop, market, and sell our products and may harm our reputation. 

Although we do not currently have any products on the market, if our therapeutic candidates or clinical trials 
become covered by federal healthcare programs, we will be subject to additional healthcare statutory and regulatory 
requirements and enforcement by the federal, state and foreign governments of the jurisdictions in which we conduct our 
business. Healthcare providers, physicians and third-party payors play a primary role in the recommendation and 
prescription of any therapeutic candidates for which we obtain marketing approval. Our future arrangements with third-party 
payors and customers may expose us to broadly applicable fraud and abuse, transparency, and other healthcare laws and 
regulations that may constrain the business or financial arrangements and relationships through which we market, sell and 
distribute our therapeutic candidates for which we obtain marketing approval. Some of our pre-commercial activities also 
may be subject to some of these laws. For more information on potentially applicable healthcare laws and regulations, See 
Part I, Item 1 – Other U.S. Healthcare Laws and Compliance Requirements. 

The scope and enforcement of each of these laws is uncertain and subject to rapid change in the current 
environment of healthcare reform. Federal and state enforcement bodies have increased their scrutiny of interactions 
between healthcare companies and healthcare providers, which has led to a number of investigations, prosecutions, 
convictions, and settlements in the healthcare industry. Responding to investigations can be time-and resource-consuming 
and can divert management’s attention from the business. Any such investigation or settlement could increase our costs or 
otherwise have an adverse effect on our business. 

Efforts to ensure that our current and future business arrangements with third parties comply with applicable 
healthcare laws and regulations could involve substantial costs. If our operations are found to be in violation of any of 
these or any other healthcare regulatory laws that may apply to us, we may be subject to significant penalties, including 
the imposition of significant civil, criminal and administrative penalties, damages, monetary fines, disgorgement, 
individual imprisonment, possible exclusion from participation in Medicare, Medicaid, and other federal healthcare 
programs or similar programs in other countries or jurisdictions, contractual damages, reputational harm, diminished 
profits and future earnings, additional reporting requirements and oversight if we become subject to a corporate integrity 
agreement or similar agreement and curtailment or restructuring of our operations, any of which could adversely impact 
our ability to operate our business and our results of operations. 

Although effective compliance programs can mitigate the risk of investigation and prosecution for violations of 
these laws, these risks cannot be entirely eliminated. Any action against us for an alleged or suspected violation, even the 
mere issuance of a subpoena or the fact of an investigation alone, regardless of the merit, could result in negative publicity, 
a drop in our share price, or other harm to our business, financial condition and results of operations. Defending against 
any such actions could cause us to incur significant legal expenses and could divert our management’s attention from the 
operation of our business, even if our defense is successful. In addition, achieving and sustaining compliance with 
applicable laws and regulations may be costly to us in terms of money, time, and resources. 

Any drugs we develop may become subject to unfavorable pricing regulations, third-party coverage, and reimbursement 
practices or healthcare reform initiatives, thereby harming our future business prospects. 

The regulations that govern marketing approvals, pricing, coverage and reimbursement for new drugs vary widely 
from country to country. Some countries require approval of the sale price of a drug before it can be marketed. In many 
countries, the pricing review period begins after marketing or product licensing approval is granted. In some foreign 
markets, prescription pharmaceutical pricing remains subject to continuing governmental control even after initial approval 
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is granted. As a result, we might obtain regulatory approval for a product in a particular country but then be subject to 
price regulations that delay our commercial launch of the product and negatively impact the revenues we are able to 
generate from the sale of the product in that country. 

Our ability to commercialize any products successfully also will depend in part on the extent to which coverage 
and reimbursement for these products and related treatments will be available from government health administration 
authorities, private health insurers and other organizations. However, there may be significant delays in obtaining coverage 
for newly-approved drugs. Moreover, eligibility for coverage does not necessarily signify that a drug will be reimbursed 
in all cases or at a rate that covers our costs, including research, development, manufacture, sale and distribution costs. 
Also, interim payments for new drugs, if applicable, may be insufficient to cover our costs and may not be made permanent. 
Thus, even if we succeed in bringing one or more products to the market, these products may not be considered medically 
necessary or cost-effective, and the amount reimbursed for any products may be insufficient to allow our products to be 
sold on a competitive basis. Because our programs are in early stages of development or have otherwise not been approved 
for commercial sale, we are unable at this time to determine their cost effectiveness or the likely level or method of 
reimbursement. In addition, obtaining coverage and reimbursement approval of a product from a government or other 
third-party payor is a time-consuming and costly process that could require us to provide to each payor supporting 
scientific, clinical and cost-effectiveness data for the use of our product on a payor-by-payor basis, with no assurance that 
coverage and adequate reimbursement will be obtained. A payor’s decision to provide coverage for a product does not 
imply that an adequate reimbursement rate will be approved. Further, one payor’s determination to provide coverage for 
a product does not assure that other payors will also provide coverage for the product. Adequate third-party reimbursement 
may not be available to enable us to maintain price levels sufficient to realize an appropriate return on our investment in 
product development. If reimbursement is not available or is available only at limited levels, we may not be able to 
successfully commercialize any product candidate that we develop. 

Increasingly, the third-party payors who reimburse patients or healthcare providers, such as government and 
private insurance plans, are seeking greater upfront discounts, additional rebates and other concessions to reduce the prices 
for pharmaceutical products. If the price we are able to charge for any products we develop, or the reimbursement provided 
for such products, is inadequate in light of our development and other costs, our return on investment could be adversely 
affected. 

We currently expect that certain drugs we develop may need to be administered under the supervision of a 
physician on an outpatient basis. Under currently applicable U.S. law, certain drugs that are not usually self-administered 
(including injectable drugs) may be eligible for coverage under Medicare through Medicare Part B. Specifically, Medicare 
Part B coverage may be available for eligible beneficiaries when the following, among other requirements, have been 
satisfied: 

• the product is reasonable and necessary for the diagnosis or treatment of the illness or injury for which the 
product is administered according to accepted standards of medical practice; 

• the product is typically furnished incident to a physician's services; 
• the indication for which the product will be used is included or approved for inclusion in certain Medicare-designated 

pharmaceutical compendia (when used for an off-label use); and 
• the product has been approved by the FDA. 

Average prices for drugs may be reduced by mandatory discounts or rebates required by government healthcare 
programs or private payors and by any future relaxation of laws that presently restrict imports of drugs from countries 
where they may be sold at lower prices than in the U.S. Reimbursement rates under Medicare Part B would depend in part 
on whether the newly approved product would be eligible for a unique billing code. Self-administered outpatient drugs are 
typically reimbursed under Medicare Part D, and drugs that are administered in an inpatient hospital setting are typically 
reimbursed under Medicare Part A under a bundled payment. It is difficult for us to predict how Medicare coverage and 
reimbursement policies will be applied to our products in the future and coverage and reimbursement under different 
federal healthcare programs are not always consistent. Medicare reimbursement rates may also reflect budgetary 
constraints placed on the Medicare program. 

Third-party payors often rely upon Medicare coverage policies and payment limitations in setting their own 
reimbursement rates. These coverage policies and limitations may rely, in part, on compendia listings for approved 
therapeutics. Our inability to promptly obtain relevant compendia listings, coverage, and adequate reimbursement from 
both government-funded and private payors for new drugs that we develop and for which we obtain regulatory approval 
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could have a material adverse effect on our operating results, our ability to raise capital needed to commercialize products 
and our financial condition. See Part I, Item 1 – Healthcare Reform for additional detail on legislative and regulatory 
changes that could affect our operations. 

Our risk mitigation measures cannot guarantee that we effectively manage all operational risks and that we are in 
compliance with all potentially applicable U.S. federal and state regulations and all potentially applicable foreign 
regulations and other requirements. 

The development, manufacturing, distribution, pricing, sale, marketing and reimbursement of our product 
candidates, together with our general operations, are subject to extensive federal and state regulation in the United States 
and may be subject to extensive regulation in foreign countries. In addition, our business is complex, involves significant 
operational risks and includes the use of third parties to conduct business. While we intend to implement numerous risk 
mitigation measures to comply with such regulations in this complex operating environment, we cannot guarantee that we 
will be able to effectively mitigate all operational risks. We cannot guarantee that we, our employees, our consultants, our 
contractors or other third parties are or will be in compliance with all potentially applicable U.S. federal and state 
regulations and/or laws, and all potentially applicable foreign regulations and/or laws. If we fail to adequately mitigate our 
operational risks or if we or our agents fail to comply with any of those regulations or laws, a range of actions could result, 
including, but not limited to, the termination of clinical trials, the failure to approve a product candidate, restrictions on 
our products or manufacturing processes, withdrawal of our products from the market, significant fines, exclusion from 
government healthcare programs or other sanctions or litigation. Any of these occurrences could have a material and 
adverse effect on our business and results of operations. 

Our employees and consultants may engage in misconduct or other improper activities, including noncompliance with 
regulatory standards and requirements. 

We are exposed to the risk of employee or consultant fraud or other misconduct. Misconduct by our employees 
or consultants could include intentional failures to comply with FDA regulations, provide accurate information to the FDA, 
comply with manufacturing standards, comply with federal and state healthcare fraud and abuse laws and regulations, 
report financial information or data accurately or disclose unauthorized activities to us. Employee and consultant 
misconduct could involve the improper use of information obtained in the course of clinical trials, which could result in 
regulatory sanctions and serious harm to our reputation. It is not always possible to identify and deter such misconduct, 
and the precautions we take to detect and prevent this activity may not be effective in controlling unknown or unmanaged 
risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a failure 
to be in compliance with such laws or regulations. If any such actions are instituted against us and we are not successful 
in defending ourselves or asserting our rights, those actions could have a material adverse effect on our business, financial 
condition and results of operations, and result in the imposition of significant fines or other sanctions against us. 

Our ability to obtain reimbursement or funding for our programs from the federal government may be impacted by 
possible reductions in federal spending. 

U.S. federal government agencies currently face potentially significant spending reductions. For example, 
through the process created by the Budget Control Act of 2011, there are automatic reductions of Medicare payments to 
providers up to 2% per fiscal year, which went into effect on April 1, 2013 and will remain in effect through the first 
eleven months of fiscal year 2032, unless additional Congressional action is taken (with the exception of a temporary 
suspension, and subsequent reduction, due to the COVID-19 pandemic). In January 2013, the American Taxpayer Relief 
Act of 2012 was signed into law, which, among other things, further reduced Medicare payments to several types of 
providers, including hospitals, imaging centers, and cancer treatment centers, and increased the statute of limitations period 
for the government to recover overpayments to providers from three to five years. 

The U.S. federal budget remains subject to uncertainty and change, which could, among other things, result in 
additional reductions in Medicare payments to providers and otherwise affect federal spending on clinical and preclinical 
research and development. The Medicare program is frequently mentioned as a target for spending cuts. The full impact 
on our business of any future cuts in Medicare or other programs is uncertain. In addition, we cannot predict the impact 
that the actions of the current Trump administration and the U.S. Congress may have on the federal budget. If federal 
spending is reduced, and staffing reductions are put into effect, these actions will also impact the ability of relevant 
agencies, such as the FDA, CMS, the Department of Health and Human Services, or the National Institutes of Health, to 
continue to function at current levels. Amounts allocated to federal grants and contracts may be reduced or eliminated. 
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These reductions may also impact the ability of relevant agencies to timely review and approve drug research and 
development, manufacturing, and marketing activities, which may delay our ability to develop, market, and sell any 
products we may develop. 

Vaccines carry unique risks and uncertainties, which could have a negative impact on future results of operations. 

We are planning to potentially develop vaccine candidates using our exosome technologies.  The successful 
development, testing, manufacturing and commercialization of vaccines is a long, complex, expensive and uncertain 
process.  There are unique risks and uncertainties associated with vaccines, including: 

• There may be limited access to, and supply of, normal and diseased tissue samples, cell lines, media 
pathogens, bacteria, viral strains, synthesized nucleic acids, including mRNA and other biological materials. 
In addition, government regulations in multiple jurisdictions, such as the United States, Japan and the EU, 
could result in restricted access to, or the transport or use of, such materials. If the Company in unable to 
access sufficient sources of such materials, or if tighter restrictions are imposed on the use of such materials, 
the Company may not be able to conduct research or product development activities as planned and may 
incur additional costs. 

• The development, manufacturing and marketing of vaccines are subject to regulation by the FDA, the EMA, 
PMDA and other regulatory bodies that are often more complex and extensive than the regulations applicable 
to other pharmaceutical products. For example, in the United States, a BLA, including both preclinical and 
clinical trial data and extensive data regarding the manufacturing procedures, is required for human vaccine 
candidates, and FDA approval is generally required for the release of each manufactured commercial lot. 

• Vaccines are frequently costly to manufacture because production ingredients are inactive biological 
materials derived from virus, animals, or plants and most biologics and vaccines cannot be made 
synthetically. In particular, keeping up with the demand for vaccines may be difficult due to the complexity 
of producing vaccines. 

• Changes in leadership, especially within the U.S. Department of Health and Human Services, have the 
potential to significantly impact vaccine-related policies and public health initiatives. Changes, including 
those resulting from the 2024 U.S. election and resulting changes in the Department of Health and Human 
Services may impact funding for vaccine research and development, reimbursement for vaccines and their 
administration, vaccine mandates and recommendations and public perception of vaccine importance. 

Federal legislative and regulatory efforts to implement reference pricing or most-favored-nation pricing models could 
impact our future product revenues and materially harm our business. 

On May 12, 2025, President Trump issued an executive order calling on pharmaceutical manufacturers to 
voluntarily reduce the prices of medicines in the U.S. and directing the Secretary of Health and Human Services (HHS) to 
communicate most-favored-nation (MFN) price targets to pharmaceutical manufacturers to align prices with those in 
comparably developed nations and, in the event significant progress towards MFN pricing is not delivered, to propose 
rulemaking to impose MFN pricing.  

Since the May 12, 2025 order, the Trump administration has continued to exert pressure on drug manufacturers 
to implement MFN pricing, including by suggesting that the administration may impose significant tariffs on 
pharmaceuticals if such manufacturers do not reach agreements to implement MFN pricing. Further, in November 2025, 
the Centers for Medicare & Medicaid Services (CMS) introduced the GENEROUS (GENErating cost Reductions fOr U.S. 
Medicaid) Model, a voluntary Medicaid payment initiative under which participating drug manufacturers may voluntarily 
offer supplemental rebates to participating state Medicaid programs that are intended to provide such Medicaid programs 
with an MFN price for the manufacturers’ products. Additionally, in December 2025, CMS announced proposals for new 
mandatory demonstration payment models through two proposed rules under its Center for Medicare and Medicaid 
Innovation (“CMMI”) authority, the Global Benchmark for Efficient Drug Pricing (GLOBE) for Medicare Part B and 
Guarding U.S. Medicare Against Rising Drug Costs (GUARD) for Medicare Part D. If finalized, these models would 
impose additional mandatory rebates on manufacturers of certain Medicare Part B and Medicare Part D drugs, for select 
Medicare populations intended to represent 25% of Medicare patients, if the Medicare prices for such products exceed 
those paid in economically comparable countries. Both the GLOBE and GUARD models have proposed seven-year testing 
periods, with the GLOBE model proposed to begin on October 1, 2026 and the GUARD model proposed to begin on 
January 1, 2027.  
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If the GLOBE and GUARD models are finalized as proposed under CMMI authority, we could be required to 
pay additional rebates on our product candidates, if approved, that are reimbursed by Medicare for the covered populations 
during the applicable model periods. In addition, if MFN pricing or similar reference pricing policies are enacted or 
implemented in the U.S. outside of the CMMI framework and applied more broadly, we could be required to pay rebates 
on our product candidates, if approved, based on utilization by a broader portion of U.S. patients to align with prices in 
certain reference countries. We expect to derive a substantial portion of our revenue from U.S. sales, and any requirement 
to pay additional rebates in the U.S. to match international reference prices would impact our future overall net revenue.  

MFN pricing models in the U.S. could also affect our international commercial strategy, directly and/or through 
our commercial partners, and future decisions on reimbursement and commercialization in certain jurisdictions.  

These reforms remain subject to change, potential legal challenges, or expansion through additional rulemaking 
or sub regulatory guidance, creating uncertainty for our overall commercial strategy. It remains to be seen whether and 
how these drug pricing initiatives will apply to our product candidates, if approved, how they will affect the broader 
pharmaceutical industry, and whether similar reform measures may be adopted in the future. 

Risks Related to the Manufacturing of our Product Candidates 

We have limited commercial manufacturing experience and our manufacturing facilities may not receive or maintain 
the regulatory approvals required to support commercialization. 

In 2022, we completed construction of our primary manufacturing facility within our research and development 
facility in San Diego, California as we prepare for a potential commercial launch. This facility is designed to produce GMP 
Deramiocel for clinical and potential commercial use, subject to FDA approval. The FDA conducted a pre-license 
inspection (“PLI”) of our San Diego manufacturing facility as part of the BLA review process. The inspection concluded 
with a Form 483 containing several observations, to which the Company provided written responses. The FDA 
subsequently confirmed that all responses to the Form 483 observations were found acceptable. 

While this inspection represents an important step in the regulatory review process, there can be no assurance 
that the FDA will ultimately determine that our facility, manufacturing processes and controls are acceptable for 
commercial manufacturing, or that additional information, remediation or follow-up inspections will not be required prior 
to approval. Product manufactured from our San Diego facility was used to support Cohort B of the HOPE-3 trial and our 
open-label extension (“OLE”) trials. We recently entered into an amendment to our lease adding approximately 22,000 
square feet of space to support additional manufacturing expansion, including the potential construction of additional 
cleanrooms for commercial manufacturing, subject to FDA approval. 

We also maintain laboratory, research and manufacturing facilities in leased premises at Cedars-Sinai Medical 
Center (“CSMC”) in Los Angeles, California. Deramiocel manufactured at this facility has been used to support our current 
and prior clinical studies, including Cohort A of the HOPE-3 trial. Although we believe that we follow current good 
manufacturing practices applicable to the stage of our clinical programs at the CSMC facility, the facility is not qualified 
for commercial cGMP manufacturing. Our lease at the CSMC facility is scheduled to expire on July 31, 2026, and we 
currently plan to vacate the premises and cease manufacturing operations at that location at that time. 

The FDA may determine that the manufacturing process used at our San Diego facility is not sufficiently 
comparable to the process used to manufacture product at our Los Angeles facility that supplied earlier clinical trials. If 
the FDA does not agree that these processes are comparable, we may be required to conduct additional analytical testing, 
nonclinical studies or clinical trials prior to approval of our BLA. Even if our clinical trials are completed and meet their 
prespecified endpoints, the FDA may disagree with our conclusions regarding the sufficiency of the data to support 
approval of our BLA. 

We obtain the donor hearts from which our CDCs are manufactured from organ procurement organizations 
(“OPOs”).  There is no guarantee that the OPOs which currently provide donor hearts to us will be able to continue to 
supply us with donor hearts in the future or, in that case, that an alternative OPO will be available to us. If those OPOs or 
an alternative OPO is not able or willing to supply us with donor hearts, we would be unable to produce our CDCs or 
CDC-exosomes and the development of our lead product candidate would be significantly impaired and possibly 
terminated. Additionally, OPOs are subject to regulations of various government agencies. There is no guarantee that laws 
and regulations pursuant to which our OPOs provide donor hearts will not change, making it more difficult or even 
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impossible for the OPOs to continue to supply us with the hearts we need to produce our product candidates. There are 
also no guarantees that the OPOs which supply hearts have followed federal or state regulations addressing the donation 
of human organs and other regulatory matters. We are required to obtain and maintain certain licenses in connection with 
our manufacturing facilities and activities. There is no guarantee that any licenses issued to us will not expire, be revoked, 
or forfeited by operation of law or otherwise. If we were denied any required license or if any of our licenses were to be 
revoked or forfeited, we would suffer significant harm. Additionally, if a serious adverse event in any of our clinical trials 
or during any time when our product is being commercially distributed were to occur during the period in which any 
required license was not in place, we could be exposed to additional liability if it were determined that the event was due 
to our fault and we had not secured the required license. Other states may impose additional licensing requirements upon 
us which, until obtained, would limit our ability to conduct our trials or sell our product in such states. 

The manufacture of cell-based therapies such as Deramiocel is complex, highly regulated and subject to multiple 
operational and technical risks. 

We are currently producing doses of Deramiocel in order to conduct our ongoing clinical trials as well as prepare 
for potential commercial launch. The complex processes associated with the manufacture of our product candidates expose 
us to various manufacturing challenges and risks, which may include delays in manufacturing adequate supply of our 
product candidates, limits on our ability to increase manufacturing capacity, and the potential for product failure and 
product variation that may interfere with preclinical and clinical trials, along with additional costs. We also may make 
changes to our manufacturing process at various points during development, and even after commercialization, for various 
reasons, such as controlling costs, achieving scale, decreasing processing time, increasing manufacturing success rate, or 
other reasons. Such changes carry the risk that they will not achieve their intended objectives, and any of these changes 
could cause our product candidates to perform differently and affect the results of current or future clinical trials, or the 
performance of the product, once commercialized. In some circumstances, changes in the manufacturing process may 
require us to perform ex vivo comparability studies and to collect additional data from patients prior to undertaking more 
advanced clinical trials. For instance, changes in our process during the course of clinical development may require us to 
show the comparability of the product used in earlier clinical trials or at earlier portions of a trial to the product used in 
later clinical trials or later portions of the trial. We may also make further changes to our manufacturing process before or 
after commercialization, and such changes may require us to show the comparability of the resulting product to the product 
used in the clinical trials using earlier processes. We may be required to collect additional clinical data from any modified 
process prior to obtaining marketing approval for the product candidate produced with such modified process. If clinical 
data are not ultimately comparable to that seen in the earlier trials in terms of safety or efficacy, we may be required to 
make further changes to our process and/or undertake additional clinical and/or nonclinical testing, which could 
significantly delay the clinical development or commercialization of the associated product candidate. 

Although we continue to build on our experience in manufacturing our product candidates, we have no 
experience, as a company, manufacturing product candidates for commercial supply. We may never be successful in 
manufacturing product candidates in sufficient quantities or with sufficient quality for commercial use. Our manufacturing 
capabilities could be affected by cost-overruns, unexpected delays, supply chain failures, equipment failures, labor 
shortages, operator error, natural disasters, unavailability of qualified personnel, difficulties with logistics and shipping, 
problems regarding yields or stability of product, contamination or other quality control issues, power failures, and 
numerous other factors that could prevent us from realizing the intended benefits of our manufacturing strategy and have 
a material adverse effect on our business. 

Furthermore, compliance with cGMP requirements and other quality issues may arise during our internal efforts 
to scale-up manufacturing, and with our current suppliers, or any future CMOs. If contaminants are discovered in our 
supply of our product candidates or in our manufacturing facilities or those of our CMOs, such manufacturing facilities 
may need to be closed for an extended period of time to investigate and remedy the contamination. We cannot assure that 
any stability failures or other issues relating to the manufacture of our product candidates will not occur in the future. 
Additionally, we may experience manufacturing difficulties due to resource constraints or as a result of labor disputes or 
unstable political environments. If we were to encounter any of these difficulties, our ability to provide our product 
candidate to patients in clinical trials, or to provide product for treatment of patients once approved, would be jeopardized. 
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We will need to increase our manufacturing capacity in the future and we may encounter problems at our current 
manufacturing facilities.  

In order to manufacture Deramiocel in quantities sufficient to meet our anticipated commercial opportunity in the 
U.S. and other global markets, we will need to continue to increase our manufacturing capabilities. Scaling manufacturing 
from clinical to commercial production may introduce additional process variability, equipment requirements, and 
regulatory scrutiny. We may encounter technical challenges to increasing the scale at which we manufacture Deramiocel, 
including with respect to material procurement and quality control and assurance. An increase in production could make 
it more difficult for us to comply with quality system regulations or other applicable requirements that are currently 
enforced by the FDA and other regulatory authorities, or that may be introduced in the future, in both the United States 
and in other countries. Commercial scale production of Deramiocel on a continuing basis also will require us to continue 
to hire and retain additional management and technical personnel who have the necessary manufacturing experience and 
skills. We might not successfully identify, hire or retain qualified personnel on a timely basis or at all. Our inability to 
increase the scale of our manufacturing of Deramiocel could impair our ability to generate revenue and adversely affect 
market acceptance of our product.  

In addition, we are planning to conduct our commercial manufacturing operations at our facility in San Diego, 
California. Any interruption in operations at this location could result in our inability to satisfy product demand. Despite 
our efforts to safeguard this facility, including acquiring insurance on commercially reasonable terms, adopting 
environmental health and safety protocols, a number of factors could damage or destroy our manufacturing equipment or 
our inventory of component supplies or finished goods, cause substantial delays in our operations, result in the loss of key 
information, and cause us to incur additional expenses, including: 

• operating restrictions, partial suspension or total shutdown of production imposed by regulatory authorities; 
• equipment malfunctions or failures; 
• technology malfunctions; 
• work stoppages; 
• damage to or destruction of the facility due to natural disasters or other events; or 
• regional or local power shortages. 
 
Our insurance may not cover our losses in any particular case, or insurance may not be available on commercially 

reasonable terms to cover certain of these catastrophic events. In addition, regardless of the level of insurance coverage, 
damage to our facilities or any disruption that impedes our ability to manufacture Deramiocel in a timely manner could 
materially and adversely affect our business, financial condition, operating results, cash flows and prospects.   

Additionally, we rely on third-party vendors to perform certain tests (such as sterility testing) required for product 
release. If these vendors are unable to perform the required services due to capacity limitations, availability of materials, 
regulatory constraints or other factors, we may be unable to release product for clinical or commercial use until alternative 
vendors are retained. We may be unable to transition to alternative vendors in a timely or cost-effective manner, or at all, 
which could harm our business and results of operations. 

Cell therapy medicines are complex biologic products that may be difficult to manufacture consistently. We could 
experience delays in satisfying regulatory authorities or production problems that result in delays in our development 
or commercialization programs, limit the supply of our product candidates we may develop, or otherwise harm our 
business. 

Our product candidates being developed will likely require processing steps that are more complex than those 
required for most chemical pharmaceuticals. Moreover, unlike chemical pharmaceuticals, the physical and chemical 
properties of a biologic such as the product candidates we intend to develop generally cannot be fully characterized. As a 
result, assays of the finished product candidate may not be sufficient to ensure that the product candidate will perform in 
the intended manner. Problems with the manufacturing process, including even minor deviations from the normal process, 
could result in product defects or manufacturing failures that result in lot failures, product recalls, product liability claims, 
insufficient inventory, or potentially delay progression of our potential regulatory filings. If we successfully develop 
product candidates, we may encounter problems achieving adequate quantities and quality of clinical-grade materials that 
meet FDA, EMA or other comparable applicable foreign standards or specifications with consistent and acceptable 
production yields and costs. 
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In addition, the FDA, the EMA, and other regulatory authorities may require us to submit samples of any lot of 
any approved product together with the protocols showing the results of applicable tests at any time. Slight deviations in 
the manufacturing process, including those affecting quality attributes and stability, may result in unacceptable changes in 
the product that could result in lot failures or product recalls. Lot failures or product recalls could cause us to delay clinical 
trials or product launches, which could be costly to us and otherwise harm our business, financial condition, results of 
operations, and prospects.  

Given the nature of biologics manufacturing, there is a risk of contamination during manufacturing. Any 
contamination could materially harm our ability to produce product candidates on schedule and could harm our results of 
operations and cause reputational damage. Some of the raw materials that we anticipate will be required in our 
manufacturing process are derived from biologic sources. Such raw materials are difficult to procure and may be subject 
to contamination or recall. A material shortage, contamination, recall, or restriction on the use of biologically derived 
substances in the manufacture of any product candidates we may develop could adversely impact or disrupt the commercial 
manufacturing or the production of clinical material, which could materially harm our development timelines and our 
business, financial condition, results of operations, and prospects.  

Any problems in our manufacturing process or the facilities with which we contract could make us a less attractive 
collaborator for potential partners, including larger pharmaceutical companies and academic research institutions, which 
could limit our access to additional attractive development programs. 

We may need to rely exclusively on third parties to formulate and manufacture our product candidates and provide us 
with the devices and other products necessary to administer such a product. 

Our resources and expertise to formulate or manufacture our product candidates on a large or commercial scale 
basis are still very limited. If we need to secure an additional manufacturer of our product candidates, demand for third-party 
manufacturing or testing facilities may grow at a faster rate than their existing capacity, which could disrupt our ability to 
find and retain third-party manufacturers capable of producing sufficient quantities of such raw materials, components, 
parts, and consumables required to manufacture our products. If Deramiocel or any of our exosome technologies receives 
FDA approval, we may need to ultimately rely on one or more third-party contractors to manufacture supplies of these 
products which may cause delays in our ability to sell commercially. Our current and anticipated future reliance on a 
limited number of third-party manufacturers exposes us to the following risks: 

• We may be unable to identify manufacturers needed to manufacture our product candidates on acceptable 
terms or at all because the number of potential manufacturers is limited, and subsequent to approval of a 
BLA or NDA, the FDA must approve any replacement contractor. This approval would require new testing 
and compliance inspections. In addition, a new manufacturer may have to be educated in, or develop 
substantially equivalent processes for, production of our products or the devices after receipt of FDA 
approval, if any.  

• Our third-party manufacturers may not be able to formulate and manufacture our drugs in the volume and of 
the quality required to meet our clinical and commercial needs, if any. 

• Our third-party manufacturers may not be able to manufacture or supply us with sufficient quantities of 
acceptable materials necessary for the development or use of our product candidates. 

• Our future contract manufacturers may not perform as agreed or may not remain in the contract 
manufacturing business for the time required to supply our clinical trials or to successfully produce, store, 
and distribute our products or the materials needed to manufacture or utilize our product candidates. 

• Our contract manufacturers may elect to terminate our agreements with them. 
• Drug manufacturers are subject to ongoing periodic unannounced inspection by the FDA, the Drug 

Enforcement Agency, and corresponding state agencies to ensure strict compliance with good manufacturing 
practices and other government regulations and corresponding foreign standards. We do not have control 
over third-party manufacturers’ compliance with these regulations and standards. 

Each of these risks could delay our clinical trials, the approval, if any, of our product candidates by the FDA, or 
the commercialization of our product candidates, or result in higher costs or deprive us of potential product revenues. 

Disruptions in our supply chain or failure to adequately forecast product demand could result in significant delays or 
lost sales. 
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The loss of a material supplier could significantly disrupt our business. Some specialized raw materials used in 
cell therapy manufacturing may be available only from one or a limited number of suppliers. In some cases, we obtain 
components used in certain of our products from single sources. If we experience difficulties acquiring sufficient quantities 
of required materials or products from our existing suppliers, if our suppliers stop manufacturing one or more of our raw 
materials, or if our suppliers are found to be non-compliant with the FDA, EMA or other comparable applicable foreign 
bodies, then qualifying and obtaining the required regulatory approvals to use alternative suppliers may be a lengthy and 
uncertain process during which production could be delayed and we could lose sales. 

Our sources of supply for raw materials may be threatened by shortages and other market forces, tariffs and other 
trade barriers, by natural disasters, climate impacts, public health crises or other disruptive events, by the supplier’s failure 
to maintain adequate quality, or a recall initiated by the supplier. Substitute suppliers may not be available and even if 
substitute suppliers are available, the need to verify the substitute supplier’s regulatory compliance and the quality 
standards of the replacement material could significantly delay production and materially reduce our sales. Any failure by 
us to forecast demand for, or to maintain an adequate supply of, raw material and finished product could result in an 
interruption in the supply of certain products, which could impact potential sales of that product. If we or our suppliers are 
unable or our suppliers are unwilling to meet our increased manufacturing requirements, we may not be able to produce 
enough materials or products in a timely manner, which could impact our sales. 

Even if our product candidates receive regulatory approval, they may still face future development and regulatory 
difficulties. 

Our product candidates, if approved, will also be subject to ongoing FDA requirements for the labeling, 
packaging, storage, advertising, promotion, record-keeping and submission of safety and other post-market information 
on the drug. In addition, approved products, manufacturers and manufacturers’ facilities are subject to continual review 
and periodic inspections. If a regulatory agency discovers previously unknown problems with a product, such as adverse 
events of unanticipated severity or frequency or problems with the facility where the product is manufactured, a regulatory 
agency may impose restrictions on that product or us, including requiring withdrawal of the product from the market. If 
our product candidates or manufacturing operations fail to comply with applicable regulatory requirements, including 
cGMPs: 

• issue warning letters or untitled letters; 
• require us to enter into a consent decree, which can include imposition of various fines, reimbursements for 

inspection costs, required due dates for specific actions and penalties for non-compliance; 
• impose other civil or criminal penalties; 
• suspend regulatory approval; 
• suspend any ongoing clinical trials; 
• refuse to approve pending applications or supplements to approved applications filed by us; 
• impose restrictions on operations, including costly new manufacturing requirements; or 
• seize or detain products or require a product recall. 

 
The third parties we use in the manufacturing process for our product candidates may fail to comply with cGMP 
regulations. 

If we decide to transfer the manufacturing of our product candidates for future clinical trials or for commercial 
supply, our contract manufacturers will be required to produce our products in compliance with cGMP. These contract 
manufacturers are subject to periodic unannounced inspections by the FDA and corresponding state and foreign authorities 
to ensure strict compliance with cGMP and other applicable government regulations and corresponding foreign 
requirements. We do not have control over a third-party manufacturer’s compliance with these regulations and 
requirements. In addition, changes in cGMP could negatively impact the ability of our contract manufacturers to complete 
the manufacturing process of our product candidates in a compliant manner on the schedule we require for clinical trials 
or for potential commercial use. The failure to achieve and maintain high quality compliance, including failure to detect 
or control anticipated or unanticipated manufacturing errors, could result in patient injury or death or product recalls. Any 
difficulties or delays in our contractors’ manufacturing and supply of product candidates, or any failure of our contractors 
to maintain compliance with the applicable regulations and requirements could increase our costs, make us postpone or 
cancel clinical trials, prevent or delay regulatory approvals by the FDA and corresponding state and foreign authorities, 
prevent the import and/or export of our products, cause us to lose revenue, result in the termination of the development of 
a product candidate, or have our product candidates recalled or withdrawn from use. 
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Risks Related to Our Intellectual Property 

We may face uncertainty and difficulty in obtaining and enforcing our patents and other proprietary rights. 

Our success will depend in large part on our ability to obtain, maintain, and defend patents on our product 
candidates, obtain licenses to use third-party technologies, protect our trade secrets and operate without infringing the 
valid and enforceable proprietary rights of others. Legal standards regarding the scope of claims and validity of 
biotechnology patents are uncertain and evolving. There can be no assurance that our pending, in-licensed or Company-owned 
patent applications will be approved, or that challenges will not be instituted against the validity or enforceability of any 
patent licensed-in or owned by us. Additionally, we have entered into various confidentiality agreements with employees 
and third parties. There is no assurance that such agreements will be honored by such parties or enforced in whole or part 
by the courts. The cost of litigation to uphold the validity and enforce against infringement of a patent is substantial. 
Furthermore, there can be no assurance that others will not independently develop substantially equivalent technologies 
not covered by patents to which we have rights or obtain access to our know-how. In addition, the laws of certain countries 
may not adequately protect our intellectual property. Our competitors may possess or obtain patents on products or 
processes that are necessary or useful to the development, use, or manufacture of our product candidates. 

There can also be no assurance that our proposed technology will not infringe upon valid and enforceable patents 
or proprietary rights owned by others, with the result that others may bring infringement claims against us and require us 
to license such proprietary rights, which may not be available on commercially reasonable terms, if at all. Any such 
litigation, if instituted, could have a material adverse effect, potentially including monetary penalties, diversion of 
management resources, and injunction against continued manufacture, use, or sale of certain products or processes. 

Some of our technology has resulted and/or will result from research funded by agencies of the U.S. government 
and the State of California. As a result of such funding, the U.S. government and the State of California have certain rights 
in the technology developed with the funding. These rights may include a non-exclusive, non-transferable, irrevocable, 
paid-up, worldwide license to practice or have practiced for or on behalf of the government(s) such inventions. In addition, 
the government(s) has the right to “march in” and require us to grant third parties licenses to such technology, in certain 
circumstances, such as if we fail to take effective steps to achieve practical application of such inventions. 

The licenses by which we have obtained some of our intellectual property are subject to the rights of the funding 
agencies. We also rely upon non-patented proprietary know-how and trade secrets. There can be no assurance that we can 
adequately protect our rights in such non-patented proprietary know-how and trade secrets, or that others will not 
independently develop substantially equivalent proprietary information or techniques or gain access to our proprietary 
know-how and trade secrets. Any of the foregoing events could have a material adverse effect on us. In addition, if any of 
our trade secrets, know-how or other proprietary information were to be disclosed, or misappropriated, the value of our 
trade secrets, know-how and other proprietary rights would be significantly impaired and our business and competitive 
position would suffer. 

In September 2011, the Leahy-Smith America Invents Act (the “Leahy-Smith Act”) was signed into law. The 
Leahy-Smith Act includes a number of significant changes to U.S. patent law. These include provisions that affect the way 
patent applications will be prosecuted and may also affect patent litigation. In particular, under the Leahy-Smith Act, the 
United States transitioned in March 2013 to a “first inventor to file” system in which the first inventor to file a patent 
application will be entitled to the patent. Third parties are allowed to submit prior art before the issuance of a patent by the 
U.S. Patent and Trademark Office (“USPTO”), and may become involved in derivation, post-grant review, or inter 
partes review, proceedings challenging our patent rights or the patent rights of our licensors. An adverse determination in 
any such submission, proceeding or litigation could reduce the scope of, or render unpatentable, our or our licensors’ patent 
rights, which could adversely affect our competitive position. 

It is difficult and costly to protect our proprietary rights, and we may not be able to ensure their protection. If we fail to 
protect or enforce our intellectual property rights adequately or secure rights to patents of others, the value of our 
intellectual property rights and product candidates would diminish. 

Our commercial viability will depend, in part, on obtaining and maintaining patent protection and trade secret 
protection of our product candidates, and the methods used to manufacture and utilize them, as well as successfully 
defending these patents against third-party challenges. Our ability to stop third parties from making, using, selling, offering 
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to sell, or importing our products is dependent upon the extent to which we have rights under valid and enforceable patents 
or trade secrets that cover these products and activities. 

We have licensed certain patent and other intellectual property rights that cover cardiospheres, and cardiosphere-derived 
cells, (including our Deramiocel product candidate) from the University of Rome, JHU, and CSMC. We have also licensed 
certain patent and other intellectual property rights from CSMC that cover certain aspects of certain extracellular vesicles, 
such as exosomes and microvesicles. Under the license agreements with the University of Rome and JHU, those 
institutions prosecute and maintain their patents and patent applications in collaboration with us. We rely on these 
institutions to file, prosecute, and maintain patent applications, and otherwise protect the intellectual property to which we 
have a license, and we have not had and do not have primary control over these activities for certain of these patents or 
patent applications and other intellectual property rights. We cannot be certain that such activities by these institutions 
have been or will be conducted in compliance with applicable laws and regulations or will result in valid and enforceable 
patents and other intellectual property rights. Under our Amended and Restated Exclusive License Agreement with CSMC 
and our Exclusive License Agreement with CSMC, as the same have been amended, we have assumed, in coordination 
with CSMC, financial responsibility for the prosecution and maintenance of certain patents and patent applications 
thereunder. Our enforcement of certain of these licensed patents or defense of any claims asserting the invalidity and/or 
unenforceability of these patents would also be subject to the cooperation of the University of Rome, JHU, and/or CSMC. 

The patent positions of pharmaceutical and biopharmaceutical companies can be highly uncertain and involve 
complex legal and factual questions for which important legal principles remain uncertain and unclear. No clear statutes 
or common law regarding the breadth of claims allowed in biopharmaceutical patents has clearly emerged to date in the 
United States. The biopharmaceutical patent situation outside the United States may be more uncertain. Changes in either 
the patent laws or in interpretations of patent laws in the United States and other countries may diminish the value of our 
intellectual property. Accordingly, we cannot predict the breadth of claims that may be allowed, or remain valid or 
enforceable in the patents we own or that are in-licensed. Further, if any of our owned or in-licensed patents are determined 
by legal authority to be invalid or unenforceable, it could impact our ability to commercialize or license our technology. 

The degree of future protection for our proprietary rights is uncertain because legal means afford only limited 
protection and may not adequately protect our rights or permit us to gain or keep our competitive advantage. For example: 

• others may be able to make products that are similar to our product candidates but that are not covered by 
the claims of any of our patents; 

• we might not have been the first to make the inventions covered by any issued patents or patent applications 
we may have (or third parties from whom we license intellectual property may have); 

• we might not have been the first to file patent applications for these inventions; 
• it is possible that any pending patent applications we may have will not result in issued patents; 
• any issued patents may not provide us with any competitive advantage, or may be held invalid or 

unenforceable as a result of legal challenges by third parties; 
• we may not develop additional proprietary technologies that are patentable or protectable under trade secrets 

law; and 
• the patents of others may have an adverse effect on our business. 

We also may rely on trade secrets to protect our technology, especially where we do not believe patent protection 
is appropriate or obtainable. However, trade secrets are difficult to protect. Although we use reasonable efforts as 
proscribed in state and federal statutes to protect our trade secrets, our employees, consultants, contractors, outside 
scientific collaborators, and other advisors may unintentionally or willfully disclose our information to competitors. In 
addition, courts outside the United States are sometimes less willing to protect trade secrets. Moreover, our competitors 
may independently develop equivalent knowledge, methods, and know-how. 

If any of our trade secrets, know-how or other proprietary information is improperly disclosed, the value of our trade 
secrets, know-how and other proprietary rights would be significantly impaired and our business and competitive 
position would suffer. 

Our viability also depends upon the skills, knowledge and experience of our scientific and technical personnel, 
our consultants and advisors, as well as our licensors and contractors. To help protect our proprietary know-how and our 
inventions for which patents may be unobtainable or difficult to obtain, we rely on trade secret protection and 
confidentiality agreements. To this end, we require all of our employees, consultants, advisors and contractors to enter into 
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agreements which prohibit unauthorized disclosure and use of confidential information and, where applicable, require 
disclosure and assignment to us of the ideas, developments, discoveries and inventions important to our business. These 
agreements are often limited in duration and may not provide adequate protection for our trade secrets, know-how or other 
proprietary information in the event of any unauthorized use or disclosure or the lawful development by others of such 
information. In addition, enforcing a claim that a third-party illegally obtained and is using any of our trade secrets is 
expensive and time consuming, and the outcome is unpredictable. If any of our trade secrets, know-how or other 
proprietary information is improperly disclosed, the value of our trade secrets, know-how and other proprietary rights 
would be significantly impaired and our business and competitive position would suffer. 

We may incur substantial costs as a result of litigation or other adversarial proceedings relating to patent and other 
intellectual property rights and we may be unable to protect our rights to, or use of, our technology. 

If we choose to go to court to stop a third-party from using the inventions covered by our patents, that individual 
or company has the right to ask the court to rule that such patents are invalid and/or should not be enforced against that 
third-party. These lawsuits are expensive and would consume time and other resources, even if we were successful in 
discontinuing the infringement of our patents. In addition, there is a risk that the court will determine that these patents are 
not valid and that we do not have the right to stop the other party from using the inventions. There is also the risk that, 
even if the validity of these patents is upheld, the court will refuse to stop the other party on the ground that such other 
party’s activities do not infringe our rights to these patents. In addition, the U.S. Supreme Court has modified certain legal 
tests so as to make it harder to obtain patents from the USPTO, and to defend issued patents against invalidity challenges. 
As a consequence, issued patents may be found by federal courts to contain invalid claims according to the revised legal 
standards. Some of our own or in-licensed patents may be subject to challenge and subsequent invalidation in a variety of 
post-grant proceedings, before the Patent Trial and Appeal Board of the USPTO or in litigation under the revised legal 
standards, which make it more difficult to defend the patentability or validity of claims in already issued patents. 

Furthermore, a third-party may claim that we or our manufacturing or commercialization partners are using 
inventions covered by the third-party’s patent rights and may go to court to stop us from engaging in our normal operations 
and activities, including making or selling our product candidates. These lawsuits are costly and could affect the results of 
our operations and divert the attention of managerial and technical personnel. There is a risk that a court could determine 
that we or our commercialization partners are infringing the third-party’s patents and order us or our partners to stop the 
activities covered by the patents. In addition, there is a risk that a court could order us or our partners to pay the other party 
damages for having violated the other party’s patents. We have agreed to indemnify certain of our commercial partners 
against certain patent infringement claims brought by third parties. The biotechnology industry has produced a 
proliferation of patents, and it is not always clear to industry participants, including us, which patents cover various types 
of products, manufacturing processes or methods of use. The coverage of patents is subject to claim construction by the 
courts, which is not always predictable or favorable. If we are sued for patent infringement, we would need to demonstrate 
that our products, manufacturing processes or methods of use either do not infringe the patent claims of the relevant patent 
and/or that the patent claims are invalid, and we may not be able to do this. Proving invalidity, in particular, is difficult 
since it requires proof by clear and convincing evidence to overcome the presumption of validity enjoyed by issued patents. 

As some patent applications in the United States may be maintained in secrecy until the patents are issued, because 
patent applications in the United States and many foreign jurisdictions are typically not published until eighteen months 
after filing, and because publications in the scientific literature often lag behind actual discoveries, we cannot be certain 
that others have not filed patent applications for technology covered by our issued patents or our pending applications, or 
that we were the first to invent the technology. Our competitors may have filed, and may in the future file, patent 
applications covering technology similar to ours. Any such patent applications may have priority over our patent 
applications or patents, which could further require us to obtain licenses to these issued patents covering such technologies. 
For patent applications filed before the Leahy-Smith Act, if another party has filed a United States patent application on 
inventions similar to ours, we may have to participate in an interference proceeding declared by the USPTO to determine 
priority of invention in the United States. The costs of these proceedings could be substantial, and it is possible that such 
efforts would be unsuccessful if, unbeknownst to us, the other party had independently arrived at the same or similar 
invention prior to our own invention, resulting in a loss of our U.S. patent position with respect to such inventions. 

Some of our competitors may be able to sustain the costs of complex patent litigation more effectively than we 
can because they have substantially greater resources. In addition, any uncertainties resulting from the initiation and 
continuation of any litigation or inter partes review proceedings could have a material adverse effect on our ability to raise 
the funds necessary to continue our operations. 



61 

Some jurisdictions in which we operate have enacted legislation which allows members of the public to access 
information under statutes similar to the U.S. Freedom of Information Act. Even though we believe our information would 
be excluded from the scope of such statutes, there are no assurances that we can protect our confidential information from 
being disclosed under the provisions of such laws. If any confidential or proprietary information is released to the public, 
such disclosures may negatively impact our ability to protect our intellectual property rights. 

We may be subject to claims that we or our employees, consultants or independent contractors have wrongfully used or 
disclosed confidential information of third parties. 

We have received confidential and proprietary information from third parties. In addition, we employ individuals 
who were previously employed at other biotechnology or pharmaceutical companies. We may be subject to claims that we 
or our employees, consultants or independent contractors have inadvertently or otherwise improperly used, 
misappropriated or disclosed confidential information of these third parties or our employees’ former employers. Litigation 
may be necessary to defend against these claims. Even if we are successful in defending against these claims, litigation 
could result in substantial cost and be a distraction to our management and employees. 

We depend on intellectual property licensed from third parties and termination of any of these licenses could result in 
the loss of significant rights, which would harm our business. 

We are dependent on patents, trade secrets, know-how and proprietary technology, both our own and that licensed 
from others. We have several license agreements, including with the University of Rome, JHU and CSMC. These licenses 
may be terminated upon certain conditions, including in some cases, if we fail to meet certain minimum funding or 
spending requirements, fail to take certain developmental actions, fail to attain certain developmental milestones, fail to 
pay certain minimum royalties, or fail to maintain the licensed intellectual property. Any termination of these licenses 
could result in the loss of significant rights and could harm our ability to commercialize our product candidates. Disputes 
may also arise between us and our licensors regarding intellectual property subject to a license agreement, including: the 
scope of rights granted under the license agreement and other contract interpretation-related issues; whether and the extent 
to which our technology and processes infringe on intellectual property of the licensor that is not subject to the licensing 
agreement; our right to sublicense patent and other rights to third parties under collaborative development relationships; 
our diligence obligations with respect to the use of the licensed technology in relation to our development and 
commercialization of our product candidates, and what activities satisfy those diligence obligations; and the ownership of 
inventions and know-how resulting from the joint creation or use of intellectual property by our licensors and us and our 
partners. 

If disputes over intellectual property that we have licensed prevent or impair our ability to maintain our current 
licensing arrangements on acceptable terms, we may be unable to successfully develop and commercialize the affected 
product candidates. If we or our licensors fail to adequately protect this intellectual property, our ability to commercialize 
products could suffer. 

Risks Related to Our Relationships with Third Parties 

We will depend on our exclusive distributor, Nippon Shinyaku, for the commercial sale of Deramiocel in Duchenne 
muscular dystrophy (“DMD”) in the United States and Japan, if regulatory approval is obtained in those territories. 

A substantial portion of our potential revenue for the foreseeable future is expected to depend on milestone, 
revenue sharing  and other payments received from Nippon Shinyaku under our distribution agreements. Nippon Shinyaku 
has exclusive distribution rights for Deramiocel in the United States and Japan for a significant period of time, with only 
limited rights of either party to terminate these agreements. If Nippon Shinyaku fails to successfully commercialize 
Deramiocel in the United States or Japan, whether due to strategic priorities, financial constraints, insufficient commercial 
resources, inadequate performance or other factors, our ability to generate revenue from Deramiocel in those territories 
would be materially limited, which would adversely affect our business, financial condition and results of operations. 

If we enter into strategic partnerships, we may be required to relinquish important rights to and control over the 
development of our product candidates or otherwise be subject to terms unfavorable to us. 

We are actively looking into potential additional strategic partnerships for our product candidates, particularly 
for Deramiocel in additional territories outside the United States and Japan, and for our exosomes product candidates. For 
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example, we are in negotiations pursuant to a binding term sheet with Nippon Shinyaku for the distribution of Deramiocel 
in the European region. If we do not establish strategic partnerships, we potentially will have to undertake development 
and commercialization efforts with respect to our product candidates on our own, which would be costly and adversely 
impact our ability to commercialize any future products or product candidates. If we enter into any strategic partnerships 
with pharmaceutical, biotechnology or other life science companies, we will be subject to a number of risks, including: 

• we may not be able to control the amount and timing of resources that our strategic partners devote to the 
development or commercialization of product candidates; 

• strategic partners may delay clinical trials, provide insufficient funding, terminate a clinical trial or abandon 
a product candidate, repeat or conduct new clinical trials or require a new version of a product candidate for 
clinical testing; 

• strategic partners may not pursue further development and commercialization of products resulting from the 
strategic partnering arrangement or may elect to discontinue research and development programs; 

• strategic partners may not commit adequate resources to necessary pre-launch activities or the marketing and 
distribution of any future products, limiting our potential revenues from these products; 

• disputes may arise between us and our strategic partners that result in the delay or termination of the research, 
development or commercialization of our product candidates or that result in costly litigation or arbitration 
that diverts management’s attention and consumes resources; 

• strategic partners may experience financial difficulties; 
• strategic partners may not properly maintain or defend our intellectual property rights or may use our 

proprietary information in a manner that could jeopardize or invalidate our proprietary information or expose 
us to potential litigation; 

• business combinations or significant changes in a strategic partner’s business strategy may also adversely 
affect a strategic partner’s willingness or ability to complete its obligations under any arrangement; and 

• strategic partners could independently move forward with a competing product candidate developed either 
independently or in collaboration with others, including our competitors. 

 
Our results of operations could be materially harmed if we or our distributor are unable to accurately forecast customer 
demand for our products and manage our inventory. 

We seek to maintain sufficient levels of inventory in order to protect ourselves from supply interruptions and to 
support the projected demand for our product candidates, but keep limited materials on hand. To ensure adequate inventory 
supply and manage our operations with our suppliers, we forecast anticipated materials requirements and demand for our 
products (if commercialized) in order to predict inventory needs and then place orders with our suppliers based on these 
predictions. Our ability to accurately forecast demand for Deramiocel could be negatively affected by many factors, 
including, product recalls, labor shortages, the failure to accurately manage our commercial strategy, product introductions 
by competitors, an increase or decrease in demand for our products, our failure or the failure of our distributor to accurately 
forecast demand, unanticipated changes in general market conditions or regulatory matters, insurance reimbursement 
levels, and weakening of economic conditions or consumer confidence in future economic conditions.  

Inventory levels in excess of product demand may result in a portion of our inventory becoming obsolete or 
expiring, as well as inventory write-downs or write-offs. Conversely, if we underestimate patient demand for Deramiocel 
or our own requirements for materials, our manufacturing partners and suppliers may not be able to deliver components 
or other materials to meet our requirements and our manufacturing may be affected by the impact of inflation and labor 
shortages on our suppliers, which could result in inadequate inventory levels or interruptions, delays or cancellations of 
deliveries, any of which would damage our reputation and business. In addition, several materials incorporated into our 
products require lengthy order lead times and additional supplies or materials may not be available when required on terms 
that are acceptable to us or our manufacturing partners, or at all, and our manufacturing partners and suppliers may not be 
able to allocate sufficient capacity in order to meet our increased requirements, any of which could have an adverse effect 
on our ability to meet demand for our products and our results of operations. 

We are dependent on our relationships with our licensors and collaborators and there is no guarantee that such 
relationships will be maintained or continued. 

We have entered into certain license agreements for certain intellectual property rights which are essential to 
enable us to develop and commercialize our products. Agreements have been entered into with the University of Rome, 
JHU and CSMC. Each of those agreements provides for an exclusive license to certain patents and other intellectual 
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property and requires the payment of fees, milestone payments and/or royalties to the institutions that will reduce our net 
revenues, if and to the extent that we have future revenues. Each of those agreements also contains additional obligations 
that we are required to satisfy. There is no guarantee that we will be able to satisfy all of our obligations under our license 
agreements to each of the institutions and that such license agreements will not be terminated. 

Each of the institutions receives funding from independent sources such as the NIH and other private or not-for-profit 
sources and are investigating scientific and clinical questions of interest to their own principal investigators as well as the 
scientific and clinical communities at large. These investigators (including Capricor, Inc.’s founder, Dr. Eduardo Marbán, 
who is the Director of the Smidt Heart Institute at CSMC) are under no obligation to conduct, continue, or conclude either 
current or future studies utilizing our cell therapy or exosomes technology, and they are not compelled to license any 
further technologies or intellectual property rights to us except as may be stated in the applicable licensing agreements or 
research agreements between those institutions and us. Further, the failure of any third-party licensor to comply with its 
licensing obligations under its respective agreement with us would have a material adverse effect on us. We are 
substantially dependent on our relationships with these institutions from which we license the rights to our technologies 
and know-how. If requirements under our license agreements are not met, including meeting defined milestones, we could 
suffer significant harm, including losing rights to our product candidates. 

In addition, we are responsible for the cost of filing and prosecuting certain patent applications and maintaining 
certain issued patents licensed to us. If we do not meet our obligations under our license agreements in a timely manner, 
we could lose the rights to the proprietary technology. 

Finally, we may be required to obtain licenses to patents or other proprietary rights of third parties (including and 
other than the University of Rome, JHU and CSMC) in connection with the development and use of our product candidates 
and technologies. Licenses required under any such patents or proprietary rights might not be made available on terms 
acceptable to us, if at all. 

We have received government grants and a loan award which impose certain conditions on our operations. 

Commencing in 2009, we received several grants from the NIH and DoD to fund various projects. Some of these 
awards remain subject to annual and quarterly reporting requirements and require us to allocate expenses to the applicable 
project. 

On June 16, 2016, Capricor was granted a CIRM Award in the amount of approximately $3.4 million to fund, in 
part, the HOPE-Duchenne trial. Pursuant to the terms of the CIRM Award, disbursements were tied to the achievement of 
specified operational milestones. The CIRM Award was further subject to the conditions and requirements set forth in the 
CIRM Grants Administration Policy for Clinical Stage Projects. Such requirements include, without limitation, the filing 
of quarterly and annual reports with CIRM, the sharing of intellectual property pursuant to Title 17, California Code of 
Regulations (“CCR”) Sections 100600-100612, and potentially sharing with the State of California of a fraction of 
licensing revenue received from a CIRM funded research project and net commercial revenue from a commercialized 
product which resulted from the CIRM funded research as set forth in Title 17, CCR Section 100608. In the first quarter 
of 2025, Capricor notified CIRM that it was electing to convert the CIRM Award into a loan. As a result, certain 
requirements of the CIRM Award will no longer be applicable, including the revenue sharing requirements. The terms of 
the loan agreement are currently under discussion with CIRM. The Company accounts for this award as a liability rather 
than income.  

We rely and will rely on third parties to conduct our clinical trials. If these third parties do not successfully carry out 
their contractual duties or meet expected deadlines, we may not be able to obtain regulatory approval of or 
commercialize our product candidates. 

We depend and will depend upon independent investigators and collaborators, such as universities, medical 
institutions, CROs, vendors and strategic partners to conduct our preclinical and clinical trials under agreements with us. 
We have limited ability to directly control the performance of these third parties. We negotiate budgets and contracts with 
CROs, vendors and trial sites which may result in delays to our development timelines and increased costs. We rely heavily 
on these third parties over the course of our clinical trials, and we control only certain aspects of their activities. 
Nevertheless, we are responsible for ensuring that each of our studies is conducted in accordance with applicable protocol, 
legal, regulatory and scientific standards, and our reliance on third parties does not relieve us of our regulatory 
responsibilities. We and these third parties are required to comply with current good clinical practices (“cGCPs”), which 
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are regulations and guidelines enforced by the FDA and comparable foreign regulatory authorities for product candidates 
in clinical development. Regulatory authorities enforce these cGCPs through periodic inspections of trial sponsors, 
principal investigators and trial sites. If we or any of these third parties fail to comply with applicable cGCP regulations, 
the clinical data generated in our clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory 
authorities may require us to perform additional clinical trials before approving our marketing applications. We cannot 
assure that, upon inspection, such regulatory authorities will determine that any of our clinical trials comply with the cGCP 
regulations. Further, GCP requirements may evolve. In June 2023, the FDA published a draft guidance, E6(R3) Good 
Clinical Practice (GCP), which seeks to unify standards for clinical trial data for ICH member countries and regions. 
Changes to data requirements may cause the FDA or comparable foreign regulatory authorities to disagree with data from 
preclinical studies or clinical trials, and may require further studies. 

Biologic products for commercial purposes must also be produced under cGMP. Our failure or any failure by 
these third parties to comply with these regulations or to recruit a sufficient number of patients may require us to repeat 
clinical trials, which would delay the regulatory approval process. Moreover, our business may be implicated if any of 
these third parties violates federal or state fraud and abuse or false claims laws and regulations or healthcare privacy and 
security laws and regulations. 

Any third parties conducting our clinical trials are not and will not be our employees and, except for remedies 
available to us under our agreements with such third parties, which in some instances may be limited, we cannot control 
whether or not they devote sufficient time and resources to our ongoing preclinical, clinical and nonclinical programs. 
These third parties may also have relationships with other commercial entities, including our competitors, for whom they 
may also be conducting clinical studies or other drug development activities, which could affect their performance on our 
behalf. If these third parties do not successfully carry out their contractual duties or obligations or meet expected deadlines, 
if they need to be replaced or if the quality or accuracy of the clinical data they obtain is compromised due to the failure 
to adhere to our clinical protocols or regulatory requirements or for other reasons, our clinical trials may be extended, 
delayed or terminated and we may not be able to complete development of, obtain regulatory approval of or successfully 
commercialize our product candidates. As a result, our financial results and the commercial prospects for our product 
candidates would be harmed, our costs could increase and our ability to generate revenue could be delayed. Switching or 
adding third parties to conduct our clinical trials involves substantial cost and requires extensive management time and 
focus. In addition, there is a natural transition period when a new third-party commences work. As a result, delays occur, 
which can materially impact our ability to meet our desired clinical development timelines. 

As we advance our programs through potential commercial launch, we have substantial fixed costs associated with 
third party contracts that will increase and will not be able to be terminated, even if our product candidates are not 
ultimately approved. 

As we advance our programs toward potential commercial launch, in particular our lead product candidate 
Deramiocel, we have incurred and will continue to incur substantial costs associated with those programs.  For example, 
we are increasing our spending on manufacturing-related costs as we prepare to be able to manufacture Deramiocel for a 
potential commercial launch following potential regulatory approval.  We have continued to expand our use of real estate 
as we expand our capacity to manufacture and otherwise support Deramiocel. We have also increased our spending on 
certain pre-commercial activities, including in the expansion of our manufacturing, regulatory and marketing support 
capabilities. While we seek to be prudent with our spending programs, many of our agreements are for agreed upon 
amounts with our counterparties and may not be terminable by us without significant financial penalties, even if we 
ultimately are unable to commercially launch Deramiocel due to failure to receive regulatory approvals. 

Risks Related to Competitive Factors 

Our products will likely face intense competition. 

The Company is engaged in fields that are characterized by extensive worldwide research and competition by 
pharmaceutical companies, medical device companies, specialized biotechnology companies, hospitals, physicians and 
academic institutions, both in the United States and abroad. We will experience intense competition with respect to our 
existing and future product candidates. The pharmaceutical industry is highly competitive, with a number of established, 
large pharmaceutical companies, as well as many smaller companies. Many of these organizations competing with us have 
substantially greater financial resources, larger research and development staffs and facilities, greater clinical trial 
experience, longer drug development history in obtaining regulatory approvals, and greater manufacturing, distribution, 
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sales and marketing capabilities than we do. There are many pharmaceutical companies, biotechnology companies, public 
and private universities, government agencies, and research organizations actively engaged in research and development 
of products which may target the same indications as our product candidates. We expect any future products and product 
candidates that we develop to compete on the basis of, among other things, product efficacy and safety, time to market, 
price, extent of adverse side effects, and convenience of treatment procedures. One or more of our competitors may develop 
products based upon the principles underlying our proprietary technologies earlier than we do, obtain approvals for such 
products from the FDA more rapidly than we do, or develop alternative products or therapies that are safer, more effective 
and/or more cost effective than any product developed by us. Our competitors may obtain regulatory approval of their 
products more rapidly than we are able to or may obtain patent protection or other intellectual property rights that limit 
our ability to develop or commercialize our product candidates. Our competitors may also develop drugs that are more 
effective, useful, and less costly than ours, and may also be more successful than us in manufacturing and marketing their 
products. 

Our future success will depend in part on our ability to maintain a competitive position with respect to evolving 
therapies as well as other novel technologies. Existing or future therapies developed by others may render our potential 
products obsolete or noncompetitive. The drugs that we are attempting to develop will have to compete with existing 
therapies. In addition, companies pursuing different but related fields represent substantial competition. These 
organizations also compete with us to attract qualified personnel and parties for acquisitions, joint ventures, or other 
collaborations. 

If we are unable to retain and recruit qualified scientists and advisors, or if any of our key executives, key employees 
or key consultants discontinues his or her employment or consulting relationship with us, it may delay our development 
efforts or otherwise harm our business. In addition, several of our consultants render services on a part-time basis to 
other entities which may result in the creation of intellectual property rights in favor of those entities. 

Because of the specialized nature of our technology, we are dependent upon existing key personnel and on our 
ability to attract and retain qualified executive officers and scientific personnel for research, clinical studies, and 
development activities conducted or sponsored by us. There is intense competition for qualified personnel in our fields of 
research and development, as well as manufacturing and quality assurance, and there can be no assurance that we will be 
able to continue to attract additional qualified personnel necessary for the development and commercialization of our 
product candidates or retain our current personnel.  

We have experienced employee turnover from time to time, including involving some of our key employees. The 
loss of any of our current key employees or key consultants could impede the achievement of our research and development 
objectives. Furthermore, recruiting and retaining qualified scientific personnel to perform research and development work 
in the future is critical to the Company’s success, both to enable the Company to grow, and to allow the Company to 
replace any employees or consultants whose relationships with the Company have been terminated. The market for 
employees with experience in the cell therapy and exosome industries is especially competitive, and we may not be able 
to recruit employees needed to develop and manufacture our products or be able to retain the employees whom we do 
recruit. 

There has been a close working relationship between the academic lab at CSMC and our research and 
development team where employees and consultants of both entities from time to time have contributed time and services 
to the research being performed by the other. As a result, it can sometimes be unclear whether intellectual property 
developed out of these services for CSMC would be owned by CSMC or by the Company, although if owned by CSMC, 
the Company may have rights to that intellectual property under the terms of its license agreements with CSMC. 

The Company may be unable to attract and retain personnel on acceptable terms given the competition among 
biotechnology, biopharmaceutical, and health care companies, universities, and non-profit research institutions for 
experienced scientists. Certain of the Company’s officers, directors, scientific advisors, and/or consultants or certain of 
the officers, directors, scientific advisors, and/or consultants hereafter appointed may from time to time serve as officers, 
directors, scientific advisors, and/or consultants of other biopharmaceutical or biotechnology companies. The Company 
currently does not maintain “key man” insurance policies on any of its officers or employees. All of the Company’s 
employees are and will be employed “at will” and, therefore, each employee may leave the employment of the Company 
at any time. If we are unable to retain our existing employees, including qualified scientific and manufacturing personnel, 
and attract additional qualified candidates, the Company’s business and results of operations could be adversely affected. 
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If we do not establish strategic partnerships, we will have to undertake development and commercialization efforts on 
our own, which would be costly and delay our ability to commercialize any future products or product candidates. 

An element of our business strategy includes potentially partnering with pharmaceutical, biotechnology and other 
companies to obtain assistance for the development and potential commercialization of our product candidates, including 
having access to the cash and other resources we need for such development and potential commercialization. We may 
not be able to negotiate strategic partnerships on acceptable terms, or at all. If we are unable to negotiate strategic 
partnerships for our product candidates, we may be forced to curtail the development of a particular candidate, reduce, 
delay, or terminate its development program, delay its potential commercialization, reduce the scope of our sales or 
marketing activities or undertake development or commercialization activities at our own expense. In addition, we will 
bear all risk related to the development of that product candidate. If we elect to increase our expenditures to fund 
development or commercialization activities on our own, we will need to obtain substantial additional capital, which may 
not be available to us on acceptable terms, or at all. If we do not secure sufficient funds, we will not be able to complete 
our trials or bring our product candidates to market and generate product revenue. We have entered into the U.S. 
Distribution Agreement and the Japan Distribution Agreement with Nippon Shinyaku for the exclusive commercialization 
and distribution rights in the United States and Japan, respectively, of Deramiocel for DMD. We continue to evaluate 
additional potential partners for this program in other territories outside of these territories, subject to any rights of Nippon 
Shinyaku.  

We have no experience selling, marketing, or distributing products and no current internal capability to do so. 

To date, the Company has had no sales, marketing, or distribution capabilities. As we prepare for launch, we are 
allocating certain resources, in order to enhance the organization in preparation for commercial readiness. Our future 
success depends, in part, on our ability to enter into and maintain sales and marketing collaborative relationships, or on 
our ability to build sales and marketing capabilities internally. As we entered into the U.S. Distribution Agreement and the 
Japan Distribution Agreement with Nippon Shinyaku, we will depend upon Nippon Shinyaku’s strategic interest in our 
Deramiocel product candidate and Nippon Shinyaku’s ability to successfully market and sell any such products, if and 
when approved. If any of our other product candidates are cleared for commercialization, we intend to pursue collaborative 
arrangements regarding the sales and marketing of such products, however, there can be no assurance that we will be able 
to establish or maintain such collaborative arrangements, or if we are able to do so, that such collaborators will have 
effective sales forces. To the extent that we decide not to, or are unable to, enter into collaborative arrangements with 
respect to the sales and marketing of our proposed products, significant capital expenditures, management resources, and 
time will be required to establish and develop an in-house marketing and sales force with sufficient technical expertise. 
There can also be no assurance that we will be able to establish or maintain relationships with third-party collaborators or 
develop in-house sales and distribution capabilities. To the extent that we depend on third parties for marketing and 
distribution, such as our partnership with Nippon Shinyaku, any revenues we receive will depend upon the efforts of such 
third parties, and there can be no assurance that such efforts will be successful. 

If any of our product candidates for which we receive regulatory approval do not achieve broad market acceptance, the 
revenues that we generate from their sales, if any, will be limited. 

The commercial viability of our product candidates for which we may obtain marketing approval from the FDA 
or other regulatory authorities will depend upon their acceptance among physicians, the medical community, patients, and 
the availability of coverage and reimbursement by third-party payors, including government payors. The degree of market 
acceptance of any of our approved products will depend on a number of factors, including: 

• limitations or warnings contained in a product’s FDA-approved labeling; 
• changes in the standard of care for the targeted indications for any of our product candidates, which could 

reduce the marketing impact of any claims that we could make following FDA approval; 
• limitations inherent in the approved indication for any of our product candidates compared to more 

commonly understood or addressed conditions; 
• demonstrated clinical safety and efficacy compared to other products; 
• prevalence and severity of adverse effects; 
• the effectiveness of marketing and distribution efforts; 
• availability of reimbursement from managed care plans and other third-party payors; 
• cost-effectiveness; 
• timing of market introduction and perceived effectiveness of competitive products; 
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• availability of alternative therapies at similar costs; and 
• potential product liability claims. 

Our ability to effectively promote and sell our product candidates in the marketplace will also depend on pricing, 
including our ability to manufacture a product at a competitive price. We will also need to demonstrate acceptable evidence 
of safety and efficacy and may need to demonstrate relative convenience and ease of administration. Market acceptance 
could be further limited depending on the prevalence and severity of any expected or unexpected adverse side effects 
associated with our product candidates. If our product candidates are approved but do not achieve an adequate level of 
acceptance by physicians, health care payors, and patients, we may not generate sufficient revenue from these products, 
and we may not become or remain profitable. In addition, our efforts to educate the medical community and third-party 
payors on the benefits of our product candidates may require significant resources and may never be successful. If our 
approved drugs fail to achieve market acceptance, we will not be able to generate significant revenue, if any. 

Our development of a potential vaccine for COVID-19 or other indications is at an early stage and is subject to 
significant risks.  

Our development of a vaccine of COVID-19 is in early stages and we may be unable to produce a vaccine that 
successfully treats a particular virus in a timely manner, if at all. Additionally, a number of pharmaceutical companies 
have already obtained regulatory approval for COVID-19 vaccines, and other companies with significantly more resources 
and visibility than us are developing COVID-19 vaccines. Even if we were able to successfully develop and obtain 
regulatory approval for a COVID-19 vaccine, vaccines produced by these other companies may be superior to our vaccine. 
Even if a vaccine that we develop is not inferior to other available vaccines, it could be difficult to obtain market 
acceptance. We are committing financial resources and personnel to the development of a COVID-19 vaccine which may 
cause delays in or otherwise negatively impact our other development programs, despite uncertainties surrounding the 
longevity and extent of coronavirus as a global health concern. Our business could be negatively impacted by our allocation 
of significant resources to a global health threat that is unpredictable and could rapidly dissipate or against which our 
vaccine, if developed, may not be partially or fully effective, or for which better vaccine options may be available. 

Even if our product candidates are approved, our ability to generate product revenues will be diminished if our products 
sell for inadequate prices or patients are unable to obtain adequate levels of reimbursement. 

Our or our collaborators’ ability to generate significant sales of our products, if approved, depends on the 
availability of adequate coverage and reimbursement from third-party payors. Healthcare providers that purchase medicine 
or medical products for treatment of their patients generally rely on third-party payors to reimburse all or part of the costs 
and fees associated with the products. Adequate coverage and reimbursement from governmental payors, such as Medicare 
and Medicaid, and commercial payors is critical to new product acceptance. Patients are unlikely to use our products if 
they do not receive reimbursement adequate to cover the cost of our products. Orphan drugs in particular have received 
negative publicity for the perceived high prices charged for them by their manufacturers, and as a result, other orphan drug 
developers such as us may be negatively impacted by such publicity and any U.S. or other government regulatory response. 

In the United States, no uniform policy of coverage and reimbursement for products exists among third-party 
payors. Third-party payors often rely upon Medicare coverage policy and payment limitations in setting their own coverage 
and reimbursement policies but also have their own methods and approval processes to decide which drugs they will pay 
for and establish reimbursement levels. Coverage decisions may depend upon clinical and economic standards that disfavor 
new drug products when more established or lower cost therapeutic alternatives are already available or subsequently 
become available. If any of our product candidates fail to demonstrate sufficient efficacy profiles, they may not qualify 
for coverage and reimbursement. However, decisions regarding the extent of coverage and amount of reimbursement to 
be provided for any product candidates that we develop through approval will be made on a plan-by-plan basis. Each plan 
determines whether or not it will provide coverage for a drug, what amount it will pay for the drug, the applicable formulary 
tier, and whether to require step therapy or other utilization management controls. Such decisions can strongly influence 
the adoption of a drug by patients and physicians. Patients may be unlikely to use and prescribers unlikely to prescribe our 
products unless adequate coverage is provided and reimbursement is available. 

A primary trend in the U.S. healthcare industry and elsewhere is cost containment. Government authorities and 
third-party payors have attempted to control costs by limiting coverage and the amount of reimbursement for particular 
medications. We may also be required to conduct expensive pharmacoeconomic studies to justify the coverage and the 
amount of reimbursement for particular medications. We cannot be sure that coverage and reimbursement will be available 
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for any product that we commercialize and, if reimbursement is available, what the level of reimbursement will be. 
Inadequate coverage or reimbursement may impact the demand for, or the price of, any product for which we obtain 
marketing approval.  

Risks Related to Product and Environmental Liability 

Our products may expose us to potential product liability, and there is no guarantee that we will be able to obtain and 
maintain adequate insurance to cover these liabilities. 

The testing, marketing, and sale of human cell therapeutics, pharmaceuticals, biologics, and services entail an 
inherent risk of adverse effects or medical complications to patients and, as a result, product liability claims may be asserted 
against us. A future product liability claim or product recall could have a material adverse effect on the Company. There 
can be no assurance that product liability insurance will be available to us in the future on acceptable terms, if at all, or 
that coverage will be adequate to protect us against product liability claims. In the event of a successful claim against the 
Company, insufficient or lack of insurance or indemnification rights could result in liability to us, which could have a 
material adverse effect on the Company and its future viability. The use of our product candidates in clinical trials and the 
sale of any products for which we obtain marketing approval, if at all, expose the Company to the risk of product liability 
claims. Product liability claims might be brought against the Company by consumers, health care providers or others using, 
administering or selling our products. If we cannot successfully defend ourselves against these claims, we will incur 
substantial liabilities. Regardless of merit or eventual outcome, liability claims may result in: 

• withdrawal of clinical trial participants; 
• termination of clinical trial sites or entire trial programs; 
• costs of related litigation; 
• substantial monetary awards to patients or other claimants; 
• decreased demand for our product candidates; 
• impairment of our business reputation; 
• loss of revenues; and 
• the inability to commercialize our product candidates. 

The Company has obtained clinical trial insurance coverage for its clinical trials. However, such insurance 
coverage may not reimburse the Company or the levels of coverage may not be sufficient to reimburse it for expenses or 
losses it may suffer or for its indemnification obligations. Moreover, insurance coverage is becoming increasingly 
expensive, and, in the future, we may not be able to maintain insurance coverage at a reasonable cost or in sufficient 
amounts to protect the Company against losses due to liability. We intend to expand our insurance coverage to include the 
sale of commercial products if we obtain marketing approval for our product candidates in development, but we may be 
unable to obtain commercially reasonable product liability insurance for any products approved for marketing. On 
occasion, large judgments have been awarded in class action lawsuits based on drugs that had unanticipated side effects. 
A successful product liability claim or series of claims brought against the Company could have a material adverse effect 
on us and, if judgments exceed our insurance coverage, could significantly decrease our cash position and adversely affect 
our business. 

In addition, our clinical trial agreements and most agreements with third-party vendors contain provisions 
requiring us to maintain certain levels of insurance extending for multiple years beyond the termination or expiration of 
the agreement as well as indemnification obligations requiring us to indemnify them from any losses and claims that may 
be brought in connection with their provision of services, testing, manufacture or other activities in connection with the 
use of our products. If we are unable to procure policies in the amounts, with suitable coverage and for the duration 
required, we could be in breach of our agreements with such third parties. 

Our business involves risk associated with handling hazardous and other dangerous materials. 

Our research and development activities involve the controlled use of hazardous materials, chemicals, human 
blood and tissue, animal blood and blood products, animal tissue, biological waste, and various radioactive compounds. 
The risk of accidental contamination or injury from these materials cannot be completely eliminated. The failure to comply 
with current or future regulations could result in the imposition of substantial fines against the Company, suspension of 
production, alteration of our manufacturing processes, or cessation of operations. 
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Our business depends on compliance with ever-changing environmental and human health and safety laws. 

We cannot accurately predict the outcome or timing of future expenditures that may be required to comply with 
comprehensive federal, state and local environmental laws and regulations, as well as laws and regulations designed to 
protect employees and others who handle hazardous materials. We must comply with environmental laws that govern, 
among other things, all emissions, waste water discharge and solid and hazardous waste disposal, and the remediation of 
contamination associated with generation, handling and disposal activities. To date, the Company has not incurred 
significant costs and is not aware of any significant liabilities associated with its compliance with federal, state and local 
environmental laws and regulations. However, both federal and state environmental laws have changed in recent years and 
the Company may become subject to stricter environmental standards in the future and may face large capital expenditures 
to comply with environmental laws. We have limited capital and we are uncertain whether we will be able to pay for 
significantly large capital expenditures that may be required to comply with new laws. Also, future developments, 
administrative actions or liabilities relating to environmental matters may have a material adverse effect on our financial 
condition or results of operations. 

Risks Related to Our Common Stock 

We expect that our stock price will continue to fluctuate significantly. 

The stock market, particularly for pharmaceutical, biotechnology and other life sciences companies, has 
experienced significant volatility in recent years. Our operating results may fluctuate from period to period for a number 
of reasons, and as a result our stock price may be subject to significant fluctuations. Factors that could cause volatility in 
the market price of our common stock include, but are not limited to: 

• our financial condition, including our need for additional capital, as well as the impact of any terms imposed 
on our business and operations by the providers of additional capital; 

• results from, delays in, or discontinuation of, any of the clinical trials for our drug candidates, including 
delays resulting from slower than expected or suspended patient enrollment or discontinuations resulting 
from a failure to meet pre-defined clinical endpoints; 

• announcements concerning clinical trials and regulatory developments; 
• failure or delays in entering drug candidates into clinical trials; 
• failure or discontinuation of any of our research or development programs; 
• developments in establishing and maintaining new strategic alliances or with existing alliances or 

collaborators; 
• failure to meet milestone requirements under distribution agreements, including the U.S. Distribution 

Agreement and Japan Distribution Agreement with Nippon Shinyaku; 
• failure to satisfy contractual obligations, including our ability to meet milestone requirements under our 

license agreements; 
• market conditions in the pharmaceutical, biotechnology and other healthcare related sectors; 
• actual or anticipated fluctuations in our quarterly financial and operating results; 
• developments or disputes concerning our intellectual property or other proprietary rights; 
• introduction of technological innovations or new commercial products by us or our competitors; 
• issues in manufacturing our drug candidates or drugs; 
• issues with the supply or manufacturing of any devices or materials needed to manufacture or utilize our drug 

candidates; 
• FDA or other U.S. or foreign regulatory actions affecting us or our industry; 
• the risks and costs associated with expanding our operations, including clinical and manufacturing activities 

internationally; 
• market acceptance of our drugs when they enter the market; 
• third-party healthcare coverage and reimbursement policies; 
• litigation or public concern about the safety of our drug candidates or drugs or the operations of the Company; 
• issuance of new or revised securities analysts’ reports or recommendations; 
• additions or departures of key personnel; 
• short reports or other negative commentary issued by third parties; 
• potential delisting of our stock from the Nasdaq Stock Market; or 
• volatility in the stock prices of other companies in our industry. 
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We have never paid dividends and we do not anticipate paying dividends in the future. 

We have never paid dividends on our capital stock and do not anticipate paying any dividends for the foreseeable 
future. We expect to retain any future earnings, if any, to fund the development and expansion of our business. Investors 
seeking cash dividends should not invest in the Company’s common stock for that purpose. Accordingly, you will have to 
rely on capital appreciation, if any, to earn a return on your investment in our common stock. 

We may issue shares of blank check preferred stock without stockholder approval in the future. 

Our certificate of incorporation authorizes the issuance of up to 5,000,000 shares of preferred stock, none of 
which are currently issued or outstanding. If issued, our Board of Directors will have the authority to fix and determine 
the relative rights and preferences of preferred shares, as well as the authority to issue such shares, without further 
stockholder approval. As a result, our Board of Directors could authorize the issuance of a series of preferred stock that is 
senior to our common stock that would grant to holders preferred rights to our assets upon liquidation, the right to receive 
dividends, additional registration rights, anti-dilution protection, and the right to the redemption of such shares, together 
with other rights, none of which will be afforded holders of our common stock. 

Market and economic conditions may adversely affect our industry, business and ability to obtain financing. 

Global financial markets have experienced periods of volatility and uncertainty in recent years. These conditions 
and any adverse impact on the financial markets may adversely affect our liquidity and financial condition, including our 
ability to access the capital markets to meet our liquidity needs. 

If securities analysts do not publish research or reports about our business or if they publish negative evaluations of 
our stock, the price of our stock could decline. 

The trading market for our common stock may depend in part on the research and reports that industry or financial 
analysts publish about us or our business. If no or few analysts maintain coverage of us, the trading price of our stock 
could decrease. If one or more of the analysts covering our business downgrade their evaluations of our stock, the price of 
our stock could also decline. If one or more of these analysts cease to cover our stock altogether, we could lose visibility 
in the market for our stock, which in turn could cause our stock price to decline. 

The operational and other projections and forecasts that we may make from time to time are subject to inherent risks, 
many of which are beyond our control. 

The projections and forecasts that our management may provide from time to time (including, but not limited to, 
those relating to timing, progress and anticipated results of clinical development, regulatory processes, clinical trial 
timelines and any anticipated benefits of our product candidates) reflect numerous assumptions made by management, 
including assumptions with respect to our specific as well as general business, economic, market and financial conditions 
and other matters, all of which are difficult to predict and many of which are beyond our control. Accordingly, there is a 
risk that the assumptions made in preparing the projections, or the projections themselves, will prove inaccurate. There 
will be differences between actual and projected results, and actual results may be materially different from those contained 
in the projections. The inclusion of such projections in our public disclosures should not be regarded as an indication that 
we consider them to be reliable predictions of future events. Additionally, final data may differ significantly from 
preliminary reported data. 

Our certificate of incorporation and by-laws contain provisions that may discourage, delay or prevent a change in our 
management team that stockholders may consider favorable. 

Our certificate of incorporation, our bylaws and Delaware law contain provisions that may have the effect of 
preserving our current management and board structure, such as: 

• authorizing the issuance of “blank check” preferred stock without any need for action by stockholders; and 
• establishing advance notice requirements for nominations for election to the board of directors or for 

proposing matters that can be acted on by stockholders at stockholder meetings. 

These provisions could make it more difficult for our stockholders to affect our corporate policies or make 
changes in our Board of Directors and for a third-party to acquire us, even if doing so would benefit our stockholders. 
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A significant number of shares of our common stock are issuable pursuant to outstanding stock awards and warrants, 
and we expect to issue additional stock awards and shares of common stock in the future. Exercise of these awards and 
warrants, and sales of shares will dilute the interests of existing security holders and may depress the price of our 
common stock. 

As of December 31, 2025, there were approximately 57.4 million shares of common stock outstanding and 
approximately 3.3 million common warrants outstanding, as well as outstanding awards to purchase approximately 12.3 
million shares of common stock under various incentive stock plans of the Company. Additionally, as of December 31, 2025, 
there were approximately 3.6 million shares of common stock available for future issuance under our incentive plans. This 
number of shares available for future issuance under those plans was subsequently increased by 2,868,420 shares on 
January 1, 2026 in accordance with the terms of our 2025 Equity Incentive Plan which include an automatic increase 
previously approved by our Board and stockholders. We may issue additional common stock, warrants and other 
convertible securities from time to time to finance our operations. We may also issue additional shares to fund potential 
acquisitions or in connection with additional stock options or other equity awards granted to our employees, officers, 
directors and consultants under our various incentive plans. The issuance of additional shares of common stock, warrants 
or other convertible securities and the perception that such issuances may occur or the exercise of outstanding warrants or 
options may have a dilutive impact on other stockholders and could have a material negative effect on the market price of 
our common stock. 

The Company’s ability to utilize Nile’s net operating loss and tax credit carryforwards in the future is subject to 
substantial limitations and may further be limited as a result of the merger with Capricor. 

Federal and state income tax laws impose restrictions on the utilization of net operating loss (“NOL”), and tax 
credit carryforwards in the event that an “ownership change” occurs for tax purposes, as defined by Section 382 of the 
Internal Revenue Code of 1986, as amended (the “Code”). In general, an ownership change occurs when stockholders 
owning 5% or more of a “loss corporation” (a corporation entitled to use NOL or other loss carryforwards) have increased 
their aggregate ownership of stock in such corporation by more than 50 percentage points during any three-year period. If 
an “ownership change” occurs, Section 382 of the Code imposes an annual limitation on the amount of post-ownership 
change taxable income that may be offset with pre-ownership change NOLs of the loss corporation experiencing the 
ownership change. The annual limitation is calculated by multiplying the loss corporation’s value immediately before the 
ownership change by the greater of the long-term tax-exempt rate determined by the U.S. Internal Revenue Service (“IRS”) 
in the month of the ownership change or the two preceding months. This annual limitation may be adjusted to reflect any 
unused annual limitation for prior years and certain recognized built-in gains and losses for the year. Section 383 of the 
Code also imposes a limitation on the amount of tax liability in any post-ownership change year that can be reduced by 
the loss corporation’s pre-ownership change tax credit carryforwards. 

The merger between Nile and Capricor resulted in an “ownership change” of Nile. In addition, previous or current 
changes in the Company’s stock ownership may have triggered or, in the future, may trigger an “ownership change,” some 
of which may be outside of our control. Accordingly, the Company’s ability to utilize Nile’s NOL and tax credit 
carryforwards may be substantially limited. These limitations could, in turn, result in increased future tax payments for 
the Company, which could have a material adverse effect on the business, financial condition, or results of operations of 
the Company. 

The requirements of being a public company may strain our resources and divert management’s attention from 
operating our business. 

As a public company, we are subject to the reporting requirements of the Securities Exchange Act of 1934, as 
amended (the “Exchange Act”), and other applicable securities rules and regulations, and are subject to the listing 
requirements of The Nasdaq Stock Market LLC (“Nasdaq”). Compliance with these rules and regulations will increase 
our legal and financial compliance costs, make some activities more difficult, time-consuming or costly and increase 
demand on our systems and resources. The Exchange Act requires, among other things, that we file annual, quarterly and 
current reports with respect to our business and operating results and maintain effective disclosure controls and procedures 
and internal control over financial reporting. In order to maintain and, if required, improve our disclosure controls and 
procedures and internal control over financial reporting to meet this standard, significant resources and management 
oversight is required. In addition, these rules and regulations make it more difficult and more expensive for us to obtain 
director and officer liability insurance. As a result, management’s attention may be diverted from other business concerns, 
which could harm our business and operating results. Although we have hired employees in order to comply with these 
requirements, we may need to hire more employees in the future, which will increase our costs and expenses. 
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Failure to achieve and maintain effective internal controls in accordance with Section 404 of the Sarbanes-Oxley Act 
of 2002 could have a material adverse effect on our business and stock price. 

The Sarbanes-Oxley Act of 2002, as amended (“Sarbanes-Oxley”), as well as rules implemented by the SEC, 
Nasdaq and any market on which the Company’s shares may be listed in the future, impose various requirements on public 
companies, including those related to corporate governance practices. The Company’s management and other personnel 
will need to devote a substantial amount of time to these requirements. Moreover, these rules and regulations will increase 
the Company’s legal and financial compliance costs and will make some activities more time consuming and costly. 

Section 404 of Sarbanes-Oxley (“Section 404”) requires that we establish and maintain an adequate internal 
control structure and procedures for financial reporting. Our annual reports on Form 10-K must contain an assessment by 
management of the effectiveness of our internal control over financial reporting and must include disclosure of any material 
weaknesses in internal control over financial reporting that we have identified. The requirements of Section 404 are 
ongoing and also apply to future years. We expect that our internal control over financial reporting will continue to evolve 
as our business develops. Although we are committed to continue to improve our internal control processes and we will 
continue to diligently and vigorously review our internal control over financial reporting in order to ensure compliance 
with Section 404 requirements, any control system, regardless of how well designed, operated and evaluated, can provide 
only reasonable, not absolute, assurance that its objectives will be met. Therefore, we cannot be certain that in the future 
material weaknesses or significant deficiencies will not exist or otherwise be discovered. If material weaknesses or other 
significant deficiencies occur, these weaknesses or deficiencies could result in misstatements of our results of operations, 
restatements of our consolidated financial statements, a decline in our stock price, or other material adverse effects on our 
business, reputation, results of operations, financial condition or liquidity. 

You may experience future dilution as a result of future equity offerings. 

In order to raise additional capital, we may offer additional shares of our common stock or other securities 
convertible into or exchangeable for our common stock at prices that may not be the same as the price per share paid by 
any investor. We may sell shares or other securities in any other offering at a price per share that is less than the price per 
share paid by any investor, and investors purchasing shares or other securities in the future could have rights superior to 
you. The price per share at which we sell additional shares of our common stock, or securities convertible or exchangeable 
into common stock, in future transactions may be higher or lower than the price per share paid by any investor. 

If our business plans are unsuccessful, our stockholders could lose all or a substantial portion of their investment in 
us. 

We have historically incurred substantial losses to fund our business operations including our research and 
development activities. We will, in all likelihood, sustain operating expenses without corresponding revenues for the 
foreseeable future. This may result in our incurring net operating losses that will increase continuously until we are able 
to obtain regulatory approval for, and commercialize, our product candidates, the occurrence of which cannot be assured. 
If our business plans are not successful, our stockholders may lose their entire investment in us. 

Short sellers may engage in market manipulating activities and seek to drive down the market price of our common 
shares. 

Short selling is the practice of selling securities that the seller does not own, but rather has borrowed or intends 
to borrow from a third party with the intention of buying identical securities at a later date to return to the lender. A short 
seller hopes to profit from a decline in the value of the securities between the sale of the borrowed securities and the 
purchase of the replacement shares, as the short seller expects to pay less in that purchase than it received in the sale. It is 
therefore in the short seller’s interest for the price of the stock to decline, and some short sellers publish, or arrange for the 
publication of, opinions or characterizations regarding the relevant issuer, often involving misrepresentations of the 
issuer’s business prospects and similar matters calculated to create negative market momentum, which may permit them 
to obtain profits for themselves as a result of selling the stock short. 

As a public entity, we may be the subject of concerted efforts by short sellers to spread negative information in 
order to gain a market advantage. In addition, the publication of misinformation could also lead to litigation, the uncertainty 
and expense of which could adversely impact our reputation, business, financial condition, and operating results. There 
are no assurances that we will not face short sellers’ efforts or similar tactics in the future, and the market price of our 
common shares may decline as a result of their actions. 



73 

We may be at risk of securities class action litigation or litigation initiated by individual stockholders. 

We may be subject to securities class action litigation or litigation initiated by individual stockholders. This risk 
is especially relevant due to our dependence on clinical trial outcomes and regulatory approvals. In the past, biotechnology 
and pharmaceutical companies have experienced significant stock price volatility, particularly when associated with binary 
events such as clinical trials and product approvals. Additionally, we may be subject to litigation and business challenges 
in the operation of our company due to actions instituted by activist stockholders. Perceived uncertainties as to our future 
direction as a result of stockholder activism may lead to the perception of a change in the direction of the business or other 
instability and may affect our relationships with vendors, distributors, collaborators, prospective and current employees 
and others. Responding to legal and/or business challenges related to securities class action litigation, or litigation initiated 
by individual stockholders, including activist stockholders, could be costly and time-consuming, may not align with our 
business strategies, and could divert management’s attention and resources from the pursuit of our business strategies, any 
of which could harm our business and result in a decline in the market price of our common stock. 

ITEM 1B. UNRESOLVED STAFF COMMENTS 

None. 
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ITEM 1C. CYBERSECURITY 

We operate in the biotechnology sector, which is subject to various cybersecurity risks that could adversely affect 
our business, financial condition, and results of operations, including intellectual property theft; fraud; extortion; harm to 
employees; violation of privacy laws and other litigation and legal risk; and reputational risk. We have implemented and 
maintain various information security processes designed to identify, assess and manage material risks from cybersecurity 
threats to our critical computer networks, third-party hosted services, communications systems, hardware and software, 
and our critical data, including intellectual property, as well as confidential information that is proprietary, strategic or 
competitive in nature.  

The Company’s information technology department helps identify, assess and manage Capricor’s cybersecurity 
threats and risks. The information technology department, in coordination with the finance and/or legal departments, 
identifies and assesses risks from cybersecurity threats by monitoring and evaluating our threat environment using various 
methods including, for example, evaluating threats reported to us, conducting audits, performing threat assessments, and 
conducting vulnerability assessments to identify vulnerabilities. We use third-party service providers to assist us to 
identify, assess, and manage material risks from cybersecurity threats, including for example: professional service firms, 
including legal counsel, and cybersecurity software providers. Our cybersecurity risk management program shares 
common methodologies, reporting channels and governance processes that apply across the enterprise risk management 
program to other legal, compliance, strategic, operational and financial risk areas, including the involvement of cross-functional 
teams and, depending on the nature and severity of an incident, an escalation path to notify our executive and senior 
management teams and our board of directors. For example, the information technology department works with 
management to prioritize our risk management processes and mitigate cybersecurity threats that are more likely to lead to 
a material impact on our business. The Company is currently in the process of retaining an additional vendor to provide 
enhanced cybersecurity expertise to ensure governance and dedicated focus on cybersecurity risk management. This 
vendor will work closely with our in-house information technology department to provide regular updates on the 
organization’s cybersecurity posture, performance, and emerging risks, while ensuring that cybersecurity strategies align 
with business objectives and regulatory requirements.  

For a description of the risks from cybersecurity threats that may materially affect us and how they may do so, 
see our risk factors included in Part I, Item 1A. “Risk Factors” of this Annual Report on Form 10-K, including “Risk 
Factors — Risks Related to our Business — A breakdown, corruption or breach of our information technology systems or 
computer systems, or those used or hosted by our CROs, contractors, consultants or third-party vendors could subject us 
to liability or interrupt the operation of our business.” 

Our business depends on the availability, reliability, and security of our information systems, networks, data, and 
intellectual property. As of the date of this report, we have not experienced a cybersecurity incident that has materially 
affected or is reasonably likely to materially affect our business strategy, results of operations, or financial condition. Any 
disruption, compromise, or breach of our systems or data due to a cybersecurity threat or incident could adversely affect 
our operations, research, product development, and competitive position. They may also result in a breach of our 
contractual obligations or legal duties to protect the privacy and confidentiality of our stakeholders. Such a breach could 
expose us to business interruption, future lost revenue, ransom payments, remediation costs, liabilities to affected parties, 
cybersecurity protection costs, lost assets, litigation, regulatory scrutiny and actions, reputational harm, and harm to our 
vendor relationships.  
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ITEM 2. PROPERTIES 

We do not own any real property. Our primary operations are conducted at the leased facilities summarized in 
the below table. We believe our facilities are adequate and suitable for our current needs and that we will be able to obtain 
new or additional leased space in the future, if necessary.  
 

       

Location of Property   
  

Lease Expiration Date (1)      Purpose     Square Footage 
(approximate) 

10865 Road to the Cure, 
San Diego, California 

 September 30, 2033  Corporate headquarters: 
manufacturing, laboratory 

and office space 

 34,348 

10865 Road to the Cure, 
Room 7, San Diego, 
California 

 December 31, 2026  Laboratory space 
(vivarium) 

 234 

8840 Wilshire Blvd., 2nd 
Floor, Beverly Hills, 
California 

 April 22, 2026  Office space  1,627 

8700 Beverly Blvd., 
Davis Building, Los 
Angeles, California 

 July 31, 2026  Laboratory, 
manufacturing and office 

space 

 1,892 

10835 Road to the Cure, 
Suite 140, San Diego, 
California 

 June 30, 2026  Laboratory and office 
space 

 11,173 

 
(1) Certain leases have specific options for potential renewal or extensions. 

 
ITEM 3. LEGAL PROCEEDINGS 

For information regarding material legal proceedings, please refer to Note 15 – “Commitments and 
Contingencies – Legal Contingencies” in our consolidated financial statements included in this Annual Report on Form 
10-K. 
 
ITEM 4. MINE SAFETY DISCLOSURES 

Not applicable. 
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PART II 

ITEM 5. MARKET FOR REGISTRANT’S COMMON EQUITY, RELATED STOCKHOLDER MATTERS 
AND ISSUER PURCHASES OF EQUITY SECURITIES 

Market for Common Stock 

Our common stock is traded on the Nasdaq Global Select Market under the symbol “CAPR”.  

Holders 

According to the records of our transfer agent, Equiniti Trust Company LLC, as of March 16, 2026, we had 112 
holders of record of common stock, which does not include holders who held in “street name” or beneficial holders, whose 
shares are held of record by banks, brokers and other financial institutions. 

Dividends 

We have never declared or paid a dividend on our common stock and do not anticipate paying any cash dividends 
in the foreseeable future. The ability of our Board of Directors to declare a dividend is subject to limits imposed by 
Delaware corporate law. 

Securities Authorized for Issuance Under Equity Compensation Plans 

See Part III, Item 12, for the information required by this item. 

Performance Graph 

We are a smaller reporting company, as defined by Rule 12b-2 of the Securities Exchange Act of 1934, as 
amended, and are not required to provide a performance graph. 

Recent Sales of Unregistered Securities and Use of Proceeds 

None. 

Issuer Purchases of Equity Securities 

None. 

ITEM 6. RESERVED 

Not applicable. 
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ITEM 7. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS 
OF OPERATIONS 

The following discussion of our financial condition and results of operations should be read in conjunction with 
the audited consolidated financial statements and the related audited consolidated notes to those statements included 
elsewhere in this Annual Report on Form 10-K. This discussion includes forward-looking statements that involve risks and 
uncertainties. As a result of many factors, including, but not limited to, those set forth under Item 1A., “Risk Factors” or 
elsewhere in this annual report, our actual results may differ materially from those anticipated in these forward-looking 
statements. 

Company Overview  

Capricor Therapeutics, Inc. is a biotechnology company focused on the development and potential commercialization of 
cell and exosome-based therapeutics for the treatment of Duchenne muscular dystrophy (“DMD”), a rare genetic disorder 
characterized by progressive muscle degeneration and premature death, as well as other diseases with significant unmet 
medical need. Since our inception, we have devoted substantial resources to the development of our lead product candidate, 
Deramiocel, a cell therapy designed to address the cardiac and skeletal muscle complications associated with DMD, as 
well as to advancing our exosome-based platform technologies, developing manufacturing capabilities and supporting our 
research and development activities. Our Biologics License Application (“BLA”) for Deramiocel for the treatment of 
DMD is currently under review by the U.S. Food and Drug Administration (“FDA”), with a Prescription Drug User Fee 
Act (“PDUFA”) target action date of August 22, 2026, for potential approval in the United States. We currently have no 
products approved for commercial sale. Our ability to generate product revenue and achieve profitability will depend on 
the successful development, regulatory approval and commercialization of Deramiocel and any other product candidates 
we may develop. If approved, we intend to commercialize Deramiocel in the United States and may seek commercialization 
through strategic partners in other select international markets. 

Our development efforts for Deramiocel for the treatment of DMD have progressed through multiple clinical 
studies, and we continue activities to support regulatory review and potential approval in the United States, as well as 
commercialization preparation, if approved. 

Cell Therapy (Deramiocel)  

Our core program is focused on the development and commercialization of Deramiocel, a cell therapy product 
candidate comprised of cardiosphere-derived cells (“CDCs”), a population of cardiac-derived stromal cells isolated from 
qualified donated human hearts, for the treatment of Duchenne muscular dystrophy. Deramiocel is designed to slow disease 
progression through the immunomodulatory, anti-inflammatory, pro-angiogenic and anti-fibrotic activities of CDCs. 
These effects are mediated in part by exosomes secreted by CDCs that contain bioactive molecules, including microRNAs 
and other signaling factors, which may influence gene expression and cellular pathways involved in  inflammation, 
fibrosis, and tissue repair.  

Our clinical development program for Deramiocel has focused primarily on adolescents and young adults with 
DMD, including many patients who are non-ambulatory and experiencing progressive cardiac and skeletal muscle decline. 
We believe therapies that address inflammatory and fibrotic processes contributing to muscle degeneration may provide 
potential benefit across a broad population of individuals with DMD. 

Exosomes Platform Technology (StealthXTM) 

Extracellular vesicles (“EVs”), including exosomes and microvesicles, are nano-scale membrane-enclosed 
vesicles secreted by many cell types that contain characteristic lipids, proteins and nucleic acids, including messenger 
RNA (“mRNA”) and microRNAs. These vesicles facilitate intercellular communication through the binding and activation 
of membrane receptors or through the delivery of molecular cargo into target cells. Through these mechanisms, EVs may 
influence a variety of biological processes, including cell survival, proliferation, inflammation and tissue repair. 

Exosomes in particular have attracted increasing interest as potential therapeutic and diagnostic platforms. Their 
small size, generally low immunogenicity, and ability to deliver biologically active molecules to recipient cells may allow 
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them to modulate complex biological pathways. Because exosomes are cell-free vesicles, they may be stored, handled, 
and administered using approaches similar to those used for certain established biologic therapies. 

Our exosome platform is supported by internal research and external collaborations. Our collaborations and 
research around exosomes include the National Institutes of Health (“NIH”), the National Institute of Allergy and 
Infectious Diseases (“NIAID”), Johns Hopkins University (“JHU”), the Department of Defense (“DoD”), the U.S. Army 
Institute of Surgical Research (“USAISR”), and Cedars-Sinai Medical Center (“CSMC”). Our platform leverages advances 
in RNA biology, protein engineering and targeted delivery technologies to support the development of exosome-based 
therapeutics and vaccines. We are currently exploring exosome-based approaches for infectious diseases, monogenic 
diseases and other potential indications. 

Our current strategy is focused on advancing these programs through collaborations and partnerships that may 
provide additional development resources and capital to support potential clinical development. 

Our Pipeline – Key Programs 

Deramiocel: Duchenne Muscular Dystrophy Program: Deramiocel is Capricor’s lead product candidate and is 
being developed for the treatment of DMD, a rare, progressive genetic disease characterized by degeneration of skeletal 
and cardiac muscle. Deramiocel is designed to slow disease progression in DMD through the immunomodulatory, 
anti-inflammatory, pro-angiogenic and anti-fibrotic actions of CDCs. Through these mechanisms, Deramiocel is designed 
to slow disease progression and preserve both skeletal and cardiac muscle function in patients with DMD. 

We have conducted a comprehensive clinical development program evaluating Deramiocel in patients with DMD, 
including randomized controlled trials and long-term follow-up studies designed to assess safety and efficacy across 
multiple measures of disease progression. These studies include the Phase 3 HOPE-3 trial, the Phase 2 HOPE-2 trial and 
its ongoing open-label extension, and the earlier Phase I/II HOPE-Duchenne clinical trial. 

Biologics License Application: In late 2024, we completed our submission of a BLA to the FDA seeking approval 
of Deramiocel for the treatment of Duchenne muscular dystrophy. The FDA accepted the BLA for review, granted Priority 
Review, and assigned a PDUFA target action date of August 31, 2025. In July 2025, we received a Complete Response 
Letter (“CRL”) from the FDA stating that the application did not meet the statutory requirement for substantial evidence 
of effectiveness and requesting additional clinical data. 

Following a Type A meeting with the FDA in August 2025, we aligned with the Agency on a regulatory path 
forward to address the CRL, including the submission of additional clinical data from the Phase 3 HOPE-3 trial. We 
subsequently submitted our response to the CRL, which the FDA accepted as a complete response and classified as a Class 
2 resubmission, assigning a new Prescription Drug User Fee Act target action date of August 22, 2026. If approved, 
Deramiocel has the potential to become the first therapy designed to address both skeletal and cardiac muscle 
manifestations of Duchenne muscular dystrophy. 

In parallel with our U.S. regulatory activities, we have initiated regulatory engagement in Europe and Japan and 
are working with the relevant health authorities to determine the most appropriate regulatory pathway for Deramiocel in 
those regions. 

StealthX™ Exosome Platform: Our StealthX™ exosome platform program consists of engineered exosomes for 
vaccine and therapeutic development.  

Exosome Platform: Engineered Exosome-Based Vaccines: The StealthX™ vaccine is a proprietary vaccine 
developed internally by Capricor utilizing exosomes that were engineered to express either spike or nucleocapsid proteins 
on the surface. Preclinical results from murine and rabbit models published in the peer-reviewed journal, Microbiology 
Spectrum, showed the StealthX™ vaccine resulted in robust antibody production, potent neutralizing antibodies, a strong 
T-cell response and a favorable safety profile. These effects were obtained with administration of only nanogram amounts 
of protein and without adjuvant or synthetic lipid nanoparticles. Exosomes offer a new antigen delivery system that could 
potentially be utilized to rapidly generate multivalent protein-based vaccines. In 2024, we were selected to be part of 
Project NextGen, an initiative by the U.S. Department of Health and Human Services to advance a pipeline of new, 
innovative vaccines providing broader and more durable protection for COVID-19. As part of Project NextGen, the 
National Institute of Allergy and Infectious Diseases, part of the National Institutes of Health, is conducting a Phase 1 
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clinical study with our StealthX™ vaccine which is currently ongoing. Preliminary data indicate the StealthX™ vaccine 
has been generally well tolerated and demonstrated a favorable safety profile across all dose levels tested. Early analyses 
showed limited neutralizing antibody responses at the evaluated dose levels, which may reflect prior vaccination or 
infection among trial participants. Final results from the trial, including cellular immune response data, are expected in the 
second quarter of 2026, subject to completion of the study by NIAID. If NIAID finds that our StealthX™ vaccine meets 
its criteria for safety and efficacy, they may consider our program for a funded Phase 2 study, for which we are actively 
preparing should that trial be initiated. 

Exosome Platform: Engineered Exosome-Based Therapeutics: We are focused on developing a precision-engineered 
exosome platform technology that has the potential to deliver defined sets of effector molecules that exert their effects 
through defined mechanisms of action. At this time, we are exploring the use of our proprietary StealthX™ exosome 
platform for a broad range of therapeutic applications including targeted RNA, protein and small molecule therapeutics to 
treat or prevent a variety of diseases. 

These programs represent our core technology and products.  

Financial Operations Overview 

As of December 31, 2025, we had cash, cash equivalents, and marketable securities totaling approximately 
$318.1 million. Since our inception, we have raised approximately $600 million through a combination of equity 
financings, strategic collaborations, grants and other non-dilutive funding sources. 

Due to our significant research and development expenditures, and general administrative costs associated with 
our operations, we have generated substantial operating losses in each period since our inception. Our net losses were 
approximately $105.0 million and approximately $40.5 million, for the years ended December 31, 2025 and 2024, 
respectively. As of December 31, 2025, we had an accumulated deficit of approximately $304.9 million. We expect to 
incur significant expenses and operating losses for the foreseeable future. 

As we seek to develop and commercialize Deramiocel or any other product candidates including those related to 
our exosomes program, we anticipate that our expenses will increase significantly and that we will need additional funding 
to support our continuing operations. Until such time when we can generate significant revenue from product sales, if ever, 
we expect to finance our operations through a combination of public or private equity financings, debt financings or other 
sources, which may include licensing agreements or strategic collaborations or other distribution agreements. We may be 
unable to raise additional funds or enter into such agreements or arrangements when needed on favorable terms, if at all. 
If we fail to raise capital or other potential funding or enter into such agreements as and when needed, we may have to 
significantly delay, scale back or discontinue the development or commercialization of Deramiocel or our other product 
candidates. 

We have no commercial product sales to date and will not have the ability to generate any commercial product 
revenue until after we have received approval from the FDA or equivalent foreign regulatory bodies to begin selling our 
product candidates. Developing biological products is a lengthy and very expensive process. Even if we obtain the capital 
necessary to continue the development of our product candidates, whether through a strategic transaction or otherwise, we 
do not expect to complete the development of a product candidate for several years, if ever. To date, most of our 
development expenses have related to our product candidates, consisting of Deramiocel and our exosome technologies. 
As we proceed with the clinical development and potential commercialization of Deramiocel, and as we further develop 
our exosome technologies, our expenses will further increase. Accordingly, our success depends not only on the safety 
and efficacy of our product candidates, but also on our ability to finance the development of our products and our clinical 
programs. Our recent major sources of working capital have been primarily proceeds from public equity sales of securities 
and upfront payments pursuant to our U.S. and Japan Distribution Agreements with Nippon Shinyaku. While we pursue 
our preclinical and clinical programs, we continue to explore potential partnerships for the development of one or more of 
our product candidates in the U.S. and in other territories across the world, subject to the rights of Nippon Shinyaku. 

 
Our results have included non-cash compensation expense due to the issuance of stock awards and warrants, as 

applicable. We expense the fair value of stock awards and warrants over their vesting period as applicable. When more 
precise pricing data is unavailable, we determine the fair value of stock options using the Black-Scholes option-pricing 
model. The terms and vesting schedules for share-based awards vary by type of grant and the employment status of the 
grantee. Generally, the stock awards vest based upon time-based conditions. Stock-based compensation expense is 
included in the consolidated statements of operations under general and administrative (“G&A”) or research and 
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development (“R&D”) expenses, as applicable. We expect to record additional non-cash compensation expense in the 
future, which may be significant. 

Results of Operations for the fiscal years ended December 31, 2025 and 2024 

Revenue 

Clinical Development Income. Clinical development income for the years ended December 31, 2025 and 2024 
was zero and approximately $22.3 million, respectively. As of December 31, 2024, the Company has fully recognized 
$50.0 million in development milestone payments received from Nippon Shinyaku related to the Exclusive 
Commercialization and Distribution Agreement (the “U.S. Distribution Agreement”). The upfront payment of $30.0 million 
and the first milestone payment of $10.0 million was ratably recognized as revenue using a proportional performance 
method in relation to the completion of the HOPE-3 clinical trial (Cohort A) whereas the $10.0 million related to the 
second milestone payment was recognized as revenue at the point in time when the BLA was submitted in December 2024. 

Operating Expenses 

Research and Development Expenses. R&D expenses consist primarily of compensation and other related 
personnel costs, supplies, clinical trial costs, patient treatment costs, rent for laboratories and manufacturing facilities, 
consulting fees, costs of personnel and supplies for manufacturing, costs of service providers for preclinical, clinical and 
manufacturing, certain legal expenses resulting from intellectual property prosecution, stock-based compensation expense 
and other expenses relating to the design, development, testing and enhancement of our product candidates. 

The following table summarizes our R&D expenses by category for each of the periods indicated: 
              

  Year ended December 31,         
      2025     2024     Change ($)      Change (%)      

Compensation and other personnel expenses  $  28,260,696  $  16,390,412  $  11,870,284    72 %
Duchenne muscular dystrophy program (Deramiocel)     34,254,585     23,049,349     11,205,236     49 %
Exosomes platform research    5,225,572     2,908,678     2,316,894     80 %
Facility expenses    5,991,848    2,759,096    3,232,752    117 %
Stock-based compensation    8,917,527    3,605,667    5,311,860    147 %
Depreciation and amortization    950,615    773,985    176,630    23 %
Research and other     853,752    481,398    372,354    77 %

Total research and development expenses  $  84,454,595  $  49,968,585  $  34,486,010    69 %
 

R&D expenses for 2025 increased by approximately $34.5 million, or 69%, compared to 2024. The increase was 
primarily driven by the following: 

• $11.9 million increase in compensation and other personnel expenses primarily due to increases in 
headcount; 

• $11.2 million increase in our DMD program-related expenses primarily related to our HOPE-3 clinical trial, 
our HOPE-2 OLE clinical trial and expanded manufacturing production efforts for Deramiocel in preparation 
for potential commercial launch; 

• $2.3 million increase in research expenses related to our exosomes platform, primarily related to our 
collaboration with NIAID; 

• $3.2 million increase in facility expenses primarily related to expanded leased space; and 
• $5.3 million increase in stock-based compensation expense, driven primarily by increased headcount and 

higher stock prices, which led to a higher fair value of granted options. 
 

General and Administrative Expenses. G&A expenses consist primarily of compensation and other related 
personnel expenses for executive, finance and other administrative personnel, stock-based compensation expense, 
accounting, legal and other professional fees, consulting expenses, rent for corporate offices, business insurance and other 
corporate expenses. 
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The following table summarizes our G&A expenses by category for each of the periods indicated: 
              

  Year ended December 31,         
      2025     2024     Change ($)      Change (%)  

Stock-based compensation  $  8,307,733  $  6,159,497  $  2,148,236    35 % 
Compensation and other personnel expenses     7,224,517     4,446,897     2,777,620     62 % 
Professional services    2,915,501     1,641,256     1,274,245     78 % 
Facility expenses    695,480    310,342    385,138    124 % 
Depreciation and amortization    938,889    651,229    287,660    44 % 
Other corporate expenses    3,605,415    1,655,901    1,949,514    118 % 

Total general and administrative expenses  $  23,687,535  $  14,865,122  $  8,822,413    59 % 
 

G&A expenses for 2025 increased by approximately $8.8 million, or 59%, compared to 2024. The increase was 
primarily driven by the following: 

• $2.1 million increase in stock-based compensation expense primarily due to increased headcount and higher 
stock prices, which led to a higher fair value of granted options; 

• $2.8 million increase in compensation and other personnel expenses related to increases in headcount and 
recruiting costs;  

• $1.3 million increase in professional services largely attributable to elevated legal and consulting costs 
related to our continuing regulatory initiatives; 

• $1.9 million increase in other corporate expenses primarily related to increased overhead costs related to 
travel and corporate expenses due to increased headcount. 

 
Other Income (Expense) 

Investment Income. Investment income for the years ended December 31, 2025 and 2024 was approximately $6.3 million 
and $2.2 million, respectively. The increase in investment income in 2025 as compared to 2024 is due to a higher principal 
balance in our marketable securities, savings and money market fund accounts.  

Interest expense. Interest expense for the years ended December 31, 2025 and 2024 was approximately $3.0 million 
and $0, respectively. The interest expense in 2025 was related to interest accrued related to CIRM Award. 

Products Under Active Development 

Deramiocel for the treatment of DMD – The expenses for our DMD program include costs for personnel, clinical, 
regulatory and manufacturing-related expenses, including expenses related to the scale-up for potential commercial scale 
manufacturing if our Deramiocel product is approved. In 2026, we expect to spend approximately $100.0 million to $125.0 million 
primarily consisting of CMC expansion, product inventory buildout, clinical, regulatory and pre-commercial expenses for 
our Deramiocel program. 

Exosome-Based Therapeutics and Vaccines – Our exosome platform is in early-stage preclinical development. 
We expect to spend approximately $7.0 million to $10.0 million during 2026 on development expenses related to our 
exosomes program, which includes personnel, preclinical studies and manufacturing related expenses for these 
technologies. Our expenses for this program are primarily focused on the expansion of our engineered exosomes platform 
including the manufacturing of our StealthX™ vaccine to be used in connection with our collaboration with NIAID.  
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Our expenditures on current and future clinical development programs, particularly our Deramiocel and exosomes 
programs, cannot be predicted with any significant degree of certainty as they are dependent on the results of our current 
trials and our ability to secure additional funding and a strategic partner. Further, we cannot predict with any significant 
degree of certainty the amount of time which will be required to complete our clinical trials, the costs of completing 
research and development projects or whether, when and to what extent we will generate revenues from the 
commercialization and sale of any of our product candidates. The duration and cost of clinical trials may vary significantly 
over the life of a project as a result of unanticipated events arising during manufacturing and clinical development and as 
a result of a variety of other factors, including: 

• the number of trials and studies in a clinical program; 
• the number of patients who participate in the trials; 
• the number of sites included in the trials; 
• the rates of patient recruitment and enrollment; 
• the duration of patient treatment and follow-up; 
• the costs of manufacturing our product candidates; 
• the availability of necessary materials required to make our product candidates; and 
• the costs, requirements and timing of, and the ability to secure, regulatory approvals.  

 
Liquidity and Capital Resources for the fiscal years ended December 31, 2025 and 2024 

The following table summarizes our liquidity and capital resources as of and for each of our last two fiscal years, 
and our net increase (decrease) in cash, cash equivalents, and marketable securities as of and for each of our last two fiscal 
years and is intended to supplement the more detailed discussion that follows. The amounts stated in the tables below are 
expressed in thousands. We believe that our current cash, cash equivalents, and marketable securities are sufficient to fund 
our operating capital requirements for at least the next twelve months from the issuance date of these consolidated financial 
statements. 
 
       

Liquidity and capital resources      December 31, 2025     December 31, 2024 
Cash and cash equivalents   $ 287,847  $ 11,287 
Marketable securities  $ 30,282  $  140,229 
Working capital  $  287,103  $ 142,359 
Stockholders’ equity   $  305,792  $  145,462 
 
       

  Year ended December 31,  
Cash flow data      2025      2024 
Cash provided by (used in):       

Operating activities  $  (69,811) $  (39,996)
Investing activities    97,479   (116,184)
Financing activities    248,892    152,772 

Net increase in cash and cash equivalents   $  276,560   $  (3,408)
 

Our total cash, cash equivalents, and marketable securities as of December 31, 2025 were approximately $318.1 million 
compared to approximately $151.5 million as of December 31, 2024. The increase in cash, cash equivalents and marketable 
securities from December 31, 2025 as compared to December 31, 2024 is primarily due to an underwritten public offering 
in December 2025, equity financings through our at-the-market offering and proceeds received from warrants and options 
exercised, which is partially offset by our net loss of approximately $105.0 million, as well as investment made in 
purchases of property and equipment, and payments made for construction in progress. The net loss for the year ended 
December 31, 2025 was driven by the increased R&D expenses in connection with our clinical program in DMD. As of 
December 31, 2025, we had approximately $50.2 million in total liabilities, of which approximately $12.0 million relates 
to deferred revenue and approximately $14.5 million related to lease liabilities in connection with our operating lease right-of-use 
assets. As of December 31, 2025, we had approximately $287.1 million in net working capital.  

Cash used in operating activities was approximately $69.8 million and $40.0 million for the years ended 
December 31, 2025 and 2024, respectively. The net change of approximately $29.8 million in cash from operating 
activities is due to an approximately $64.6 million increase in net loss for the years ended December 31, 2025 as compared 
to the same period in 2024. Furthermore, there was an increase of approximately $7.2 million in stock-based compensation, 
approximately $3.0 million in accrued interest liability, approximately $10.3 million in receivables, approximately $12.3 
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million in deferred revenue, and approximately $4.0 million in accounts payable and accrued expenses for the year ended 
December 31, 2025 as compared to the same period in 2024. To the extent we obtain sufficient capital and/or long-term 
debt funding and are able to continue developing our product candidates, including if we expand our platform technology 
portfolio, engage in further research and development activities, and, in particular, conduct preclinical studies and clinical 
trials, we expect to continue incurring substantial losses, which will generate negative net cash flows from operating 
activities. 

We had cash flow provided by investing activity of approximately $97.5 million for the year ended December 31, 2025 
and cash flow used in investing activities of approximately $116.2 million for the year ended December 31, 2024. The 
change in cash flow by investing activities for the year ended December 31, 2025 as compared to the same period of 2024 
is due to the net effect from purchases, sales, and maturities of marketable securities as well as purchases of property and 
equipment, leasehold improvements and construction in progress. 

We had cash flow provided by financing activities of approximately $248.9 million and $152.8 million for the 
years ended December 31, 2025 and 2024, respectively. The increase in cash provided by financing activities for the year 
ended December 31, 2025 as compared to the same period of 2024 is primarily due to the net proceeds from the sale of 
common stock and from exercises of warrants and stock options. During 2025 we received net proceeds from the sale of 
stock of approximately $237.0 million compared to approximately $152.3 million over the same period of 2024. During 
2025 we received net proceeds from exercises of warrants and stock options of approximately $11.9 million compared to 
approximately $0.5 million in 2024. 

From inception through December 31, 2025, we financed our operations primarily through private and public 
sales of our equity securities, government grants, and payments from distribution agreements and collaboration partners. 
We may seek to raise additional funds through various potential sources, such as equity and debt financings, government 
grants, or through strategic collaborations and license agreements or other distribution agreements. We can give no 
assurances that we will be able to secure such additional sources of funds to support our operations, complete our clinical 
trials or if such funds become available to us, that such additional financing will be sufficient to meet our needs. Moreover, 
to the extent that we raise additional funds by issuing equity securities, our stockholders may experience significant 
dilution, and debt financing, if available, may involve restrictive covenants. To the extent that we raise additional funds 
through collaboration and licensing arrangements, it may be necessary to relinquish some rights to our technologies or our 
product candidates or grant licenses on terms that may not be favorable to us. 

Our estimates regarding the sufficiency of our financial resources are based on assumptions that may prove to be 
wrong. We may need to obtain additional funds sooner than planned or in greater amounts than we currently anticipate. 
The actual amount of funds we will need to operate is subject to many factors, some of which are beyond our control. 
These factors include the following: 

• the progress of our clinical, regulatory, commercial, and research activities; 
• the number and scope of our clinical and research programs; 
• the costs involved in preparation for the potential commercialization of our Deramiocel product for the 

treatment of DMD; 
• the progress and success of our preclinical and clinical development activities; 
• the progress of the development efforts of parties with whom we have entered into research and 

development agreements; 
• our ability to successfully manufacture product for our clinical trials and potential commercial use; 
• the availability of materials necessary to manufacture our product candidates; 
• the costs of manufacturing our product candidates, and the progress of efforts with parties with whom we 

may enter into commercial manufacturing agreements, if necessary; 
• our ability to maintain current research and development programs and to establish new research and 

development and licensing arrangements; 
• additional costs associated with maintaining licenses and insurance; 
• the costs involved in prosecuting and enforcing patent claims and other intellectual property rights; and 
• the costs and timing of obtaining marketing approval both in the United States and in countries outside of 

the United States. 
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Collaborations 

Commercialization and Distribution Agreement (Nippon Shinyaku - United States) 

On January 24, 2022, Capricor entered into the U.S. Distribution Agreement with Nippon Shinyaku, a Japanese 
corporation.  

Under the terms of the U.S. Distribution Agreement, Capricor will be responsible for the clinical development 
and manufacturing of Deramiocel. Nippon Shinyaku and NS Pharma, Inc. (its wholly-owned U.S. subsidiary) will be 
responsible for the distribution of Deramiocel in the United States. Pursuant to the U.S. Distribution Agreement, Capricor 
received an upfront payment of $30.0 million. The first milestone payment of $10.0 million was paid upon completion of 
the futility analysis of the HOPE-3 trial whereby the outcome was determined to be not futile. The second milestone 
payment of $10.0 million was triggered in December 2024 upon submission of the BLA to the FDA seeking marketing 
approval of Deramiocel in the United States. Additionally, there is another potential milestone of $80.0 million due to 
Capricor upon receipt of marketing approval. The foregoing milestones are considered development milestones under the 
terms of the U.S. Distribution Agreement. Further, there are various potential sales-based milestones, if commercialized, 
tied to the achievement of certain sales thresholds for annual net sales of Deramiocel of up to $605.0 million. Subject to 
regulatory approval, Capricor will have the right to receive a share of product revenue which falls between 30 and 50 
percent. 

 
Commercialization and Distribution Agreement (Nippon Shinyaku - Japan) 

On February 10, 2023, Capricor entered into a Commercialization and Distribution Agreement (the “Japan 
Distribution Agreement”) with Nippon Shinyaku. Under the terms of the Japan Distribution Agreement, Capricor 
appointed Nippon Shinyaku as its exclusive distributor in Japan of Deramiocel for the treatment of DMD. 

Under the terms of the Japan Distribution Agreement, Capricor received an upfront payment of $12.0 million in 
2023 and in addition, Capricor will potentially receive additional development and sales-based milestone payments of up 
to approximately $89.0 million, subject to foreign currency exchange rates, and a meaningful double-digit share of product 
revenue. Nippon Shinyaku will be responsible for the distribution of Deramiocel in Japan. Capricor will be responsible for 
the conduct of clinical development and regulatory approval in Japan, as may be required, as well as the manufacturing of 
Deramiocel. Subject to regulatory approval, Capricor or its designee will hold the Marketing Authorization in Japan if the 
product is approved in that territory. 

European Region Binding Term Sheet 
 
On September 16, 2024, Capricor entered into a Binding Term Sheet (the “Term Sheet”) with Nippon Shinyaku 

for the commercialization and distribution of Deramiocel for the treatment of DMD in the European region, as defined in 
the Term Sheet. Subject to finalization of a definitive agreement, under the terms of the Term Sheet, Capricor would be 
responsible for the development and manufacturing of Deramiocel for potential approval in the European region. Nippon 
Shinyaku would be responsible for the sales and distribution of Deramiocel in the European region. Subject to regulatory 
approval, Capricor would receive a double-digit share of product revenue and additional development and sales-based 
milestone payments. If the definitive agreement is entered into, Capricor will receive an upfront payment of $20.0 million 
upon execution of the definitive agreement, with potential additional development and sales-based milestone payments of 
up to $715.0 million. At this time, Capricor and Nippon Shinyaku have entered into several amendments to the Term 
Sheet, pursuant to which the parties agreed to extend the date during which the parties shall negotiate the terms of the 
definitive agreement to April 1, 2026. 
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Financing Activities by the Company 

December 2025 Underwritten Public Offering 

On December 5, 2025, the Company entered into an underwriting agreement (the “2025 Underwriting 
Agreement”) with Piper Sandler & Co. (“Piper Sandler”) and Oppenheimer & Co., Inc. (“Oppenheimer”) as 
representatives of the underwriters (the “Underwriters”), pursuant to which the Company agreed to sell and issue, in a 
public offering an aggregate of 6,000,000 shares of common stock, including the exercise in full of the underwriters’ 
option to purchase additional 900,000 shares to cover over allotments, at a public offering price of $25.00 per share for 
total gross proceeds of approximately $172.5 million, before deducting underwriting commissions and other offering 
expenses payable by the Company. The Company paid cash commissions on the gross proceeds, plus reimbursement of 
expenses to the Underwriters, as well as legal and accounting fees in the aggregate amount of approximately $10.5 million. 

October 2024 Underwritten Public Offering 

On October 16, 2024, the Company entered into an underwriting agreement (the “2024 Underwriting 
Agreement”) with Piper Sandler and Oppenheimer as representatives of the underwriters (the “Underwriters”), pursuant 
to which the Company agreed to sell and issue, in a public offering, an aggregate of 5,073,800 shares of common stock, 
including the exercise in full of the underwriters’ option to purchase additional shares to cover over allotments, at a public 
offering price of $17.00 per share for total gross proceeds of approximately $86.3 million, before deducting underwriting 
commissions and other offering expenses payable by the Company. The Company paid cash commissions on the gross 
proceeds, plus reimbursement of expenses to the Underwriters, as well as legal and accounting fees in the aggregate amount 
of approximately $5.4 million. 

September 2024 Private Placement 

On September 16, 2024, the Company entered into a Subscription Agreement with Nippon Shinyaku pursuant to 
which the Company agreed to issue and sell to Nippon Shinyaku in a private placement (the “Private Placement”), an 
aggregate of 2,798,507 shares of the common stock of the Company at a price per Share of $5.36, which was issued at a 
20% premium to the 60-day volume-weighted average price, for an aggregate purchase price of approximately $15.0 million. 
The Subscription Agreement also includes lock-up provisions restricting Nippon Shinyaku from selling or otherwise 
disposing of shares of the Company’s common stock until the six-month anniversary of the Closing Date which occurred 
on March 15, 2025. 

 
In connection with the Private Placement, the Company also entered into a Registration Rights Agreement with 

Nippon Shinyaku on September 16, 2024 (the “Registration Rights Agreement”). Pursuant to the terms of the Registration 
Rights Agreement, the Company has filed with the SEC a registration statement to register for resale the shares sold in the 
Private Placement, which registration statement was declared effective on November 8, 2024.  
 
ATM Programs 
 
September 2025 ATM Program 
 

On September 10, 2025, the Company established an at-the-market offering under a prospectus supplement for 
aggregate sales proceeds of up to $150.0 million (the “September 2025 ATM Program”), pursuant to an Equity Distribution 
Agreement with Piper Sandler and Oppenheimer (collectively, the “Agents”), by which the Agents may sell our common 
stock at the market prices prevailing at the time of sale. The Agents are entitled to compensation for their services at a 
commission rate of 3.0% of the gross sales price per share of common stock sold plus reimbursement of certain expenses. 
Effective December 5, 2025, the Company reduced the maximum offering amount from $150.0 million to $125.0 million.  

 
Through December 31, 2025, the Company sold an aggregate of 2,682,307 shares of common stock under the 

September 2025 ATM Program at an average price of approximately $28.89 per share for gross proceeds of approximately 
$77.5 million. The Company paid approximately $2.4 million of aggregated fees related to this sale. Subsequent to 
December 31, 2025, no additional shares have been sold under the September 2025 ATM Program through the date of this 
filing. 

 



86 

June 2021 ATM Program 
 
The Company established an at-the-market offering under a prospectus supplement for aggregate sales proceeds 

of up to $75.0 million (the “June 2021 ATM Program”) on June 21, 2021, pursuant to a Common Stock Sales Agreement 
with H.C. Wainwright & Co. LLC (“Wainwright”) by which Wainwright sold our common stock at the market prices 
prevailing at the time of sale. Wainwright was entitled to compensation for its services at a commission rate of 3.0% of 
the gross sales price per share of common stock sold plus reimbursement of certain expenses.  

 
From June 21, 2021 through October 1, 2024, the Company sold an aggregate of 9,228,383 shares of common 

stock under the June 2021 ATM Program at an average price of approximately $8.13 per share for gross proceeds of 
approximately $75.0 million which represents all amounts that were available to be sold under the June 2021 ATM 
program. Effective October 1, 2024, the June 2021 ATM Program was closed and terminated. The Company paid cash 
commissions on the gross proceeds, plus reimbursement of expenses to Wainwright, as well as legal and accounting fees 
in the aggregate amount of approximately $2.4 million.  

 
CIRM Grant Award 

On June 16, 2016, Capricor entered into an award (the “CIRM Award”) with the California Institute for 
Regenerative Medicine (“CIRM”) in the amount of approximately $3.4 million to fund, in part, Capricor’s Phase I/II 
HOPE-Duchenne clinical trial investigating Deramiocel for the treatment of DMD-associated cardiomyopathy. Pursuant 
to terms of the CIRM Award, the disbursements were tied to the achievement of specified operational milestones. In 
addition, the terms of the CIRM Award included a co-funding requirement pursuant to which Capricor was required to 
spend approximately $2.3 million of its own capital to fund the CIRM funded research project. The CIRM Award is further 
subject to the conditions and requirements set forth in the CIRM Grants Administration Policy for Clinical Stage Projects. 
Such requirements include, without limitation, the filing of quarterly and annual reports with CIRM, the sharing of 
intellectual property pursuant to Title 17, CCR Sections 100600-100612, and potentially the sharing with the State of 
California of a fraction of licensing revenue received from a CIRM funded research project and net commercial revenue 
from a commercialized product which resulted from the CIRM funded research as set forth in Title 17, CCR 
Section 100608. The maximum royalty on net commercial revenue that Capricor could have been required to pay to CIRM 
was equal to nine times the total amount awarded and paid to Capricor. 

After completing the CIRM funded research project and at any time after the award period end date (but no later 
than the ten-year anniversary of the date of the award), Capricor had the right to convert the CIRM Award into a loan, the 
terms of which will be determined based on various factors, including the stage of the research and development of the 
program at the time the election is made. On June 20, 2016, Capricor entered into a Loan Election Agreement with CIRM 
whereby, among other things, CIRM and Capricor agreed that if Capricor elects to convert the grant into a loan, the term 
of the loan could be up to five years from the date of execution of the applicable loan agreement; provided that the maturity 
date of the loan will not surpass the ten-year anniversary of the grant date of the CIRM Award. Beginning on the date of 
the loan, the loan shall bear interest on the unpaid principal balance, plus the interest that has accrued prior to the election 
point according to the terms set forth in the CIRM Loan Policy and CIRM Grants Administration Policy for Clinical Stage 
Projects (the “New Loan Balance”), at a per annum rate equal to the LIBOR rate for a three-month deposit in U.S. dollars, 
as published by the Wall Street Journal on the loan date, plus one percent. Interest shall be compounded annually on the 
outstanding New Loan Balance commencing with the loan date and the interest shall be payable, together with the New 
Loan Balance, upon the due date of the loan. In 2019, Capricor completed all milestones and close-out activities associated 
with the CIRM Award and expended all funds received. 

The Company accounts for this award as a liability rather than income. As of December 31, 2025, the total CIRM 
liability was approximately $6.4 million consisting of $3.4 million in principal and $3.0 million in accrued interest, of 
which the full amount is classified as current. 

On February 26, 2025, Capricor notified CIRM of its election to convert the CIRM Award into a loan. The terms 
of the loan agreement are currently under discussion with CIRM. Depending on the results of these discussions and based 
on our reasonable best estimate for the anticipated loan terms, accrued interest on the CIRM Award could reach up to 
approximately $7.7 million, and may continue to accrue over time until the final payout. The estimate is dependent on 
many factors, some of which have yet to be determined. As of December 31, 2025, approximately $3.0 million was 
recorded as accrued interest. 
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Off-Balance Sheet Arrangements 

During the periods presented, we did not have, nor do we currently have, any off-balance sheet arrangements, as 
defined in the rules and regulations of the SEC.  

Critical Accounting Policies and Estimates 

Our financial statements are prepared in accordance with generally accepted accounting principles. The 
preparation of these financial statements requires us to make estimates and assumptions that affect the reported amounts 
of assets, liabilities, revenues, expenses and related disclosures. We evaluate our estimates and assumptions on an ongoing 
basis, including research and development and clinical trial accruals, and stock-based compensation estimates. Our 
estimates are based on historical experience and various other assumptions that we believe to be reasonable under the 
circumstances. Our actual results could differ from these estimates. We believe the following critical accounting policies 
reflect the more significant judgments and estimates used in the preparation of our financial statements and accompanying 
notes. 

Leases 

The Company accounts for its leases in accordance with ASC Topic 842, Leases (“ASC 842”), which requires 
lessees to recognize most leases on the balance sheet with a corresponding right-to-use asset (“ROU asset”) and a lease 
liability for most leases. ROU assets represent the Company’s right to use an underlying asset for the lease term and lease 
liabilities represent the Company’s obligation to make lease payments arising from the lease. ROU assets and lease 
liabilities are recognized at lease commencement based on present value of fixed lease payments over the lease term.  

 
Leases are classified as either financing or operating leases. The Company’s leases are primarily operating leases. 

The Company elects the short-term lease exemption for leases with a term of twelve months or less.    
 
The Company uses its incremental borrowing rate to measure lease liabilities when the implicit rate is not readily 

determinable.  
 
The Company has elected the practical expedient to combine lease and non-lease components for real estate 

leases. This practical expedient is not elected for manufacturing facilities and equipment embedded in product supply 
arrangements. 

 
Revenue Recognition 

The Company recognizes revenue in accordance with ASC Topic 606, Revenue from Contracts with Customers 
(“ASC 606”), using a five-step model to recognize revenue when control of promised goods or services is transferred to 
customers at an amount that reflects the consideration to which the entity expects to be entitled. The Company’s 
arrangements may include fixed consideration, such as upfront payments and milestones, as well as variable consideration, 
such as sales-based royalties and shared revenues. Variable consideration is included in the transaction price only to the 
extent that it is probable that a significant reversal of cumulative revenue recognized will not occur when the uncertainty 
is resolved.  

 
Revenue is recognized either at a point in time or over time, depending on when control of the promised goods 

or services is transferred to the customer. For performance obligations satisfied over time, the Company recognizes 
revenue based on a measure of progress that depicts the transfer of services to the customer. Upfront payments received 
in advance of performance are recorded as deferred revenue. 

 
Research and Development Expenses and Accruals 

R&D expenses consist primarily of salaries and related personnel costs, supplies, clinical trial costs, patient 
treatment costs, rent for laboratories and manufacturing facilities, consulting fees, costs of personnel and supplies for 
manufacturing, costs of service providers for preclinical, clinical, manufacturing and commercial activities, and certain 
legal expenses resulting from intellectual property prosecution, stock compensation expense and other expenses relating 
to the design, development, testing and enhancement of our product candidates. Except for certain capitalized intangible 
assets, R&D costs are expensed as incurred. 
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Our cost accruals for clinical trials and other R&D activities are based on estimates of the services received and 

efforts expended pursuant to contracts with numerous clinical trial centers and contract research organizations (“CROs”), 
clinical study sites, laboratories, consultants or other clinical trial vendors that perform activities in connection with a trial. 
Related contracts vary significantly in length and may be for a fixed amount, a variable amount based on actual costs 
incurred, capped at a certain limit, or for a combination of fixed, variable and capped amounts. Activity levels are 
monitored through close communication with the CROs and other clinical trial vendors, including detailed invoice and 
task completion review, analysis of expenses against budgeted amounts, analysis of work performed against approved 
contract budgets and payment schedules, and recognition of any changes in scope of the services to be performed. Certain 
CRO and significant clinical trial vendors provide an estimate of costs incurred but not invoiced at the end of each quarter 
for each individual trial. These estimates are reviewed and discussed with the CRO or vendor as necessary, and are included 
in R&D expenses for the related period. For clinical study sites which are paid periodically on a per-subject basis to the 
institutions performing the clinical study, we accrue an estimated amount based on subject screening and enrollment in 
each quarter. All estimates may differ significantly from the actual amount subsequently invoiced, which may occur 
several months after the related services were performed. 

 
In the normal course of business, we contract with third parties to perform various R&D activities in the ongoing 

development of our product candidates. The financial terms of these agreements are subject to negotiation, vary from 
contract to contract and may result in uneven payment flows. Payments under the contracts depend on factors such as the 
achievement of certain events, the successful enrollment of patients, and the completion of portions of the clinical trial or 
similar conditions. The objective of the accrual policy is to match the recording of expenses in the financial statements to 
the actual services received and efforts expended. As such, expense accruals related to clinical trials and other R&D 
activities are recognized based on our estimates of the degree of completion of the event or events specified in the 
applicable contract. 

 
No adjustments for material changes in estimates have been recognized in any period presented. 

Stock-Based Compensation 

Our results include non-cash compensation expense as a result of the issuance of stock options and restricted 
stock awards, as applicable. We have issued stock options and restricted stock awards to employees, directors and 
consultants under our six stock option plans: (i) the 2006 Stock Option Plan, (ii) the 2012 Restated Equity Incentive Plan 
(which superseded the 2006 Stock Option Plan) (the “2012 Plan”), (iii) the 2012 Non-Employee Director Stock Option 
Plan (the “2012 Non-Employee Director Plan”), (iv) the 2020 Equity Incentive Plan (the “2020 Plan”), (v) the 2021 Equity 
Incentive Plan (the “2021 Plan”), and (vi) the 2025 Equity Incentive Plan (the “2025 Plan”). At this time, the Company 
only issues stock options and restricted stock awards under the 2020 Plan, the 2021 Plan, and the 2025 Plan and no longer 
issues stock awards under the 2006 Stock Option Plan, the 2012 Plan, or the 2012 Non-Employee Director Plan. 

We expense the fair value of stock-based compensation over the vesting period. For stock options, when more 
precise pricing data is unavailable, we determine the fair value using the Black-Scholes option-pricing model. This 
valuation model requires us to make assumptions and judgments about the variables used in the calculation. These 
variables and assumptions include the weighted-average period of time that the options granted are expected to be 
outstanding, the volatility of our common stock, and the risk-free interest rate. We account for forfeitures upon occurrence. 
For restricted stock awards, we determine the fair value using the Company’s stock price at the grant date. 

The terms and vesting schedules for share-based awards vary by type of grant and the employment status of the 
grantee. Generally, the awards vest based upon time-based conditions. Stock-based compensation expense is included in 
general and administrative expense or research and development expense, as applicable, in the Statements of Operations 
and Comprehensive Income (Loss). We expect to record additional non-cash compensation expense in the future, which 
may be significant. 

Clinical Trial Expense 

As part of the process of preparing our consolidated financial statements, we are required to estimate our accrued 
expenses. Our clinical trial accrual process is designed to account for expenses resulting from our obligations under 
contracts with vendors, consultants, contract research organizations (“CROs”), and clinical site agreements in connection 
with conducting clinical trials. The financial terms of these contracts are subject to negotiations, which vary from contract 
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to contract and may result in payment flows that do not match the periods over which materials or services are provided 
to us under such contracts.  

Our objective is to reflect the appropriate clinical trial expenses in our consolidated financial statements by 
matching the appropriate expenses with the period in which services are provided and efforts are expended. We account 
for these expenses according to the progress of the trial as measured by patient progression and the timing of various 
aspects of the trial.  

We determine accrual estimates through financial models that take into account discussions with applicable 
personnel and outside service providers as to the progress or state of completion of trials, or the services completed. During 
the course of a clinical trial, we adjust our clinical expense recognition if actual results differ from our estimates. We make 
estimates of our accrued expenses as of each balance sheet date in our consolidated financial statements based on the facts 
and circumstances known to us at that time.  

Our clinical trial accrual and prepaid assets are dependent, in part, upon the receipt of timely and accurate 
reporting from CROs and other third-party vendors. Although we do not expect our estimates to be materially different 
from amounts actually incurred, our understanding of the status and timing of services performed relative to the actual 
status and timing of services performed may vary and may result in us reporting amounts that are too high or too low for 
any particular period. 

Recently Issued or Newly Adopted Accounting Pronouncements 
 

In December 2024, the FASB issued ASU 2023-09, Improvements to Income Tax Disclosures (Topic 740), which 
requires disaggregated information about a reporting entity’s effective tax rate reconciliation as well as additional 
information on income taxes paid. ASU 2023-09 is effective on a prospective basis for annual periods beginning after 
December 15, 2024. The Company adopted ASU 2023-09 in the fourth quarter of 2025 and applied it retrospectively. 
Please refer to Note 13 - "Income Taxes” for further information and disclosure. 

 
In December 2025, the FASB issued ASU 2025-11, Interim Reporting (Topic 270): Narrow-Scope Improvements, 

which is intended to improve the navigability of the guidance in ASC 270, Interim Reporting, and clarify when it applies. 
Under the amendments, an entity is subject to ASC 270 if it provides interim financial statements and notes in accordance 
with GAAP. ASU 2025-11 also addresses the form and content of such financial statements, interim disclosures 
requirements, and establishes a principle under which an entity must disclose events since the end of the last annual 
reporting period that have a material impact on the entity. ASU 2025-11 is effective for interim reporting periods within 
annual reporting periods beginning after December 15, 2027, and early adoption is permitted. The Company is currently 
evaluating the impact of this ASU on its financial statements. 
 

In September 2025, the FASB issued ASU 2025-06, Intangibles - Goodwill and Other - Internal-Use Software 
(Subtopic 350-40): Targeted Improvements to the Accounting for Internal-Use Software, which amends the guidance in 
ASC 350-40, Intangibles – Goodwill and Other – Internal-Use Software. The amendments modernize the recognition and 
disclosure framework for internal-use software costs, removing the previous “development stage” model and introducing 
a more judgment-based approach. The ASU is effective for fiscal years beginning after December 15, 2027, and for interim 
periods within those annual reporting periods, with early adoption permitted. The Company is currently evaluating the 
impact this guidance will have on its financial statement. 

 
In November 2024, the FASB issued ASU No. 2024-03, Disaggregation of Income Statement Expenses (Subtopic 

220-40). The ASU requires the disaggregated disclosure of specific expense categories, including purchases of inventory, 
employee compensation, depreciation, and amortization, within relevant income statement captions. This ASU also 
requires disclosure of the total amount of selling expenses along with the definition of selling expenses. The ASU is 
effective for annual periods beginning after December 15, 2026, and interim periods within fiscal years beginning after 
December 15, 2027. Adoption of this ASU can either be applied prospectively to consolidated financial statements issued 
for reporting periods after the effective date of this ASU or retrospectively to any or all prior periods presented in the 
consolidated financial statements. Early adoption is also permitted. This ASU will likely result in the required additional 
disclosures being included in our consolidated financial statements, once adopted. The Company is currently evaluating 
the impact this guidance will have on its financial statement disclosures. 
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Other recent accounting pronouncements issued by the Financial Accounting Standards Board, including its 
Emerging Issues Task Force, the American Institute of Certified Public Accountants, and the SEC, did not or are not 
believed by management to have a material impact on the Company’s present or future consolidated financial statement 
presentation or disclosures. 
 
ITEM 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK 

Interest Rate Sensitivity 

Our exposure to market risk for changes in interest rates relates primarily to our marketable securities and cash 
and cash equivalents. As of December 31, 2025, the fair value of our cash, cash equivalents, and marketable securities was 
approximately $318.1 million. Additionally, as of December 31, 2025, Capricor’s investment portfolio was classified as 
cash, cash equivalents and marketable securities which consisted primarily of money market funds and bank money market 
accounts, which included short term U.S. treasuries, bank savings and checking accounts. 

The goal of our investment policy is to place our investments with highly rated credit issuers and limit the amount 
of credit exposure. We seek to improve the safety and likelihood of preservation of our invested funds by limiting default 
risk and market risk. Our investments may be exposed to market risk due to fluctuation in interest rates, which may affect 
our interest income and the fair market value of our investments, if any. We will manage this exposure by performing 
ongoing evaluations of our investments. Due to the short-term maturities, if any, of our investments to date, their carrying 
value has always approximated their fair value. Our policy is to mitigate default risk by investing in high credit quality 
securities, and we currently do not hedge interest rate exposure. Due to our policy of making investments in U.S. treasury 
securities with primarily short-term maturities, we believe that the fair value of our investment portfolio would not be 
materially impacted by a hypothetical 100 basis point increase or decrease in interest rates. 
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM 
 
To the Board of Directors and  
Stockholders of Capricor Therapeutics, Inc. and Subsidiary 
 
Opinion on the Consolidated Financial Statements 

We have audited the accompanying consolidated balance sheets of Capricor Therapeutics, Inc. and Subsidiary (the 
Company) as of December 31, 2025 and 2024, and the related consolidated statements of operations and comprehensive 
loss, stockholders’ equity, and cash flows for each of the years in the two-year period ended December 31, 2025, and the 
related notes (collectively referred to as the consolidated financial statements). In our opinion, the consolidated financial 
statements present fairly, in all material respects, the consolidated financial position of the Company as of December 31, 2025 
and 2024, and the consolidated results of its operations and its cash flows for each of the years in the two-year period 
ended December 31, 2025, in conformity with accounting principles generally accepted in the United States of America. 

Basis for Opinion 

These consolidated financial statements are the responsibility of the Company’s management. Our responsibility is to 
express an opinion on the Company’s consolidated financial statements based on our audits. We are a public accounting 
firm registered with the Public Company Accounting Oversight Board (United States) (PCAOB) and are required to be 
independent with respect to the Company in accordance with the U.S. federal securities laws and the applicable rules and 
regulations of the Securities and Exchange Commission and the PCAOB. 

We conducted our audits in accordance with the standards of the PCAOB. Those standards require that we plan and 
perform the audit to obtain reasonable assurance about whether the consolidated financial statements are free of material 
misstatement, whether due to error or fraud. The Company is not required to have, nor were we engaged to perform, an 
audit of its internal control over financial reporting. As part of our audits, we are required to obtain an understanding of 
internal control over financial reporting, but not for the purpose of expressing an opinion on the effectiveness of the 
Company’s internal control over financial reporting. Accordingly, we express no such opinion. 

Our audits included performing procedures to assess the risks of material misstatement of the consolidated financial 
statements, whether due to error or fraud, and performing procedures that respond to those risks. Such procedures included 
examining, on a test basis, evidence regarding the amounts and disclosures in the consolidated financial statements. Our 
audits also included evaluating the accounting principles used and significant estimates made by management, as well as 
evaluating the overall presentation of the consolidated financial statements. We believe that our audits provide a reasonable 
basis for our opinion. 

Critical Audit Matters 

Critical audit matters are matters arising from the current period audit of the consolidated financial statements that were 
communicated or required to be communicated to the audit committee and that: (1) relate to accounts or disclosures that 
are material to the consolidated financial statements and (2) involved or especially challenging, subjective or complex 
judgments. We determined that there are no critical audit matters. 
 
 
/s/ Rose, Snyder & Jacobs LLP 
Rose, Snyder & Jacobs LLP 
 
We have served as the Company’s auditor since 2011. 
 
Encino, California 
March 17, 2026 
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CAPRICOR THERAPEUTICS, INC. 
CONSOLIDATED BALANCE SHEETS 

DECEMBER 31, 2025 AND 2024 
 
       

ASSETS 
       

             
  December 31, 2025  December 31, 2024
CURRENT ASSETS       

Cash and cash equivalents  $  287,847,312  $  11,286,996 
Marketable securities     30,281,603     140,228,881 
Receivables     59,167     10,368,489 
Prepaid expenses and other current assets     4,751,674     1,500,901 

       
TOTAL CURRENT ASSETS     322,939,756     163,385,267 

       
PROPERTY AND EQUIPMENT, net     18,312,238     5,561,597 
       
OTHER ASSETS           

Lease right-of-use assets, net    13,537,820    1,312,522 
Other assets     1,159,480     221,700 

       
TOTAL ASSETS  $  355,949,294  $  170,481,086 

       
LIABILITIES AND STOCKHOLDERS’ EQUITY  

       
CURRENT LIABILITIES           

Accounts payable  $  1,654,754  $  3,283,712 
Accrued expenses    15,557,646    4,907,665 
Lease liabilities, current    202,376   834,799 
CIRM liability, current    6,421,984   — 
Deferred revenue, current    12,000,000    12,000,000 

       
TOTAL CURRENT LIABILITIES     35,836,760     21,026,176 

       
LONG-TERM LIABILITIES           

CIRM liability, net of current    —    3,376,259 
Lease liabilities, net of current    14,320,389    616,315 

       
TOTAL LONG-TERM LIABILITIES     14,320,389     3,992,574 

       
TOTAL LIABILITIES     50,157,149     25,018,750 

       
COMMITMENTS AND CONTINGENCIES (NOTE 15)           
       
STOCKHOLDERS’ EQUITY            

Preferred stock, $0.001 par value, 5,000,000 shares authorized, none issued and 
outstanding      —     — 
Common stock, $0.001 par value, 100,000,000 shares authorized, 57,370,909 and 
45,582,288 shares issued and outstanding, respectively     57,371     45,582 
Additional paid-in capital     610,330,105     344,224,338 
Accumulated other comprehensive income      283,154     1,026,955 
Accumulated deficit     (304,878,485)    (199,834,539)

     
TOTAL STOCKHOLDERS’ EQUITY     305,792,145     145,462,336 

       
TOTAL LIABILITIES AND STOCKHOLDERS’ EQUITY   $  355,949,294  $  170,481,086 

 
See accompanying notes to the audited consolidated financial statements. 
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CAPRICOR THERAPEUTICS, INC. 
CONSOLIDATED STATEMENTS OF OPERATIONS AND COMPREHENSIVE LOSS 

FOR THE YEARS ENDED DECEMBER 31, 2025 AND 2024 
 

       

  Years ended December 31,  
  2025      2024 
REVENUE       

Revenue  $  —  $  22,270,465 
       

TOTAL REVENUE     —     22,270,465 
       
OPERATING EXPENSES           

Research and development     84,454,595     49,968,585 
General and administrative     23,687,535     14,865,122 

       
TOTAL OPERATING EXPENSES     108,142,130     64,833,707 

       
LOSS FROM OPERATIONS     (108,142,130)    (42,563,242)

       
OTHER INCOME (EXPENSE)           

Other income     45,421     7,471 
Investment income    6,257,607    2,202,990 
Interest expense    (3,045,725)   — 
Loss on disposal of fixed assets    (157,519)   (112,805)

       
TOTAL OTHER INCOME (EXPENSE)     3,099,784     2,097,656 

       
LOSS BEFORE INCOME TAXES    (105,042,346)   (40,465,586)

(Provision for) benefit from income taxes    (1,600)   (1,600)
       

NET LOSS  $  (105,043,946) $  (40,467,186)
       
OTHER COMPREHENSIVE INCOME (LOSS)         

Net unrealized gain (loss) on marketable securities     (743,801)    791,142 
       

COMPREHENSIVE LOSS  $  (105,787,747) $  (39,676,044)
       
Net loss per share, basic and diluted  $  (2.26) $  (1.15)
Weighted average number of shares, basic and diluted    46,478,416    35,218,628 
 

See accompanying notes to the audited consolidated financial statements. 
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CAPRICOR THERAPEUTICS, INC. 
CONSOLIDATED STATEMENTS OF CASH FLOWS 

FOR THE YEARS ENDED DECEMBER 31, 2025 AND 2024 
 
       

  Years ended December 31,  
      2025      2024 
Cash flows from operating activities:       

Net loss  $  (105,043,946) $  (40,467,186)
Adjustments to reconcile net loss to net cash used in operating activities:           

Loss on disposal of fixed assets    157,519    112,805 
Depreciation and amortization     1,889,041     1,425,214 
Stock-based compensation     16,967,799     9,765,164 
Restricted stock awards granted    257,461    — 
Changes in lease liabilities    715,459    (47,261)
Non-cash interest expense on CIRM liability    3,045,725    — 

Changes in operating assets and liabilities:           
Receivables     10,309,322     3,504 
Prepaid expenses and other assets     (4,093,633)    (458,653)
Accounts payable and accrued expenses    5,983,992    1,941,136 
Deferred revenue     —     (12,270,465)

Net cash used in operating activities     (69,811,261)    (39,995,742)
       
Cash flows from investing activities:           

Purchase of marketable securities     (151,392,398)    (208,441,162)
Proceeds from sales and maturities of marketable securities     260,595,875     93,796,269 
Purchases of property and equipment    (2,904,461)   (1,166,871)
Payments for leasehold improvements     (383,539)    (372,104)
Payments for construction in progress    (8,436,196)   — 

Net cash provided by (used in) investing activities     97,479,281     (116,183,868)
       
Cash flows from financing activities:           

Net proceeds from sale of common stock     237,033,938     152,321,576 
Proceeds from exercise of stock awards and warrants     11,858,358     450,173 

Net cash provided by financing activities     248,892,296     152,771,749 
       

Net increase (decrease) in cash and cash equivalents     276,560,316     (3,407,861)
       
Cash and cash equivalents balance at beginning of period     11,286,996     14,694,857 
       
Cash and cash equivalents balance at end of period  $  287,847,312  $  11,286,996 
       
Supplemental disclosures of cash flow information:           

Interest paid in cash  $  —  $  — 
Income taxes paid in cash  $  1,600  $  1,600 
Initial recognition of right-of-use asset  $  13,382,191  $  — 

 
 

 
See accompanying notes to the audited consolidated financial statements. 
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1. ORGANIZATION AND SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES 

Description of Business 

Capricor Therapeutics, Inc., a Delaware corporation (together with its wholly-owned subsidiary, referred to herein 
as “Capricor,” the “Company,” “we,” “us” or “our”), is a clinical-stage biotechnology company focused on the 
development and potential commercialization of transformative cell and exosome-based therapeutics for treating 
Duchenne muscular dystrophy (“DMD”) and other diseases with high unmet medical needs. The Company is a public 
company and currently trades under the symbol “CAPR” on the Nasdaq Global Select Market.  

Basis of Consolidation 

Our consolidated financial statements include the accounts of the Company and our wholly-owned subsidiary. 
All intercompany transactions have been eliminated in consolidation. Management has determined that the Company 
operates as a single reportable operating segment. 

Reclassification 

Certain prior period amounts have been reclassified to conform to the current year presentation. Specifically, 
accounts payable and accrued expenses, which were previously presented as a combined line item on the consolidated 
balance sheet, are now presented separately. Provision for income taxes, which was previously included in general and 
administrative expenses, has been reclassified and is now presented separately. These reclassifications had no effect on 
previously reported total liabilities, stockholders' equity, or net loss. 

Use of Estimates 

The preparation of financial statements in conformity with U.S. GAAP requires management to make estimates 
and assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities 
at the date of the consolidated financial statements. Estimates also affect the reported amounts of revenues and expenses 
during the reporting period. Management uses its historical records and knowledge of its business in making these 
estimates. Accordingly, actual results may differ from these estimates. 

Significant estimates include, but are not limited to, the determination of clinical trial accruals, fair value of 
stock-based compensation awards, useful lives of long-lived assets, revenue recognition under customer contracts, and 
the realizability of deferred tax assets. These estimates are based on historical experience and assumptions that 
management believes are reasonable; however, actual results may differ from these estimates. 

Cash and Cash Equivalents 

The Company considers all highly liquid investments with a maturity of less than 30 days at the date of purchase 
to be cash equivalents. 

Concentration of Risk 
 
Financial instruments, which potentially subject the Company to concentrations of credit risk, principally consist 

of cash, cash equivalents, and marketable securities. The Company maintains accounts at three financial institutions. These 
accounts are insured by the Federal Deposit Insurance Corporation (the “FDIC”) for up to $250,000 and/or the Securities 
Investor Protection Corporation, as applicable. The Company monitors the financial stability of the financial institutions 
with which it maintains accounts and believes it is not exposed to any significant credit risk in cash and cash equivalents. 
Historically, the Company has not experienced any significant losses in such accounts and does not believe it is exposed 
to any significant credit risk due to the quality nature of the financial instruments in which the money is held. 

 
We are subject to supplier concentration risk, as we rely on a limited number of suppliers for our critical materials. 

Any disruption in the supply of materials from these key vendors could result in significant delays to our product 
development timelines and may require us to incur substantial additional costs to secure alternative sources for 
manufacturing. 
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Marketable Securities 

The Company determines the appropriate classification of its marketable securities at the time of purchase and 
reevaluates such designation at each balance sheet date. All of the Company’s marketable securities are considered as 
available-for-sale and carried at estimated fair values. Realized gains and losses on the sale of debt and equity securities 
are determined using the specific identification method. Unrealized gains and losses on available-for-sale securities are 
presented as accumulated other comprehensive income (loss) as a separate component of stockholders’ equity.  

Cloud Computing Arrangements (“CCA”) 
 

The Company accounts for CCAs in accordance with ASC Topic 350, Intangibles (“ASC 350”), and the 
capitalized implementation costs associated with these arrangements are included in prepaid expenses and other current 
assets and other assets on the consolidated balance sheets and are amortized on a straight-line basis over their estimated 
useful life. 

 
Property and Equipment 

Property and equipment are stated at cost. Repairs and maintenance costs are expensed in the period incurred. 
Depreciation is computed using the straight-line method over the related estimated useful life of the asset, which such 
estimated useful lives range from five to ten years. Leasehold improvements are depreciated on a straight-line basis over 
the shorter of the useful life of the asset or the lease term.  

Long-Lived Assets 

The Company accounts for the impairment and disposition of long-lived assets in accordance with guidance 
issued by the Financial Accounting Standards Board (“FASB”). Long-lived assets to be held and used are reviewed for 
events or changes in circumstances that indicate that their carrying value may not be recoverable, or annually.  
 
Leases 

The Company accounts for its leases in accordance with ASC Topic 842, Leases (“ASC 842”), which requires 
lessees to recognize most leases on the balance sheet with a corresponding right-to-use asset (“ROU asset”) and a lease 
liability for most leases. ROU assets represent the Company’s right to use an underlying asset for the lease term and lease 
liabilities represent the Company’s obligation to make lease payments arising from the lease. ROU assets and lease 
liabilities are recognized at lease commencement based on present value of fixed lease payments over the lease term. 
Variable payments that do not depend on a rate or index, which usually represent operating expenses associated with the 
Company’s operating leases, are not included in the lease liability and are recognized as they are incurred. 

 
At the inception of an arrangement, the Company evaluates the specific facts and circumstances to determine 

whether the arrangement constitutes or contains a lease. Leases are classified as either financing or operating leases. The 
Company’s leases are primarily operating leases. The Company elects the short-term lease exemption for leases with a 
term of twelve months or less. 

 
The Company uses its incremental borrowing rate to measure lease liabilities when the implicit rate is not readily 

determinable.  
 
The Company has elected the practical expedient to combine lease and non-lease components for real estate 

leases. This practical expedient is not elected for manufacturing facilities and equipment embedded in product supply 
arrangements. 
 
Revenue Recognition 

The Company recognizes revenue in accordance with ASC Topic 606, Revenue from Contracts with Customers 
(“ASC 606”), using a five-step model to recognize revenue when control of promised goods or services is transferred to 
customers at an amount that reflects the consideration to which the entity expects to be entitled. The company’s 
arrangements may include fixed consideration, such as upfront payments and milestones, as well as variable consideration, 
such as sales-based royalties and shared revenues. Variable consideration is included in the transaction price only to the 
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extent that it is probable that a significant reversal of cumulative revenue recognized will not occur when the uncertainty 
is resolved.  

 
Revenue is recognized either at a point in time or over time, depending on when control of the promised goods 

or services is transferred to the customer. For performance obligations satisfied over time, the Company recognizes 
revenue based on a measure of progress that depicts the transfer of services to the customer. Upfront payments received 
in advance of performance are recorded as deferred revenue. 

 
Accounts Receivable 

Accounts receivable are recorded at invoiced amounts, net of an allowance for credit losses, if any. The Company 
evaluates the collectability of its accounts receivable and records an allowance when collection is not probable. 
Research and Development 

Costs relating to the design and development of new products are expensed as research and development as 
incurred in accordance with FASB ASC 730-10, Research and Development.  

Stock-Based Compensation 

The Company accounts for stock-based employee compensation arrangements in accordance with FASB ASC 
718, Compensation – Stock Compensation, and recognizes compensation expense for all share-based payment awards on 
the grant-date fair value over the requisite service period. 

Income Taxes 

Income taxes are recognized for the amount of taxes payable or refundable for the current year and deferred tax 
liabilities and assets are recognized for the future tax consequences of transactions that have been recognized in the 
Company’s financial statements or tax returns.  

Deferred tax assets are reduced by a valuation allowance when, based on the weight of available evidence, it is 
more likely than not that some portion or all of the deferred tax assets will not be realized.  

The Company uses guidance issued by the FASB that clarifies the accounting for uncertainty in income taxes 
recognized in an enterprise’s financial statements and prescribes a recognition threshold of more likely than not and a 
measurement process for financial statement recognition and measurement of a tax position taken or expected to be taken 
in a tax return. In making this assessment, a company must determine whether it is more likely than not that a tax position 
will be sustained upon examination, based solely on the technical merits of the position, and must assume that the tax 
position will be examined by taxing authorities. 

The Company recognizes interest and penalties related to uncertain tax positions in income tax expense. 

Basic and Diluted Loss per Share 

The Company reports earnings per share in accordance with ASC 260-10, Earnings per Share. Basic earnings 
(loss) per share is computed by dividing income (loss) available to common stockholders by the weighted-average number 
of shares of common stock outstanding during the period. Diluted earnings (loss) per share is computed similarly to basic 
earnings (loss) per share except that the denominator is increased to include the number of additional shares of common 
stock that would have been outstanding if the potential shares of common stock had been issued and if the additional shares 
of common stock were dilutive.  
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2. FAIR VALUE MEASUREMENTS 

The Company measures certain assets and liabilities in accordance with ASC Topic 820, Fair Value Measurement 
(“ASC 820”). Assets and liabilities recorded at fair value in the balance sheet are categorized based upon the level of 
judgment associated with the inputs used to measure their fair value. The categories are as follows: 

 
Level Input:      Input Definition: 
      
Level I 

  
Inputs are unadjusted, quoted prices for identical assets or liabilities in active markets at the
measurement date.  

Level II 
  

Inputs, other than quoted prices included in Level I, that are observable for the asset or liability through
corroboration with market data at the measurement date. 

Level III 
  

Unobservable inputs that reflect management’s best estimate of what market participants would use
in pricing the asset or liability at the measurement date. 

 
The following table summarizes the fair value measurements by level at December 31, 2025 and 2024 for assets 

and liabilities measured at fair value on a recurring basis: 
             

  December 31, 2025 
     Level I      Level II     Level III     Total 
Marketable Securities  $ 30,281,603  $  —  $  —  $ 30,281,603 

 
             

   December 31, 2024 
     Level I     Level II      Level III      Total 
Marketable Securities  $ 140,228,881  $  —  $  —  $ 140,228,881 

 
Carrying amounts reported in the balance sheet of cash and cash equivalents, receivables, prepaid expenses and 

other current assets, accounts payable, accrued expenses, and deferred revenue approximate fair value due to their 
relatively short maturity. The carrying amounts of the Company’s marketable securities are based on market quotations 
from national exchanges at the balance sheet date. Interest and dividend income are recognized separately on the income 
statement based on classifications provided by the brokerage firm holding the investments. The fair value of borrowings 
is not considered to be significantly different from its carrying amount because the stated rates for such debt reflect current 
market rates and conditions.  

 
3. CASH, CASH EQUIVALENTS AND MARKETABLE SECURITIES 

The following table summarizes the Company’s cash, cash equivalents and marketable securities as of December 
2025 and 2024, respectively: 

 
             

  December 31, 2025 
      Amortized Cost      Unrealized Gains     Unrealized Losses      Fair Value 
Cash and money market funds  $  287,847,312  $  —  $  —  $  287,847,312 
U.S treasury securities    29,998,449    283,154    —    30,281,603 

Total cash, cash equivalents and marketable 
securities  $  317,845,761  $  283,154  $  —  $  318,128,915 
             

Classified as:              
Cash and cash equivalents           $  287,847,312 
Short-term marketable securities             30,281,603 
Long-term marketable securities             — 

Total cash, cash equivalents and marketable 
securities           $  318,128,915 

 
 
 
  



101 

 
             

  December 31, 2024 
      Amortized Cost      Unrealized Gains     Unrealized Losses      Fair Value 
Cash and money market funds  $  11,286,996  $  —  $  —  $  11,286,996 
U.S treasury securities    139,201,926    1,026,955    —    140,228,881 

Total cash, cash equivalents and marketable 
securities  $  150,488,922  $  1,026,955  $  —  $  151,515,877 
             

Classified as:              
Cash and cash equivalents           $  11,286,996 
Short-term investments             140,228,881 
Long-term investments             — 

Total cash, cash equivalents and marketable 
securities           $  151,515,877 

 
The contractual maturities of the Company's available-for-sale securities at December 31, 2025 were up to 

approximately six months. 
 

The Company believes that it is more likely than not that investments in an unrealized loss position will be held 
until maturity and all interest and principal will be received. The Company does not intend to sell these investments and it 
is more likely than not that the Company will not be required to sell the investments before recovery of its amortized cost 
basis.  

 
4.  RECEIVABLES AND OTHER CURRENT ASSETS 

Receivables 
 

As of December 31, 2025, receivables primarily consisted of $59,167 related to funds due from Employee 
Retention Credit. As of December 31, 2024, accounts receivable primarily consisted of $10.0 million due from Nippon 
Shinyaku, related to the second milestone payment, as well as $366,551 related to funds due from the Employee Retention 
Credit.  
 
Cloud Computing Arrangements 
 

The Company’s CCAs primarily relate to its enterprise resource planning system and has an estimated useful life 
of seven years. As of December 31, 2025, capitalized implementation costs totaled approximately $1.1 million, with 
$20,800 of accumulated amortization recognized. Amortization expense totaled $20,800 for the year ended December 31, 2025. 
There were no capitalized CCA assets as of December 31, 2024. 

 
5.  PROPERTY AND EQUIPMENT 

Property and equipment, net consisted of the following: 
 

       

     December 31,      December 31,  
     2025     2024 
Furniture and fixtures  $  189,821  $  192,083 
Laboratory equipment     8,056,063     6,318,362 
IT equipment    318,858    — 
Manufacturing equipment    675,741    — 
Leasehold improvements     2,785,395     2,501,207 
Construction in progress    11,436,953    — 
     23,462,831     9,011,652 
Less accumulated depreciation     (5,150,593)    (3,450,055)
Property and equipment, net  $  18,312,238  $  5,561,597 
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Depreciation was $1,889,041 and $1,425,214 for the years ended December 31, 2025 and 2024, respectively. No 
impairment related to long-lived assets was recorded for the years ended December 31, 2025 and 2024.   

6. LEASES 

Long-Term Operating Leases 

San Diego, California 
 
Capricor leases 34,348 square feet of laboratory, manufacturing, and office space located at 10865 Road to the 

Cure, San Diego, California for our corporate headquarters from Altman Investment Co., LLC (“Altman”) (the “Altman 
Lease”). The lease agreement commenced on October 1, 2021 for an initial lease term of five years. On February 26, 2025, 
the Company entered into a fourth lease amendment, where the rent is subject to a 3.0% annual rent increase commencing 
October 1, 2026 plus certain operating expenses and taxes. The fourth lease amendment extends the lease term to 
September 30, 2033, with an option to renew for an additional term of five years. The Company is not reasonably certain 
that it will exercise this option to renew and therefore it is not included in right-of-use assets and liabilities as of 
December 31, 2025. The Fourth Amendment commenced on July 1, 2025, which resulted in an increase of approximately 
$13.5 million in operating lease liabilities and $13.4 million in right-of-use assets. 

 
The Altman Lease, as amended, provides for a tenant improvement allowance from the landlord for a total of 

$1.3 million to be received in 2026. The Company has thus remeasured its lease liability and right-of-use assets reflecting 
such allowance. 

 
Effective November 1, 2021, the Company entered into a vivarium agreement with Explora BioLabs, Inc. 

(“Explora”), a Charles River Company, for exclusive vivarium space (234 square feet) and services located in San Diego, 
California. The agreement has been amended to extend the term for an additional 12 months, through December 31, 2026.  

 
Los Angeles, California 

 
Capricor leases 1,892 square feet of laboratory, manufacturing and office facilities in Los Angeles, California 

from CSMC, pursuant to a lease entered into in 2014. Capricor subsequently entered into several amendments modifying 
certain terms of the lease. We entered into an amendment effective August 1, 2024 for an additional 24-month period 
extending the term through July 31, 2026 with a monthly lease payment of $11,028. At this time, there is no intention of 
extending the term of the lease and the Company will vacate the premises as of the termination date. 

The long-term real estate operating leases are included in “lease right-of-use assets, net” on the Company’s 
Consolidated Balance Sheet and represent the Company’s right-to-use the underlying assets for the lease term. The 
Company’s obligation to make lease payments are included in “lease liabilities, current” and “lease liabilities, net of 
current” on the Company’s Consolidated Balance Sheets.  
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The table below excludes short-term operating leases. The following table summarizes maturities of lease 
liabilities and the reconciliation of lease liabilities as of December 31, 2025: 

 
    

2026  $  1,120,564 
2027    2,411,889 
2028    2,482,464 
2029    2,555,156 
2030    2,630,029 
Thereafter    7,629,341 
Total minimum lease payments    18,829,443 

Less: imputed interest    (4,306,678)
Total operating lease liabilities  $  14,522,765 
Included in the consolidated balance sheet:   

Current portion of lease liabilities  $  202,376 
Lease liabilities, net of current    14,320,389 

Total operating lease liabilities  $  14,522,765 
   
Other Information:   

Weighted average remaining lease term   7.7 years 
Weighted average discount rate   6.3% 

 
The following table contains a summary of the lease costs recognized and lease payments pertaining to the 

Company’s operating leases under ASC 842 for the period indicated:    
 
       

  Year ended December 31,  
      2025      2024 
Operating lease costs  $  1,659,379  $  841,429 
Variable lease costs    879,165    438,428 
Lease payments    943,920    903,598 

 
Short-Term Operating Leases 

 
Beverly Hills, California 

Capricor leases 1,627 square feet of office space in Beverly Hills, California from The Bubble Real Estate 
Company, LLC ("Bubble Real Estate") pursuant to a lease beginning in 2013. Capricor subsequently entered into several 
amendments modifying certain terms of the lease. Effective January 1, 2021, we entered into a month-to-month lease 
amendment with Bubble Real Estate, which is terminable by either party upon 90 days’ written notice to the other party. 
In January 2026, the Company notified Bubble Real Estate that we will be terminating our lease and vacating the premises 
in April 2026. 

Vista, California 

Commencing March 13, 2024, we entered into a License and Services Agreement with Azzur Cleanrooms-on-Demand 
– San Diego, LLC (the “Azzur License Agreement”) pursuant to which we were granted an exclusive license to use certain 
space and the non-exclusive right to use certain equipment and property for our early phase clinical manufacturing 
purposes. Under this arrangement, Azzur operated the facility and had subleased the space from Shiraz Partners LP 
(“Shiraz”), the owner of the building. The initial license agreement term expired on September 26, 2024, which the 
Company extended through November 8, 2024.  

 
Commencing on November 20, 2024, the Company entered into a lease directly with Shiraz for 18,188 square 

feet of laboratory and manufacturing space at the same Vista, California facility. The lease had an initial term of six months 
with an option to extend for an additional six months. The Company made several amendments extending the term of the 
lease and subsequently terminated the lease and vacated the premises as of January 31, 2026. 
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San Diego, California 
 
In December 2024, the Company entered into a sublease agreement with Entos Pharmaceuticals US, Inc. 

(“Entos”) for 11,173 square feet of office and research space located in San Diego, California. The lease had an original 
term of 12 months. In November 2025, the Company entered into an amendment with Entos to extend the sublease through 
June 30, 2026, with two options to extend through June 30, 2027. The Company is not reasonably certain that it will 
exercise this option to renew and therefore it is not included in right-of-use assets and liabilities as of December 31, 2025. 

 
Short-term operating lease cost for the years ended December 31, 2025 and 2024 were $1,423,264 and 

$1,073,870, respectively.  

7. COLLABORATIONS, LICENSES AND REVENUE 

Intellectual Property Rights for Capricor’s Technology - Deramiocel and Exosomes 

Capricor has entered into exclusive license agreements for intellectual property rights related to certain 
cardiac-derived cells (“CDCs”) with Università Degli Studi Di Roma La Sapienza (the “University of Rome”), Johns 
Hopkins University (“JHU”), and Cedars-Sinai Medical Center (“CSMC”). Capricor is also a party to an exclusive license 
agreement for intellectual property rights related to exosomes with CSMC. In addition, Capricor has filed solely-owned 
patent applications related to the CDC and exosomes technology developed by its own scientists. 

University of Rome License Agreement 
 
Capricor and the University of Rome entered into a License Agreement, dated June 21, 2006 (the “Rome License 

Agreement”), which provides for the grant of an exclusive, world-wide, royalty-bearing license by the University of Rome 
to Capricor (with the right to sublicense) to develop and commercialize licensed products under the licensed patent rights 
in all fields. 

Pursuant to the Rome License Agreement, Capricor paid the University of Rome a license issue fee, is currently 
paying minimum annual royalties in the amount of 20,000 Euros per year, and is obligated to pay a lower-end of a 
mid-range double-digit percentage on all royalties received as a result of sublicenses granted, which are net of any royalties 
paid to third parties under a license agreement from such third-party to Capricor until expiration of the license. The 
minimum annual royalties are creditable against future royalty payments. 

The Rome License Agreement remained in effect until the later of the last claim of any patent or until any patent 
application comprising licensed patent rights has expired or been abandoned. The last-to-expire patent licensed under the 
Rome License Agreement expired on January 4, 2026. 

The Johns Hopkins University License Agreement for CDCs 

Capricor and JHU entered into an Exclusive License Agreement, effective June 22, 2006 (the “JHU License 
Agreement”), which provides for the grant of an exclusive, world-wide, royalty-bearing license by JHU to Capricor (with 
the right to sublicense) to develop and commercialize licensed products and licensed services under the licensed patent 
rights in all fields and a nonexclusive right to the know-how. Various amendments were entered into to revise certain 
provisions of the JHU License Agreement. Under the JHU License Agreement, Capricor is required to exercise 
commercially reasonable and diligent efforts to develop and commercialize licensed products covered by the license from 
JHU. 

 
Pursuant to the JHU License Agreement, JHU was paid an initial license fee and, thereafter, Capricor is required 

to pay minimum annual royalties on the anniversary dates of the JHU License Agreement. The minimum annual royalties 
are creditable against a low single-digit running royalty on net sales of products and net service revenues, which Capricor 
is also required to pay under the JHU License Agreement, which running royalty may be subject to further reduction in 
the event that Capricor is required to pay royalties on any patent rights to third parties in order to make or sell a licensed 
product. In addition, Capricor is required to pay a low double-digit percentage of the consideration received by it from 
sublicenses granted and is required to pay JHU certain defined development milestone payments upon the successful 
completion of certain phases of its clinical studies and upon receiving approval from the FDA. The maximum aggregate 
amount of milestone payments payable under the JHU License Agreement, as amended, is $1,850,000. In December 2025, 
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Capricor accrued the $500,000 development milestone related to the Phase 3 study pursuant to the terms of the JHU 
License Agreement. Capricor’s next milestone payments will be triggered, if at all, upon receipt of a full FDA market 
approval, for which a payment of $1,000,000 will be due.  

The JHU License Agreement will, unless sooner terminated, continue in effect in each applicable country until 
the date of expiration of the last to expire patent within the patent rights, or, if no patents are issued, then for twenty years 
from the effective date. Under the terms of the JHU License Agreement, either party may terminate the agreement should 
the other party become insolvent or file a petition in bankruptcy or fail to cure a material breach within 30 days after notice. 
In addition, Capricor may terminate for any reason upon 60 days’ written notice. 
 
Cedars-Sinai Medical Center License Agreements 

License Agreement for CDCs 

On January 4, 2010, Capricor entered into an Exclusive License Agreement with CSMC (the “Original CSMC 
License Agreement”), for certain intellectual property related to its CDC technology. In 2013, the Original CSMC License 
Agreement was amended twice resulting in, among other things, a reduction in the percentage of sublicense fees which 
would have been payable to CSMC. Effective December 30, 2013, Capricor entered into an Amended and Restated 
Exclusive License Agreement with CSMC (the “Amended CSMC License Agreement”), which amended, restated, and 
superseded the Original CSMC License Agreement, pursuant to which, among other things, certain definitions were added 
or amended, the timing of certain obligations was revised and other obligations of the parties were clarified. 

The Amended CSMC License Agreement provides for the grant of an exclusive, world-wide, royalty-bearing 
license by CSMC to Capricor (with the right to sublicense) to conduct research using the patent rights and know-how and 
develop and commercialize products in the field using the patent rights and know-how. In addition, Capricor has the 
exclusive right to negotiate for an exclusive license to any future rights arising from related work conducted by or under 
the direction of Dr. Eduardo Marbán on behalf of CSMC. In the event the parties fail to agree upon the terms of an exclusive 
license for any future rights, Capricor will have a non-exclusive license to such future rights, subject to royalty obligations. 

Pursuant to the Original CSMC License Agreement, CSMC was paid a license fee and Capricor was obligated to 
reimburse CSMC for certain fees and costs incurred in connection with the prosecution of certain patent rights. 
Additionally, Capricor is required to meet certain spending and development milestones. 

Pursuant to the Amended CSMC License Agreement, Capricor remains obligated to pay low single-digit royalties 
on sales of royalty-bearing products as well as a low double-digit percentage of the consideration received from any 
sublicenses or other grant of rights. The above-mentioned royalties are subject to reduction in the event Capricor becomes 
obligated to obtain a license from a third party for patent rights in connection with the royalty-bearing product. 

The Amended CSMC License Agreement will, unless sooner terminated, continue in effect on a country by 
country basis until the last to expire of the patents covering the patent rights or future patent rights. Under the terms of the 
Amended CSMC License Agreement, unless waived by CSMC, the agreement shall automatically terminate: (i) if 
Capricor ceases, dissolves or winds up its business operations; (ii) in the event of the insolvency or bankruptcy of Capricor 
or if Capricor makes an assignment for the benefit of its creditors; (iii) if performance by either party jeopardizes the 
licensure, accreditation or tax exempt status of CSMC or the agreement is deemed illegal by a governmental body; 
(iv) within 30 days for non-payment of royalties; (v) after 90 days’ notice from CSMC if Capricor fails to undertake 
commercially reasonable efforts to exploit the patent rights or future patent rights; (vi) if a material breach has not been 
cured within 90 days; or (vii) if Capricor challenges any of the CSMC patent rights. If Capricor fails to undertake 
commercially reasonable efforts to exploit the patent rights or future patent rights and fails to cure that breach after 
90 days’ notice from CSMC, instead of terminating the license, CSMC has the option to convert any exclusive license to 
Capricor to a non-exclusive or co-exclusive license. Capricor may terminate the agreement if CSMC fails to cure any 
material breach within 90 days after notice. 

Capricor and CSMC have entered into several amendments to the Amended CSMC License Agreement, pursuant 
to which the parties agreed to add and delete certain patent applications from the list of scheduled patents and extend the 
timing of certain development milestones, among other things. Capricor reimbursed CSMC for certain attorneys’ fees and 
filing fees incurred in connection with the additional patent applications. 
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License Agreement for Exosomes 
 
On May 5, 2014, Capricor entered into an Exclusive License Agreement with CSMC (the “Exosomes License 

Agreement”), for certain intellectual property rights related to CDC-derived exosomes technology. The Exosomes License 
Agreement provides for the grant of an exclusive, world-wide, royalty-bearing license by CSMC to Capricor (with the 
right to sublicense) in order to conduct research using the patent rights and know-how and to develop and commercialize 
products in the field using the patent rights and know-how. In addition, Capricor has the exclusive right to negotiate for 
an exclusive license to any future rights arising from related work conducted by or under the direction of Dr. Eduardo 
Marbán on behalf of CSMC. In the event the parties fail to agree upon the terms of an exclusive license, Capricor shall 
have a non-exclusive license to such future rights, subject to royalty obligations. 

Pursuant to the Exosomes License Agreement, CSMC was paid a license fee and Capricor reimbursed CSMC for 
certain fees and costs incurred in connection with the preparation and prosecution of certain patent applications. 
Additionally, Capricor is required to meet certain non-monetary development milestones and is obligated to pay low 
single-digit royalties on sales of royalty-bearing products as well as a single-digit percentage of the consideration received 
from any sublicenses or other grant of rights. The above-mentioned royalties are subject to reduction in the event Capricor 
becomes obligated to obtain a license from a third party for patent rights in connection with the royalty bearing product. 

The Exosomes License Agreement will, unless sooner terminated, continue in effect on a country by country 
basis until the last to expire of the patents covering the patent rights or future patent rights. Under the terms of the Exosomes 
License Agreement, unless waived by CSMC, the agreement shall automatically terminate: (i) if Capricor ceases, dissolves 
or winds up its business operations; (ii) in the event of the insolvency or bankruptcy of Capricor or if Capricor makes an 
assignment for the benefit of its creditors; (iii) if performance by either party jeopardizes the licensure, accreditation or 
tax exempt status of CSMC or the agreement is deemed illegal by a governmental body; (iv) within 30 days for non-
payment of royalties; (v) after 90 days if Capricor fails to undertake commercially reasonable efforts to exploit the patent 
rights or future patent rights; (vi) if a material breach has not been cured within 90 days; or (vii) if Capricor challenges 
any of the CSMC patent rights. If Capricor fails to undertake commercially reasonable efforts to exploit the patent rights 
or future patent rights and fails to cure that breach after 90 days’ notice from CSMC, instead of terminating the license, 
CSMC has the option to convert any exclusive license to Capricor to a non-exclusive or co-exclusive license. Capricor 
may terminate the agreement if CSMC fails to cure any material breach within 90 days after notice. 

Capricor and CSMC have entered into several amendments to the Exosomes License Agreement. Collectively, 
these amendments added additional patent applications and patent families to the Exosomes License Agreement, added 
certain defined product development milestone payments, modified certain milestone deadlines, added certain 
performance milestones with respect to product candidates covered by certain future patent rights in order to maintain an 
exclusive license to those future patent rights, and converted certain exclusive rights to co-exclusive rights. These 
amendments also obligated Capricor to reimburse CSMC for certain attorneys’ fees and filing fees in connection with the 
additional patent applications and patent families. 

Cell Line License Agreement with Life Technologies 
 

On March 7, 2022, Capricor entered into a non-exclusive cell line license agreement with Life Technologies 
Corporation, a subsidiary of Thermo Fisher Scientific, Inc., for the supply of certain cells which we will use in connection 
with the development of our exosomes platform. An initial license fee payment was made and additional milestone fees 
may become due based on the progress of our development program. 

 
Revenue Recognition for Collaboration and Distribution Agreements 

The Company’s distribution agreements may entitle it to additional payments upon the achievement of milestones 
or shares of product revenue on sales. The milestones are generally categorized into two types: development milestones 
and sales-based milestones. The Company evaluates whether it is probable that the consideration associated with each 
milestone or shared revenue payments will not be subject to a significant reversal in the cumulative amount of revenue 
recognized. Amounts that meet this threshold are included in the transaction price using the most likely amount method, 
whereas amounts that do not meet this threshold are excluded from the transaction price until they meet this threshold.  

At the end of each subsequent reporting period, the Company re-evaluates the probability of a significant reversal 
of the cumulative revenue recognized for its milestones and shared revenue payments, and, if necessary, adjusts its estimate 
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of the overall transaction price. Any such adjustments are recorded on a cumulative catch-up basis, which would affect 
revenues and net income (loss) in the Company’s consolidated statements of operation and comprehensive loss. Typically, 
milestone payments and shared revenue payments are achieved after the Company’s performance obligations associated 
with the distribution agreements have been completed and after the customer has assumed responsibility for the 
commercialization program. Milestones or shared revenue payments achieved after the Company’s performance 
obligations have been completed are recognized as revenue in the period the milestone or shared revenue payments were 
achieved. If a milestone payment is achieved during the performance period, the milestone payment would be recognized 
as revenue to the extent performance had been completed at that point, and the remaining balance would be recorded as 
deferred revenue. 

The Company also evaluates whether a significant financing component exists in its collaboration agreements. 
Typically, a significant financing component does not exist because customers pay upfront for services and future shared 
revenue payments are not substantially within the control of the Company or the customer. 

Whenever the Company determines that goods or services promised in a contract represent a combined 
performance obligation over time, the Company determines the period over which the performance obligations will be 
performed and revenue will be recognized. Revenue is recognized using either the proportional performance method or on 
a straight-line basis if efforts will be expended evenly over time. Percentage of completion of patient visits in clinical trials 
are used as the measure of performance. The Company feels this method of measurement to be the best depiction of the 
transfer of services and recognition of revenue. Significant management judgment is required in determining the level of 
effort required under an arrangement and the period over which the Company is expected to complete its performance 
obligations. If the Company determines that the performance obligation is satisfied over time, any upfront payment 
received is initially recorded as deferred revenue on its consolidated balance sheets. 

Certain judgments affect the application of the Company’s revenue recognition policy. For example, the 
Company records short-term (less than one year) and long-term (over one year) deferred revenue based on its best estimate 
of when such revenue will be recognized. This estimate is based on the Company’s current operating plan, and the 
Company may recognize a different amount of deferred revenue over the next 12-month period if its operating plan changes 
in the future. 

Commercialization and Distribution Agreement (Nippon Shinyaku - United States) 

On January 24, 2022, Capricor entered into the U.S. Distribution Agreement with Nippon Shinyaku, a Japanese 
corporation and related party (see Note 8 – “Related Party Transactions”). Under the terms of the U.S. Distribution 
Agreement, Capricor appointed Nippon Shinyaku as its exclusive distributor in the United States of Deramiocel for the 
treatment of DMD. 

Pursuant to the U.S. Distribution Agreement, Nippon Shinyaku and NS Pharma, Inc. (its wholly-owned U.S. 
subsidiary) are responsible for the distribution of Deramiocel in the United States. Pursuant to the U.S. Distribution 
Agreement, Capricor received an upfront payment of $30.0 million. The first milestone payment of $10.0 million was paid 
upon completion of the futility analysis of the HOPE-3 trial whereby the outcome was determined to be not futile. The 
second milestone payment of $10.0 million was triggered in December 2024 upon submission of the BLA to the FDA 
seeking marketing approval of Deramiocel in the United States. Additionally, there is another potential milestone 
of $80.0 million due to Capricor upon receipt of marketing approval. The foregoing milestones are considered 
development milestones under the terms of the U.S. Distribution Agreement. Further, there are various potential sales-
based milestones, if commercialized, tied to the achievement of certain sales thresholds for annual net sales of Deramiocel 
of up to $605.0 million. Subject to regulatory approval, Capricor will have the right to receive a share of product revenue 
which falls between 30 and 50 percent.  

The Company identified one distinct performance obligation. The Company determined that the performance 
obligation is the conduct of the HOPE-3, Phase 3 clinical study. 

The Company determined the transaction price totaled $40.0 million, which was the upfront payment of $30.0 
million and first milestone payment of $10.0 million. The Company has excluded any future milestone or shared revenue 
payments from this transaction price to date based on probability. Revenue related to this performance obligation has been 
recognized using a proportional performance method in relation to the completion of the HOPE-3 clinical study, Cohort 
A arm, to determine the extent of progress towards completion. Under this method, the transaction price is recognized 
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over the contract’s entire performance period using a cost percentage per patient visit relative to the total estimated cost of 
patient visits. As of December 31, 2024, all of the $40.0 million has been recognized as revenue.  

In December 2024, the Company triggered its second milestone with Nippon Shinyaku under the U.S. 
Distribution Agreement, which related to a separate distinct performance obligation. The performance obligation was tied 
to the submission of our BLA to the FDA. As a result, the $10.0 million milestone payment is recognized as revenue within 
the Company’s consolidated statement of operations and comprehensive loss as of December 31, 2024.  

For the year ended December 31, 2025, the Company did not recognize any revenue compared to approximately 
$22.3 million of revenue recognized for the year ended December 31, 2024 under the U.S. Distribution Agreement. There 
was no deferred revenue recorded as of December 31, 2025 or 2024 related to the U.S. Distribution Agreement. As of 
December 2024, the Company recorded a receivable of $10.0 million related to the second milestone, which payment was 
received in January 2025. 

The Company had no opening or closing contract asset balances recognized other than the accounts receivable 
mentioned above. The difference between the opening and closing balances of the Company’s contract liability results 
from the Company performance of services in connection to its performance obligation.  
 
Commercialization and Distribution Agreement (Nippon Shinyaku - Japan) 

On February 10, 2023, Capricor entered into a Commercialization and Distribution Agreement (the “Japan 
Distribution Agreement”) with Nippon Shinyaku. Under the terms of the Japan Distribution Agreement, Capricor 
appointed Nippon Shinyaku as its exclusive distributor in Japan of Deramiocel for the treatment of DMD. 

Under the terms of the Japan Distribution Agreement, Capricor received an upfront payment of $12.0 million in 
2023 and in addition, Capricor may potentially receive additional development and sales-based milestone payments of up 
to approximately $89.0 million, subject to foreign currency exchange rates, and a meaningful double-digit share of product 
revenue. Nippon Shinyaku will be responsible for the distribution of Deramiocel in Japan. Capricor will be responsible for 
the conduct of clinical development and regulatory approval in Japan, as may be required, as well as the manufacturing of 
Deramiocel. In addition, Capricor or its designee will hold the Marketing Authorization in Japan if the product is approved 
in that territory. 

The Company has evaluated the Japan Distribution Agreement in accordance with ASC 606, Revenue for 
Contracts from Customers. The Company determined the initial transaction price totaled $12.0 million, which was the 
upfront payment fee. The Company has excluded any future milestone or shared revenue payments from this transaction 
price to date based on probability. At this time, the Company is evaluating the regulatory pathway to achieve potential 
product approval in this territory. Until such time, the Company cannot identify any distinct performance obligation. As 
such, the Company has recorded the entire upfront payment fee of $12.0 million as current deferred revenue on the 
Company’s consolidated balance sheets as of December 31, 2025.   

 
European Region Binding Term Sheet 
 

On September 16, 2024, Capricor entered into a Binding Term Sheet (the “Term Sheet”) with Nippon Shinyaku 
for the commercialization and distribution of Deramiocel for the treatment of DMD in the European region, as defined in 
the Term Sheet. Subject to finalization of a definitive agreement, under the terms of the Term Sheet, Capricor would be 
responsible for the development and manufacturing of Deramiocel for potential approval in the European region. Nippon 
Shinyaku would be responsible for the sales and distribution of Deramiocel in the European region. Subject to regulatory 
approval, Capricor would receive a double-digit share of product revenue and additional development and sales-based 
milestone payments. If the definitive agreement is entered into, Capricor will receive an upfront payment of $20.0 million 
upon execution of the definitive agreement, with potential additional development and sales-based milestone payments of 
up to $715.0 million. Upon execution of the definitive agreement, the Company will evaluate the terms in accordance with 
ASC 606, Revenue for Contracts from Customers. As of December 31, 2025, nothing has been recorded or received. 

 
Capricor and Nippon Shinyaku have entered into various amendments to the Term Sheet, pursuant to which the 

parties agreed to extend the date during which the parties shall negotiate the terms of the definitive agreement to 
April 1, 2026. 
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Summary of Collaboration Revenue 
 

In total, for the years ended December 31, 2025 and 2024, the Company recognized $0 and approximately 
$22.3 million, respectively, in revenue from its collaboration and distribution agreements, primarily related to the U.S. 
Distribution Agreement with Nippon Shinyaku. 

 
As of December 31, 2025 and 2024, the Company had no deferred revenue related to the U.S. Distribution 

Agreement. The Company recorded $12.0 million of deferred revenue related to the Japan Distribution Agreement, which 
represents the upfront payment received for which no performance obligation had been satisfied as of December 31, 2025 
or 2024. 

 
As of December 31, 2024, the Company recorded accounts receivable of $10.0 million related to milestone 

payment earned under the U.S. Distribution Agreement, which were received in January 2025. 
 
8. RELATED PARTY TRANSACTIONS 

Consulting Agreements 

In 2013, Capricor entered into a Consulting Agreement with Dr. Frank Litvack, the Company’s Executive 
Chairman and a member of its Board of Directors, whereby Capricor agreed to pay Dr. Litvack $10,000 per month for 
consulting services. The agreement is terminable upon 30 days’ notice. For the years ended December 31, 2025 and 2024, 
the Company paid Dr. Litvack $120,000 each year under this consulting arrangement. As of December 31, 2025 and 2024, 
$10,000 was recorded in accounts payable related to this Consulting Agreement.  

In January 2024, Capricor entered into a Consulting Agreement with Michael Kelliher, a member of its Board of 
Directors, related to business development services whereby he was granted an option to purchase 30,000 shares of the 
Company’s common stock. The services in connection with the consulting agreement were completed in 2024. 

Commercialization and Distribution Agreements 

As noted above, Capricor is party to two commercialization and distribution agreements with Nippon Shinyaku, 
which holds more than 10% of the outstanding capital stock of Capricor Therapeutics (see Note 7 – “Collaborations, 
Licenses and Revenue”). There were no outstanding receivables or payables as of December 31, 2025. 

European Region Binding Term Sheet 

As noted above, on September 16, 2024, Capricor entered into the Term Sheet with Nippon Shinyaku for the 
commercialization and distribution of Deramiocel for the treatment of DMD in the European region, as defined in the 
Term Sheet (see Note 7 – “Collaborations, Licenses and Revenue”). 

Private Placement 

On September 16, 2024, the Company entered into a Subscription Agreement with Nippon Shinyaku pursuant to 
which the Company agreed to issue and sell to Nippon Shinyaku in the Private Placement, an aggregate of 2,798,507 
shares of the common stock of the Company at a price per Share of $5.36, which was issued at a 20% premium to 
the 60-day volume-weighted average price, for an aggregate purchase price of approximately $15.0 million. In connection 
with the Private Placement, the Company also entered into the Registration Rights Agreement. Pursuant to the terms of 
the Registration Rights Agreement, the Company has filed with the SEC a registration statement to register for resale the 
shares sold in the Private Placement, which registration statement was declared effective on November 8, 2024. 
 
9. GOVERNMENT GRANTS AND OTHER INCOME 

CIRM Grant Award (HOPE) 

On June 16, 2016, Capricor entered into the CIRM Award with CIRM in the amount of approximately $3.4 
million to fund, in part, Capricor’s Phase I/II HOPE-Duchenne clinical trial investigating Deramiocel for the treatment of 
DMD-associated cardiomyopathy. Pursuant to terms of the CIRM Award, the disbursements were tied to the achievement 
of specified operational milestones. In addition, the terms of the CIRM Award included a co-funding requirement pursuant 
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to which Capricor was required to spend approximately $2.3 million of its own capital to fund the CIRM funded research 
project.  

The CIRM Award is further subject to the conditions and requirements set forth in the CIRM Grants 
Administration Policy for Clinical Stage Projects. Such requirements include, without limitation, the filing of quarterly 
and annual reports with CIRM, the sharing of intellectual property pursuant to Title 17, California Code of Regulations 
(“CCR”) Sections 100600-100612, and potentially the sharing with the State of California of a fraction of licensing revenue 
received from a CIRM funded research project and net commercial revenue from a commercialized product which resulted 
from the CIRM funded research as set forth in Title 17, CCR Section 100608. The maximum royalty on net commercial 
revenue that Capricor could have been required to pay to CIRM was equal to nine times the total amount awarded and 
paid to Capricor. 

After completing the CIRM funded research project and at any time after the award period end date (but no later 
than the ten-year anniversary of the date of the award), Capricor had the right to convert the CIRM Award into a loan, the 
terms of which will be determined based on various factors, including the stage of the research and development of the 
program at the time the election is made. On June 20, 2016, Capricor entered into a Loan Election Agreement with CIRM 
whereby, among other things, CIRM and Capricor agreed that if Capricor elects to convert the grant into a loan, the term 
of the loan could be up to five years from the date of execution of the applicable loan agreement; provided that the maturity 
date of the loan will not surpass the ten-year anniversary of the grant date of the CIRM Award. Beginning on the date of 
the loan, the loan shall bear interest on the unpaid principal balance, plus the interest that has accrued prior to the election 
point according to the terms set forth in the CIRM Loan Policy and CIRM Grants Administration Policy for Clinical Stage 
Projects (the “New Loan Balance”), at a per annum rate equal to the LIBOR rate for a three-month deposit in U.S. dollars, 
as published by the Wall Street Journal on the loan date, plus one percent. Interest shall be compounded annually on the 
outstanding New Loan Balance commencing with the loan date and the interest shall be payable, together with the New 
Loan Balance, upon the due date of the loan.  

In 2019, Capricor completed all milestones and close-out activities associated with the CIRM Award and 
expended all funds received. 

The Company accounts for this award as a liability rather than income because Capricor had the option to convert 
the award into a loan. As of December 31, 2025, the total CIRM liability was approximately $6.4 million consisting of 
$3.4 million in principal and $3.0 million in accrued interest, of which the full amount is classified as current. 

On February 26, 2025, Capricor notified CIRM of its election to convert the CIRM Award into a loan. The terms 
of the loan agreement are currently under discussion with CIRM. Depending on the results of these discussions and based 
on our reasonable best estimate for the anticipated loan terms, accrued interest on the CIRM Award could reach up to 
approximately $7.7 million, and may continue to accrue over time until the final payout. This estimate is dependent on 
many factors, some of which have yet to be determined. As of December 31, 2025, approximately $3.0 million was 
recorded as accrued interest.  
 
10.  ACCRUED EXPENSES AND CLINICAL TRIAL ACCRUALS 

Accrued Expenses 
 

Accrued expenses consist of the following: 
 

       

      December 31,       December 31,  
      2025      2024 
Accrued clinical expenses  $  2,689,764  $  1,919,437 
Accrued payroll and related costs     6,710,578     2,552,516 
Accrued construction in progress costs    3,011,034    — 
Other accrued expenses    3,146,270    435,712 
Total accrued expenses  $  15,557,646  $  4,907,665 
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Clinical Trial Expense 
 
As part of the process of preparing our consolidated financial statements, we are required to estimate our accrued 

expenses. Our clinical trial accrual process is designed to account for expenses resulting from our obligations under 
contracts with vendors, consultants, contract research organizations (“CROs”), and clinical site agreements in connection 
with conducting clinical trials. The financial terms of these contracts are subject to negotiations, which vary from contract 
to contract and may result in payment flows that do not match the periods over which materials or services are provided 
to us under such contracts.  

Our objective is to reflect the appropriate clinical trial expenses in our consolidated financial statements by 
matching the appropriate expenses with the period in which services are provided and efforts are expended. We account 
for these expenses according to the progress of the trial as measured by patient progression and the timing of various 
aspects of the trial.  

We determine accrual estimates through financial models that take into account discussions with applicable 
personnel and outside service providers as to the progress or state of completion of trials, or the services completed. During 
the course of a clinical trial, we adjust our clinical expense recognition if actual results differ from our estimates. We make 
estimates of our accrued expenses as of each balance sheet date in our consolidated financial statements based on the facts 
and circumstances known to us at that time.  

Our clinical trial accrual and prepaid assets are dependent, in part, upon the receipt of timely and accurate 
reporting from CROs and other third-party vendors. Although we do not expect our estimates to be materially different 
from amounts actually incurred, our understanding of the status and timing of services performed relative to the actual 
status and timing of services performed may vary and may result in us reporting amounts that are too high or too low for 
any particular period. 
 
11.  STOCK-BASED COMPENSATION 

Stock-Based Compensation 

For stock options, the Company estimates the fair value of the awards on the date of grant using an option-pricing 
model. The value of the portion of the award that is ultimately expected to vest is recognized as an expense over the 
requisite service periods in the Company’s statements of operations and comprehensive loss. The Company estimates the 
fair value of stock-based compensation awards using the Black-Scholes model. This model requires the Company to 
estimate the expected volatility and value of its common stock and the expected term of the stock options, all of which are 
highly complex and subjective variables. The variables take into consideration, among other things, actual and projected 
stock option exercise behavior. For employees and directors, the expected life was calculated based on the simplified 
method as described by the SEC Staff Accounting Bulletin No. 110, Share-Based Payment. For other service providers, 
the expected life was calculated using the contractual term of the award. The Company’s estimate of expected volatility 
was based on the historical stock price of the Company. The Company has selected a risk-free rate based on the implied 
yield available on U.S. Treasury securities with a maturity equivalent to the expected term of the options.  

For restricted stock awards, the Company determines the fair value using the Company’s adjusted closing stock 
price on the grant date. 
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Warrants 

The following table summarizes all warrant activity for the years ended December 31, 2025 and 2024: 
 

      

    Weighted Average 
     Warrants     Exercise Price 
Outstanding at January 1, 2024    5,041,403  $  5.61 
Expired    —     — 
Granted   —    — 
Exercised   (105,782)   1.37 
Outstanding at December 31, 2024    4,935,621  $  5.70 
Granted   —    — 
Exercised   (1,589,699)   5.70 
Outstanding at December 31, 2025    3,345,922  $  5.70 
 

The following table summarizes all outstanding warrants to purchase shares of the Company’s common stock at 
December 31, 2025 and 2024: 

 
            

    Warrants Outstanding      
    December 31,  December 31,  Exercise Price Expiration 
Type     Grant Date     2025      2024     per Share     Date 
Common Warrants  10/3/2023   3,345,922   4,935,621  $  5.70  10/3/2030 

 
Stock Awards 

The Company’s Board of Directors (the “Board”) has approved six stock option plans: (i) the 2006 Stock Option 
Plan, (ii) the 2012 Restated Equity Incentive Plan (which superseded the 2006 Stock Option Plan) (the “2012 Plan”), 
(iii) the 2012 Non-Employee Director Stock Option Plan (the “2012 Non-Employee Director Plan”), (iv) the 2020 Equity 
Incentive Plan (the “2020 Plan”), and (v) the 2021 Equity Incentive Plan (the “2021 Plan”), and (vi) the 2025 Equity 
Incentive Plan (the “2025 Plan”). At this time, the Company only issues stock options and restricted stock awards under 
the 2020 Plan, the 2021 Plan, and the 2025 Plan and no longer issues stock awards under the 2006 Stock Option Plan, the 
2012 Plan, or the 2012 Non-Employee Director Plan.  

In June 2021, the Company’s stockholders approved the 2021 Plan, which authorized 3,500,000 shares of 
common stock reserved under the 2021 Plan for the issuance of stock awards.  The number of shares available for issuance 
under the 2021 Plan was automatically increased on January 1 of each year, commencing with January 1, 2022, by an 
amount equal to the lesser of 5% of the outstanding shares of common stock as of the last day of the immediately preceding 
fiscal year or such number of shares determined by the compensation committee of the Board. On January 1, 2025 and 
2024, 2,279,114 and 1,557,416 shares were added under the 2021 Plan, respectively. Once the 2025 Plan was approved 
on May 22, 2025, no new shares have been or will be added to the shares reserve under the 2021 Plan. 

 
In May 2025, the Company’s stockholders approved the 2025 Plan which authorized 3,500,000 shares of common 

stock reserved under the 2025 Plan for the issuance of stock awards. The number of shares available for issuance under 
the 2025 Plan shall be automatically increased on January 1 of each year, commencing with January 1, 2026 and ending 
on January 1, 2035, by an amount equal to 5% of the outstanding shares of common stock as of the last day of the 
immediately preceding fiscal year.  

 
As of December 31, 2025, 3,636,282 shares remain available for issuance under the respective stock option plans. 

The Company’s stock option plans are administered by the Board, in conjunction with the compensation 
committee of the Board, which determines the recipients and types of awards to be granted, as well as the number of shares 
subject to the awards, the exercise price and the vesting schedule. Each stock award granted will be designated in the 
award agreement as either an incentive stock option, a nonstatutory stock option, or a restricted stock award. 
Notwithstanding such designation, however, to the extent that the aggregate fair market value of the shares with respect to 
which incentive stock options are exercisable for the first time by the participant during any calendar year (under all plans 
of the Company and any parent or subsidiary) exceeds $100,000, such options will be treated as nonstatutory stock options. 
Stock options are granted with an exercise price not less than equal to the closing price of the Company’s common stock 
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on the date of grant, and generally vest over a period of one to four years. The term of stock options granted under each of 
the plans cannot exceed ten years. 

Stock Option Awards 

The estimated weighted average fair value of the options granted during 2025 and 2024 were approximately 
$12.24 and $5.89 per share, respectively. 

The Company estimates the fair value of each option award using the Black-Scholes option-pricing model. The 
company used the following assumptions to estimate the fair value of stock options issued during the year ended December 
31, 2025 and 2024: 

 
      

      Year ended December 31,    
  2025  2024  

Expected volatility   104 - 130 %  109 - 119 %
Expected term   5 - 6 years   5 - 7 years  
Dividend yield   0  %  0  %

Risk-free interest rates   3.7 - 4.5 %  3.7 - 4.5 %
 

Employee and non-employee stock-based compensation expense was as follows: 
 

       

      Year ended December 31,  
      2025  2024 
General and administrative  $  8,307,733  $  6,159,497 
Research and development     8,917,527     3,605,667 
Total  $  17,225,260  $  9,765,164 

 
The Company does not recognize an income tax benefit as the Company believes that an actual income tax benefit 

may not be realized. For non-qualified stock options, the loss creates a timing difference, resulting in a deferred tax asset, 
which is fully reserved by a valuation allowance. 

As of December 31, 2025, the total unrecognized fair value compensation cost related to non-vested stock options 
was approximately $31.8 million, which is expected to be recognized over a weighted average period of approximately 
2.4 years. 

The following is a schedule summarizing employee and non-employee stock option activity for the years ended 
December 31, 2025 and 2024: 

 
         

  Number of  Weighted Average Aggregate 
     Options      Exercise Price      Intrinsic Value 
Outstanding at January 1, 2024    8,232,404  $  3.46    
Granted    3,236,726     6.81      
Exercised    (226,105)    2.60   $  1,973,252 
Expired/Cancelled    (511,842)    5.79      
Outstanding at December 31, 2024    10,731,183  $  4.38    
Granted    2,606,527     14.35      
Exercised    (636,833)    5.05   $  11,778,237 
Expired/Cancelled    (387,770)    10.31      
Outstanding at December 31, 2025    12,313,107  $  6.27  $ 278,173,887 
Exercisable at December 31, 2025    8,356,779  $  4.53  $ 203,301,006 

 
The aggregate intrinsic value represents the difference between the exercise price of the options and the estimated 

fair value of the Company’s common stock for each of the respective periods.  
 

Restricted Stock Awards 
 

The Company has granted restricted stock awards (“RSAs”) under the 2021 Plan. The stock awards are fully 
vested upon grant and each outstanding RSA will be exchanged for one share of the Company’s common stock. The 
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Company estimates the fair value of each restricted stock award using the Company’s adjusted closing stock price on the 
grant date. 

The following table summarized the activity of the Company’s RSA for the year ended December 31, 2025: 
 

      

    Weighted Average 
  Number of  Grant Date 
      RSAs      Fair Value 
Outstanding at December 31, 2024    —  $  — 
Granted    17,210     14.96 
Vested    (17,210)    14.96 
Expired/Cancelled    —     — 
Outstanding at December 31, 2025    —  $  — 

 

 
12. STOCKHOLDERS’ EQUITY AND ACCUMULATED OTHER COMPREHENSIVE INCOME 

December 2025 Underwritten Public Offering 

On December 5, 2025, the Company entered into an underwriting agreement (the “2025 Underwriting Agreement”) with 
Piper Sandler & Co. (“Piper Sandler”) and Oppenheimer & Co., Inc. (“Oppenheimer”) as representatives of the underwriters 
(the “Underwriters”), pursuant to which the Company agreed to sell and issue, in a public offering an aggregate of 
6,000,000 shares of common stock, including the exercise in full of the underwriters’ option to purchase additional 900,000 
shares to cover over allotments, at a public offering price of $25.00 per share for total gross proceeds of approximately 
$172.5 million, before deducting underwriting commissions and other offering expenses payable by the Company. The 
Company paid cash commissions on the gross proceeds, plus reimbursement of expenses to the Underwriters, as well as 
legal and accounting fees in the aggregate amount of approximately $10.5 million. 

October 2024 Underwritten Public Offering 

On October 16, 2024, the Company entered into an underwriting agreement (the “2024 Underwriting 
Agreement”) with Piper Sandler and Oppenheimer as representatives of the underwriters (the “Underwriters”), pursuant 
to which the Company agreed to sell and issue, in a public offering an aggregate of 5,073,800 shares of common stock, 
including the exercise in full of the underwriters’ option to purchase additional shares to cover over allotments, at a public 
offering price of $17.00 per share for total gross proceeds of approximately $86.3 million, before deducting underwriting 
commissions and other offering expenses payable by the Company. The Company paid cash commissions on the gross 
proceeds, plus reimbursement of expenses to the Underwriters, as well as legal and accounting fees in the aggregate amount 
of approximately $5.4 million. 

September 2024 Private Placement 

On September 16, 2024, the Company entered into a Subscription Agreement with Nippon Shinyaku pursuant to 
which the Company agreed to issue and sell to Nippon Shinyaku in a private placement (the “Private Placement”), an 
aggregate of 2,798,507 shares of the common stock of the Company at a price per Share of $5.36, which was issued at a 
20% premium to the 60-day volume-weighted average price, for an aggregate purchase price of approximately 
$15.0 million. The Subscription Agreement also included lock-up provisions restricting Nippon Shinyaku from selling or 
otherwise disposing of shares of the Company’s common stock until the six-month anniversary of the Closing Date which 
occurred on March 15, 2025. 

 
In connection with the Private Placement, the Company also entered into a Registration Rights Agreement with 

Nippon Shinyaku on September 16, 2024 (the “Registration Rights Agreement”). Pursuant to the terms of the Registration 
Rights Agreement, the Company has filed with the SEC a registration statement to register for resale the shares sold in the 
Private Placement, which registration statement was declared effective on November 8, 2024.  
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ATM Programs  

September 2025 ATM Program 
 

On September 10, 2025, the Company established an at-the-market offering under a prospectus supplement for 
aggregate sales proceeds of up to $150.0 million (the “September 2025 ATM Program”), pursuant to an Equity Distribution 
Agreement with Piper Sandler and Oppenheimer (collectively, the “Agents”), by which the Agents may sell our common 
stock at the market prices prevailing at the time of sale. The Agents are entitled to compensation for their services at a 
commission rate of 3.0% of the gross sales price per share of common stock sold plus reimbursement of certain expenses. 
Effective December 5, 2025, the Company reduced the maximum offering amount from $150.0 million to $125.0 million. 

 
Through December 31, 2025, the Company sold an aggregate of 2,682,307 shares of common stock under the 

September 2025 ATM Program at an average price of approximately $28.89 per share for gross proceeds of approximately 
$77.5 million. The Company paid approximately $2.4 million of aggregated fees related to this sale. Subsequent to 
December 31, 2025, no additional shares have been sold under the September 2025 ATM Program through the date of this 
filing. 

 
June 2021 ATM Program 
 

The Company established an at-the-market offering under a prospectus supplement for aggregate sales proceeds 
of up to $75.0 million (the “June 2021 ATM Program”) on June 21, 2021, pursuant to a Common Stock Sales Agreement 
with H.C. Wainwright & Co. LLC (“Wainwright”) by which Wainwright sold our common stock at the market prices 
prevailing at the time of sale. Wainwright was entitled to compensation for its services at a commission rate of 3.0% of 
the gross sales price per share of common stock sold plus reimbursement of certain expenses.  

 
From June 21, 2021 through October 1, 2024, the Company sold an aggregate of 9,228,383 shares of common 

stock under the June 2021 ATM Program at an average price of approximately $8.13 per share for gross proceeds of 
approximately $75.0 million which represents all amounts that were available to be sold under the June 2021 ATM 
program. Effective October 1, 2024, the June 2021 ATM Program was closed and terminated. The Company paid cash 
commissions on the gross proceeds, plus reimbursement of expenses to Wainwright, as well as legal and accounting fees 
in the aggregate amount of approximately $2.4 million. 

 
Accumulated Other Comprehensive Income (Loss) 

Comprehensive income (loss) generally represents all changes in stockholders’ equity during the period except 
those resulting from investments by, or distributions to, stockholders. The Company’s comprehensive loss was 
approximately $105.8 million and $39.7 million for the years ended December 31, 2025 and 2024, respectively. The 
Company’s other comprehensive income (loss) is related to a net unrealized gain (loss) on marketable securities. For 
the years ended December 31, 2025 and 2024, the Company’s other comprehensive income (loss) was ($743,801) and 
$791,142, respectively. 

The following summarizes the changes in accumulated other comprehensive loss: 
       

  Net Unrealized Gains/(Losses)  Accumulated Other Comprehensive 
Income/(Loss)        Available-For-Sale Securities      

Balance at January 1, 2024  $  235,813  $  235,813 
Other comprehensive income     791,142     791,142 
Outstanding at December 31, 2024     1,026,955    1,026,955 
Other comprehensive loss     (743,801)    (743,801) 
Outstanding at December 31, 2025  $  283,154  $  283,154 

 
Net Loss and Net Loss Per Share 

For the years ended December 31, 2025 and 2024, warrants and options to purchase 15,659,029 and 15,666,804 
shares of common stock, respectively, have been excluded from the computation of potentially dilutive securities. 
Potentially dilutive shares of common stock, which primarily consist of stock options issued to employees, consultants,  
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and directors as well as warrants issued, have been excluded from the diluted loss per share calculation because their effect 
is anti-dilutive. Because the impact of these items is anti-dilutive during periods of net loss, there was no difference 
between basic and diluted loss per share for the years ended December 31, 2025 and 2024. 
 
13. INCOME TAXES 

The domestic and foreign components of income (loss) before income tax provision (benefit) were as follows: 
       

  Year ended December 31, 
      2025      2024 
United States  $  (105,042,346) $  (40,465,586)
Foreign     —     — 
Total  $  (105,042,346) $  (40,465,586)

 
The federal and state income tax provision (benefit) is summarized as follows: 

       

  Year ended December 31, 
      2025      2024 
Current    

Federal  $  —  $  — 
State and local    1,600    1,600 

Total current tax expense    1,600    1,600 
Deferred       

Federal    —    — 
State and local    —    — 

Total deferred tax expense    —    — 
Total       

Federal    —    — 
State and local    1,600    1,600 

Total tax expense  $  1,600  $  1,600 
 
Deferred income taxes reflect the net tax effects of (a) temporary differences between the carrying amounts of 

assets and liabilities for financial reporting purposes and the amounts used for income tax purposes, and (b) operating 
losses and tax credit carryforwards. 
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The tax effects of significant items comprising the Company’s deferred taxes as of December 31 are as follows: 
       

  Year ended December 31, 
      2025      2024 
Deferred tax assets:    

Accrued expenses $  1,061,030  $  722,851 
Stock-based compensation   5,236,924    5,088,808 
Research and development expense   11,592,478    15,993,708 
Lease liabilities   3,052,803    406,366 
Net operating losses   54,428,383    32,472,461 
Credits   28,848,564    22,314,502 
Deferred revenue   2,522,497    3,360,445 
CIRM liability    640,236    — 

Total deferred tax assets    107,382,915    80,359,141 
     
Deferred tax liabilities:       

Lease right-of-use assets    (2,845,759)   (367,555)
Fixed assets    (1,091,120)   (1,357,352)
Other comprehensive income    (59,521)   (66,036)

Total deferred tax liabilities    (3,996,400)   (1,790,943)
       

Valuation allowance    (103,386,515)   (78,568,198)
Net deferred taxes $  —  $  — 

ASC 740 requires that the tax benefit of net operating losses, temporary differences and credit carryforwards be 
recorded as an asset to the extent that management assesses that realization is more likely than not. Realization of the 
future tax benefits is dependent on the Company's ability to generate sufficient taxable income within the carryforward 
period. Because of the Company's recent history of operating losses, management believes that recognition of the deferred 
tax assets is currently not likely to be realized and, accordingly, has provided a valuation allowance.  

The valuation allowance increased by approximately $24.8 million during 2025 and approximately $12.1 million 
during 2024. 

Net operating losses and tax credit carryforwards as of the December 31, 2025 are as follows: 
      

      Amount      Expiration Years 
Net operating losses, federal (post December 31, 2017)  $  160,690,929  Do Not Expire 
Net operating losses, federal (prior to January 1, 2018)  $  39,383,370  2031 
Net operating losses, state  $  177,927,620  2028 
Tax credits, federal  $  27,054,520  2027 
Tax credits, state  $  2,270,942  Indefinite 
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The effective tax rate of the Company's provision (benefit) for income taxes differs from the federal statutory rate 
as follows: 
            

  Year ended December 31,  

  2025  2024  

      Amount      Rate     Amount     Rate  

U.S. federal statutory tax rate  $  (22,058,893)  21.0 %  $  (8,497,773) 21.0 % 
State and local income taxes, net of federal income tax effect (1)   1,264  0.0 %   1,264  0.0 % 
Tax credits          

Orphan drug tax credit   (4,778,164)  4.6 %   (4,778,164) 11.8 % 
Research and development tax credit   (399,695)  0.4 %   (399,695) 1.0 % 

Change in valuation allowance   26,851,125  -25.6 %   13,042,758  -32.2 % 
Nondeductible items          

Stock-based compensation, including windfalls/shortfalls   314,710  -0.3 %   612,474  -1.5 % 
Other    71,253  -0.1 %   20,736  -0.1 % 

Effective income tax rate  $  1,600  0.0 % $  1,600  0.0 % 
 
(1) The majority of taxes in the state and local income taxes category is reported in California. 

The cash paid for income taxes (net of refunds) was $1,600 for both 2025 and 2024 and applied only to state of 
California. 

The tax years 2023 through 2025 remain open to examination by the Internal Revenue Service and certain state 
tax authorities, although net operating loss and tax credit carryforwards generated prior to 2007 may still be adjusted upon 
examination by the Internal Revenue Service or state tax authorities if they have or will be used in a future period. 

Under Section 382 of the Code, the Company’s ability to utilize NOL carryforwards or other tax attributes, such 
as federal tax credits, in any taxable year may be limited if the Company has experienced an “ownership change.” 
Generally, a Section 382 ownership change occurs if one or more stockholders or groups of stockholders who owns at 
least 5% of a corporation’s stock increases its ownership by more than 50 percentage points over its lowest 
ownership percentage within a specified testing period. Similar rules may apply under state tax laws. We have experienced 
an ownership change that we believe under Section 382 of the Code will result in limitation in our ability to utilize net 
operating losses and credits. In addition, the Company may experience future ownership changes as a result of future 
offerings or other changes in ownership of its stock. As a result, the amount of the NOLs and tax credit carryforward 
presented in the financial statement could be limited and may expire unutilized. The Company’s net operating loss 
carryforwards are subject to Internal Revenue Service (“IRS”) examination until they are fully utilized and such tax years 
are closed. 

The Company’s policy is to include interest and penalties related to unrecognized tax benefits in income tax 
expense. Interest and penalties were insignificant for the years ended December 31, 2025 and 2024. 
 
14.  RECENT ACCOUNTING PRONOUNCEMENTS 

Recent Accounting Pronouncements 

In December 2024, the FASB issued ASU 2023-09, Improvements to Income Tax Disclosures (Topic 740), which 
requires disaggregated information about a reporting entity’s effective tax rate reconciliation as well as additional 
information on income taxes paid. ASU 2023-09 is effective on a prospective basis for annual periods beginning after 
December 15, 2024. The Company adopted ASU 2023-09 in the fourth quarter of 2025 and applied it retrospectively. 
Please refer to Note 13 - "Income Taxes” for further information and disclosure. 

 
In December 2025, the FASB issued ASU 2025-11, Interim Reporting (Topic 270): Narrow-Scope Improvements, 

which is intended to improve the navigability of the guidance in ASC 270, Interim Reporting, and clarify when it applies. 
Under the amendments, an entity is subject to ASC 270 if it provides interim financial statements and notes in accordance 
with GAAP. ASU 2025-11 also addresses the form and content of such financial statements, interim disclosures 
requirements, and establishes a principle under which an entity must disclose events since the end of the last annual 
reporting period that have a material impact on the entity. ASU 2025-11 is effective for interim reporting periods within 



119 

annual reporting periods beginning after December 15, 2027, and early adoption is permitted. The Company is currently 
evaluating the impact of this ASU on its financial statements. 

 
In September 2025, the FASB issued ASU 2025-06, Intangibles - Goodwill and Other - Internal-Use Software 

(Subtopic 350-40): Targeted Improvements to the Accounting for Internal-Use Software, which amends the guidance in 
ASC 350-40, Intangibles – Goodwill and Other – Internal-Use Software. The amendments modernize the recognition and 
disclosure framework for internal-use software costs, removing the previous “development stage” model and introducing 
a more judgment-based approach. The ASU is effective for fiscal years beginning after December 15, 2027, and for interim 
periods within those annual reporting periods, with early adoption permitted. The Company is currently evaluating the 
impact this guidance will have on its financial statement. 

 
In November 2024, the FASB issued ASU No. 2024-03, Disaggregation of Income Statement Expenses (Subtopic 

220-40). The ASU requires the disaggregated disclosure of specific expense categories, including purchases of inventory, 
employee compensation, depreciation, and amortization, within relevant income statement captions. This ASU also 
requires disclosure of the total amount of selling expenses along with the definition of selling expenses. The ASU is 
effective for annual periods beginning after December 15, 2026, and interim periods within fiscal years beginning after 
December 15, 2027. Adoption of this ASU can either be applied prospectively to consolidated financial statements issued 
for reporting periods after the effective date of this ASU or retrospectively to any or all prior periods presented in the 
consolidated financial statements. Early adoption is also permitted. This ASU will likely result in the required additional 
disclosures being included in our consolidated financial statements, once adopted. The Company is currently evaluating 
the impact this guidance will have on its financial statement disclosures. 

 
Other recent accounting pronouncements issued by the FASB, including its Emerging Issues Task Force, the 

American Institute of Certified Public Accountants, and the SEC, did not or are not believed by management to have a 
material impact on the Company’s present or future consolidated financial statement presentation or disclosures. 
 
15.  COMMITMENTS AND CONTINGENCIES 

Legal Contingencies 

On July 17, 2025, a putative securities class action was filed in the Southern District of California, naming 
Capricor Therapeutics, Inc. and our chief executive officer, Linda Marbán. The action alleges certain violations of the U.S. 
federal securities laws and seeks unspecified damages.  

 
On August 1, 2025, a derivative action was filed in the Southern District of California naming each of the 

Directors on the Board of Capricor Therapeutics, Inc. The action alleges, among other things, breaches of fiduciary duties 
and seeks unspecified damages. 

 
On November 24, 2025, a second derivative action was filed in the Southern District of California naming each 

of the Directors on the Board of Capricor Therapeutics, Inc. The action alleges, among other things, breaches of fiduciary 
duties and seeks unspecified damages. 

 
On October 2, 2025, the Company received a Section 220 Shareholder Demand Letter dated September 30, 2025 

to inspect and make copies of certain books and records of the Company. The stockholder's demand is related to, among 
other things, alleged false and misleading statements purportedly made by officers and directors of the Company, as well 
as the alleged failure to disclose material adverse facts about the Company's business, operations, and prospects. 

 
In addition, from time to time, the Company may become involved in various other legal proceedings that arise 

in the ordinary course of its business or otherwise. The Company records a loss contingency reserve for a legal proceeding 
when it considers the potential loss probable and it can reasonably estimate the amount of the loss or determine a probable 
range of loss. The Company has not recorded any material accruals for loss contingencies as of December 31, 2025. 

 
Accounts Payable 

During the normal course of business, disputes with vendors may arise. If a vendor disputed payment is probable 
and able to be estimated, we will record an estimated liability. 
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Other Funding Commitments 

The Company is a party to various agreements, principally relating to licensed technology, that require future 
payments relating to milestones that may be met in subsequent periods or royalties on future sales of specific products (see 
Note 7 - "Collaborations, Licenses and Revenue"). 

Additionally, the Company is a party to various agreements with contract research, manufacturing and other 
organizations that generally provide for termination upon notice, subject to certain time periods, with the exact amounts 
owed in the event of termination to be based on the timing of termination and the terms of the agreement. 

Employee Severances 

The Board from time to time may approve severance packages for specific full-time employees based on their 
length of service and position ranging up to twelve months of their base salaries, in the event of termination of their 
employment, subject to certain conditions. No liability under these severance packages has been recorded as of 
December 31, 2025. 
 
16. SEGMENT INFORMATION 
 

The Company operates as a single operating segment. The Company’s Chief Executive Officer, who serves as 
the Chief Operating Decision Maker (“CODM”), is responsible for allocating resources and assessing performance. The 
CODM reviews the Company’s operating results on an aggregate basis to make decisions about resource allocation, 
evaluate financial performance, and manage the overall business. Accordingly, the Company’s operations are managed as 
one reportable segment focused on the development and commercialization of its therapeutic candidates. 
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The following table represents consolidated net loss summarized by the significant segment expenses regularly 
reviewed by the CODM for the years ended December 31, 2025 and 2024: 
 
       

  Year ended December 31,  
      2025      2024 
Total revenue  $  —  $  22,270,465 
       
Research and development expense:       

Compensation and benefits    28,260,696    16,390,412 
Duchenne muscular dystrophy program (Deramiocel)    34,254,585    23,049,349 
Exosomes platform research    5,225,572    2,908,678 
Other R&D segment expenses (1)    6,845,600    3,240,494 

Total research and development expense, excluding non-cash expense    74,586,453    45,588,933 
Stock-based compensation expense    8,917,527    3,605,667 
Depreciation and amortization    950,615    773,985 

Total research and development expense    84,454,595    49,968,585 
       

General and administrative expense:       
Compensation and benefits    7,224,517    4,446,897 
Other G&A segment expenses (2)    7,216,396    3,607,499 

Total general and administrative expense, excluding non-cash expense    14,440,913    8,054,396 
Stock-based compensation expense    8,307,733    6,159,497 
Depreciation and amortization    938,889    651,229 

Total general and administrative expense    23,687,535    14,865,122 
       

Operating loss    (108,142,130)   (42,563,242)
       

Investment income    6,257,607    2,202,990 
Interest expense    (3,045,725)   — 
Other income (expense)    (112,098)   (105,334)

Total non-operating income, net    3,099,784    2,097,656 
       

Loss before income taxes    (105,042,346)   (40,465,586)
(Provision for) benefit from income taxes    (1,600)   (1,600)

       
Net loss  $  (105,043,946) $  (40,467,186)

 
(1) Other R&D segment expenses primarily include other pipeline development costs and other facility costs.  
(2) Other G&A segment expenses primarily include accounting, legal and other professional fees, consulting expenses, business insurance, employee 

travel, and other facility and information technology costs.  

The asset information provided to the CODM for the single operating segment is consistent with the amounts 
reported in the consolidated balance sheets. 
 
17. SUBSEQUENT EVENTS 

Stock Award Grants 

In January 2026, the Company granted a total of 1,717,600 stock options and restricted stock awards to its 
employees, certain non-employee consultants, and directors. 
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ITEM 9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND 
FINANCIAL DISCLOSURE 

None. 
 
ITEM 9A. CONTROLS AND PROCEDURES 

Evaluation of Disclosure Controls and Procedures 

We maintain disclosure controls and procedures designed to ensure that information required to be disclosed in 
our reports under the Securities Exchange Act of 1934, as amended, is recorded, processed, summarized and reported 
within the time periods specified in the SEC’s rules and forms and that such information is accumulated and communicated 
to our management, including our Chief Executive Officer and Chief Financial Officer, as appropriate, to allow timely 
decisions regarding required disclosure. 

As required by Rule 13a-15(b) under the Exchange Act, management, including our Chief Executive Officer and 
Chief Financial Officer, evaluated the effectiveness of our disclosure controls and procedures as of December 31, 2025. 
Based on that evaluation, our Chief Executive Officer and Chief Financial Officer concluded that our disclosure controls 
and procedures were effective as of December 31, 2025. 

Management’s Report on Internal Control over Financial Reporting 

Management is responsible for establishing and maintaining adequate internal control over financial reporting as 
defined in Rules 13a-15(f) and 15d-15(f) under the Exchange Act. Our internal control over financial reporting is designed 
to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements 
in accordance with U.S. generally accepted accounting principles. 

Our internal control over financial reporting includes policies and procedures that are intended to: 

1. Maintain records that, in reasonable detail, accurately and fairly reflect the transactions and dispositions of 
our assets; 

2. Provide reasonable assurance that transactions are recorded as necessary to permit preparation of financial 
statements in accordance with U.S. GAAP, and that receipts and expenditures are made only in accordance 
with authorizations of management and the Board of Directors; and 

3. Provide reasonable assurance regarding prevention or timely detection of unauthorized acquisition, use or 
disposition of assets that could have a material effect on the financial statements. 

Management assessed the effectiveness of our internal control over financial reporting as of December 31, 2025 
using the criteria set forth in the Internal Control - Integrated Framework (2013) issued by the Committee of Sponsoring 
Organizations of the Treadway Commission (“COSO”). 

Based on this assessment, management concluded that our internal control over financial reporting was effective 
as of December 31, 2025. 

Attestation Report 

This Annual Report on Form 10-K does not include an attestation report of our registered public accounting firm 
regarding internal control over financial reporting because we are a smaller reporting company, and such attestation is not 
required pursuant to Section 404(b) of the Sarbanes-Oxley Act. 

Changes in Internal Controls over Financial Reporting 

During the fiscal year ended December 31, 2025, Capricor implemented changes to its internal control over 
financial reporting in connection with enhancements to its finance and accounting organization and the implementation of 
new financial systems, including an enterprise resource planning (“ERP”) system. These changes were part of 
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management’s ongoing efforts to strengthen the Company’s internal control environment and support its growth and 
evolving business needs. Management does not believe that these changes have materially affected, or are reasonably 
likely to materially affect, the Company’s internal control over financial reporting. 
 
ITEM 9B. OTHER INFORMATION 

Rule 10b5-1 Trading Arrangements 

During the fiscal quarter ended December 31, 2025, the following directors and officers adopted or terminated 
trading arrangements intended to satisfy the affirmative defense conditions of Rule 10b5-1(c) under the Securities 
Exchange Act of 1934. 
 
           

Name     Title     Action     

Date 
Adopted or  
Terminated     

Plan End 
Date      Aggregate Shares 

Linda Marban  Chief Executive 
Officer  Adoption of Rule 10b5-1 

trading plan  12/30/2025  07/31/2026  Up to 250,000 shares

Anthony J. Bergmann  Chief Financial 
Officer  Adoption of Rule 10b5-1 

trading plan  12/30/2025  07/31/2026  Up to 150,000 shares

Karen Krasney  General Counsel  Adoption of Rule 10b5-1 
trading plan  12/30/2025  07/31/2026  Up to 100,000 shares

 
The trading arrangements permit transactions in the Company's common stock in accordance with Rule 10b5-

1(c) and applicable company policies regarding insider trading. 
 
Amendment to Employment Agreements 

 
On March 24, 2025, the Company amended the employment agreements of our named executive officers Linda 

Marbán, Anthony Bergmann and Karen Krasney to increase the severance period upon termination of employment without 
cause or resignation for good reason to twelve months from six months. 
 
ITEM 9C. DISCLOSURE REGARDING FOREIGN JURISDICTIONS THAT PREVENT INSPECTIONS 

Not applicable. 
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PART III 

ITEM 10. DIRECTORS, EXECUTIVE OFFICERS AND CORPORATE GOVERNANCE. 

The information required by this item will be set forth in the sections entitled “Information Regarding the Board 
of Directors and Corporate Governance,” “Information Regarding Executive Officers” and “Delinquent Section 16(a) 
Reports” in our Definitive Proxy Statement for our 2026 Annual Meeting of Stockholders (our “2026 Proxy Statement”), 
to be filed with the SEC within 120 days after the end of the fiscal year ended December 31, 2025, and is incorporated 
herein by reference. 
 
ITEM 11. EXECUTIVE COMPENSATION. 

The information required by this item will be set forth in the section entitled “2025 Executive Compensation” 
and “Compensation of Directors” in our 2026 Proxy Statement and is incorporated herein by reference. 

ITEM 12. SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT 
AND RELATED STOCKHOLDER MATTERS. 

The information required by this item will be set forth in the sections entitled “Securities Authorized for Issuance 
Under Equity Compensation Plans” and “Security Ownership of Certain Beneficial Owners and Management” in our 2026 
Proxy Statement and is incorporated herein by reference. 

ITEM 13. CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS, AND DIRECTOR 
INDEPENDENCE. 

The information required by this item will be set forth in the sections entitled “Certain Relationships and Related 
Party Transactions” and “Information Regarding the Board of Directors and Corporate Governance” in our 2026 Proxy 
Statement and is incorporated herein by reference. 
 
ITEM 14. PRINCIPAL ACCOUNTING FEES AND SERVICES. 

The information required by this item will be set forth in the section entitled “Principal Accountant Fees and 
Services” in our 2026 Proxy Statement and is incorporated herein by reference. 
 

PART IV 

ITEM 15. EXHIBITS AND FINANCIAL STATEMENT SCHEDULES 

(a)(1) Financial Statements 

The financial statements required by this item are included in a separate section of this Annual Report on 
Form 10-K beginning on page 91. 

(a)(2) Financial Statement Schedules 

Financial Statement Schedules have been omitted because they are either not applicable or the required 
information is included in the consolidated financial statements or notes thereto listed in (a)(1) above. 

(a)(3) Exhibits 

The following exhibits are filed herewith or incorporated herein by reference: 
    

3.1    Certificate of Incorporation of the Company (incorporated by reference to Exhibit 3.1 to the Company’s Current
Report on Form 8-K, filed with the SEC on February 9, 2007).

  
 

  
3.2 

 
Certificate of Amendment of Certificate of Incorporation of the Company (incorporated by reference to Exhibit
3.1 to the Company’s Current Report on Form 8-K, filed with the SEC on November 26, 2013).
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3.3 

 
Certificate of Amendment of Certificate of Incorporation of the Company (incorporated by reference to Exhibit
3.1 to the Company’s Current Report on Form 8-K, filed with the SEC on June 4, 2019).

   
3.4  Certificate of Amendment of Certificate of Incorporation of the Company (incorporated by reference to Exhibit

3.1 to the Company’s Current Report on Form 8-K, filed with the SEC on May 15, 2024). 
  

 
  

3.5 
 

Bylaws of the Company (incorporated by reference to Exhibit 3.2 to the Company’s Current Report on Form
8-K, filed with the SEC on February 9, 2007).

  
 

  
3.6 

 
Certificate of Amendment of the Bylaws of the Company (incorporated by reference to Exhibit 3.1 to the
Company’s Current Report on Form 8-K, filed with the Commission on August 25, 2020).

  
 

  
4.1 

 
Description of the Company’s Common Stock, par value $0.001 per share.*

  
 

  
4.2  Form of Common Warrant (incorporated by reference to Exhibit 4.4 to the Company’s Amendment No. 1 to

Registration Statement on Form S-1/A, filed with the Commission on December 13, 2019). 
   
4.3 

 
Form of Common Stock Purchase Warrant #2 (incorporated by reference to Exhibit 4.2 to the Company’s
Quarterly Report on Form 10-Q, filed with the Commission on May 15, 2020).

  
 

  
10.1 

 
Consulting Agreement between Capricor, Inc. and Frank Litvack, dated March 24, 2014 (incorporated by
reference to Exhibit 10.9 to the Company’s Annual Report on Form 10-K, filed with the Commission on March
31, 2014). † 

  
 

  
10.2 

 
Form of Indemnification Agreement (incorporated by reference to Exhibit 10.11 to the Company’s Annual
Report on Form 10-K, filed with the Commission on March 31, 2014). † 

  
 

  
10.3 

 
Capricor, Inc. 2012 Restated Equity Incentive Plan (incorporated by reference to Exhibit 4.5 to the Company’s
Registration Statement on Form S-8, filed with the Commission on March 4, 2014). † 

  
 

  
10.4 

 
First Amendment to Capricor, Inc. 2012 Restated Equity Incentive Plan (incorporated by reference to Exhibit
4.12 to the Company’s Registration Statement on Form S-8, filed with the Commission on March 4, 2014). †

  
 

  
10.5 

 
Form of Stock Option Agreement for the Capricor, Inc. 2012 Restated Equity Incentive Plan (incorporated by
reference to Exhibit 4.9 to the Company’s Registration Statement on Form S-8, filed with the Commission on
March 4, 2014). †

  
 

  
10.6 

 
Exclusive License Agreement, dated June 21, 2006, between Capricor, Inc. and the Universita Degli Studi Di
Roma “La Sapienza” (incorporated by reference to Exhibit 10.31 to the Company’s Annual Report on Form
10-K, filed with the Commission on March 31, 2014). +

  
 

  
10.7 

 
Exclusive License Agreement, dated June 22, 2006, between Capricor, Inc. and the Johns Hopkins University
(incorporated by reference to Exhibit 10.32 to the Company’s Annual Report on Form 10-K, filed with the 
Commission on March 31, 2014). +

  
 

  
10.8 

 
First Amendment to the Exclusive License Agreement, dated May 13, 2009, between Capricor, Inc. and the
Johns Hopkins University (incorporated by reference to Exhibit 10.33 to the Company’s Annual Report on
Form 10-K, filed with the Commission on March 31, 2014). +

  
10.9 

 
Second Amendment to the Exclusive License Agreement, dated December 20, 2013, between Capricor, Inc.
and the Johns Hopkins University (incorporated by reference to Exhibit 10.34 to the Company’s Annual Report
on Form 10-K, filed with the Commission on March 31, 2014). +

  
 

  
10.10 

 
Amended and Restated Exclusive License Agreement, dated December 30, 2013, between Capricor, Inc. and
Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.36 to the Company’s Annual Report on
Form 10-K, filed with the Commission on March 31, 2014). +

  
 

  
10.11 

 
Loan Agreement, dated February 1, 2013, between Capricor, Inc. and the California Institute for Regenerative
Medicine (incorporated by reference to Exhibit 10.38 to the Company’s Annual Report on Form 10-K, filed 
with the Commission on March 31, 2014). +
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10.12 

 
Notice of Loan Award, dated February 1, 2013, between Capricor, Inc. and the California Institute for
Regenerative Medicine (incorporated by reference to Exhibit 10.39 to the Company’s Annual Report on Form
10-K, filed with the Commission on March 31, 2014). +

  
 

  
10.13 

 
Lease Agreement, dated March 29, 2012, between Capricor, Inc. and The Bubble Real Estate Company, LLC
(incorporated by reference to Exhibit 10.2 to the Company’s Quarterly Report on Form 10-Q, filed with the 
Commission on August 14, 2015).

  
 

  
10.14 

 
First Amendment to the Lease Agreement, dated June 13, 2013, between Capricor, Inc. and The Bubble Real
Estate Company, LLC (incorporated by reference to Exhibit 10.3 to the Company’s Quarterly Report on Form
10-Q, filed with the Commission on August 14, 2015). +

  
 

  
10.15 

 
Exclusive License Agreement, dated May 5, 2014 between Capricor, Inc. and Cedars-Sinai Medical Center 
(incorporated by reference to Exhibit 10.46 to the Company’s Amendment No. 1 to Registration Statement on
Form S-1, filed with the Commission on May 23, 2014). +

  
 

  
10.16 

 
Facilities Lease, dated June 1, 2014, between Capricor, Inc. and Cedars-Sinai Medical Center (incorporated by
reference to Exhibit 10.1 to the Company’s Quarterly Report on Form 10-Q, filed with the Commission on May
15, 2014).

  
 

  
10.17 

 
First Amendment to Exclusive License Agreement, dated as of February 27, 2015, by and between Capricor,
Inc. and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.54 to the Company’s
Registration Statement on Form S-1, filed with the Commission on March 6, 2015). +

  
 

  
10.18 

 
Second Amendment to Lease Agreement, dated March 3, 2015, by and between Capricor, Inc. and The Bubble
Real Estate Company, LLC (incorporated by reference to Exhibit 10.55 to the Company’s Registration
Statement on Form S-1, filed with the Commission on March 6, 2015).

  
 

  
10.19 

 
Second Amendment to Exclusive License Agreement, dated as of June 10, 2015, by and between Capricor, Inc.
and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.1 to the Company’s Quarterly Report
on Form 10-Q, filed with the Commission on August 14, 2015). +

  
 

  
10.20 

 
Joinder Agreement, dated as of September 30, 2015, by and among the Company, Capricor, Inc. and the
California Institute For Regenerative Medicine (incorporated by reference to Exhibit 10.1 to the Company’s
Quarterly Report on Form 10-Q, filed with the Commission on November 13, 2015).

  
 

  
10.21 

 
Amendment to Notice of Loan Award, dated as of May 12, 2016 by and between Capricor, Inc. and the
California Institute for Regenerative Medicine (incorporated by reference to Exhibit 10.1 to the Company’s
Quarterly Report on Form 10-Q, filed with the Commission on August 15, 2016). +

  
 

  
10.22 

 
Third Amendment to Lease, dated as of May 25, 2016, by and between Capricor, Inc. and The Bubble Real
Estate Company, LLC (incorporated by reference to Exhibit 10.2 to the Company’s Quarterly Report on Form
10-Q, filed with the Commission on August 15, 2016).

  
 

  
10.23 

 
Notice of Award, dated as of June 16, 2016, by and between Capricor, Inc. and the California Institute for
Regenerative Medicine (incorporated by reference to Exhibit 10.3 to the Company’s Quarterly Report on Form
10-Q, filed with the Commission on August 15, 2016). +

  
10.24 

 
Loan Election Agreement, dated as of June 16, 2016, by and between Capricor, Inc. and the California Institute
for Regenerative Medicine (incorporated by reference to Exhibit 10.4 to the Company’s Quarterly Report on
Form 10-Q, filed with the Commission on August 15, 2016).

  
 

  
10.25 

 
Second Amendment to Amended and Restated Exclusive License Agreement, dated as of August 5, 2016, by
and between Capricor, Inc. and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.1 to the
Company’s Quarterly Report on Form 10-Q, filed with the Commission on November 14, 2016). +

  
 

  
10.26 

 
Third Amendment to Exclusive License Agreement, dated as of August 5, 2016, by and between Capricor, Inc.
and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.2 to the Company’s Quarterly Report
on Form 10-Q, filed with the Commission on November 14, 2016). +
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10.27 
 

Second Amendment to Capricor Therapeutics, Inc. 2012 Restated Equity Plan (incorporated by reference to
Exhibit 4.14 to the Company’s Registration Statement on Form S-8, filed with the Commission on January 11,
2017). †

  
 

  
10.28 

 
Third Amendment to Capricor Therapeutics, Inc. 2012 Restated Equity Plan (incorporated by reference to
Exhibit 4.15 to the Company’s Registration Statement on Form S-8, filed with the Commission on January 11,
2017). †

  
 

  
10.29 

 
Amendment No. 2 to Notice of Loan Award, dated as of June 7, 2017 (incorporated by reference to Exhibit
10.1 to the Company’s Current Report on Form 8-K, filed with the Commission on June 13, 2017).

  
 

  
10.30 

 
Amendment No. 1 to Notice of Award, dated as of August 8, 2017 (incorporated by reference to Exhibit 10.1
to the Company’s Quarterly Report on Form 10-Q, filed with the Commission on November 11, 2017).

  
 

  
10.31 

 
First Amendment to Facilities Lease, dated as of August 1, 2017, by and between Capricor, Inc. and
Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.2 to the Company’s Quarterly Report on
Form 10-Q, filed with the Commission on November 11, 2017).

  
 

  
10.32 

 
Fourth Amendment to Exclusive License Agreement, dated as of December 26, 2017, by and between Capricor,
Inc. and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.58 to the Company’s Annual
Report on Form 10-K, filed with the Commission on March 22, 2018). +

  
 

  
10.33 

 
Third Amendment to Exclusive License Agreement, dated as of December 26, 2017, by and between Capricor,
Inc. and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.59 to the Company’s Annual
Report on Form 10-K, filed with the Commission on March 22, 2018). +

  
 

  
10.34 

 
Fourth Amendment to Amended and Restated Exclusive License Agreement, dated as of June 20, 2018, by and
between Capricor, Inc. and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.1 to the
Company’s Quarterly Report on Form 10-Q, filed with the Commission on August 13, 2018). +

  
 

  
10.35 

 
Fifth Amendment to Exclusive License Agreement, dated as of June 20, 2018, by and between Capricor, Inc.
and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.2 to the Company’s Quarterly Report
on Form 10-Q, filed with the Commission on August 13, 2018). +

   
10.36  Sixth Amendment to Facilities Lease, dated as of July 31, 2022, by and between Capricor, Inc. and

Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.36 to the Company’s Annual Report on
Form 10-K, filed with SEC on March 26, 2025). 

   
10.37  Seventh Amendment to Facilities Lease, dated as of September 26, 2023, by and between Capricor, Inc. and

Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.6 to the Company’s Quarterly Report on
Form 10-Q, filed with the Commission on November 14, 2024). 

  
 

  
10.38 

 
Restated and Amended Employment Agreement by and among Capricor Therapeutics, Inc., Capricor, Inc. and
Linda Marbán, dated June 5, 2019 (incorporated by reference to Exhibit 10.1 to the Company’s Quarterly Report
on Form 10-Q, filed with the Commission on August 8, 2019).†

  
 

  
10.39 

 
First Amendment to Restated and Amended Employment Agreement by and among Capricor Therapeutics,
Inc., Capricor, Inc. and Linda Marbán, dated March 24, 2025 (incorporated by reference to Exhibit 10.39 to the
Company’s Annual Report on Form 10-K, filed with SEC on March 26, 2025). †+ 

   
10.40 

 
Employment Agreement by and among Capricor Therapeutics, Inc., Capricor, Inc. and Anthony J. Bergmann,
dated May 14, 2019 (incorporated by reference to Exhibit 10.2 to the Company’s Quarterly Report on Form 10-Q, 
filed with the Commission on August 8, 2019).†

  
 

  
10.41 

 
First Amendment to Restated and Amended Employment Agreement by and among Capricor Therapeutics,
Inc., Capricor, Inc. and Anthony J. Bergmann, dated March 24, 2025 (incorporated by reference to Exhibit
10.41 to the Company’s Annual Report on Form 10-K, filed with SEC on March 26, 2025). †+  
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10.42 
 

Employment Agreement by and among Capricor Therapeutics, Inc., Capricor, Inc. and Karen G. Krasney, dated
May 14, 2019 (incorporated by reference to Exhibit 10.3 to the Company’s Quarterly Report on Form 10-Q, 
filed with the Commission on August 8, 2019).†

  
10.43 

 
First Amendment to Restated and Amended Employment Agreement by and among Capricor Therapeutics,
Inc., Capricor, Inc. and Karen G. Krasney, dated March 24, 2025 (incorporated by reference to Exhibit 10.43
to the Company’s Annual Report on Form 10-K, filed with SEC on March 26, 2025). †+ 

  
10.44 

 
Capricor Therapeutics, Inc. 2020 Equity Incentive Plan (incorporated by reference to Exhibit 4.9 to the
Company’s Registration Statement on Form S-8, filed with the Commission on June 17, 2020). †

  
 

  
10.45 

 
Form of Stock Option Agreement for Capricor Therapeutics, Inc. 2020 Equity Incentive Plan (incorporated by
reference to Exhibit 4.10 to the Company’s Registration Statement on Form S-8, filed with the Commission on
June 17, 2020). †

  
 

  
10.46 

 
Seventh Amendment to Exclusive License Agreement, dated as of August 20, 2020, by and between Capricor,
Inc. and Cedars-Sinai Medical Center (incorporated by reference to Exhibit 10.1 to the Company’s Quarterly
Report on Form 10-Q, filed with the Commission on November 11, 2020).+

  
 

  
10.47  Capricor Therapeutics, Inc. 2021 Equity Incentive Plan (incorporated by reference to Exhibit 10.2 to the

Company’s Quarterly Report on Form 10-Q, filed with the Commission on August 13, 2021). † 
   
10.48  Form of Stock Option Agreement for Capricor Therapeutics, Inc. 2021 Equity Incentive Plan (incorporated by

reference to Exhibit 10.3 to the Company’s Quarterly Report on Form 10-Q, filed with the Commission on
August 13, 2021). † 

   
10.49  Standard Industrial/Commercial Multi-Tenant Lease, dated as of July 16, 2021, by and between Capricor

Therapeutics, Inc. and Altman Investment Company, LLC (incorporated by reference to Exhibit 10.54 to the
Company’s Annual Report on Form 10-K, filed with the Commission on March 11, 2022). + 

   
10.50  First Amendment to Lease, dated as of June 8, 2022, by and between Capricor, Inc. and Altman Investment

Company, LLC (incorporated by reference to Exhibit 10.51 to the Company’s Annual Report on Form 10-K, 
filed with SEC on March 26, 2025). + 

   
10.51  Second Amendment to Lease, dated as of September 8, 2022, by and between Capricor, Inc. and Altman

Investment Company, LLC (incorporated by reference to Exhibit 10.52 to the Company’s Annual Report on
Form 10-K, filed with SEC on March 26, 2025). + 

   
10.52  Amendment to Lease, dated as of August 10, 2023, by and between Capricor, Inc. and Altman Investment

Company, LLC (incorporated by reference to Exhibit 10.53 to the Company’s Annual Report on Form 10-K, 
filed with SEC on March 26, 2025). + 

   
10.53  Fourth Amendment to Lease, dated as of February 26, 2025, by and between Capricor, Inc. and Altman

Investment Company, LLC (incorporated by reference to Exhibit 10.54 to the Company’s Annual Report on
Form 10-K, filed with SEC on March 26, 2025). +  

   
10.54  U.S. Commercialization and Distribution Agreement, dated as of January 25, 2022, by and among Capricor

Therapeutics, Inc., Capricor, Inc. and Nippon Shinyaku Co. Ltd. (incorporated by reference to Exhibit 10.55 to
the Company’s Annual Report on Form 10-K, filed with the Commission on March 11, 2022). + 

   
10.55  Japan Commercialization and Distribution Agreement, dated as of February 10, 2023, by and among Capricor

Therapeutics, Inc., Capricor, Inc. and Nippon Shinyaku Co. Ltd. (incorporated by reference to Exhibit 10.55 to
the Company’s Annual Report on Form 10-K, filed with the Commission on March 17, 2023). + 

   
10.56  Term Sheet for Distribution of Deramiocel (CAP-1002) in Europe, by and between the Company and Nippon

Shinyaku Co., Ltd. (incorporated by reference to Exhibit 10.1 to the Company’s Quarterly Report on Form 10-Q, filed 
with the Commission on November 14, 2024). 
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10.57  Letter of Intent, dated September 16, 2024, by and between the Company and Nippon Shinyaku Co., Ltd.
(incorporated by reference to Exhibit 10.3 to the Company’s Current Report on Form 8-K, filed with the SEC 
on September 17, 2024). 

   
10.58  Capricor Therapeutics, Inc. 2025 Equity Incentive Plan (incorporated by reference to Exhibit 4.7 to the

Company’s Registration Statement on Form S-8, filed with the SEC on June 16, 2025). 
   
10.59  Form of Stock Option Agreement for Capricor Therapeutics, Inc. 2025 Equity Incentive Plan (incorporated by

reference to Exhibit 4.8 to the Company’s Registration Statement on Form S-8, filed with the SEC on 
June 16, 2025). 

   
10.60  Consulting Agreement between Capricor, Inc. and Earl Collier, Jr., dated May 22, 2025 (incorporated by

reference to Exhibit 10.3 to the Company’s Quarterly Report on Form 10-Q, filed with the SEC on August
11, 2025). 

   
19.1  Capricor Therapeutics, Inc. Insider Trading Policy. * 
   
21.1 

 
List of Subsidiaries (incorporated by reference to Exhibit 21.1 to the Company’s Annual Report on Form 10-K, filed 
with SEC on March 26, 2025).

  
 

  
23.1 

 
Consent of Rose Snyder & Jacobs, LLP. *

  
 

  
24.1 

 
Power of Attorney (included on signature page hereof). *

  
 

  
31.1 

 
Certification of Principal Executive Officer. *

  
 

  
31.2 

 
Certification of Principal Financial Officer. *

  
 

  
32.1 

 
Certification of Principal Executive Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002. *

  
 

  
32.2 

 
Certification of Principal Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002. *

   
97  Capricor Therapeutics, Inc. Policy on Recoupment of Incentive Compensation (incorporated by reference to

Exhibit 97 to the Company’s Annual Report on Form 10-K, filed with SEC on March 26, 2025). 
      
101  The following financial information from Capricor Therapeutics, Inc.’s Annual Report on Form 10-K for the 

year ended December 31, 2025 formatted in Inline eXtensible Business Reporting Language (iXBRL): 
(i) Consolidated Balance Sheets as of December 31, 2025 and 2024, (ii) Consolidated Statements of Operations
and Comprehensive Loss for the years ended December 31, 2025 and 2024, (iii) Consolidated Statement of 
Stockholders’ Equity for the period from December 31, 2023 through December 31, 2025, (iv) Consolidated 
Statements of Cash Flows for the years ended December 31, 2025 and 2024, and (v) Notes to Consolidated 
Financial Statements. 

   
104 

 
Cover Page Interactive Data File (formatted in Inline XBRL and contained in Exhibit 101). 

 
* Filed herewith. 
† Indicates management contract or compensatory plan or arrangement. 
+ Portions of the exhibit have been excluded because it is both not material and is the type of information that the 
registrant treats as private or confidential. 
 
ITEM 16. FORM 10-K SUMMARY 

None. 
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SIGNATURES 

Pursuant to the requirements of Section 13 or 15(d) of the Securities Exchange Act of 1934, the registrant has 
duly caused this report to be signed on its behalf by the undersigned, thereunto duly authorized, on March 17, 2026. 
 
   

  CAPRICOR THERAPEUTICS, INC. 
    
  By: /s/ Linda Marbán, Ph.D. 
    Linda Marbán, Ph.D. 
    Chief Executive Officer 
 

KNOW ALL MEN BY THESE PRESENTS, that we, the undersigned officers and directors of Capricor 
Therapeutics, Inc., hereby severally constitute Linda Marbán, Ph.D. and Anthony J. Bergmann and each of them singly, 
our true and lawful attorneys with full power to them, and each of them singly, to sign for us and in our names in the 
capacities indicated below, any and all amendments to said Annual Report on Form 10-K, and generally to do all such 
things in our names and in our capacities as officers and directors to enable Capricor Therapeutics, Inc. to comply with 
the provisions of the Securities Exchange Act of 1934, and all requirements of the U.S. Securities and Exchange 
Commission, hereby ratifying and confirming our signatures as they may be signed by our said attorneys, or any of them, 
to any and all amendments hereto. 

Pursuant to the requirements of the Securities Exchange Act of 1934, this report has been signed below by the 
following persons on behalf of the registrant and in the capacities and on the dates indicated. 
 
     

Signature      Title    Date 
          

/s/ Linda Marbán, Ph.D.   Chief Executive Officer and Director   March 17, 2026 
Linda Marbán, Ph.D.   (Principal Executive Officer)     
          
/s/ Anthony J. Bergmann   Chief Financial Officer   March 17, 2026 
Anthony J. Bergmann   (Principal Financial and Principal 

Accounting Officer) 
    

          
/s/ Frank Litvack, M.D.   Executive Chairman and Director   March 17, 2026 
Frank Litvack, M.D.         
          
/s/ David B. Musket   Director   March 17, 2026 
David B. Musket         
          
/s/ George W. Dunbar   Director   March 17, 2026 
George W. Dunbar         
          
/s/ Karimah Es Sabar   Director   March 17, 2026 
Karimah Es Sabar         
     
/s/ Paul Auwaerter   Director   March 17, 2026 
Paul Auwaerter         
     
/s/ Michael Kelliher   Director   March 17, 2026 
Michael Kelliher         
     
/s/ Philip Gotwals   Director   March 17, 2026 
Philip Gotwals         
 






